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To: "meldpunt@igj.nl" <meldpunt@igj.nl>
Subject: NL FSCA 2021-06-A to Dutch CA

?

Philips Nederland B.V.

?
image003.png

Philips Nederland B.V. | Postbus 90050 | 5600 PB Eindhoven | Nederland

Dear Madam/Sir,

Philips Nederland B.V. hereby reports FSCA 2021-06-A
Pursuant to article 89, paragraph 9, section b of the EU MDR (2017/45), Philips Respironics has requested
BfArM to act as the Coordinating Competent Authority for this Field Safety Corrective Action in the EU. This
is pending confirmation from BfArM.

Met vriendelijke groet / With kind regards / Sincères salutations,

On behalf of Q&R Benelux

Post Market Surveillance officer
Philips Benelux
Tel: +31 (0)40 , Email:  qandr_benelux@philips.com

High Tech Campus 52. 1st floor
5656 AG Eindhoven, The Netherlands
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Report Form 


Manufacturer's Field Safety Corrective Action Report 


Medical Devices Vigilance System 


(MEDDEV 2.12/1 rev 8) 


1. Administrative information Destination 


To which NCA(s) is this report being sent 


Inspectie Gezondheidszorg en Jeugd (IGJ), Stadsplateau 1, 3521 AZ Utrecht, Nederland 


 


 


Type of report   


 


 Initial report 
 


 Follow up report 
 


 Final report 
 
 


Date of this report   


 
10-JUN-2021 
 


Reference number assigned by the manufacturer 


 
2021-06-A 
 


FSCA reference number assigned by NCA  


        


Incidence reference assigned by NCA 


        


Name of the co-ordinating national competent authority (if applicable)  


        


2 Information on submitter of the report  


Status of submitter 


 


 Manufacturer  


 Authorised representative within EEA  


 Others (identify the role): Distributor  


 


3 Manufacturer information   


Manufacturer name 
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Respironics, Inc.  
 


Manufacturer’s contact person 


Rodney Mell 


Address 


312 Alvin Drive 


Postal code City 


15068 New Kensington 


Phone Fax 


+1 (724) 900-3460 N/A 


E-mail Country 


Rod.Mell@philips.com USA 


 


4 Authorised representative information  


Name of the authorised representative  


 
Respironics Deutschland GmbH & Co. KG   
 


The authorised representative’s contact person  


 
Cathy Wagner   
 


Address  


 
Gewerbestr 17 


Postal code City 


 
82211 


 
Herrsching 


Phone Fax 


 
+49 3152 9306 23 


 


+49 3152 9306 18 


E-mail Country 


 
Cathy.Wagner@Philips.com 


 


Germany 


5 National contact point information  


National contact point name 


Philips Nederland B.V.  
 


Name of the contact person  


P. Verhoeven 


Address  


High Tech Campus 52 
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Postal code City 


5656 AG Eindhoven 


Phone Fax 


+31 (0)40 2730701       


E-mail Country 


qandr_benelux@philips.com Nederland 


 


6 Medical device information  


Class 


 


 


  AIMD Active implants 


 


  MDD Class III 


  MDD Class IIb 


  MDD Class IIa 


  MDD Class I 


 


 


 IVD Annex II List A 


 IVD Annex II List B 


  IVD Devices for self-testing 


  IVD General 


Nomenclature system (preferable GMDN)  Nomenclature code 


 
GMDN  
 


 
Reference Appendix B – Column D   
 


Nomenclature text  


 
Reference Appendix B – Column D   
 


Commercial name/brand name/make 


 


Reference Appendix B – Column C 


 


Model number Catalogue number 


 


Reference Appendix B – Column B 


 


 


Not Applicable  


 


Serial number(s)  Lot/batch number(s) 


 


The sound abatement foam materials subject to the issues 
described herein are present in all units subject to this Field 
Safety Corrective Action. 


 


 


Not Applicable 


Device Manufacturing date Expiry date 
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Recalled material not bound by production or distribution 


date. 


 


Not Applicable 


 


Software version number (if applicable) 


 
Not Applicable 
 


Accessories/associated device (if applicable) 


 
Not Applicable 
 


Notified body (NB) ID- number  


0123  


 


7 Description of FSCA  


Background information and reason for the FSCA 


 


Philips has become aware of two (2) issues that may pose a risk for patients or users of Philips Respironics branded 
Continuous Positive Airway Pressure (CPAP), Bi-Level Positive Airway Pressure (BiPAP), and Mechanical Ventilators: 


1. Philips has determined from user reports and testing that the polyester-based polyurethane (PE-PUR) sound 
abatement foam used in Philips Continuous and Non-Continuous Ventilators may degrade under certain 
circumstances, and the degraded particles could potentially enter the air pathway of the device.  This issue 
affects Philips Respironics branded CPAPs, Bi-Levels, and Mechanical Ventilators.   


2. The results of testing performed by Philips indicate that the PE-PUR sound abatement foam used in these 
devices may emit certain chemicals.  Our investigation to date indicates that this emission occurs during initial 
operation and may possibly continue throughout the device’s useful life.   


 
These issues impact ALL device product platforms manufactured with polyester polyurethane (PE-PUR) sound 
abatement foam.  There is no specific population of device serial numbers which are impacted. 
 
 
 
 
Foam Degradation: 


Philips has determined based on user reports and testing that the PE-PUR sound foam abatement may degrade, 


resulting in particulates that could potentially enter the air flow pathway.  Philips’ investigation to date indicates that 


the foam degradation may be exacerbated by factors such as use of unapproved cleaning methods, such as ozone, and 


certain environmental conditions involving high humidity and temperature.  Philips continues its investigation to better 


understand the causes of this issue.   


Degraded foam particulates of varying sizes may be expelled into the air flow pathway and could enter the patient 
respiratory and/or gastrointestinal tract.   
 
The potential short-term risks of particulate exposure include: 
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• Irritation (skin, eye, and respiratory tract) 


• Inflammatory response 


• Headache 


• Asthma 


• Effects to other organs (e.g. kidneys and liver) 
 
The potential risks of exposure to foam particulates may include: 


• Potential toxic and carcinogenic effects  
 


Emission of Chemicals: 


The results of testing performed by Philips indicate that the PE-PUR sound abatement foam used in these devices may 


emit certain chemicals that could potentially cause patient harm.  Our investigation to date indicates that this emission 


occurs during initial operation and may possibly continue throughout the device’s useful life. 


Patients may be exposed to potentially harmful chemicals that are emitted by the device into the air flow pathway.   
 
Potential harms that can be exhibited as a result of exposure to VOCs as a class:  


• Headache/dizziness 
• Irritation (eyes, nose respiratory tract, skin) 
• Hypersensitivity 
• Nausea/Vomiting 
• Potential toxic and carcinogenic effects  


 
 


Description and justification of the action (corrective/preventive) 


 
The immediate customer actions associated with the impacted devices are as follows: 


• CPAP and Bi-Level Devices 
 


o Patients are instructed to discontinue use of their device and work with their physician or Durable 
Medical Equipment (DME) provider to determine the most appropriate options for continued 
treatment. They are further advised to consult with their physicians prior to continuing use of their 
device due to lack of alternatives, to determine if the benefit of continuing therapy with their device 
outweighs the risks identified in the medical device recall notice letter. 


 


• Potential Patient Impact - CPAPs & NIV:  
o Direct users to discontinue use of their device 
o Correct active impacted devices by replacing device with a new/refurbished device of the same or 


similar model. 


• Distribution Level: Field Safety Notice will be distributed to all customers/distributors and patients who have 
received the potentially affected products. 


• Method of Notification/Method of Delivery: Field Safety Notice provided by delivery tracked mailing 
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• Effectiveness Checks: (include non-responders and out-of-business distributors): Tracked receipt of mailing, 
tracked responses, telephone follow up with non-responders pending availability of contact information. 


• Final Disposition:  Replace or correct all active impacted devices.   
 


 


1. How to identify affected devices: 
- These issues impact ALL device product platforms manufactured with polyester polyurethane (PE-PUR) sound 


abatement foam.  There is no specific population of device serial numbers which are impacted.  The included 
Field Safety Notice describes the device families impacted by this issue.  All devices of these configurations in 
the field are impacted by this issue. 


2. Necessity to quarantine the affected devices 
o The Field Safety Notice advises customers and patients that they should not stop life sustaining therapy 


until consulting their physician.  That they must use and inline bacterial filter if their physician 
determines they must continue therapy.  Finally, that all users must register their device for corrective 
action 


 


Progress of FSCA, together with reconciliation data (Mandatory for a Final FSCA) 


 


Initial report 


 


Attached please find  FSN Status 


 


  Field Safety Notice (FSN) in English 


  FSN in national language 


 Others (please specify):       


 


  Draft 


  Final 


 


Time schedule for the implementation of the different actions 


All Correction and Removal activity will be complete by 10-JUN-2023 
 


These countries within the EEA and Switzerland are affected by this FSCA 


 


- EEA and Switzerland: 


 Austria (AT)  Belgium (BE)  Bulgaria (BG)  Cyprus (CY)  Czech Rep. (CZ) 


 Denmark (DK)  Estonia (EE)  Finland (FI)  France (FR)  Germany (DE) 


 Greece (GR)  Hungary (HU)  Iceland (IS)  Ireland (IE)  Italy (IT) 


 Latvia (LV)  Liechtenstein (LI)  Lithuania (LT)  Luxemburg (LU)  Malta (MT) 


 Netherlands (NL)  Norway (NO)  Poland (PL)  Portugal (PT)  Romania 
(RO) 


 Slovakia (SK)  Slovenia (SI)  Spain (ES)  Sweden (SE)  Switzerland (CH) 


 Turkey (TR)  United Kingdom (GB) 
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- Candidate Countries 


 Croatia (HR)  


 


 All EEA, Candidate Countries, Switzerland and Turkey  
 


 


8 Comments  


 


      
 
 


 


I affirm that the information given above is correct to the best of my knowledge. 


 


………………………………………………………  


Signature 


 


 


Mr. P. Verhoeven Eindhoven 10-JUN-2021  
Name City  Date 
 


 


 


Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorized 


representative or the national competent authority that the content of this report is complete or accurate, that 


the medical device(s) listed failed in any manner and/or that the medical device(s) caused or contributed to the 


alleged death or deterioration in the state of the health of any person. 


 


 






URGENT: FIELD SAFETY NOTICE 

Philips Respironics


CPAP and Bi-Level PAP Devices

Sound Abatement Foam


Susceptibility to Degradation and Volatile Organic Compound Emission


Dear Device Customer,

Philips Respironics is voluntarily recalling the below devices due to two (2) issues related to the polyester-based polyurethane (PE-PUR) sound abatement foam used in Philips Continuous and Non-Continuous Ventilators: 1) PE-PUR foam may degrade into particles which may enter the device’s the air pathway and be ingested or inhaled by the user, and 2) the PE-PUR foam  may off-gas certain chemicals.  The foam degradation may be exacerbated by use of unapproved cleaning methods, such as ozone (see FDA safety communication on use of Ozone cleaners), and off-gassing may occur during initial operation and may possibly continue throughout the device’s useful life.  


 


These issues can result in serious injury which can be life-threatening, cause permanent impairment, and/or require medical intervention to preclude permanent impairment. To date, Philips Respironics has received several complaints regarding the presence of black debris/particles within the airpath circuit (extending from the device outlet, humidifier, tubing, and mask). Philips also has received reports of headache, upper airway irritation, cough, chest pressure and sinus infection. The potential risks of particulate exposure include: Irritation (skin, eye, and respiratory tract), inflammatory response, headache, asthma, adverse effects to other organs (e.g. kidneys and liver) and toxic carcinogenic affects. The potential risks of chemical exposure due to off-gassing include: headache/dizziness, irritation (eyes, nose, respiratory tract, skin), hypersensitivity, nausea/vomiting, toxic and carcinogenic effects.  There have been no reports of death as a result of these issues.  


		All Devices manufactured before 26 April 2021, 

All serial numbers



		Continuous Ventilator, Minimum Ventilatory Support, Facility Use

		E30 (Emergency Use Authorization)



		Continuous Ventilator, Non-life Supporting

		DreamStation ASV



		

		DreamStation ST, AVAPS



		

		SystemOne ASV4



		

		C-Series ASV



		

		C-Series S/T and AVAPS



		

		OmniLab Advanced+



		Noncontinuous Ventilator

		SystemOne (Q-Series)



		

		DreamStation



		

		DreamStation Go



		

		Dorma 400



		

		Dorma 500



		

		REMstar SE Auto





Immediate Actions to be taken by You, the User:

1. Discontinue use of your device and work with your physician or Durable Medical Equipment (DME) provider to determine the most appropriate options for continued treatment.  To continue use of your device due to lack of alternatives, consult with your physician to determine if the benefit of continuing therapy with your device outweighs the risks identified in this letter.


2. Register your device on the recall website <to be completed on a country basis>

a. The website provides you current information on the status of the recall and how to receive permanent corrective action to address the two (2) issues.

b. The website also provides you instructions on how to locate your device Serial Number and will guide you through the registration process.


c. Call <to be completed on a country basis> if you cannot visit the website or do not have internet access. 

Permanent Corrective Action to be Taken by the Company:

Philips is deploying a permanent corrective action to address the two (2) issues described in this Recall Notice.  As part of the registration process above, you will be provided information on the next steps to implement the permanent solution.  

Other Information:


If you need any further information or support concerning this issue, please contact the recall support hotline or visit the website:

<to be completed on a country basis>

This notice has been reported to the appropriate Regulatory Agencies.


Philips regrets any inconveniences caused by this problem.


Sincerely,


Rodney Mell


Head of Quality and Regulatory


Philips Respironics - Sleep & Respiratory Care









URGENT: Veiligheidsmelding

Philips Respironics

CPAP en Bi-level PAP apparaten



Geluiddempend schuim

Gevoeligheid voor degradatie en uitstoot van vluchtige organische stoffen



Geachte gebruiker van dit apparaat,



[bookmark: _Hlk73091633]Philips Respironics roept de onderstaande apparaten vrijwillig terug als gevolg van twee (2) problemen met betrekking tot het polyurethaan (PE-PUR) geluiddempend schuim op polyesterbasis dat wordt gebruikt in continue en niet-continue beademingsapparaten van Philips: 1) PE-PUR-schuim kan degraderen in deeltjes die kunnen binnendringen in het luchttraject van het apparaat en zo door de gebruiker worden ingeslikt of ingeademd, en 2) er kunnen bepaalde chemicaliën ontgassen uit het PE-PUR-schuim.  De degradatie van het schuim kan worden verergerd door het gebruik van niet-goedgekeurde reinigingsmethoden, zoals ozon (zie de FDA-veiligheidscommunicatie over het gebruik van ozonreinigers), en de ontgassing kan optreden tijdens het eerste gebruik en blijft mogelijk gedurende de gehele levensduur van het apparaat bestaan.  

 

Deze problemen kunnen leiden tot ernstig letsel dat levensbedreigend kan zijn, permanente beschadigingen kan veroorzaken of medisch ingrijpen kan vereisen om permanente beschadigingen uit te sluiten. Tot nu toe heeft Philips Respironics enkele klachten ontvangen met betrekking tot de aanwezigheid van zwarte deeltjes in het luchtcircuit (in de apparaatuitgang, luchtbevochtiger, slangen en het masker). Philips heeft ook meldingen ontvangen van hoofdpijn, irritatie van de bovenste luchtwegen, hoesten, druk op de borst en sinusinfectie. De potentiële risico's van blootstelling aan deeltjes zijn: Irritatie (huid, ogen en luchtwegen), ontstekingsreactie, hoofdpijn, astma, schadelijke effecten op andere organen (bijv. nieren en lever) en toxische carcinogene effecten. De potentiële risico's van chemische blootstelling als gevolg van ontgassing zijn: hoofdpijn/duizeligheid, irritatie (ogen, neus, luchtwegen, huid), overgevoeligheid, misselijkheid/braken, toxische en carcinogene effecten.  Er zijn geen meldingen geweest van overlijden als gevolg van deze problemen.  



		Alle apparaten die zijn geproduceerd vóór 26 april 2021, alle serienummers van het apparaat



		Continu beademingsapparaat, minimale beademingsondersteuning, gebruik in instelling

		E30 (autorisatie voor noodgebruik)



		Continu beademingsapparaat, niet-levensondersteunend

		DreamStation ASV



		

		DreamStation ST, AVAPS



		

		SystemOne ASV4



		

		C-serie ASV



		

		C-serie S/T en AVAPS



		

		OmniLab Advanced+



		Niet-continu beademingsapparaat

		SystemOne (Q-serie)



		

		DreamStation



		

		DreamStation Go



		

		Dorma 400



		

		Dorma 500



		

		REMstar SE Auto







Acties die onmiddellijk door u, de gebruiker, moeten worden ondernomen:

1. Stop met het gebruik van uw apparaat en werk samen met uw arts of leverancier van duurzame medische apparatuur (DME) om de meest geschikte opties voor verdere behandeling te bepalen.  Als u uw apparaat wilt blijven gebruiken omdat er geen alternatieven beschikbaar zijn, raadpleeg dan uw arts om te bepalen of het voordeel van het voorzetten van therapie met uw apparaat zwaarder weegt dan de risico's die in deze brief worden genoemd.



2. Registreer uw apparaat op de website van de terugroepactie, [lokale site tbd]


a. De website biedt u actuele informatie over de status van de terugroepactie en hoe u permanente corrigerende maatregelen kunt ontvangen voor het adresseren van deze twee problemen.

b. Op de website vindt u tevens instructies voor het vinden van het serienummer van uw apparaat en wordt u door het registratieproces geleid.

c. Bel [lokaal # TBD] als het niet mogelijk is om de website te bezoeken of als u geen toegang tot internet hebt. 



Permanente corrigerende maatregel die door het bedrijf moet worden genomen:

[bookmark: _Hlk74062362]Philips zal een permanente corrigerende maatregel implementeren om de twee (2) problemen die in dit veiligheidsbericht worden beschreven te adresseren.  Nadat u het betreffende apparaat volgens de bovenstaande instructies hebt geregistreerd, ontvangt U informatie over de vervolgstappen om de permanente oplossing te implementeren. 



Overige informatie:

Neem voor meer informatie over dit probleem of voor ondersteuning contact op met uw lokale Philips-vertegenwoordiger:



[lokale site tbd]

[Telefoonnummer lokaal TBD]

[E-mailadres klantenservice lokaal TBD]



Bijwerkingen of kwaliteitsproblemen die bij het gebruik van dit product optreden, kunnen worden gemeld aan Uw distributeur, Philips of de betreffende overheidsinstantie.



Dit bericht is gerapporteerd aan de betreffende regelgevende instanties.



Philips betreurt eventuele ongemakken die door dit probleem zijn veroorzaakt.



Met vriendelijke groeten,





Rodney Mell

Head of Quality and Regulatory

Philips Respironics - Sleep & Respiratory Care
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HEALTH HAZARD EVALUATION FORM 


ER 2241621 – Foam Degradation in PAP Devices, Version 00 


 


Step I – Identification of the Issue/Problem 


CAPA Number: 7211 HHE Date 
Open: 


11/16/2020 HHE Date 
Closed: 


04/26/2021 


- Product Data - 


Product Code: BZD (noncontinuous ventilator (Intermittent positive pressure 
breathing - IPPB)) 


Model: All finished good part numbers under the devices listed below fall 
within the scope of this HHE. 


For a comprehensive list of all finished good numbers, refer to CAPA 
7211.  


Device Name: SystemOne (Q-Series) 


DreamStation CPAP, Auto CPAP, BiPAP  


DreamStation Go CPAP, Auto CPAP  


Dorma  


Lot/Serial Numbers: All devices in the field and released in inventory currently using the 
polyester-based polyurethane foam (PE-PUR) could be subject to 
this potential failure mode.   


Marketing Status (Include 
510(k) or PMA Number, 
Specify if Class I Exempt 
from 510(k)): 


K130077 


• Dorma  


 


K131982 


• SystemOne  


• DreamStation   


• DreamStation Go 


 


Manufacturing/Recall Firm 
Address: 


Respironics Inc. 
1010 Murry Ridge Ln 
Murrysville, PA 15668 
 


Product Description (Include 
Intended Use from Labeling): 


1.1. K130077 


Dorma Product Identification and Intended use: 


Regulation:  21 CFR 868.5905 


Identification :  A noncontinuous ventilator (IPPB) is a device 
intended to deliver intermittently, an aerosol to patient’s lungs or to 
assist a patient’s breathing. 
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Classification:  Class II (performance standards) 


Intended Use:  These devices are intended to deliver positive 
airway pressure therapy for the treatment of Obstructive Sleep 
Apnea in spontaneously breathing patients weighing over 30kg (66 
lbs.). They are for use in the home or hospital/institutional 
environment. 


Device Description: 


1.2. This device delivers CPAP/Auto CPAP and incorporates a ramp 
function that allows the patient to start therapy at a lower pressure 
(e.g., 4 cm H2O) when trying to fall asleep and gradually increases 
the delivered pressure up to the prescription pressure over the time 
interval selected. For example, air pressure can be gradually 
increased in 0.5 cm H2O increments if ramp time is set to > 0 and 
therapy pressure is > 4 cm H2O, until the prescription pressure is 
reached. Depending on the therapy mode, therapy pressure setting 
could be any of the following: CPAP pressure, CPAP-Check 
pressure, or Auto minimum pressure. Also, a Flex comfort feature 
provides pressure relief during exhalation. 


 


K131982 


1.3. SystemOne (Q-Series) Product Identification and Intended use: 


1.4. Regulation :  21 CFR 868.5905 


1.5. Identification :  A noncontinuous ventilator (IPPB) is a device 
intended to deliver intermittently, an aerosol to patient’s lungs or to 
assist a patient’s breathing. 


1.6. Classification:  Class II (performance standards) 


1.7. Intended Use:  SystemOne devices deliver positive airway pressure 
therapy for the treatment of Obstructive Sleep Apnea in 
spontaneously breathing patients weighing over 30 kg.  For use in 
the home or hospital/institutional environment. 


Device Description: 


This device delivers CPAP/Auto CPAP and incorporates a ramp 
function that allows the patient to start therapy at a lower pressure 
(e.g., 4 cm H2O) when trying to fall asleep and gradually increases 
the delivered pressure up to the prescription pressure over the time 
interval selected. For example, air pressure can be gradually 
increased in 0.5 cm H2O increments if ramp time is set to > 0 and 
therapy pressure is > 4 cm H2O, until the prescription pressure is 
reached. Depending on the therapy mode, therapy pressure setting 
could be any of the following: CPAP pressure, CPAP-Check 
pressure, or Auto minimum pressure. Also, a Flex comfort feature 
provides pressure relief during exhalation. In addition to these 
features, these devices incorporate additional features including 
BiPAP (one level of output pressure during the expiratory breath 
phase and a second higher level during the inspiratory breath 
phase), auto-BiPAP, and auto Bi-Level Split Night. A ramp function 
is also available, and depending on the therapy selected, one or 
more of the following pressure relief features is available to increase 
patient comfort: C-Flex, A-Flex, C-Flex+, P-Flex, and mask 
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resistance compensation. 


 


1.8. DreamStation Product Identification and Intended use: 


1.9. Regulation :  21 CFR 868.5905 


1.10. Identification :  A noncontinuous ventilator (IPPB) is a device 
intended to deliver intermittently, an aerosol to patient’s lungs or to 
assist a patient’s breathing. 


Classification:  Class II (performance standards) 


Intended Use:  The Philips Respironics DreamStation systems 
deliver positive airway pressure therapy for the treatment of 
Obstructive Sleep Apnea in spontaneously breathing patients 
weighing over 30 kg (66 lbs.). It is for use in the home or 
hospital/institutional environment. 


Device Description: 


The DreamStation is designed to provide CPAP, CPAP-Check, Auto 
CPAP, Bi-Level and Auto Bi-Level therapy. The optional heated 
humidifier offers Heated Tube (via optional 15mm heated tube, 
HT15), Adaptive or Fixed humidification. In addition to the ramp 
function, depending on the therapy selected, one or more of the 
following pressure relief features is available to increase patient 
comfort: C-Flex, A-Flex, P-Flex, Bi-Flex and Rise Time. 
DreamStation is intended for use with a patient circuit that is used to 
connect the device to the patient interface device (mask). A typical 
patient circuit consists of disposable or reusable smooth lumen 
tubing, (22mm, 15mm, Heated Tube15, or 12mm tubing). A typical 
patient interface device provides a method of venting exhaled gases. 
Bluetooth wireless technology gives a patient access to their 
compliance data in markets where the DreamMapper mobile 
application is available. Optional modem accessories, Cellular 
Modem or Wi-Fi Accessory, automatically upload patient compliance 
data to their provider. If included, a Secure Digital (SD) card will also 
store compliance data allowing a provider to collect a patient’s data 
periodically. 


 


DreamStation Go Product Identification and Intended use: 


Regulation:  21 CFR 868.5905 


Identification :  A noncontinuous ventilator (IPPB) is a device 
intended to deliver intermittently, an aerosol to patient’s lungs or to 
assist a patient’s breathing. 


Classification:  Class II (performance standards) 


Intended Use:  The Philips Respironics DreamStation Go systems 
deliver positive airway pressure therapy for the treatment of 
Obstructive Sleep Apnea in spontaneously breathing patients 
weighing over 30 kg (66 lbs.). It is for use in the home or 
hospital/institutional environment.  


Device Description: 


The DreamStation Go device targets a market segment of compliant 
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PAP patients looking for smaller therapy solutions. DreamStation Go 
is designed to provide CPAP, CPAP-Check and Auto CPAP therapy 
by a smaller, lightweight portable device offering patients an 
alternative to packing and re-assembling their home CPAP system. 
The DreamStation Go system offers three configurations: CPAP 
only, CPAP and battery pack or CPAP and heated humidifier and 
comes standard with 12mm micro tubing. In addition to the ramp 
function, depending on the therapy selected, one or more of the 
following pressure relieve features is available to increase patient 
comfort: C-Flex, A-Flex, and P-Flex. DreamStation Go is intended 
for use with a patient circuit that is used to connect the device to the 
patient interface device (mask). A typical patient circuit consists of 
disposable or reusable smooth lumen tubing, (22mm, 15mm, or 
12mm tubing). A typical patient interface device provides a method 
of venting exhaled gases.  


 


  


Brief description of the 
issue/problem and how it was 
identified: 


Philips Respironics received complaints in 2019 regarding 
SystemOne CPAP devices from Thailand (Complaint numbers RA 
307829970 and 307806329) alleging the presence of black 
debris/particles within the airpath circuit (extending from the device 
outlet, humidifier, tubing, and mask).  The patient’s nephew 
expressed concerns that the black particulate was delivered to the 
patient’s airway and could affect her health.  The SystemOne 
devices were returned and visual inspection showed signs of foam 
degradation. Chemical analysis of the foam confirmed degradation, 
triggering the initiation of CAPA 7211 and additional investigational 
activities. 


The sound abatement foam is an open-cell polyester-based 
polyurethane (PE-PUR) foam that is widely used for sound 
dampening purposes in many industries.  A complaint analysis 
performed as part of CAPA 7211 indicated that complaints for PE-
PUR foam degradation were identified across various PAP device 
platforms.  Specifically, 1,105 complaints were identified suggesting 
the presence of degraded foam with PAP devices. In addition, the 
complaint analysis showed an overall increase in complaints related 
to alleged PE-PUR foam degradation across the PRI PAP devices, 
noninvasive ventilators (NIV), and ventilators. The majority of 
complaints were reported by Philips service personnel and were 
found subsequent to investigating the patients’ primary complaints.  
As of the date of this HHE, 14,792,965 PAP devices have been 
shipped. 


Accordingly, Philips Respironics initiated this HHE to evaluate 
potential foam degradation in the context of PAP devices based on 
available data generated to date. 


This Health Hazard Evaluation (HHE) only assesses the risks 
associated with physical exposure to foam particulates.  Emission of 
chemical compounds as a result of foam breakdown is recognized 
as a potential source of harm, however testing is ongoing to further 
investigate the potential harms associated with this.  As additional 
information becomes available, this HHE will be updated to reflect 
any changes to the overall risk profile. 
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Affected Patient/User 
Population: 


All patient groups that fall within the intended use of the devices 
referenced in the Product Description are within the affected patient 
population. 


The intended patient population across multiple PAP platforms 
broadly includes the following: adult and pediatric patients weighing 
over 66 lbs. with Obstructive Sleep Apnea.   


Higher risk populations within the intended patient population include 
pediatrics; the elderly; pregnant women; and patients with 
comorbidities such as heart failure, COPD, and obesity. 


HHE Author (Name/Function): Doug Roberts – Design Quality Engineer/Safety Risk Management 


HHE Contributors 
(Name/Function): 


Doug Roberts – Design Quality Engineer/Safety Risk Management 


Bill Baldwin – Design Quality, Sr. Manager 


Neal Pry –Quality Engineering, Manager 


Vaishali Hegde – Head of Design Quality Engineering 


Matt Loeffler – Sustaining Engineering Manager 


Kevin Bussing – Sr. Quality Engineer 


Laura Beringer, PhD – Sr. Bio Safety and Verification Engineer 


Gary Lotz – Head of Global Clinical and Scientific Affairs 


Hisham Elzayat, MD – Medical Director, Connected Care 


Andy Zeltwanger – Director of Regulatory Affairs 


John Cronin, MD – Medical Leader, SRC 


Erin Levering – Medical Safety Manager, SRC 
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Step II – Analyze Post Release Health Risk Associated with Affected Units 


Note:  Assess the risk as if no corrective action will be taken and all affected devices will remain in the 
marketplace. 


A. Identification of the Individual Hazard(s) 


Hazard Category: Hazard Category:  Biological and Chemical 


Hazard:  Biocompatibility / Toxicity of chemical constituents 


 


Hazard Cause: Polyester-based polyurethane foam (PE-PUR) is used as a sound 
abatement foam in the PAP device airpath.  Based on all available data 
generated to date, Philips Respironics determined that the PE-PUR foam’s 
reaction with water (hydrolysis) was a source of the foam degradation 
potentially caused and/or exacerbated by the following factors: 


• Device operation in higher heat and humidity environmental 
conditions; and/or 


• Use of unapproved cleaning and disinfection methods with the PAP 
device (e.g. ozone). 


Environmental Conditions 


The labeled environmental conditions for operating temperature are 5° to 
35° C (41° to 95° F) with storage temperatures ranging from -20° to 60° C (-
4° to 140° F).  Preliminary test results conducted by Philips Respironics 
show that high temperature (90° C) contributes to significant degradation of 
the foam.   


Testing is ongoing to further investigate the impact of ambient temperature 
and humidity on foam degradation including: (1) models that may better 
simulate real world device operation conditions; and (2) lower temperatures 
within the labeled range.  Refer to Section III,C for additional information on 
planned testing. 


Unapproved Cleaning and Disinfection Methods  


1.11. The PAP user and provider manual cleaning instructions do not include 
ozone disinfection; rather, the instructions recommend water and a mild 
liquid dishwashing detergent for cleaning and DisCide Ultra Towelettes or a 
Chlorine Bleach solution for disinfection.  The manual states that any 
deviation from these instructions or agents not listed in this guide may 
impact the performance of the product.  Ozone disinfection devices appear 
to have become more readily available around the same time as Philips 
Respironics received complaints of foam degradation, however further 
investigation is ongoing.  Foam degradation has also been reported even 
when ozone disinfection was not reported. 


Hazardous 
Situation: 


Exposure to particulate by-products of foam degradation during use. 


If PE-PUR foam degrades, small particulates (estimated size range of 2.69 
µm-724 µm) may be expelled from the device blower box, through the 
motor and patient circuit and could enter the patient respiratory tract and/or 
Gastrointestinal (GI) tract.  Based on our analysis of the degraded foam, 
the particles may include compounds such as diethylene glycol (DEG), 
toluene diamine isomers (TDA), and toluene diisocyanate isomers (TDI). 


Due to an inability to obtain a sufficient quantity of representative field 







  REF:  QSP 7.3-286 


Confidential Page 7 of 20 FR 1256 
  Revision 06 


samples for biocompatibility lab testing, we created lab degraded foam 
used for such testing, including: cytotoxicity, genotoxicity, irritation, and 
sensitization tests. 


 


B. Estimation of Severity 


Description of 
reported and/or 
potential harm: 


 


Harm resulting from Short-Term and Intermediate-Term Exposure:  
exacerbation or worsening of the underlying patient condition 


Potential Harms: 


• Irritation (skin, eye, and respiratory tract) 


• Inflammatory response  


• Headache 


• Asthma 


• Effects to reproductive system 


• Neoplasia 


A total of 10 reported cases of harm  were reported for PAP devices.  These 
complaints are detailed in CAPA 7211 and generally included complaints of 
headache, upper airway irritation, cough, chest pressure, and sinus infection.  
Attributable harm may be confounded by the additional use of ozone (alleged to 
be used in 5 of the 10 complaints) or the use of PAP therapy in general. 


 


Harm resulting from Long-Term Exposure:  cytotoxic, genotoxic, and 
potential carcinogenic effects 


Zero cases of harm have been directly or indirectly linked to this failure mode. 


 


Estimation of 
Severity of Harm 


 


3 (Crucial) – Short/Intermediate Term Exposure 


Results in serious injury: life-threatening, or permanent impairment or 
necessitates medical intervention to preclude permanent impairment 


This is considering the reasonable worst-case scenario, per the rationale in the 
comments section below. 


 


3 (Crucial) – Long Term Exposure 


Results in serious injury: life-threatening, or permanent impairment or 
necessitates medical intervention to preclude permanent impairment 


Philips Respironics identified no significant difference in the estimated severity 
of harm when considering the general and higher risk patient populations. 


Comments:   


(Severity of Harm 
Rationale) 


A Bio Endpoint Analysis and toxicological risk assessment was performed on 
the specific chemical constituents and their potential impact to patients.  This 
analysis is included as part of CAPA 7211; the testing is summarized below. 


Due to the difficulty in obtaining a sufficient quantity of representative field 
samples for biocompatibility lab testing, laboratory accelerated aged foam was 
used to conduct the cytotoxicity, genotoxicity, irritation, and sensitization tests. 
The following results were noted: 
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• Cytotoxicity was noted for all extraction concentrations. 


• Two genotoxicity assays confirmed a positive mutagenic response. 


• Irritation results for the non-polar extract returned a passing result. 


• Sensitization results from both polar and non-polar extracts returned a 
passing result. 


Daily chemical dosages and concentrations are unknown at this time.  Philips is 


in the process of constructing a model that calculates the start and rate of foam 


degradation.  Further investigations are ongoing and detailed in Step III, 


Section C.  Additionally, the literature does describe tolerable intake (TI) 


references for some of the major degradative by-products of the polyester 


polyurethane foam: TDA, TDI and DEG.  Specifically: 


• Toluene diamine isomers (TDA), such as toluene-2,4-diamine, are 


primarily used in the synthesis of polyurethane, various dyes, and 


heterocyclic compounds.1,2   


o A chronic reference dose (RfD) for 2, 6 toluene diamine has been 


listed by the IRIS EPA at 0.03 mg/kg per day.3    


• Toluene diisocyanate isomers (TDI) such as 2,4-toluene diisocyanate are 


chemical intermediates utilized in the production of polyurethane products.4  


o A reference concentration of 0.00007 mg/m3 (0.07 µg/m3) has been 


recommended for toluene diisocyanates by the EPA IRIS risk 


assessment.5   


o The U.S. Office of Environmental Health Hazard Assessment 


(OEHHA) has listed the Safe Harbor Levels at 20 µg/day for the no 


significant risk level (NSRL) to toluene diisocyanates.   


• Diethylene glycol (DEG) is a polyol building block utilized in the synthesis 


of polyurethane. 


o Literature suggests a proposed human oral ingestion reference 


dose of 0.3 mg/kg for DEG.6     


o A WEEL occupational level of 10 mg/m3 has been proposed by 


TERA for inhalational limits of DEG7- but this is not adequate or 


protective for sensitive patient populations and only accounts for an 


occupational worker exposure.   


o Per prior informal feedback from the FDA, 1% of the WEEL 


occupational value (10 mg/m3) would be an adjusted tolerable 


intake of 0.1 mg/m3.   


Philips Respironics is working to complete the additional investigatory activities 
described in Step III, Section C to assess whether the amount of degraded PE-
PUR form inhaled and/or ingested by the patient may potentially exceed the TI 
references provided above. 


In order to evaluate the risks posed by the PE-PUR foam particulates, exposure 
time and patient airway physiology must be considered. Data generated to date 
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suggests that the PE-PUR foam degrades into particulates of varying sizes. 
The location of collected particulates in the respiratory tract and the body’s 
response to them is partially dictated by size.  


• For this HHE, the PE-PUR foam particulates are assumed to reach the 
patient airway (the amount or concentration in μg/m3 is unknown). 


The location of where aerosolized particulates collect in the respiratory 
tract and the body’s response to them is partially dictated by size.8  A 
multitude of tissues compose the respiratory tract which includes the 
conducting airways that consist of the nose and mouth, pharynx, larynx, 
leading into the trachea, main bronchi, lobar, segmental bronchi, and 
terminal bronchioles.9  The terminal bronchioles then lead into the 
respiratory bronchioles, alveolar ducts, and lastly alveolar sacs.9  There 
are defense mechanisms in the respiratory system which help prevent 
particulates from entering into the lung, these include cilia and mucous 
layers.  Cilia are hair-like projections of the cells that line the airway and 
propel the liquid layer of mucous which can trap pathogens and 
particulates prior to reaching the lungs.10 


• The nose and accompanying respiratory tract is capable of filtering 
foreign particles dependent on particle size and airflow rate with a 
filtration efficacy decreasing with particulate size.11  Small particles (<1-3 
μm) are capable of diffusing into deep lung tissue and deposit into the 
alveoli whereas larger particulates (> 8 μm) will be deposited throughout 
the nasal passages and larger bronchioles.8   


• Macrophages: one of the three types of alveolar cells, also known as  
dust cells, can eliminate foreign particles and bacteria through the 
process of  phagocytosis 


Philips Respironics particle size analysis identified that the majority of 
particulate (> 8 μm) is of a size that is unable to penetrate into deep lung tissue 
and thus will remain in the patient upper airway.  A smaller fraction of the 
particulate (<1-3 μm) may still penetrate into the lower respiratory tract. 


Our conclusions are as follows: 


• Based on the cytotoxicity and genotoxicity results and toxicological risk 
assessment, combined with our conclusion that particles are likely to 
reach the upper airway and potentially the lower respiratory track, a 
reasonable worst-case estimate for the  general and higher risk (e.g., 
patient populations with preexisting conditions or comorbidities) patient 
populations is a severity level 3 (Crucial) for both short/intermediate and 
long term exposure. 
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Reference 
Information:  


 


 


 


 


 


 


 


 


 


 


 


Check (X) 
Applicable Level* 


Examples 


 
 4 


(Catastrophic) 
 


Directly results in death  


 
X 3 


(Crucial) 
 


Results in serious injury: life-
threatening, or permanent 
impairment or necessitates medical 
intervention to preclude permanent 
impairment  


 
 2 


(Marginal) 
 


Results in moderate injury: 
temporary impairment, or self-
limiting illness  


 
 1 


(Negligible) 
 


Results in less than moderate or no 
injury  


*Severity Levels 4 and 3 are “serious adverse health consequences” per 
FDA’s CDRH Health Hazard Evaluation Form Version 3-1 01/12/2007.  
Severity Levels 2 and 1 are not serious adverse health consequences per 
FDA’s HHE Form. 
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C. Estimation of Probability of Harm Resulting from Affected Units 


Estimated quantity of affected 
devices (# in field, # in factory, 
# in distribution centers, etc.): 


Between 2008 through March 2021, a total of 14,792,965 
shipments of PAP Devices (see list of devices above). 


 


Number and type of 
injuries/number of deaths 
attributed to the problem with 
the device (if any):* 


 


10 cases of harm have been reported in PAP devices where 
foam degradation was suspected. 


Injuries (Severity 2) = 10 


Injuries (Severity 3) = 0 


Deaths = 0 


In the case of long-term exposure, it should be noted that 
harm may not be immediately recognizable and may not be 
something that the customer would/could report. 


A total of 1,105 complaints were filed for foam degradation 
with PAP devices.  The reported complaint rate for this failure 
mode is 0.007%. 


A total of 10 reported cases of harm were reported for PAP 
devices.  These complaints are detailed in CAPA 7211 and 
generally included complaints of headache, upper airway 
irritation, cough, chest pressure, and sinus infection.  
Attributable harm may be confounded by the additional use of 
ozone (alleged to be used in 5 of the 10 complaints) or PAP 
therapy in general. 


Describe the factor(s) that need 
to occur to create the 
hazardous situation 
(reasonably foreseeable 
sequence or combination of 
events): 


  


A hazardous situation is created when a patient uses a PAP 
device where the PE-PUR foam exhibits degradation.  As 
described in Step II, Section A under Hazard Cause, foam 
may degrade when exposed to specific conditions.  Once the 
foam starts to degrade, airborne particulates from degraded 
foam material could potentially enter the PAP system air flow 
path. The particulate must travel through the path outlined 
below.  


PAP Air Flow Path: 


Air enters through the inlet filter and into the blower box that 
contains the PE-PUR foam.  From the blower box, the air 
continues through the angled elbow of blower and through the 
blower impeller.  Air then travels through the angled outlet port 
where it may interface with an optional humidifier, continuing 
through the patient circuit.  The patient circuit consists of a 6 ft 
tube, an angled connection interface, and mask, before 
reaching the patient airway. 


Note that the air flow path referenced above is a broad 
generalization of each of the devices in scope of this report. 


Factors that might mitigate risk 
(e.g., safety mechanisms 
present in the design, 
instructions for use, current 
label warnings, etc.): 


Device inspection per device IFU: 


Exposure to the hazard may be partially mitigated through 
device, tubing and mask inspection.  Device User Manuals 
instruct patients to “Periodically inspect electrical cords, 
cables, tubing, and accessories for damage or signs of wear.” 


Mask IFU’s instruct patients to “Inspect the mask parts 
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regularly for damage or wear” and to clean the mask daily. 


However, patients may not detect the particles (e.g., because 
the particles are too small). 


 


 


Would a user detect the 
hazardous situation prior to 
occurrence of harm? If so, 
describe how: 


 


Detection of Foam Particulate: 


The particulate analysis (as detailed in CAPA 7211) 
demonstrates a variety of small and large particles that may or 
may not be detectable based on size and quantity.  Small, 
black contaminants may become visible near the air outlet port 
or within the patient circuit. 


Daily cleaning of the mask and weekly cleaning of the tubing 
may remove trapped particles and increase the odds of 
detection. 


 


 


Probability Estimate 


Estimation of 
Probability that the 
Harm will occur:   


 


 


Short/Intermediate-Term Hazard Exposure 


2 (Occasional) 


‘Remote probability’ that use will cause harm; expected to cause harm 
rarely/ from time to time (e.g., with no clear trend) 


This Hazard has 10 reports of harm from 2008 through March 2021 for 
PAP devices.  These complaints are detailed in CAPA 7211 and 
generally included complaints of headache, upper airway irritation, 
cough, chest pressure, and sinus infection.  Attributable harm may be 
confounded by the additional use of ozone (alleged to be used in 5 of 
the 10 complaints) or PAP therapy in general. 


 


Long-Term Exposure 


2 (Occasional) 


‘Remote probability’ that use will cause harm; expected to cause harm 
rarely/ from time to time (e.g., with no clear trend) 


This Hazard has zero reports of harm from 2008 through March 2021. 
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Comments:   


(Probability of Harm 
Rationale) 


Probability of Hazardous Situation Occurring (P1) 


While Philips Respironics’ testing and investigation to date indicates 
that the PE-PUR foam within the devices is degrading, and the 
degradation may be due to device exposure to certain conditions (e.g., 
environmental, disinfection using unauthorized cleaning agents) over a 
period of time, Philips Respironics is in the process of conducting 
additional studies to better understand: (1) the specific conditions that 
cause the foam to degrade; and (2) the rate of foam degradation when 
the device experiences such conditions.  For example, if the device 
must experience certain environmental conditions for an extended 
period of time for the foam to degrade (e.g., high humidity, high 
temperature), not all users may subject their device to such conditions.  
Therefore, completion of these ongoing and planned studies will help 
Philips Respironics better estimate the reasonable worst-case 
probability of the foam degrading within the device population.  See 
ongoing and planned investigational activities described in Step III, 
Section C.  Although the observed complaint rate is 0.007%, as noted 
above, the complaint rate may not accurately reflect the probability of 
the failure because patients may not detect the particles and/or report 
the event to Philips Respironics. 


Nonetheless, based on the available information and test data 
collected to date, Philips Respironics estimates that the reasonable 
worst-case probability of the foam degrading in the device to be 
occasional over the device’s useful life. 


 


Probability that Hazardous Situation will Lead to Harm (P2) 


The probability that the hazardous situation will lead to harm is 
dependent upon the amount of degraded foam a patient may inhale 
and/or ingest and may be exacerbated by the patient’s underlying 
comorbidities.  As noted in Step II, Section B, further investigations are 
ongoing and detailed in Step III, Section C. 


Short and long-term exposure to the hazard may cause generalized 
inflammation in patients that could facilitate clinical deterioration in 
certain patient populations as dictated by the underlying disease or 
associated comorbidities.  As an inhalational therapy, it is possible that 
patients with low cardio-pulmonary reserve (e.g. COPD, CHF) may 
experience a meaningful deterioration in their function that requires 
medical intervention.  Clinical events of this nature may not be easily 
linked to the hazardous situation or device use in general. 


Based on lab testing, exposure to the degraded foam and its 
components may lead to cellular DNA mutations.  Such mutations may 
lead to uncontrolled cellular replication given a sufficient dose and 
duration of exposure that have not been determined.   Patient related 
factors including bodily defenses, target tissue deposition, and 
immune function will also likely impact the development of the 
reasonable worst-case scenario harm.  Additionally, a presumed lag 
time from exposure to harm development may make it difficult for 
patients to attribute their individual harm to the device usage. 


No severity 3 (Crucial) harm has been reported to date.  It should be 
noted that harm in this case may not be immediately recognizable and 
may not be something that the patient would/could report. 
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Probability of Occurrence of Harm (P) 


Taking into consideration P1 and P2, it is challenging to accurately 
estimate the probability of harm quantitatively.  A probability of 2 
(Occasional) was chosen as the reasonable worst-case scenario.   


Considering the factors above, assess the probability that use of, or exposure to, the affected 
devices will cause future harm during the product’s lifetime.  Consider segments of the population 
most at risk (e.g. infants, elderly, pregnant women, critically ill patients, etc.).   


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


* Corresponds with probability levels set forth in FDA’s CDRH HHE Form Version 3-1 


01/12/2007. 


*Note: If harm has already occurred as a result of the issue under review, then: 


➢ Probability level zero (0) and one (1) can only be used if the investigation shows the harm 


was the result of an isolated incident and no other units are likely to be affected; a detailed 


rationale for why harm is not likely to occur again must be provided. 


➢ Probability level 0 rarely applies to post-market risk evaluation in cases where harm has 


occurred. 


Check (X) applicable 
level* 


Example of probability of harm 


 
 4 


(Always) 
 


Occurs ‘every time’* 


 
 3 


(Likely) 
 


‘Reasonable probability’ that use will cause harm*; good 
chance/ considerable certainty to cause harm 


 
X 2 


(Occasional) 
 


‘Remote probability’ that use will cause harm*; expected 
to cause harm rarely/ from time to time (e.g., with no 
clear trend) 


 
 1 


(Unlikely) 
 


‘Not likely’ that use will cause harm*; possible but 
improbable 


 
 0 


(Inconceivable) 
 


Inconceivable; not possible 
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Step III – Health Hazard Evaluation Conclusion 


 


Probability 
Severity 


1 2 3 4 


4 Unacceptable Unacceptable Unacceptable Unacceptable 


3 Acceptable Unacceptable Unacceptable Unacceptable 


2 


Acceptable Further Analysis 
Required1)  


Unacceptable 


Short/Intermediate-
Term Exposure 


Long-Term Exposure 


Unacceptable 


1 
Acceptable Acceptable Further Analysis 


Required1)  
Unacceptable 


0 Acceptable Acceptable Acceptable Acceptable 


*These conclusions will be re-evaluated once the additional testing described in Section III.C is 
completed. 


1) If the results of a risk evaluation fall into one of these two cells (3x1 or 2x2), then a risk/benefit 
analysis and/or appropriate justification must be documented in section C below. 


Note:   


➢ The original premarket risk/benefit analysis may be reused if still applicable as the evaluation to justify 


an acceptable risk.  


➢ The above Risk Table helps assess whether the risk is acceptable or not; however, 


reviewer/approvers of this document make the final determination. 


➢ Even if a risk is deemed “acceptable”, action to address the issue may still be warranted. 
              


A.  Document the results of the Health Hazard Evaluation for each hazardous situation under review:    


 


Short/Intermediate-Term Exposure 


Severity: 3 /  Probability: 2 = UNACCEPTABLE (acceptable/unacceptable) 
 


Long-Term Exposure 


Severity: 3 /  Probability: 2 = UNACCEPTABLE (acceptable/unacceptable) 
 


 


B.  If the risk of the individual hazardous situation is acceptable, review the Risk Management File and 
consider combined impact of all the individual risks to evaluate whether overall residual risk of the device is 
still acceptable.  Is the summary of all the risks acceptable or not acceptable? 


UNACCEPTABLE (acceptable / unacceptable) 
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Dorma 


SystemOne 


DreamStation 


DreamStation Go 


 


 


C.  Any additional 
information (if 
applicable): 


The risk management files associated with these products will be evaluated and 
updated per the information above. 


 


As noted above, the Philips Respironics team is continuing to conduct additional 
investigational activities to better understand the myriad of variables and 
considerations related to the reported foam degradation.  To ensure that we 
maintain our perspective and focus on our users, we have made conservative 
assumptions in identifying the severity and probability of the harms associated 
with this issue.  As we complete the testing listed below, we will update this HHE 
(as required). 


 


ADDITIONAL TESTING CONSIDERATIONS:  


 


Accelerated PE-PUR Foam Life Testing 


• The goal of this testing is to develop a model to help us understand the 
foam degradation behavior at ambient conditions within the specified 
operating temperature and humidity ranges, in the presence or absence 
of ozone. 


• Preliminary results, at the experiments’ mid-point, show visual separation 
between the ozone and non-ozone groups, within the operating 
temperature ranges, indicating that ozone does accelerate degradation at 
lower temperatures.  These results are not yet final; therefore, this 
potential impact has not been considered in the overall residual risk 
rating. 


Ozone Cycling on PE-PUR Foam 


• The purpose of this benchtop testing is to understand how ozone impacts 
the visual and chemical breakdown of PE-PUR foam at ambient 
conditions.  The outcome of this test could provide further confirmation on 
the hypothesis that ozone has a direct connection to the premature 
breakdown of device sound abatement foam. 


• Preliminary results indicate that PE-PUR foam exposed to various cycles 
of ozone at ambient temperatures show significant accelerated foam 
degradation, even after only one cycle.  As these results are also not yet 
final, this potential impact has not been considered in the overall residual 
risk rating. 


Dosage Test 


• The goal of this test is to estimate the daily and total dosage of particulate 
being delivered to a patient over the device’s expected use life. 
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Foam Volatile Organic Compounds (VOC) Testing 


• As more details become known, additional information will be added to 
this section. 


 


Health Hazard 
Evaluation Conclusion: 


 


 


Health Hazard Evaluation Medical Assessment  


 


The Health Hazard Evaluation conducted by the Philips Respironics Team 
concluded that the Hazards described herein represent an unacceptable 
risk to patients. 


 


Short/Intermediate-Term Exposure to Hazard: Severity 3; Probability 
2 


The severity of harm (level 3) recognizes the seriousness of any potential 
harm that may significantly impact the clinical status of patients and 
require additional medical intervention. Probability of harm (level 2) 
indicates a remote probability that device use will cause harm; expected 
to cause harm rarely/ from time to time (e.g., with no clear trend).   


 


Long Term Exposure to Hazard:  Severity 3; probability 2 


The severity of harm (level 3) recognizes the seriousness of any potential 
malignancy and the need for medical intervention to preclude permanent 
impairment.  Probability of harm (level 2) indicates a remote probability 
that device use will cause harm; expected to cause harm rarely/ from time 
to time (e.g., with no clear trend).    
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Step IV – Outcome approved by the following individuals: 


Prepared By: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Douglas Roberts – Design Quality Engineer / Safety Risk Management 


 


Approved By Director of BIU QARA: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Vaishali Hegde – Head of Design Quality Engineering 


 


Approved By VP of Corporate QA – HHS Q&R (or delegate): 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Rodney Mell – Head of Quality SRC 


 


Approved By Credentialed Medical Professional: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


John Cronin, MD – Medical Leader SRC 


 


See EDMS for e-signature and date 


See EDMS for e-signature and date 


See attached signature sheet 


See attached signature sheet 
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Approved By Credentialed Medical Professional: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Hisham Elzayat, MD – Medical Director Connected Care 


 


Approved By Clinical Affairs Representative: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Gary Lotz, MPT, MBA – Head of Clinical Affairs 


 


Note:  This form may be emailed or faxed to the person(s) above.  Signature (electronic or fax) is 


required for all HHEs.   


 


See attached signature sheet 


See EDMS for e-signature and date 






806 Supporting Data

		Device Family		Material No.		Brand Name		Common Name		Classification Name		Product Description		Intended Use

		50 Series - Auto SV4		AU951HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, AUS		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		AU951S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		 BiPAP autoSV ADVANCED SYSTEM ONE, AUS		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		CA951HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, CAN		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		CA951S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		 BiPAP autoSV ADVANCED SYSTEM ONE, CAN		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		CN957HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, CN		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		CN957S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		  BiPAP autoSV ADVANCED SYSTEM ONE, CN		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		DE952HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, GER		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		DE952S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		 BiPAP autoSV ADVANCED SYSTEM ONE, GER		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		DS950HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		  BiPAP autoSV ADV SYSTEM ONE W/HUMID		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		DS950S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		    BiPAP autoSV ADVANCED SYSTEM ONE		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		FR955HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, FR		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		FR955S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		  BiPAP autoSV ADVANCED SYSTEM ONE, FR		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		IN951HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, INT		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		IN951S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADVANCED PR SYSTEM ONE, INT		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		JP956S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		  BiPAP autoSV ADVANCED SYSTEM ONE, JP		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		LA951HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, LA		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		LA951S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		  BiPAP autoSV ADVANCED SYSTEM ONE, LA		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		RJP956S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		  BiPAP autoSV ADVANCED SYSTEM ONE, JP		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		UDS950S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		   BiPAP autoSV ADV SYSTEM ONE-RECERT		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		BR959S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADVANCED SYSTEM ONE, BR		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		JP956HS		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV ADV SYSTEM ONE W/HUMID, JP		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series - Auto SV4		RDS950S		BiPAP autoSV Advanced System One Ventilatory Support System		47083 Portable ventilator, electric (P)/Ventilator, Continuous, non-life supporting (MS)		868.5895 Continuous ventilator		BiPAP autoSV Advanced System One-Rental		The BiPAP autoSV Advanced System One device is intended to provide mask-applied non-invasive ventilatory support to adult patients (> 30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). The device may be used in the hospital or home.

		50 Series Base		AC250S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card AC		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AC550S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card AC		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH250HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH250S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH260HS		System One 60 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus, w/Humid System One 60 Series AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH260S		System One 60 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus System One 60 Series AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH260TS		System One 60 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus, w/HT Humid System One 60 Series AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH450HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ AutoIQ w/HUMID, SD Card - AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH450S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ AutoIQ w/SD Card - AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH550HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH550S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH650HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH650S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH750HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AH750S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card AHP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU151HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ HUMID, SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU151S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU251HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU251S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU451HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU451S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU551HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU551S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU651HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU651S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU751HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU751S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card AUS		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA151HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ HUMID, CD Card CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA151S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA251HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card CAN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA251S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card CAN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA451HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card CAN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA451S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card CAN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA551HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card CAN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA551S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card CAN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA651HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA651S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA751HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA751S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN157HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar, w/ HUMID, SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN157S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN257HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN257S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN457HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN457S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN557HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, CD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN557S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN657HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN657S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN757HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN757S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DE452HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DE452S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DE552HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DE552S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DE752HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, w/ HUMID, SD Card GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DE752S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, w/ SD Card GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS150HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ HUMID, SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS150S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS250HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS250S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS450HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ AutoIQ w/ HUMID, SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS450S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ AutoIQ w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS550HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS550S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS650HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS650S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS750HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS750S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		FR355HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex w/ HUMID, SD Card FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		FR355S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex w/ SD Card, FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		FR555HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		FR555S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		HL454S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		SOMNIA 3 C-Flex+ w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		HL554S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		PHÖNIX 3 A-Flex w/ SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN151HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ HUMID, SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN151S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card, INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN251HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN251S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN451HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN451S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN551HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN551S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN651HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN651S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card, INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN751HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		IN751S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP256HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex W/Humid, SD Card, JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP456HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP456S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/SD Card JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP556HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP556S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP656HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex, W/Humid, SD Card, JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP756HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		JP756S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP auto BiFlex W/ SD Card JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP250HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP250S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP450HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP450S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP550HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP550S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card, KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP750HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP750S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card KP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA151HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ HUMID, SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA151S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA251HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA251S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA451HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ HUMID, SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA451S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA551HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ HUMID, SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA551S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA651HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ HUMID, SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA651S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA751HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ HUMID, SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA751S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RIN551S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex W/SD Card, INT Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RJP556S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex W/SD Card, JP Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		SH558HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto w/Aflex, Humid, Sales Display		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		SH558S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto w/A-Flex, Sales Display		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS150S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar W/SD Card-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS250S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS450S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ W/SD-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS550S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex W/SD-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS560S		System One 60 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex SysOne 60 Srs Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS650S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex, W/SD-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UODS750S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, W/SD-US-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RTODS650HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		RTO BP Pro BiFlex, W/SD Card, HUMID, US Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		151BR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA151SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar w/ SD Card BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		151P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar, INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		157P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		250P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		251BR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA251SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA251SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/SD Card, BR Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		251P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus, INTL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA251HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA251S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		255P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus, FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		FR255HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ HUMID, SD Card FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		FR255S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex w/ SD Card FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		257P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		355P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro, FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		450P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		451BR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA451SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA451SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/SD Card, BR Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		451P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro, INTL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RIN451S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro CFlex+ W/SD Card INT Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA451HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA451S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		452P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro, GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDE452S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/ SD Card GER Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		454P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		SOMNIA 3, H&L		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		456P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro, JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RJP456S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ w/SD Card, JP Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		457P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		550P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		551BR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA551SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA551SBR		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/SD Card, BR Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		551P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto, INTL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA551HS		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA551S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		552P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto, GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDE552S		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex w/ SD Card GER Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		554P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		PHÖNIX 3, H&L		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		555P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto, FR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		556P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto, JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		557P		System One 50 Series		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		651BR		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA651SBR		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/ SD Card BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA651S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA651SBR		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex w/SD Card, BR Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		651P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro, INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		657P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		750P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		751BR		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		LA751SBR		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex w/ SD Card BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA751SBR		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, w/SD Card, BR Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		751P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto, INT		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA751HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RBRLA751S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, LA Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		752P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto, GER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		756P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto, JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RJP756S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, w/SD Card, JP Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		757P		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		AU151H		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMSTAR, W/HUMID, AUST		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA151		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMSTAR, CNDA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA151H		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMSTAR, W/HUMID, CNDA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA451HC		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM PRO, W/HMD, W/CELLULAR, CFLEX+, CNDA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA451W		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM PRO, W/MODEM, AFLEX, CNDA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA551C		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM AUTO, W/CELLULAR, AFLEX, CNDA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CA551HC		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM AUTO, W/HMD, W/CELLULAR, AFLEX, CNDA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		CN157		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMSTAR, CHINA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS150		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMSTAR, U.S.		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS450C		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM PRO, W/CELLULAR, CFLEX+, U.S.		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS450D		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM PRO, W/DATA MODEM, CFLEX+, U.S.		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS550C		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM AUTO, W/CELLULAR, AFLEX, U.S.		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		DS550HC		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM AUTO, W/HMD, W/CELLULAR, AFLEX, U.S.		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP450C		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM PRO, W/CELLULAR, CFLEX+, KAISER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP450HC		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM PRO, W/HMD, W/CELLULAR,CFLEX+ KAISER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP550C		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM AUTO, W/CELLULAR, AFLEX, KAISER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		KP550HC		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REM AUTO, W/HMD,W/CELLULAR,AFLEX, KAISER		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS150S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar W/SD Card, US-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS250S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex W/SD Card-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS450S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ W/SD Card		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS520S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		Rental REMstar SE Auto, w/ SD Slot, DOM		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS550HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex W/HUMID,SD-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS550S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex W/SD Card-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS650S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex, W/SD Card, US-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS750HS		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex W/SD,HUMID,US-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RDS750S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex,W/SD Card,US-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		RIN751S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, W/SD Card, INT-Rental		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS150S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar W/SD Card, US-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS250S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Plus C-Flex W/SD-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS450S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Pro C-Flex+ W/SD-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS520S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		RECERT REMstar SE Auto, w/ SD Slot, DOM		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS550S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		REMstar Auto A-Flex W/SD-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS650S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Pro BiFlex, W/SD-US-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		50 Series Base		UDS750S		System One 50 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		BiPAP Auto BiFlex, W/SD-US-Recertified		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment

		60 Series - Auto SV4		AH960HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV W/HUM,SYS ONE,60SRS,AHP		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AH960S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		  BiPAP autoSV ADV SYS ONE,60 SRS, AHP		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AH960TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum,SYSONE60Srs,AHP		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AH960XHS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum, 60Srs, 30cm, AHP		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AH960XS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		  BiPAP autoSV ADV, 60 Srs, 30cm, AHP		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AH960XTS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum, 60Srs,30cm,AHP		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AU961HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs,AUS		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AU961S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV, Sys One, 60 Srs, AUS		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AU961TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADVw/HTHum,SysOne,60Srs,AUS		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AU961XHS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum, 60Srs, 30cm, AUS		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AU961XS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		  BiPAP autoSV ADV, 60 Srs, 30cm, AUS		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		AU961XTS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum, 60Srs,30cm,AUS		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		BR969S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV, Sys One, 60 Srs, BR		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs,CAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961NTS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADVw/HTHum,StdTube,60SrsCAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV Sys One, 60 Srs, CAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADVw/HTHum,SysOne,60Srs,CAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961XHS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum, 60Srs, 30cm, CAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961XS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		  BiPAP autoSV ADV, 60 Srs, 30cm, CAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CA961XTS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum, 60Srs,30cm,CAN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CN967HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs, CN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CN967S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV, Sys One, 60 Srs, CN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		CN967TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum,SysOne,60Srs,CN		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DE962HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs,GER		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DE962S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV, Sys One, 60 Srs, GER		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DE962TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAPautoSV ADV w/HTHum,SysOne,60Srs,GER		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DE962XS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		   BiPAP autoSV ADV,60 Srs, 30cm, GER		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DS960HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs,DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DS960S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV Sys One, 60 Srs, DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DS960TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum,SysOne,60SrsDOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DS960XHS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum, 60Srs, 30cm, DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DS960XS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		  BiPAP autoSV ADV, 60 Srs, 30cm, DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		DS960XTS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum, 60Srs,30cm,DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		FR965HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs, FR		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		FR965S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV, Sys One, 60 Srs, FR		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		FR965TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAPautoSV ADV w/HTHum,Sys One,60Srs,FR		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		IN961HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs,INT		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		IN961S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAP autoSV ADV Sys One, 60 Srs, INT		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		IN961TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum,SysOne,60SrsINT		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		JP966S		System One 60 Series		GMDN 60712, Home BiPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		 BiPAP autoSV ADV, Sys One, 60 Srs, JP		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		60 Series - Auto SV4		LA961HS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/Hum,Sys One,60Srs, LA		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		LA961S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		  BiPAP autoSV ADV Sys One, 60 Srs, LA		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		LA961TS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAP autoSV ADV w/HTHum,SysOne,60Srs,LA		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		RDS960S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		 BiPAPautoSVADV Sys One,60 Srs,DOM-RENT		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		RIN961S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BP autoSV ADV Sys One, 60 Srs, INT-Rent		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		UDS960S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BiPAPautoSVADV Sys One,60 Srs,DOM-RECERT		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		RIN951S		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		BP autoSV ADVNCD PR SYSTEM ONE, INT-RENT		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		S1106396		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		SVC-BiPAP autoSV ADV 60 SRS Btm Encl-DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		60 Series - Auto SV4		RDS960XS		BiPAP autoSV Advanced System One		47083 Portable electric ventilator		868.5895 Continuous ventilator		RENT-BiPAPautoSVADV,60Srs,30cm,DOM		The BiPAP autoSV Advanced System One is intended to provide mask-applied non-invasive ventilatory support to adult patients (>30 kg) for the primary treatment of obstructive sleep-disordered breathing with secondary Central Sleep Apnea or Cheyne-Stokes Respiration (CSR). This device may be used in the hospital or home.

		C Series		1060485		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		    BiPAP AVAPS, C SERIES, DOMESTIC		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1060486		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP AVAPS, C SERIES, INTERNATIONAL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1061418		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP AVAPS, C SERIES, CORE PKG, DOM		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1061419		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		 BiPAP AVAPS, C SERIES, CORE PKG, INTL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1061420		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		      BiPAP ST, C SERIES, DOMESTIC		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1061421		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		   BiPAP ST, C SERIES, INTERNATIONAL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1061422		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		   BiPAP ST, C SERIES, CORE PKG, DOM		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1061423		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		   BiPAP ST, C SERIES, CORE PKG, INTL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		1098346		BiPAP ST20		47083 Portable electric ventilator		N/A		          BiPAP ST20 C-Series		The BiPAP ST20 and BiPAP ST20 60 Series devices are intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA). This device may be used in the hospital or home.

		C Series		AU1060486		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		    BiPAP AVAPS, C SERIES, AUSTRALIA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		AU1061419		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP AVAPS, C SRS, CORE PKG, AUSTRALIA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		AU1061421		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		     BiPAP ST, C SERIES, AUSTRALIA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		AU1061423		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP ST, C SERIES, CORE PKG, AUSTRALIA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CA1060486		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		     BiPAP AVAPS, C SERIES, CANADA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CA1061419		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP AVAPS, C SERIES, CORE PKG, CANADA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CA1061421		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		       BiPAP ST, C SERIES, CANADA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CA1061423		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP ST, C SERIES, CORE PKG, CANADA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CN1060486		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		       BiPAP AVAPS, C Series, CN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CN1061419		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP AVAPS, C Series, Core Pkg, CN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CN1061421		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		       BiPAP ST, C SERIES, CHINA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CN1061423		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP ST, C SERIES, CORE PKG, CHINA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		FR1060486		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		     BiPAP AVAPS, C SERIES, FRANCE		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		FR1061419		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP AVAPS, C SERIES, CORE PKG, FRANCE		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		FR1061421		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		       BiPAP ST, C SERIES, FRANCE		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		FR1061423		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP ST, C SERIES, CORE PKG, FRANCE		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		JP1060486		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		      BiPAP AVAPS, C SERIES, JAPAN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		JP1061419		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		 BiPAP AVAPS, C SERIES, CORE PKG, JAPAN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		JP1061421		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		       BiPAP ST, C SERIES, JAPAN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		JP1061423		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP ST, C SERIES, CORE PKG, JAPAN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		R1061420		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP ST, C SERIES, DOMESTIC-RENTAL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		R1061421		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		    BiPAP ST, C SERIES, INTL-RENTAL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		U1060485		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		 BiPAP AVAPS, C SERIES, DOMESTIC-RECERT		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		U1061420		BiPAP AVAPs and S/T		15613 Ventilator		868.5895 Continuous ventilator		  BiPAP ST, C SERIES, DOMESTIC-RECERT		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		CA1161HS		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP AVAPS C Series Core Package, Canad		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		R1060485		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP AVAPS, C SERIES, DOMESTIC-RENTAL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		RDS1060S		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP S/T C Series - Domestic-RENT		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		RDS1160S		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		Rental, BiPAP AVAPS C Series, DOM		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		UDS1060S		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP S/T C Series - Domestic-RECERT		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		ZA1061X		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP S/T C Series, ZA 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series		ZA1161X		BiPAP AVAPS and BiPAP S/T		15613 Ventilator		868.5895 Continuous ventilator		BiPAP AVAPS C Series, ZA 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AH1060HS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP S/T C Series  Core Package, AHP		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AH1060S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        BiPAP S/T C Series, AHP		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AH1060TS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP S/T,C Series,CorePack,Htd Tube,AHP		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AH1160HS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP AVAPS C Series Core Package, AHP		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AH1160S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP AVAPS C Series, AHP		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AH1160TS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP AVAPS,C Srs,CorePack,Htd Tube, AHP		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AR1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    BiPAP S/T C Series Argentina, 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AR1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   BiPAP AVAPS C Series Argentina, 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AU1161S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   BiPAP AVAPS C Series ,  Australia		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		AU1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   BiPAP AVAPS C Series Australia, 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		BR1169S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     BiPAP Synchrony AVAPS, Brazil		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CA1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    BiPAP AVAPS C Series Canada, 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CA1161XTS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP AVAPS C Series Core Package, Can30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CN1067HS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP S/T C Series  Core Package – CHINA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CN1067S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series , China		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CN1067TS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP S/T C Series Core Pack,Htd Tube CN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CN1167HS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP AVAPS C Series ,CORE PKG, CHINA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CN1167S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series , CHINA		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		CN1167TS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP AVAPS C Srs Core Pack, Htd Tube CN		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DE1061S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           BiPAP Harmony S/T		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DS1060HS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    BiPAP S/T C Series  Core Package		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DS1060S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     BiPAP S/T C Series - Domestic		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DS1060TS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP S/T C Series Core Pack, Htd Tube		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DS1160HS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP AVAPS C Series Core Package, DOM		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DS1160S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     BiPAP AVAPS C Series, Domestic		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DS1160TS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BIPAP AVAPS C SERIES CORE PACK HTD TUBE		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		ES1061S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         BiPAP S/T C Series, ES		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		ES1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series, ES 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		FI1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series,  FI 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		FI1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series, FI 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		FR1065X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     BiPAP S/T C Series French, 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		FR1165X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    BiPAP AVAPS C Series French, 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		GB1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series,  GB 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		GB1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series, GB 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1061S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   BiPAP S/T C Series, International		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP S/T C Series,  International 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1161PL		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   BiPAP AVAPS C Series, INTL, 30, PL		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1161PLS		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   BiPAP AVAPS C-Series, Sapio Belife		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1161PLV		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  BiPAP AVAPS C Series, Vitalvent EVO		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1161S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  BiPAP AVAPS C Series, International		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 BiPAP AVAPS C Series, International 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IN861S		BiPAP ST 20 		47083 Portable electric ventilator		N/A 		               BiPAP ST20		The BiPAP ST20 and BiPAP ST20 60 Series devices are intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA). This device may be used in the hospital or home.

		C Series HT		IT1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    BiPAP S/T C Series, Intl, IT 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		IT1161S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        BiPAP AVAPS C Series, IT		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		ND1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series, ND 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		ND1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series, ND 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		NO1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series,  NO 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		NO1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP AVAPS C Series,NO 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		PT1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series,  PT 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		PT1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series, PT 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		RIN1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  BiPAP S/T C Series,  Intl 30-Rental		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		SE1061X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       BiPAP S/T C Series, SE 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		SE1161X		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      BiPAP AVAPS C Series, SE 30		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		C Series HT		DE1161S		BiPAP AVAPs and S/T		47083 Portable electric ventilator

		868.5895 Continuous ventilator		BiPAP Synchrony AVAPS		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		DreamStation		AHX200H11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX200H11C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX200H11W		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX200S11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX200T11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX200T11C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX200T11W		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400H11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400H11C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400H11W		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400S11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400T11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400T11C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX400T11W		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500H11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500H11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500H11W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500S11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500T11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500T11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX500T11W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600H11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600H11C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600H11W		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600S11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600T11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600T11C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX600T11W		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700H11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700H11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700H11W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700S11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700T11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700T11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AHX700T11W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX401H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX401S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Humid, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ARX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX400T15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid/HT, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX400T15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/HT/Cell, AU		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX500T15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid/HT, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX500T15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/HT/Cell, AU		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX700T15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid/HT, AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		AUX700T15C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP/Hum/HT/Cell,AUS		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX201S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/AHI, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX201S15C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX400H15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX400S15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX500H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX500H15MQ		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX500S15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Humid, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BLX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, BL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX200S18		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX400S18		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX404S18		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/ CPAP Check, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX500S18		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX504S18		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/ Auto-Trial, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX600S18		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		BRX700S18		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX200H12		DreamStation CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX200S12		DreamStation CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX200T12		DreamStation CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid/HT, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400H12		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400H12C		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400H12W		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400S12		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400T12		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid/HT, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400T12C		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/HT/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX400T12W		DreamStation CPAP Pro 		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/HT/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500H12		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500H12C		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500H12W		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500S12		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500S12C		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500S12W		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500T12		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid/HT, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500T12C		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/HT/Cell,CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX500T12W		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/HT/WiFi,CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX501H12		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Expert w/Hum, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX501H12C		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Expert w/Hum/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX501H12W		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Expert w/Hum/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX501T12		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Expert w/Hum/HT, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX501T12C		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Expert w/Hum/HT/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX501T12W		DreamStation Auto CPAP		GMDN 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Expert w/Hum/HT/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600H12		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Humid, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600H12C		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600H12W		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600S12		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600T12		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Humid/HT, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600T12C		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/HT/Cell,CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX600T12W		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/HT/WiFi,CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700H12		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700H12C		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Hum/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700H12W		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Hum/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700S12		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700S12C		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Cell, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700S12W		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700T12		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid/HT, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700T12C		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP/Hum/HT/Cell,CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CAX700T12W		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP/Hum/HT/WiFi, CAN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX200H17		DreamStation CPAP 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid, CN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX200T17		DreamStation CPAP 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid/HT, CN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX400H17		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid, CN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX400T17		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid/HT, CN		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX500H17		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX500T17		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX600H17		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX600T17		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX700H17		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		CNX700T17		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DEX400S13		DreamStation CPAP Pro 		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DEX500S13		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DEX700S13		DreamStation Auto BiPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DNX500H11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DNX500T11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/HT/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200H11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200H11C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200H11W		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200S11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200S11C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200S11W		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200T11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Humid/HT, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200T11C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Hum/HT/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX200T11W		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Hum/HT/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400H11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Humid, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400H11C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400H11W		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400S11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400T11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400T11C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/HT/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX400T11W		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro w/Hum/HT/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500H11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500H11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/Cell,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500H11CEP		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500H11EP		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500H11W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500H11WEP		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500S11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500S11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500S11W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Humid/HT, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/HT/Cell,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11CEP		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11CMK		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11EP		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP w/Hum/HT/WiFi,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11WEP		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX500T11WMK		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600H11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Humid, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600H11C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/Cell,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600H11W		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600S11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600T11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Humid/HT, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600T11C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/HT/Cell,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX600T11W		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/HT/WiFi,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700H11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700H11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Hum/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700H11CEP		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700H11EP		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700H11W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Hum/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700H11WEP		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700S11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700S11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Cell, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700S11W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Humid/HT, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP/Hum/HT/Cell,DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11CEP		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11CMK		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11EP		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP/Hum/HT/WiFi, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11WEP		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX700T11WMK		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX401H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX401S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX600H15		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX600S15		DreamStation BiPAP Pro		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX700H15		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EEX700S15		DreamStation Auto BiPAP		GMDN 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX201S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX201S15C		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX401H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX401H15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX401S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX401S15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX401S15PR		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX500H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX500S15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ESX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX200S15		DreamStation CPAP 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX401H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX401S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		EUX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX400S14		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX400S14W		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX401S14		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX500S14		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX500S14W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX501H14W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX501S14		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX501S14W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX700S14		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		FRX700S14W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX401H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX401S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		GBX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX200T15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX400T15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX500T15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX600T15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX700T15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX400H15W		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX500H15W		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ITX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX400S16		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, JP		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX400S16C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX500S16		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX500S16C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX501S16		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX700S16		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, JP		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		JPX700S16C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX200T15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX400T15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX500T15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX600T15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		KRX700T15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX200T15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX400T15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX500T15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX600T15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		LAX700T15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX500H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX500S15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		NDX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		PPX100S10						Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		PTX500H15PR		DreamStation Auto CPAP		CPAP System		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		PTX500H15PRC		DreamStation Auto CPAP		CPAP System		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		PTX500H15PRW		DreamStation Auto CPAP		CPAP System		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		PWX401H15		DreamStation CPAP Pro 		CPAP System		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		PWX401S15		DreamStation CPAP Pro 		CPAP System		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDEX500S13		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDSX200S11		DreamStation CPAP 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDSX400S11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDSX500S11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDSX600S11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDSX700S11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RGBX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RGBX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RGBX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RJPX500S16		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		SHX500S11		DreamStation DISPLAY MODEL 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX200H15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX200S15		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		TRX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UAX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UAX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UAX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UCDSX400S11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UCDSX500S11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UCDSX700S11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		UFRX500S14		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		VAX700H11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		VAX700H11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		VAX700T11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		VAX700T11C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX200H15		DreamStation CPAP 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX200S15		DreamStation CPAP 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX400H15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX400S15		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX500H15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX500S15		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX600H15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX600S15		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX700H15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		ZAX700S15		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		DSX219S11		DreamStation CPAP Assist		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		DreamStation CPAP Assist, DOM		The Philips Respironics DreamStation systems deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital/institutional environment.

		DreamStation		FRX500H14W		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto w/Humid/WiFi, FR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		INX219S15		DreamStation CPAP Assist		GMDN 60711, Home CPAP Unit		Ventilator, Non-Continuous (Respirator) (21 CFR 868.5905)		DreamStation CPAP Assist, INTL		The Philips Respironics DreamStation systems deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital/institutional environment.

		DreamStation		RDEX400S13		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation REmstar Pro- RENTAL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RDEX700S13		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Auto- RENTAL		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RFRG503S14		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		RENTAL DreamStation Go Auto w/BT, FSS,FR		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation		RFRX1130S14		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		RENTAL DreamStation AVAPS30 AAM, FR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RFRX501S14		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		RENTAL DreamStation Expert, FR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RFRX700S14		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		RENTAL DreamStation BiPAP Auto, FR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RJPX400S16		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro, JP		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation		RJPX700S16		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP, JP		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		VAX500H11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		VAX500H11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		VAX500T11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		VAX500T11C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		ERROR:#N/A		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		ARX200H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP W/Humid, AR + Cell Modem, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		ARX401H15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP Pro W/Humid,AR+Cell Modem,AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		ARX500H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation AUTO CPAP W/Humid + Cell Modem,AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		ARX600S15C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BIPAP PRO, AR+ Cell Modem, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		ARX700S15C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation AUTO BIPAP, AR+ Cell Modem, AR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		LAX200H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP W/Humid, LA + Cell Modem, LA		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		LAX400H15C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP PRO W/Humid + Cell Modem, LA		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		LAX500H15C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto CPAP W/Humid + Cell Modem, LA		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		LAX600H15C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BIPAP PRO W/Humid + Cell Modem, LA		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		LAX700H15C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation AUTO BIPAP W/Humid+ Cell Modem, LA		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		BRX200H18C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation CPAP w/Hum/Cell, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		BRX404H18C		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DS CPAP Pro w/CPAP Check, Hum/Cell, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		BRX504H18C		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DS AutoCPAP w/Auto-Trial, w/Hum/Cell, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		BRX600H18C		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation BiPAP Pro w/Hum/Cell, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		BRX700H18C		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		DreamStation Auto BiPAP w/Hum/Cell, BR		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		UDSX200S11		DreamStation CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		Recert - DreamStation CPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		UDSX400S11		DreamStation CPAP Pro 		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		Recert - DreamStation CPAP Pro, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		UDSX500S11		DreamStation Auto CPAP		GMDN Code 60711, Home CPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		Recert - DreamStation Auto CPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		UDSX600S11		DreamStation BiPAP Pro		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		Recert - DreamStation BiPAP Pro, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation  		UDSX700S11		DreamStation Auto BiPAP		GMDN Code 60712, Home BiPAP Unit		Ventilator, Non-continuous 21 CFR 868.5905		Recert - DreamStation Auto BiPAP, DOM		The DreamStation device delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs). It is for use in the home or hospital / institutional environment. 

		DreamStation ASV		ARX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ARX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		AUX900S15		DreamStation autoSV		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		AUX900T15		DreamStation autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		AUX900T15C		DreamStation autoSV w/Humidifier w/Heated Tube w/Cell		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		BLX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		BLX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		BRX900S18		DreamStation autoSV no Bluetooth®		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		CAX900H12		DreamStation autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		CAX900S12		DreamStation autoSV		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		CAX900T12		DreamStation autoSV w/Humidifier w/Heated Tube		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		CAX900T12C		DreamStation autoSV w/Humidifier w/Heated Tube		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		CAX900T12W		DreamStation autoSV w/Humidifier w/Heated Tube		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DEX900H13		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DEX900S13		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900H11		DreamStation autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900H11C		DreamStation autoSV w/Humidifier w/Cell		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900H11W		DreamStation autoSV w/Humidifier w/Heated Tube w/WiFi		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900S11		DreamStation autoSV		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900T11		DreamStation autoSV w/Humidifier w//Heated Tube		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900T11C		DreamStation autoSV w/Humidifier w/Heated Tube w/Cell		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		DSX900T11W		DreamStation autoSV w/Humidifier w/Heated Tube w/WiFi		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		EEX900H15		DreamStation BiPAP autoSV w/Humidifier, EE		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		EEX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ESX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ESX900S15		DreamStation BiPAP autoSV ES		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		EUX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		EUX900H19		DreamStation BiPAP autoSV w/ Humidifier no Bluetooth® 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		EUX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		EUX900S19		DreamStation BiPAP autoSV no Bluetooth®		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		FRX900H14		DreamStation autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		FRX900S14		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		FRX900S14W		DreamStation BiPAP autoSV w/WiFi, FR		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		GBX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		GBX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		INX900H19		DreamStation autoSV w/Humidifier, IN, No Bluetooth		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		INX900S19		DreamStation autoSV, IN, No Bluetooth		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		INX900T19		DreamStation autoSV w/Humidifier w/Heated Tube, IN, No Bluetooth		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ITX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ITX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		JPX900S16		DreamStation BiPAP autoSV		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		DreamStation autoSV, JP		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		LAX900H19		Dreamstation BiPAP autoSV w/Humidifier, No Bluetooth		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		LAX900S19		Dreamstation BiPAP autoSV, No Bluetooth		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		LAX900T19		Dreamstation BiPAP autoSV w/Humidifier w/Heated Tube, No Bluetooth		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		NDX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		NDX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		PPX900S10				GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		RGBX900S15		DreamStation BiPAP autoSV, GB Rental		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		TRX900H15		DreamStation BiPAP autoSV w/Humidifier		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		TRX900S15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		UAX900S15		DreamStation autoSV		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		UCDSX900S11		DreamStation autoSV, DOM Recertified - Charity Care		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ZAX900H19		DreamStation BiPAP autoSV w/Humidifier, no Bluetooth® 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		ZAX900S19		DreamStation BiPAP autoSV no Bluetooth®		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		ERROR:#N/A		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		BRX900S18      		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		DreamStation autoSV no Bluetooth®, BR		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		RDEX900S13		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		RENTAL – DreamStation BiPAP autoSV, DE		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		RDEX900H13		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		DreamStation BiPAP autoSV w/Humid, DE Rental		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		RGBX900H15		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		DreamStation BiPAP autoSV w/Humid, GB Rental		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		TRX900H15        		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		DreamStation BiPAP autoSV w/Humidifier, TR                              		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		RDSX900S11		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		Rental, DreamStation autoSV, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		DreamStation ASV		RFRX900S14		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		Location DreamStation autoSV, FR		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		RJPX900S16		DreamStation BiPAP autoSV		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		DreamStation autoSV, JP		The BiPAP AutoSV is intended to provide non-invasive ventilatory support to treat adult patients with OSA and Respiratory Insufficiency caused by central and/or mixed apneas and periodic breathing. 

		DreamStation ASV		UDSX900S11		DreamStation BiPAP autoSV 		GMDN Code 47083, Portable electric ventilator		Ventilatory, Continuous, Non-life supporting 21 CFR 868.5895		Recert, DreamStation autoSV, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS30AE AAM H,AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131H15C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS 30AE AAM H/C,AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131H15W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS 30AE AAM H/W,AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS30AE AAM,AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131S15C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS 30AE AAM, AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131S15W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP  AVAPS 30AE AAM W, AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131T15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30AE AAM H/HT,AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131T15C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamSt BiPAP AVAPS30 AE AAM H/HT/C, AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		AUX1131T15W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamSt BiPAP AVAPS 30AE AAM, H/HT/W, AU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		BLX1030H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM H, BL		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		BLX1030S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 AAM, BL		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		BLX1130H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, BL		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		BLX1130S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, BL		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		BRX1030S18		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation ST30, BR-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		BRX1130S18		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30, BR-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130H12		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS30 AAM H, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130H12C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS30 AAM H/C, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130H12W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS30 AAM H/W, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130S12		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP AVAPS30 AAM, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130S12C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS30 AAM C, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130S12W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS30 AAM W, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130T12		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30 AAM H/HT, CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130T12C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30 AAM H/HT/C,CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CAX1130T12W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30 AAM H/HT/W,CA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1025H17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST25 H, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1025S17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation ST25, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1025T17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation ST25 H/HT, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1030H17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 H, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1030S17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation ST30, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1030T17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation ST30 H/HT, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1130H17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 H, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1130S17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1130T17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 H/HT, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1131H17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30AE H, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1131S17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30AE, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		CNX1131T17		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30AE H/HT, CN-NB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DEX1025H13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47084 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation ST25, H, DE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DEX1025S13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST25, DE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DEX1030H13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30  AAM H, DE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DEX1030S13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 AAM, DE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DEX1130H13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP S/T30 AAM w/Humid, DE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DEX1130S13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP S/T 30 AAM, DE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030H11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation BiPAP ST30 H, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030H11C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP ST30 H/C, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030H11W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP ST30 H/W, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030S11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation BiPAP ST30, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030S11C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation BiPAP ST30 C, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030S11W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation BiPAP ST30, W, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030T11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP ST30 H/HT, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030T11C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP ST30 H/HT/C, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1030T11W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP ST30 H/HT/W, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130H11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP AVAPS30 H, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130H11C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP AVAPS30 H/C, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130H11W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP AVAPS30 H/W, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130S11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation BiPAP AVAPS30, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130S11C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP AVAPS30 C, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130S11W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP AVAPS30 W, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130T11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS30 H/HT, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130T11C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS30 H/HT/C, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		DSX1130T11W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS30 H/HT/W, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EEX1030H22		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST30 H, EE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EEX1030S22		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST30, EE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EEX1130H22		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, EE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EEX1130S22		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, EE		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ESX1030H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM H, ES		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ESX1030H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation S/T ST30 w/Humid, ES		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ESX1030S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 AAM, ES		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ESX1030S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation S/T ST30, ES		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ESX1130H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, ES		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ESX1130S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, ES		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1025H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation ST25 H, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1025H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST25 H/NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1025S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST25, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1025S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation ST25 NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1030H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM H, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1030H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation ST30 AAM H/NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1030S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 AAM, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1030S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1125H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation AVAPS25 H, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1125H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS25 H/NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1125S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation AVAPS25, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1125S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS25 NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1130H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1130H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30 AAM H/NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1130S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		EUX1130S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 AAM NB, EU		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		FRX1030H14		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST30 H, FR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		FRX1030S14		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST30, FR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		FRX1130H14		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, FR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		FRX1130S14		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, FR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		GBX1030H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST30 H, GB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		GBX1030S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST30, GB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		GBX1130H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation AVAPS AVAPS30 w/Humid, GB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		GBX1130S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS AVAPS30, GB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		IN1161PLSA		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    BiPAP AVAPS C Series, Synchrony		The BiPAP C Series device is intended to provide non-invasive ventilatory support to treat adult patients weighing over 30 kg (66 lbs) and pediatric patients 7 years or older and weighing over 18 kg (40 lbs) with Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency. This device may be used in the hospital or home.

		Dreamstation AVAPS/ST		INX1025H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation BiPAP ST25 H/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025H19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST25 H/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025H19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST25 H/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation BiPAP ST25/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025S19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST25 C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025S19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST25 W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025T19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP ST25 H/HT/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025T19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation ST25 H/HT/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1025T19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation ST25 H/HT/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP ST30 AAM H/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030H19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 H/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030H19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 H/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP ST30 AAM NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030S19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030S19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030T19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP ST30 AAM H/HT/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030T19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation ST30 H/HT/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1030T19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation ST30 H/HT/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS25 H/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125H19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS25 H/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125H19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS25 H/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation BiPAP AVAPS25 NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125S19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS25 C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125S19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS25 W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125T19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS25 H/HT/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125T19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS25 H/HT/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1125T19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS25 H/HT/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamST BiPAP AVAPS30 AAM H/NB,IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130H19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 H/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130H19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 H/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP AVAPS30AAM NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130S19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130S19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130T19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30AAM H/HT/NB IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130T19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30 H/HT/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1130T19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30 H/HT/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30AE AAM H/NB,IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131H19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30AE H/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131H19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30AE H/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP AVAPS30AEAAM /NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131S19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30AE C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131S19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30AE W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131T19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAPAVAPS30AE/AAM/HHTNB IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131T19C		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation AVAPS30AE H/HT/C/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		INX1131T19W		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation AVAPS30AE H/HT/W/NB, IN		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1025H21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST25 H, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1025S21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		            DreamST ST25, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1030H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST30 H, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1030S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST30, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1125H21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamST AVAPS25 H, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1125S21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		          DreamST AVAPS25, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1130H21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamST AVAPS30 H, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ITX1130S21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation AVAPS30, IT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		LDX1130H23		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation AVAPS30 AAM, H, LD, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		LDX1130S23		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, LD		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		MDX1130H25		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 AAM, H, MD		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		MDX1130S25		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, MD		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1030H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM H, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1030H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST30 H, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1030S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 AAM, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1030S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST30, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1130H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1130H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation AVAPS30 H, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1130S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		NDX1130S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		        DreamStation AVAPS30, ND		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		PPX1000S10		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		  DreamStation BiPAP S/T, Postponement		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		PPX1100S10		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP AVAPS, Postponement		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		PPX1300S10		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DS BiPAP ST/AVAPS, Private, Postponement		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		RDEX1025S13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation ST25, DE - Rental		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		RDEX1130S13		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation BiPAP S/T30 AAM,DE - Rental		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		RGBX1030S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     Rental, DreamStation ST30, GB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		SAX1130H27		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DS BiPAP Synchrony AVAPS AAM,H		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		SAX1130S27		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DS BiPAP Synchrony AVAPS AAM		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		SHX1030S11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47084 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation BiPAP S/T - Display Model		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		SPX1130H21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation AVAPS30H,Sapio Belife DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		SPX1130S21		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation AVAPS30S,Sapio Belife DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		TRX1030H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM H, TR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		TRX1030H20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		           DreamST ST30 H, TR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		TRX1030S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		       DreamStation ST30 AAM, TR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		TRX1030S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		         DreamStation ST30, TR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		TRX1130H15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation AVAPS30 AAM H, TR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		TRX1130S15		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, TR		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		UAX1030H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation S/T 30 w/ AAM no BT Core		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		UAX1030S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		DreamStation S/T 30 w/ AAM no Bluetooth		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		UAX1130H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		 DreamStation AVAPS 30 w/ AAM no BT CP		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		UAX1130S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS 30 w/ AAM no BT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		VTX1130H24		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 AAM, H, VT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		VTX1130S24		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation AVAPS30 AAM, VT		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ZAX1030H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		     DreamStation ST30 AAM H/NB, ZA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ZAX1030S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		      DreamStation ST30 AAM NB, ZA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ZAX1130H19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		   DreamStation AVAPS30 AAM H/NB, ZA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		ZAX1130S19		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		    DreamStation AVAPS30 AAM NB, ZA		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		RDSX1130S11		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		Rental, DreamStation BiPAP AVAPS30, DS		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		Dreamstation AVAPS/ST		RGBX1130S20		DreamStation BiPAP ST
DreamStation BiPAP AVAPS
		47083 Portable electric ventilator

		868.5895 Continuous ventilator		Rental, DreamStation BiPAP AVAPS30, GB		BiPAP ST Intended Use Statement:

The BiPAP S/T device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.

BiPAP AVAPS Intended Use Statement:

The BiPAP AVAPS device is intended to provide non-invasive ventilatory support to Obstructive Sleep Apnea (OSA) and Respiratory Insufficiency patients weighing over 18 kg. This device may be used in the hospital or home.


		DreamStation Go  		ARG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		  DreamStation Go Auto w/BT, Argentina		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		AUG400H15		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go CPAP w/Humid, AUS		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		AUG400S15		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		       DreamStation Go w/BT, AUS		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		AUG500H15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		 DreamStation Go Auto CPAP w/Humid, AUS		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		AUG500S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, AUS		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		BLG500S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, BL		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		BLG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, BL		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		BRG502S18		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation  Go Auto w/BT, Brazil		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		CAG400H12		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go CPAP w/Humid, CAN		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		CAG400S12		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		       DreamStation Go w/BT, CAN		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		CAG500H12		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		 DreamStation Go Auto CPAP w/Humid, CAN		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		CAG500S12		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, CAN		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		CHG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		    DreamStation Go Auto w/BT, Switz		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DEG500S13		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto CPAP w/BT, DE		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DEG502S13		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, DE		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DSG400B11		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		DreamStation Go CPAP w/BT, Battery, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DSG400H11		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go CPAP w/Humid, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DSG400S11		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		       DreamStation Go w/BT, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DSG500H11		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		 DreamStation Go Auto CPAP w/Humid, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DSG500S11		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		ESG500S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, ES		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		ESG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, ES		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		EUG400S15		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		        DreamStation Go w/BT, EU		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		EUG500S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, EU		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		EUG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, EU		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		FRG501S14		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		DreamStation Go Auto,CPAP,P-Flex,w/BT,FR		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		FRG503S14		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, FR		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		GBG500S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, GB		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		GBG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, GB		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		HKG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		  DreamStation Go Auto w/BT, Hong Kong		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		IAG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		    DreamStation Go Auto w/BT, India		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		IDG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		  DreamStation Go Auto w/BT, Indonesia		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		ITG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		    DreamStation Go Auto w/BT, Italy		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		JPG500S16		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, JP		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		LAG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		    DreamStation Go Auto w/BT, LATAM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		MYG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		  DreamStation Go Auto w/BT, Malaysia		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		NDG500S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Auto w/BT, ND		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		NDG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, FSS, ND		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		PLG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, Poland		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		RDSG400S11		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   Rental, DreamStation Go w/BT, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		RDSG500S11		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		 Rental, DreamStation Go Auto w/BT, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		SAG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		DreamStation Go Auto w/BT, Saudi Arabia		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		SHG500S11		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		     DreamStation Go Display Model		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		TRG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, Turkey		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		TWG502S15		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   DreamStation Go Auto w/BT, Taiwan		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		UDSG400S11		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		   Recert, DreamStation Go w/BT, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		UDSG500S11		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		 Recert, DreamStation Go Auto w/BT, DOM		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		DEG400S13		DreamStation Go CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		DreamStation Go CPAP wBT, DE		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		DreamStation Go  		RJPG500S16		DreamStation Go Auto CPAP		60711  Home CPAP Unit		868.5905 Noncontinuous ventilator		DreamStation Go Auto w/BT, JP		The Philips Respironics DreamStation Go system delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30 kg (66 lbs).  It is for use in the home or hospital/institutional environment.

		E30		DSX9999H11		Philips Respironics E30 w/Humidifier		N/A - not CE marked 		N/A		Philips Respironics E30 w/Humidifier, DOM		The Philips Respironics E30 ventilator is intended to provide invasive and non-invasive ventilatory support for individuals with Respiratory Insufficiency.  It is specifically for the care of adult and pediatric patients >7 years of age and >18kgs.  It is intended to be used in the hospital or other institutional healthcare environments, as well as spaces converted for the care of large numbers of COVID-19 patients (e.g. convention centers, university dormitories, motels).  The Philips Respironics E30 ventilator is intended for use by qualified, trained personnel under the direction of a physician.

		E30		INX9999H19		Philips Respironics E30 w/Humidifier		N/A - not CE marked 		N/A		Philips Respironics E30 w/Humidifier, IN		The Philips Respironics E30 ventilator is intended to provide invasive and non-invasive ventilatory support for individuals with Respiratory Insufficiency.  It is specifically for the care of adult and pediatric patients >7 years of age and >18kgs.  It is intended to be used in the hospital or other institutional healthcare environments, as well as spaces converted for the care of large numbers of COVID-19 patients (e.g. convention centers, university dormitories, motels).  The Philips Respironics E30 ventilator is intended for use by qualified, trained personnel under the direction of a physician.

		E30		RINX9999H19		Philips Respironics E30 w/Humidifier		N/A - not CE marked 		N/A		Philips Respironics E30 with humidifier		Does not look released

		OmniLab Advanced Plus		1111122		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		       OmniLab Advanced Plus,DOM		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111123		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		    OmniLab Advanced Plus w/Hum,DOM		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111124		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		   OmniLab Advanced Plus w/HTHum,DOM		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111125		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		       OmniLab Advanced Plus,INTL		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111126		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		    OmniLab Advanced Plus w/Hum,INTL		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111127		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		   OmniLab Advanced Plus w/HTHum,INTL		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111138		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		        OmniLab Advanced Plus,JP		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111139		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		     OmniLab Advanced Plus w/Hum,JP		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111140		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		    OmniLab Advanced Plus w/HTHum,JP		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111141		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		        OmniLab Advanced Plus,BR		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111142		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		        OmniLab Advanced Plus,CN		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111527		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced Plus w/Hum,CN		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1111558		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced Plus w/HTHum,CN		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		BR1111125		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced Plus,BR		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		KR1111127		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		    OmniLab Advanced Plus w/HTHum,KR		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		R1111122		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		       OmniLab ADV Plus,DOM-RENT		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		R1111123		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		    OmniLab ADV Plus w/Hum,DOM-RENT		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		R1111124		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		   OmniLab ADV Plus w/HTHum,DOM-RENT		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		U1111122		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		      OmniLab ADV Plus,DOM-RECERT		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		U1111123		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		   OmniLab ADV Plus w/Hum,DOM-RECERT		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		U1111124		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		  OmniLab ADV Plus w/HTHum,DOM-RECERT		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1109581		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced +, Flow Gen, Domestic		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1109582		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced +, Flow Gen, International		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		1109583		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced +, Flow Gen, Brazil		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		U1111140		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced + w/HTHum, JP Recertified		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		R1111138		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced +, JP Rental		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		OmniLab Advanced Plus		R1111127		OmniLab Advanced Plus		47083 Portable electric ventilator 		868.5895 Ventilator, Continuous, Non-Life-Supporting		OmniLab Advanced Plus w/HTHum, RENTAL		The OmniLab Advanced + is intended to provide non-invasive ventilation for pediatric patients 7 years or older >18.2 kg (40 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea (OSA). It is also intended to treat adult patients >30 kg (66 lbs) with Respiratory Insufficiency or Obstructive Sleep Apnea caused by central and/or mixed apneas and periodic breathing. The device is intended for use in the hospital.

		Torch		DEV402		Dorma 400		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		             Dorma 400, DE		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		DEV402H		Dorma 400		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		        Dorma 400, w/ Humid, DE		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		AUV501		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		           Dorma 500 Auto, AU		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		AUV501H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		   Dorma 500 Auto, w/Humidiifier, AU		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		BRV509		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		           Dorma 500 Auto, BR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		CAV501		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		           Dorma 500 Auto, CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		CAV501H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		      Dorma 500 Auto, w/ Humid, CA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		CNV507H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		      Dorma 500 Auto, w/ Humid, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		DEV502		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		           Dorma 500 Auto, DE		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		DEV502H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		      Dorma 500 Auto, w/ Humid, DE		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		INDV501		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		          Dorma 500 Auto, IND		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		INDV501H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		     Dorma 500 Auto, w/ Humid, IND		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		INV501		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		          Dorma 500 Auto, INTL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		INV501H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		     Dorma 500 Auto, w/ Humid, INTL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		LAV501		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		           Dorma 500 Auto, LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		LAV501H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		      Dorma 500 Auto, w/ Humid, LA		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		TRV501		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		           Dorma 500 Auto, TR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		TRV501H		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		      Dorma 500 Auto, w/ Humid, TR		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		CA521HS		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		 REMstar SE Auto, w/ Humid, SD Slot, CA		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		CA521NTS		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		REMstarSEAuto,w/HTHumStdTube,SD Slot,CA		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		CA521S		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		    REMstar SE Auto, w/ SD Slot, CA		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		CA521TS		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		REMstar SE Auto, w/ HT Hum, SD Slot, CA		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		DS520HS		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		REMstar SE Auto, w/ Humid, SD Slot, DOM		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		DS520S		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		    REMstar SE Auto, w/ SD Slot, DOM		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		DS520TS		REMstar SE Auto		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		REMstar SE Auto, w/ HT Hum, SD Slot, DOM		The REMstar SE delivers positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 Ibs). it is for use in the home or hospital/institutional environment.

		Torch		CNV507HN1		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		Dorma 500 Auto, w/ Humid, Pico, CN		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		RDEV402		Dorma 400		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		Dorma 400, DE- RENTAL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.

		Torch		RDEV502		Dorma 500		60711 Home CPAP Unit		868.5905 Ventilator, Non-Continuous (Respirator)		Dorma 500 Auto, DE- RENTAL		Intended to deliver positive airway pressure therapy for the treatment of Obstructive Sleep Apnea in spontaneously breathing patients weighing over 30kg (66 lbs). They are for use in the home or hospital/institutional environment.








  REF:  QSP 7.3-286 


Confidential Page 1 of 15 FR 1256 
  Revision 06 


HEALTH HAZARD EVALUATION FORM 


ER 2242138 – DreamStation 1 Volatile Organic Compounds (VOC), Version 01  


 


Step I – Identification of the Issue/Problem 


CAPA Number: 858229 HHE Date 
Open: 


19 May 2021 HHE Date 
Closed: 


25 May 2021 


- Product Data - 


Product Code: BZD (noncontinuous ventilator (Intermittent positive pressure 
breathing - IPPB)) 


1.1. MNT (continuous ventilator, minimal ventilatory support, facility use )  


MNS (continuous ventilator, non-life supporting) 


 


Model: All finished good part numbers under the devices listed below fall 
within the scope of this HHE. 


For a comprehensive list of all finished good numbers, refer to CAPA 
858229. 


Device Name: DreamStation 1 CPAP, Auto CPAP, BiPAP 


1.2. DreamStation 1 ASV 


1.3. DreamStation 1 ST, AVAPS 


1.4. Philips Respironics E30 ventilator (considered a part of the 
DreamStation 1 platform due to similar engineering/design) 


 


Lot/Serial Numbers: All DreamStation 1 devices in the field and released in inventory 
currently using the polyester-based polyurethane foam (PE-PUR) 
could be subject to this potential failure mode.   


Marketing Status (Include 
510(k) or PMA Number, 
Specify if Class I Exempt 
from 510(k)): 


- DreamStation 1 - K131982 


- DreamStation 1 ASV - K090539 


- DreamStation 1 ST, AVAPS - K102465 
 


- E30 Ventilator – cleared under Emergency Use 
Authorization (EUA)  


 
 


Manufacturing/Recall Firm 
Address: 


Respironics Inc. 
1010 Murry Ridge Ln 
Murrysville, PA 15668 
 


Product Description (Include 
Intended Use from Labeling): 


K131982 


DreamStation Product Identification and Intended use: 


Regulation :  21 CFR 868.5905 


Identification :  A noncontinuous ventilator (IPPB) is a device 
intended to deliver intermittently, an aerosol to patient’s lungs or to 
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assist a patient’s breathing. 


Classification:  Class II (performance standards) 


Intended Use:  The Philips Respironics DreamStation systems 
deliver positive airway pressure therapy for the treatment of 
Obstructive Sleep Apnea in spontaneously breathing patients 
weighing over 30 kg (66 lbs.). It is for use in the home or 
hospital/institutional environment. 


Device Description: 


The DreamStation is designed to provide CPAP, CPAP-Check, Auto 
CPAP, Bi-Level and Auto Bi-Level therapy. The optional heated 
humidifier offers Heated Tube (via optional 15mm heated tube, 
HT15), Adaptive or Fixed humidification. In addition to the ramp 
function, depending on the therapy selected, one or more of the 
following pressure relief features is available to increase patient 
comfort: C-Flex, A-Flex, P-Flex, Bi-Flex and Rise Time. 
DreamStation is intended for use with a patient circuit that is used to 
connect the device to the patient interface device (mask). A typical 
patient circuit consists of disposable or reusable smooth lumen 
tubing, (22mm, 15mm, Heated Tube15, or 12mm tubing). A typical 
patient interface device provides a method of venting exhaled gases. 
Bluetooth wireless technology gives a patient access to their 
compliance data in markets where the DreamMapper mobile 
application is available. Optional modem accessories, Cellular 
Modem or Wi-Fi Accessory, automatically upload patient compliance 
data to their provider. If included, a Secure Digital (SD) card will also 
store compliance data allowing a provider to collect a patient’s data 
periodically. 


 


K090539 


DreamStation ASV Product Identification and Intended use: 


Regulation:  21 CFR 868.5905 


Identification:  A noncontinuous ventilator (Intermittent positive 
pressure breathing - IPPB) is a device intended to deliver 
intermittently, an aerosol to patient’s lungs or to assist a patient’s 
breathing. 


Classification:  Class II (performance standards) 


Intended Use:  The BiPAP autoSV device is intended to provide 
non-invasive ventilatory support to treat adult patients (>30 kg/66 
lbs.) with Obstructive Sleep Apnea and Respiratory Insufficiency 
caused by central and/or mixed apneas and periodic breathing. This 
device may be used in the hospital or home. 


Device Description: 


The BiPAP autoSV device is intended to augment breathing by 
supplying pressurized air through a circuit. It senses breathing effort 
by monitoring airflow in the circuit and adjusts its output to assist 
with inhalation. This therapy is known as Bi-level ventilation. Bi-level 
ventilation provides a higher pressure, known as IPAP (Inspiratory 
Positive Airway Pressure), during inhalation and a lower pressure, 
known as EPAP (Expiratory Positive Airway Pressure), during 
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exhalation. The higher pressure makes it easier to inhale, and the 
lower pressure makes it easier to exhale. 


A user interface displays clinical data and enables the operator to 
set and adjust certain clinical parameters. 


The devices are intended for use with a patient circuit that is used to 
connect the device to the patient interface device (mask). A typical 
patient circuit consists of a six-foot disposable or reusable tubing 
and a patient interface device. 


K102465 


DreamStation S/T and AVAPS Product Identification and 
Intended use: 


Regulation:  21 CFR 868.5905 


Identification:  A noncontinuous ventilator (IPPB) is a device 
intended to deliver intermittently, an aerosol to patient’s lungs or to 
assist a patient’s breathing. 


Classification:  Class II (performance standards) 


Intended Use:   


The BiPAP S/T device is intended to provide non-invasive ventilatory 
support to treat adult and pediatric (> 7 years of age and > 40 Ibs) 
patients with obstructive Sleep Apnea (OSA) and Respiratory 
Insufficiency. The device may be used in the hospital or home. 


The BiPAP AVAPS device is intended to provide non-invasive 
ventilatory support to treat adult and pediatric (> 7 years of age and 
> 40 Ibs) patients with obstructive Sleep Apnea (OSA) and 
Respiratory Insufficiency. The device may be used in the hospital or 
home. 


Device Description: 


The DreamStation BiPAP S/T and DreamStation BIPAP AVAPS 
devices are a microprocessor controlled blower based positive 
pressure system with optional integrated heated humidifier. The 
BiPAP S/T and BiPAP AVAPS devices are intended to provide non-
invasive ventilatory support to Obstructive Sleep Apnea (OSA) and 
Respiratory Insufficiency patients weighing over 18 kg. This device 
may be used in the hospital or home. 


A user interface displays clinical data and enables the operator to 
set and adjust certain clinical parameters.  The DreamStation BiPAP 
AVAPS and BiPAP S/T is fitted with alarms to alert the user to 
changes that will affect the treatment.  Some of the alarms are pre-
set (fixed), others are user adjustable. 


The devices are intended for use with a patient circuit that is used to 
connect the device to the patient interface device (mask). A typical 
patient circuit consists of a six-foot disposable or reusable tubing 
and a patient interface device. 


Philips Respironics E30 Ventilator Product Identification and 
Intended use: 


1.5. Regulation:  The Cardigan ventilator will be an Emergency Use 
Authorization ventilator approved by the FDA. 
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1.6. Classification and Identification:  It will be a Class II, Ventilator, 
Continuous, Minimal Ventilator Support, Facility Use (Product Code 
MNT). 


Intended Use:   


The Philips Respironics E30 ventilator is intended to provide 
invasive and non-invasive ventilatory support for individuals with 
Respiratory Insufficiency. It is specifically for the care of adult and 
pediatric patients >7 years of age and >18kgs. It is intended to be 
used in the hospital or other institutional healthcare environments, 
as well as spaces converted for the care of large numbers of 
COVID-19 patients (e.g. convention centers, university dormitories, 
motels). The Philips Respironics E30 ventilator is intended for use 
by qualified, trained personnel under the direction of a physician. 


Device Description: 


1.7. The Philips Respironics E30 Ventilator is intended to reduce the 
burden and need for mechanical ventilation in acute settings during 
high census periods of respiratory distress related to the COVID 
health crisis. 


1.8. The Philips Respironics E30 Ventilator t is a simplified invasive and 
non-invasive device for clinicians to provide CPAP, non-invasive and 
invasive pressure ventilation with up to 40 lpm supplemental oxygen 
therapy in all modalities and modes 40 lpm of supplemental O2 can 
be integrated into the air path or bled into a patient's passive circuit. 


1.9. This Philips Respironics E30 Ventilator is meant to treat patients in 
the hospital or other institutional healthcare facilities where there are 
not enough mechanical ventilators to provide adequate 
care/therapy/ventilation, 


1.10. The Philips Respironics E30 Ventilator is for patients with respiratory 
insufficiency that may also experience shortness of breath. 


 


  


Brief description of the 
issue/problem and how it was 
identified: 


Testing conducted by Philips (in conjunction with Third-party 
laboratories) indicates that  DreamStation 1 (DS1) devices with PE-
PUR sound abatement foam were found to exceed acceptable levels 
of Volatile Organic Compound (VOC) emissions that could 
potentially cause patient harm per ISO 18562 (a standard released 
in 2017 and recognized by FDA in 2018).  


A recent PSN Test report (700025-RP-01(Rev E), dated May 25, 
2021) indicated that dimethyl diazene and alkylphenol are 
Chemicals Of Concern (COC). 


When calculated with the ICH M7 guideline of 1.5 μg/day for long-
term (exceeding 30 days) exposure to a potential mutagenic or 
carcinogenic analyte, the margin of safety is below 1, indicating a 
potential hazard for both 30 and 70 kg patient populations. This 
confirms dimethyl diazine (and its oxidized derivative azoxymethane) 
and alkylphenol as COCs. 


The other devices in this HHE are included as they share the same 
engineering platform but lack VOC testing data. 
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Affected Patient/User 
Population: 


All patient groups that fall within the intended use of the devices 
referenced in the Product Description are within the affected patient 
population. 


The intended patient population broadly includes the following: adult 
and pediatric patients weighing over 18 kg with Respiratory 
Insufficiency. 


Higher risk populations within the intended patient population include 
infants, elderly, pregnant women, critically ill patients, and patients 
with comorbidities such as heart failure, COPD, and obesity. 


 


HHE Author (Name/Function): Niki Nandhagopal – Design Quality Engineer/Safety Risk 
Management 


HHE Contributors 
(Name/Function): 


Doug Roberts – Design Quality Engineer/Safety Risk Management 


Gary Lotz – Head of Global Clinical and Scientific Affairs 


John Cronin, MD – Medical Leader, SRC 


Hisham Elzayat, MD – Medical Director, Connected Care 


Vaishali Hegde – Head of Design Quality Engineering 


Erin Levering, RN, NP – Medical Safety Manager 
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Step II – Analyze Post Release Health Risk Associated with Affected Units 


Note:  Assess the risk as if no corrective action will be taken and all affected devices will remain in the 
marketplace. 


A. Identification of the Individual Hazard(s) 


Hazard Category: Hazard Category:  Biological and Chemical 


Hazard:  Biocompatibility / Toxicity of chemical constituents 


 


Hazard Cause: Emission of VOC’s for devices with PE-PUR sound abatement foam.  


Investigation into the root cause of the VOC’s emission is ongoing.   


 


Hazardous Situation: While receiving therapy patients may be exposed to hazardous levels 
of VOCs  that are unacceptable per ISO standards.   


 


 


B. Estimation of Severity 


 


1 Sweeney EA, Chipman JK, Forsythe SJ. Evidence for direct-acting oxidative genotoxicity by reduction products of azo 
dyes. Environ Health Perspect. 1994 Oct;102 Suppl 6(Suppl 6):119-22. doi: 10.1289/ehp.94102s6119. PMID: 7889833; 
PMCID: PMC1566849. 


2 Mori H, Mori Y, Sugie S, Yoshimi N, Takahashi M, Ni-i H, Yamazaki H, Toyoshi K, Williams GM. Genotoxicity of a 
variety of azobenzene and aminoazobenzene compounds in the hepatocyte/DNA repair test and the 
Salmonella/mutagenicity test. Cancer Res. 1986 Apr;46(4 Pt 1):1654-8. PMID: 3081253. 


3 Shuji Tsuda, Naonori Matsusaka, Hiroo Madarame, Shunji Ueno, Nobuyuki Susa, Kumiko Ishida, Noriko Kawamura, 
Kaoru Sekihashi, Yu F Sasaki, The comet assay in eight mouse organs: results with 24 azo compounds, Mutation 
Research/Genetic Toxicology and Environmental Mutagenesis, Volume 465, Issues 1–2, 2000, Pages 11-26, ISSN 1383-
5718, https://doi.org/10.1016/S1383-5718(99)00199-0. 


Description of reported 
and/or potential harm: 


 


Dimethyl diazene is also known as azomethane with no specific pre-
clinical toxicological data available in scientific literature, nor a known 
daily permissible daily exposure limit. A Quantitative Structure Activity 
Relationship (QSAR) analysis reveals a genotoxic alert based on the 
azo chemistry. The data also suggest that it has high skin permeability. 
Finally, the literature suggest that azo compounds have mutagenic 
potential.1,2,3 The oxide derivative of this surrogate azomethane 
compound, azoxymethane (CAS Number 25843-45-2) is a potent 
carcinogen.  


Phenol, 2,6-bis(1,1-dimethylethyl)-4-(1-methylpropyl)- (CAS Number 
17540-75-9) has no specific pre-clinical toxicological data available in 
scientific literature, nor a known daily permissible daily exposure limit. 
QSAR analysis with the Derek Nexus predictive software revealed 
an open structural alert for chromosome damage (in vitro chromosome 
aberration test) due to it being an alkylphenol, a potential mutagen. 
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4 United States Environmental Protection Agency (EPA). Volatile Organic Compounds’ Impact on Indoor Air Quality. 
Retrieved online on 4/29/21 from Volatile Organic Compounds' Impact on Indoor Air Quality | Indoor Air Quality (IAQ) 
| US EPA. 


It is not known what duration of exposure is required for certain harms to 
develop.  


Potential harms that can be exhibited as a result of exposure to 
VOCs  as a class:   


• Headache/dizziness 


• Irritation (eyes, nose respiratory tract, skin) 


• Hypersensitivity 


• Nausea/emesis 


• Toxicity: genotoxic, mutagenic, carcinogenic effects 


• Hepatotoxicity, nephrotoxicity, neurotoxicity4  


Estimation of Severity 
of Harm 


 


3 (Crucial)  


Results in serious injury: life-threatening, or permanent impairment or 
necessitates medical intervention to preclude permanent impairment 


This is considering the reasonable worst-case scenario. 


Comments:   


(Severity of Harm 
Rationale) 


Severity of harm was estimated based on the findings in various test 
reports, literature searches, and the experience of credentialed medical 
professionals. 


Based on a foreseeable worst-case patient population being exposed to 
the harms identified above, it was determined that the Crucial severity of 
harm (level 3) recognizes the seriousness of any potential harm that 
may significantly impact the clinical status of patients and require 
additional medical intervention. 


Reference Information: 


 


Check (X) 
Applicable Level* 


Examples 


 
 4 


(Catastrophic) 
 


Directly results in death  


 
x 3 


(Crucial) 
 


Results in serious injury: life-
threatening, or permanent 
impairment or necessitates medical 
intervention to preclude permanent 
impairment  


 
 2 


(Marginal) 
 


Results in moderate injury: 
temporary impairment, or self-
limiting illness  


 
 1 


(Negligible) 
 


Results in less than moderate or no 
injury  


* Severity Levels 4 and 3 are “serious adverse health consequences” 



https://www.epa.gov/indoor-air-quality-iaq/volatile-organic-compounds-impact-indoor-air-quality#Health_Effects

https://www.epa.gov/indoor-air-quality-iaq/volatile-organic-compounds-impact-indoor-air-quality#Health_Effects
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per FDA’s CDRH Health Hazard Evaluation Form Version 3-1 
01/12/2007.  Severity Levels 2 and 1 are not serious adverse health 
consequences per FDA’s HHE Form. 


 







  REF:  QSP 7.3-286 


Confidential Page 9 of 15 FR 1256 
  Revision 06 


C. Estimation of Probability of Harm Resulting from Affected Units 


Estimated quantity of affected 
devices (# in field, # in factory, # in 
distribution centers, etc.): 


A total of 7,166,491 DreamStation 1 platform devices were 
shipped between 2015 and April 2021. This includes :  


• 6909399 shipments of DS1 CPAP devices 


• 137042 shipments of DS1 AVAPS/ST NIV devices 


• 98860 shipments of DS1 ASV NIV devices 


• 21,190 shipments of E30 ventilator  


 


Number and type of 
injuries/number of deaths 
attributed to the problem with the 
device (if any):* 


 


It should be noted that harm may not be immediately 
recognizable and may not be something that the customer 
would/could report. 


Serious adverse events = 0 


Deaths = 0 


Describe the factor(s) that need to 
occur to create the hazardous 
situation (reasonably foreseeable 
sequence or combination of 
events): 


  


A hazardous situation is created when a patient uses a 
DreamStation 1 therapy device with PE-PUR foam.  COCs 
at unacceptable levels per ISO standard are released from 
the device, expelled through the airpath and patient circuit 
and delivered to the patient. 


 


Factors that might mitigate risk 
(e.g., safety mechanisms present in 
the design, instructions for use, 
current label warnings, etc.): 


There are no safety mechanisms present that would aid in 
mitigating the risks associated with harmful chemicals 
being emitted from device materials for devices in the 
field. 


Would a user detect the hazardous 
situation prior to occurrence of 
harm? If so, describe how: 


 


It is unlikely that a user would detect VOC exposure while 
using the device.   


 


Probability Estimate 


Estimation of Probability that the 
Harm will occur:   


 


 


2 (Occasional) 


‘Remote probability’ that use will cause harm; expected to 
cause harm rarely/ from time to time (e.g., with no clear 
trend) 
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Comments:   


(Probability of Harm Rationale) 


Probability of Hazardous Situation Occurring (P1) 


Hazardous situation: While receiving therapy, patients 
may be exposed to hazardous levels of VOCs that are 
unacceptable per ISO standards.  


 


Probability that Hazardous Situation will Lead to Harm 
(P2) 


There are no data to accurately estimate the probability of 
the hazardous situation leading to harm.  


 


Probability of Occurrence of Harm (P) 


Taking into consideration P1 and P2, it is challenging to 
accurately estimate the probability of harm quantitatively.  
A probability of 2 (Occasional) was chosen as the 
reasonable worst-case scenario for a Severity 3 harm.   
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Considering the factors above, assess the probability that use of, or exposure to, the affected 
devices will cause future harm during the product’s lifetime.  Consider segments of the population 
most at risk (e.g. infants, elderly, pregnant women, critically ill patients, etc.).   


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


* Corresponds with probability levels set forth in FDA’s CDRH HHE Form Version 3-1 


01/12/2007. 


*Note: If harm has already occurred as a result of the issue under review, then: 


➢ Probability level zero (0) and one (1) can only be used if the investigation shows the harm 


was the result of an isolated incident and no other units are likely to be affected; a detailed 


rationale for why harm is not likely to occur again must be provided. 


➢ Probability level 0 rarely applies to post-market risk evaluation in cases where harm has 


occurred. 


Check (X) applicable 
level* 


Example of probability of harm 


 
 4 


(Always) 
 


Occurs ‘every time’* 


 
 3 


(Likely) 
 


‘Reasonable probability’ that use will cause harm*; good 
chance/ considerable certainty to cause harm 


 
X 2 


(Occasional) 
 


‘Remote probability’ that use will cause harm*; expected 
to cause harm rarely/ from time to time (e.g., with no 
clear trend) 


 
 1 


(Unlikely) 
 


‘Not likely’ that use will cause harm*; possible but 
improbable 


 
 0 


(Inconceivable) 
 


Inconceivable; not possible 
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Step III – Health Hazard Evaluation Conclusion 


 


Probability 
Severity 


1 2 3 4 


4 Unacceptable Unacceptable Unacceptable Unacceptable 


3 Acceptable Unacceptable Unacceptable Unacceptable 


2 
Acceptable Further Analysis 


Required1)  
Unacceptable Unacceptable 


1 
Acceptable Acceptable Further Analysis 


Required1)  
Unacceptable 


0 Acceptable Acceptable Acceptable Acceptable 


 


1) If the results of a risk evaluation fall into one of these two cells (3x1 or 2x2), then a risk/benefit 
analysis and/or appropriate justification must be documented in section C below. 


Note:   


➢ The original premarket risk/benefit analysis may be reused if still applicable as the evaluation to justify 


an acceptable risk.  


➢ The above Risk Table helps assess whether the risk is acceptable or not; however, 


reviewer/approvers of this document make the final determination. 


➢ Even if a risk is deemed “acceptable”, action to address the issue may still be warranted. 
              


A.  Document the results of the Health Hazard Evaluation for each hazardous situation under review:    


 


Severity: 3 /  Probability: 2 = UNACCEPTABLE (acceptable/unacceptable) 
 


 


B.  If the risk of the individual hazardous situation is acceptable, review the Risk Management File and 
consider combined impact of all the individual risks to evaluate whether overall residual risk of the device is 
still acceptable.  Is the summary of all the risks acceptable or not acceptable? 


UNACCEPTABLE (acceptable / unacceptable) 


 


 


C.  Any additional 
information (if 
applicable): 


The risk management files associated with these products will be evaluated and 
updated per the information above. 


The Philips Respironics team is continuing to conduct additional investigational 
activities to better understand the root cause of the PE-PUR sound abatement foam to 
emit VOCs that exceed the acceptable limits provided in ISO 18562.  


Testing is currently underway to understand the nature of VOC emission in degraded 
foam. 
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To ensure that we maintain our perspective and focus on our users, we have made 
conservative assumptions in identifying the severity and probability of the harms 
associated with this issue.   This HHE will be updated (as required) when additional 
testing on degraded foam is completed. 


Health Hazard 
Evaluation 
Conclusion: 


 


 


Medical Assessment  


 


The Health Hazard Evaluation conducted by the Philips Respironics Team 
concluded that the Hazards described herein represent an unacceptable risk to 
users. 


 


Severity 3; Probability 2 


The severity of harm (level 3) recognizes the seriousness of any potential harm 
and the need for medical intervention to preclude permanent impairment.  
Probability of harm (level 2) indicates a remote probability that device use will 
cause harm; expected to cause harm rarely/ from time to time (i.e., with no 
clear trend).    
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Step IV – Outcome approved by the following individuals: 


Prepared By: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Niki Nandhagopal  – Design Quality Engineer / Safety Risk Management 


 


 


Approved By Director of BIU QARA: 


______________________________________________________ 


Signature     Date 


 


 


 


Print Name and Title 


Vaishali Hegde – Head of Design Quality Engineering 


 


 


Approved By VP of Corporate QA – HHS Q&R (or delegate): 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Rodney Mell – Head of Quality SRC 


 


 


 


 


 


See EDMS for e-signature and date 


 


See attached signature sheet                     


See attached signature sheet 
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Approved By Credentialed Medical Professional: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


John Cronin, MD – Medical Leader SRC 


 


 


Approved By Credentialed Medical Professional: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Hisham Elzayat, MD – Medical Director Connected Care 


 


 


Approved By Clinical Affairs Representative: 


______________________________________________________ 


Signature     Date 


 


 


Print Name and Title 


Gary Lotz, MPT, MBA – Head of Clinical Affairs 


 


 


 


 


Note:  This form may be emailed or faxed to the person(s) above.  Signature (electronic or fax) is 


required for all HHEs.   


 


See attached signature sheet 


See attached signature sheet 


See EDMS for e-signature and date 
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