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ISTEM report 304168-02. CE registratie.pdf

Geachte

Hierbij zoals telefonisch besproken met de eerste reactie.

In de bijlagen vind u de testresultaten van de batches die wij verkocht hebben en inclusief de

methodes (kolom E),

gebruikte meetapparatuur (kolom D) en de specifieke waarden (kolom G).

Onze fabrikant test elke badge (volgens protocol) voordat het verscheept wordt.

Wat betreft uw vraag over ons advies en klinische baten/risico profiel afgegeven door EMEA of

andere bevoegde autoriteit wil ik u vragen om te kijken naar het audit report (ook in de bijlage

en in eerdere email). Op pagina 16, punt 14 wordt een verwijzing gemaakt naar een EDQM

certificaat (EDQM staat voor European Directorate for the Quality of Medicines and Healthcare).

Is dit het type certificaat wat u bedoelt?

Met vriendelijke groet,

Huikeshoven Medical BV

5.1.2e

201007 Mailbanner
[2]

Lingewei 9 | 4004 LK | Tiel

Postbus 6009 | 4000 HA | Tiel

0344-651444 (T)

0344-651904 (F)

ocIEEEv1)



Van: [EECigz nl]
Verzonden: donderdag 11 december 2014 16:39

Aan: - OmniMedical

CC: - OmniMedical

Onderwerp: RE: Informatie gevraagd over Aquatouch ons referentie nummer

Geachte

Zoals ik met telefonisch heb besproken, heeft de inspectie de melding

betreffende Aguatouch nader beoordeeld.

Wij hebben de door u aangeleverde informatie doorgenomen, daaruit blijkt dat de Turkse

fabrikant Istem Medical in bezit is van een Ce certificaat volgens Annex Il van de MDD 93/42/EG

voor een steriel glijmiddel met Lidocaine. Dit CE certificaat is afgegeven door de Notified Body

ZL).

Wij hebben ook nota genomen van uw overzicht met betrekking tot de achtergronden waarvan

u meent die meespelen in de melding betreffende Aquatouch.

Omdat de melding die wij hebben gekregen over het product Aguatouch Gel gaat over het

mogelijk niet voldoen aan de opgegeven specificaties, heeeft de inspectie wel besloten zelf

nader onderzoek te doen.

Daarvoor heeft de inspectie nadere informatie nodig.

Kunt u zorg dragen voor de volgende stukken.

- De samenstelling van Aquatouch
- De specificaties in welke concentraties de specifieke substanties in de gel moeten zitten.

- Het advies over de kwaliteit en de veiligheid van de stoffen die, indien afzonderlijk

gebruikt, kan worden beschouwd als een geneesmiddel. Inclusief het klinische

baten/risicoprofiel van verwerking van de stof in het hulpmiddel, bij een van de door de

lidstaten aangewezen bevoegde autoriteiten of bij het Europees Geneesmiddelenbureau

(EMEA). ( In elk geval voor Lidocaine en Chloorhexidine)
- De laatste test resultaten van Aquatouch gedaan door Istem Medical, met betrekking tot

de concentraties van het samengestelde product.
-  Daarnaast wil de inspectie voor eigen onderzoek vier spuitjes Aquatoch ontvangen, van

twee verschillende batch nummers.

-  Verstandig is om voor eventueel contraonderzoek ook zelf van deze batchnummers een

aantal spuitjes apart te houden.

Gelet op de komende feestdagen wil ik u vragen de gevraagde informatie zo snel mogelijk toe te

zenden, maar niet later dan 10 januari 2015.

Als wij alle informatie hebben ontvangen zal de inspectie nader onderzoek doen.

Indien u niet in staat bent de gevraagde gegevens te leveren, vriendelijk verzoek ons verzoek

door te zetten naar de betrokken fabrikant.

Ik zie uw informatie met belangstelling tegemoet. De antwoorden kunt u sturen naar

meldpunt@igz.nl of richt een brief aan het Meldpunt IGZ op onderstaand adres. Vermeld in een

e-mail of brief alstublieft het registratienummer van uw melding. ITER

Met vriendelijke groet,
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inspecteur

m +31EEE

Inspectie voor de gezondheidszorg (IGZ)
Postbus 2680 | 3500 BR | Utrecht [Nederland

T +31 (0)88 1205000

F +31 (0)88 1205001

Email EXE @igz.nl
Internet www.igz.nl

Van: - OmniMedical [IEEE omnimedical.nl]
Verzonden: donderdag 27 november 2014 16:59

Aan:

CC: - OmniMedical

Onderwerp: Informatie gevraagd over Aquatouch ons referentie nummerEE

Geachte

Zoals telefonisch tussen u en besproken op donderdag 20 november stuur ik

u mede namens hem de gevraagde informatie toe.

1. CE-certificaten 2014-2019 deel 1 en 2 Istem Medikal

2. Auditrapport EZU onderliggend aan hercertificering

3. Contactgegevens notified body EZ0 uit Tsjechié: De heer [EEE IEEE ezu.cz of TEL

a2 IEETE
De notified body is een onafhankelijke instantie die producten toetst en evalueert en voor die

toetsing instaat. De samenstelling van dit soort producten bevat bestanddelen waarvan de

waarden binnen bepaalde bandbreedtes dienen te vallen. Ook dit wordt door de notified body

getoetst.

Wij zijn ervan overtuigd dat Farco Pharma achter de melding zit die bij IGZ is gedaan, uitsluitend

om hun eigen concurrentiepositie te verdedigen en een oprukkende concurrent de pas af te

snijden. Daarvoor is de procedure bij de IGZ natuurlijk absoluut niet bedoeld. Op zijn zachtst

gezegd is het opvallend dat een ziekenhuisapotheker in het AMC beschikt over de

correspondentie tussen BPharm en de Duitse apotheker.

Achtergronden

Om de aan u voorgelegde kwestie in het juiste daglicht te plaatsen, zetten wij de werkelijke

achtergronden even op een rijtje.

e  Farco Pharma is marktleider en leverancier van een vergelijkbaar product (Instillagel) dat

wereldwijd en dus ook in NL op grote schaal wordt verkocht (vaak via lokale distributeurs). In

Nederland schatten wij hun marktaandeel op 85%. Dit zal in veel andere landen

waarschijnlijk ook aanzienlijk zijn.

e In 2012 is in Duitsland melding gemaakt van een mogelijk probleem met de steriliteit van

het product AquaTouch door een apotheker in Duitsland. Deze melding heeft geleid tot een
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onderzoek waarbij is vastgesteld dat er geen enkel probleem was met de steriliteit. Echter,

wat wel bleek is dat er fluctuaties zaten in de samenstelling van de werkzame stof. Door

BFarm is vervolgens een terugroepactie geinitieerd, maar omdat het product met de

betreffende lotnummers inmiddels niet meer verkrijgbaar was in Duitsland, is deze instructie

niet ten uitvoer gebracht en was daarmee de zaak afgedaan voor BPharm. Volgens onze

informatie is de notified body niet betrokken geweest in het onderzoek door de Duitse

autoriteiten.

e Wij zijn ervan overtuigd dat er een commerciéle relatie ligt tussen beide acties aangezien

Farco Pharma veel te verliezen had en ook nu vanwege het succes van AquaTouch. De

voormalige distributeur van Instillagel voor Duitsland - het bedrijf HEEEZM Med GmbH —

was

in 2012 distributeur van AquaTouch voor Duitsland geworden. Inmiddels zien we in

Nederland een zelfde situatie ontstaan waarbij Farco Pharma in eerste instantie een

procedure is gestart tegen Huikeshoven Medical voor wat betreft het merkenrecht en nu in

tweede termijn er een vergelijkbare melding wordt gedaan betreffende de kwaliteit

(veiligheid) van het product.

e  Huikeshoven Medical is in een juridische geschil verwikkeld met Farco Pharma rond het

merk AquaTouch. Farco Pharma eist - kort gezegd -

op basis van een Europees merkdepot

dat Huikeshoven Medical het gebruik van het merk AguaTouch staakt. Wij zijn het niet eens

met de visie van Farco Pharma en zijn van mening dat het Europese merk van Farco Pharma

nietig is omdat Farco Pharma het merk te kwader trouw heeft gedeponeerd. Die nietigheid

gaan wij dan ook inroepen. Op basis van ons rechtmatige voorgebruik hebben wij zelf

inmiddels het merk gedeponeerd.

Natuurlijk geven wij met alle genoegen volledige openheid van zaken omtrent ons product, de

specificaties en stabiliteit. Wij zijn ervan overtuigd dat ons product steeds voldoet aan de

specificaties en eisen. U kunt rekenen op onze volledige medewerking, indien u nader onderzoek

of nadere onderbouwing nodig acht.

Voor vragen of verdere informatie m.b.t. onze juridische strijd brengen we u graag in contact

met onze

Met vriendelijke groet,

Huikeshoven Medical BV

EET.

201007 Mailbanner
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Van: (IECoz.)
Verzonden: dinsdag 18 november 2014 15:40

Aan: Info - Huikeshoven Medical
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Onderwerp: Informatie gevraagd over Aquatouch ons referentie nummer ITHEEESM

Geachte mevrouw, meneer,

De Inspectie voor de Gezondheidszorg ( hierna: de inspectie) houdt toezicht op de wet

medische hulpmiddelen.
In het kader van dit toezicht heeft de inspectie een aantal vragen voor u.

De inspectie heeft vernomen dat het product Aquatouch Gel, wat u als wederverkoper

verkoopt, niet voldoet aan de opgegeven specificaties.
De samenstelling van de gel zou niet telkens hetzelfde zijn en de hoeveelheid

Chloorhexidine Gluconaat in de gel is sterk wisselend.

De inspectie zou in verband hiermee in contact willen komen met de Europees

gemachtigde namens de fabrikant Istem uit Turkije.

Vriendelijk verzoek aan u mij deze informatie toe te zenden.

Wie is de Europees gemachtigde van fabrikant Istem ? Wat is het adres?

Als het goed is kunt u deze informatie op de verpakking vinden.

De Duitse Autoriteiten hebben vanwege deze afwijkingen in de samenstelling de

wederverkoper aldaar gevraagd om het product van de markt te halen.

Bent u hiervan op de hoogte?

Heeft u specificaties en testen van het product Aquatouch? Dan zien wij een kopie
hiervan graag tegemoet.

Ik zie uw informatie met belangstelling tegemoet, maar niet later dan 30 november

2014. De antwoorden kunt u sturen naar JEFFS @igz.nl of richt een brief aan het

Meldpunt IGZ op onderstaand adres. Vermeld in een e-mail of brief alstublieft het

registratienummer van uw melding. ITHEEESN

Met vriendelijke groet,

inspecteur

M +31 (0)c INEXEZNE

Inspectie voor de gezondheidszorg (IGZ)
IGZ loket

Postbus 2680 | 3500 BR | Utrecht |Nederland

T +31 (0)88 1205000

F +31 (0)88 1205001

Email IEF @igz.nl
Internet www.igz.nl

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit bericht abusievelijk aan u is

toegezonden, wordt u verzocht dat aan de afzender te melden en het bericht te verwijderen. De Staat aanvaardt geen

aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan het elektronisch verzenden van

berichten.

This message may contain information that is not intended for you. If you are not the addressee or if this message was sent to you

by mistake, you are requested to inform the sender and delete the message. The State accepts no liability for damage of any kind

resulting from the risks inherent in the electronic transmission of messages. .

Per 22 december 2014 verhuizen alle locaties van de Inspectie voor de Gezondheidszorg naar het

Stadskantoor van de gemeente Utrecht; gevestigd direct bij het Centraal Station. Het bezoekadres
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wordt: Stadsplateau 1; 3521 AZ Utrecht. Het postadres blijft ongewijzigd: Postbus 2680; 3500 Utrecht

GR.

Dit bericht kan informatie bevatten die niet voor u is bestemd. Indien u niet de geadresseerde bent of dit bericht abusievelijk aan u is

toegezonden, wordt u verzocht dat aan de afzender te melden en het bericht te verwijderen. De Staat aanvaardt geen

aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan het elektronisch verzenden van

berichten.

This message may contain information that is not intended for you. If you are not the addressee or if this message was sent to you

by mistake, you are requested to inform the sender and delete the message. The State accepts no liability for damage of any kind

resulting from the risks inherent in the electronic transmission of messages. .
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*

CERTIFICATE OF ANALYSIS

Lot no

Material

Date of Production :20.06.2014

: 101634

: Aquatouch 6 ml Jelly

Expiry date : 06.201

Reference : ATG-L-

TEST RESULTS

Physical Analysis
Measured Value Equipment Method Specific Value

Visual Appearance Visual EP 221-222 Colourless , transparent ,
lubricated

Density Cal. Measuring cylinder EP 29.15 1,00 £ 0,10 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s)

Brookfield HADV -II+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 -1, Indicator paper changed to red

and indicator paper 11137-2
,
11137-3 Sterilization report is evaluated

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml + 0,05 or 11,07 ml + 0,07

Chemical Analysis

Measured Value Equipment Method Specific Value

pH Hanna HI221 pH Internal 5,20-6,20

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg( 45 mg - 55 mg)

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :23.06.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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-006

Result

Confirms

1,002 g/ml

1925 cP

Confirms

6,03 ml

Result

6,15

202g

51,33 mg

57,02 mg

2411 mg
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CERTIFICATE OF ANALYSIS

Lot no

Material

Date of Production : 17.10.2014

: 101739

: Aquatouch 11 ml

Expiry date : 10.2017

Reference : ATG-L-011

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,011 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2402 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,12

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 205g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,98 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,50 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,11 mg

Notes :

placed under normal room temperature

*

These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :18.10.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Lot no

Material

Date of Production : 20.10.2014 Expiry date : 10.2017

: 101740 Reference : ATG-L-006

: Aquatouch 6 ml

TEST RESULTS

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,005 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2458 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,03 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,10

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 205g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,17mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,68 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,09 mg

Notes :* These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

placed under normal room temperature

RESULT : CONFORMING

Date :21.10.2014 Prepared by LAB Approved by QA

Chemist Chemist
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CERTIFICATE OF ANALYSIS

Date of Production : 20.10.2014 Expiry date : 10.2017

Lot no : 101740 Reference : ATG-L-011

Material : Aquatouch 11 ml

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,005 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2458 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,10

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 205g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,17mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,68 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,09 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :21.10.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

1 27.10.2014

: 101753

: Aquatouch 11 ml

Expiry date : 10.2017

Reference : ATG-L-011

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,009 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2399 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,03

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 2,03g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 52,46 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 58,21 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,71 mg

Notes :

placed under normal room temperature

*

These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :8.11.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

1 29.10.2014

: 101755

Expiry date : 10.2017

: Aquatouch 11 ml

Reference : ATG-L-011

Propyl Paraben

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,012g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2499 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,08ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,02

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 208g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,59 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 58,36 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,58 mg

Notes :* These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

placed under normal room temperature

RESULT : CONFORMING

Approved by QADate :30.10..2014 Prepared by LAB

Chemist Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

: 30.10.2014

: 101756

Expiry date : 10.2017

: Aquatouch 6 ml

Reference : ATG-L-006

Propyl Paraben

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,017g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2489 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,02

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 202g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 50,18 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,21 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,23 mg

Notes :* These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

placed under normal room temperature

RESULT : CONFORMING

Approved by QADate :31.10..2014 Prepared by LAB

Chemist Chemist

2167



2167



Ee

CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

: 30.10.2014

: 101756

Expiry date : 10.2017

: Aquatouch 11 ml

Reference : ATG-L-011

TEST RESULTS

Physical Analysis

Propyl Paraben

Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,017g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2489 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,03 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,02

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 202g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 50,18 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,21 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,23 mg

Notes :* These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

placed under normal room temperature

RESULT : CONFORMING

Approved by QADate :31.10..2014 Prepared by LAB

Chemist Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

: 31.10.2014

: 101758

Expiry date : 10.2017

: Aquatouch 11 ml

Reference : ATG-L-011

TEST RESULTS

Physical Analysis

Propyl Paraben

Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,006g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2562 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 5,95

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 207g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 52,21 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 58,05 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,61 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :03.11.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Lot no

Material

Date of Production :

: 101764

11.11.2014 Expiry date : 11.2017

: Aquatouch 11 ml

Reference : ATG-L-011

Propyl Paraben

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,013g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2421 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,10ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,09

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 211g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 54,61 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 58,23 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,51 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :13.11.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Lot no

Material

Date of Production :

: 101765

12.11.2014 Expiry date : 11.2017

: Aquatouch 6 ml

Reference : ATG-L-006

Propyl Paraben

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,002g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2385 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,02 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,08

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 2124

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 52,81 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,18 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,85 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :13.11.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production :24.06.2014 Expiry date : 06.2017

Lot no : 101636 Reference : ATG-L-006

Material : Aquatouch 6 ml

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,003 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2470 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,02 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,09

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 203g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,33 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,33 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,31 mg

Notes :

placed under normal room temperature

*

These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :25.06.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Lot no

Material

Date of Production :

: 101766

13.11.2014 Expiry date : 11.2017

: Aquatouch 6 ml

Reference : ATG-L-006

TEST RESULTS

Physical Analysis

Propyl Paraben

Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,006g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2451 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,04 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,02

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 2,13g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 53,02 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,88 mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,61 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :14.11.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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~ ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TIC.
LTD. STi.

+

Cislo protokelu (Report number): 304168-02/01

Elektrotechnicky zkusSebni dstav, s.p.
Electrotechnical Testing Institute

Notifikovana osoba ¢. 1014

Notified Body No. 1014

Pod Lisem 129

171 02 Praha 8 — Troja
Czech Republic

fax: 284

e-mail: [EEGczu cz

PROTOKOL Z RECERTIFIKACNIHO AUDITU
dle nafizeni vlady ¢. 336/2004 Sb., ptiloha 2.3

RECERTIFICATIONAUDITREPORT

according to Directive 93/42/EEC, Annex II.3

Nizev organizace:
(Name of organization)

Adresa:

(Address)

IC:

DIC:

(Registration number oforganization)

Datum auditu:

(Date ofaudit)

Vedouci auditor:

(Lead auditor)

Clenové auditniho tymu:
(Members ofaudit team)

Nazev virobku/i, tiida:

(Name ofproduct/s)

ISTEM MEDIKAL TIBBi CIHAZ VE SAN.

TiC. LTD. §TI.

Ivedik Organize Sanayi Bolgesi 661. Sok.

Altar Yap Kooperatifi No:4 Ostim ANKARA

Turkey

259.2013

EEE

(auditor in training)

Sterile lubricant gel with Lidocaine — class III

1/6 |

|

| © 18.7.2012
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ISTEM MEDIKAL TIBBI CiHAZ VE SAN. TIC. Cislo protokolu (Report numbers: 304168-02/01

LTD. STL.

- INFORMACE O VYROBCI

INFORMATION ABOUTMANUFACTURE

Podet zaméstnancii:

(Numberofemployees).60

Jména piedstavitela vedeni:

(Management representatives’ names)

. Jméno a funkee pracovnika odpovédncho za styk s notifikovanou osobou:

(Name and department of representative responsiblefor contact with notified body)

11:TPA

~ Misto organizace, kde byla providéna provérka:
(Place oforganization,where wasperformed the audit)
Tvedik Organize Sanayi Bolgesi 661. Sok. Altnari YapiefNo:4 Ostim ANKARA
Turkey

wr wor
Pracovisté, kdejsou umistény dali ¢asti provéfované organizace:
(Workplaces, where are placed another parts ofaudited organization)

Dal%i vyrobni misto/mista:

{Another manufacturingplace/places)

2/6 ; 18.7.2012
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[STEM MEDIKAL TIBBI CiIHAZ VE SAN. TiC. Cislo protokolu (Report numberj: 3041 68-02/01
LTD. 811.

Certifikity udélené vyrobei pro tuto kategorii vyrobkii:
(Certificates granted to manufacturerfor this product category)

Certifikat ¢.: MED 090003

(Certificate No.)

Vydan dne: 23.1.2009

(Issued)

Platnost do: 31.1223013

(Validity until)

- VYHODNOCENI ZMEN SYSTEMU/VYROBKU
— EXAMINATIONOFSYSTEM/PRODUCT CHANGES

Vyznamné zmény na vyrobku/vyrobeich:
(Product/products significant changes)
None ;

(only package and label)

Vyznamné zmény v hlavnich procesech:
(Main processes significant changes)
None

Vyznamné zmény v organizaéni struktuie:

(Organizational structure significant changes)
None

Zména kritického subdodavatele komponent:
(Change ofcritical component subcontractor). -

None

(new supplier alunim. folio ASAS Ankara)

3/6 18.7.2012
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iSTEM MEDIKAL TIBBI CIHAZ VE SAN. TIC. Cislo protokolu (Report number): 304168-02/01

LTD. STi.

Zména kritického dodavatele sluzeb:

(Change ofcritical service supplier)

None

Zmeéna nazvu vyrobce a diivod této zmény:
{Change ofmanufacturer’s name and reasonfor this change)
None

-

Zména adresy vyrobce a diivod této zmény:
(Change ofmanufacturer’s address and reason for this change)
None

Zpiisob Sypoidintseshiod z minulého auditu:

{Accepted corrective actions to the major nonconformitiesfrom previous audit)
Were finished

Zpisob vypoiadani nedostatki z minulého auditu:

{Accepted corrective actions to the minor nonconformitiesfromprevious audit)

Were finished

Zpiisob vyporidéini doporuéeni z minulého auditu:

(Accepted corrective actionsto oe recommendationsfrom previous audit)

Were finished

1) Identification before / and after sterilization process dion be more clearly perform.
2) New the Quality control plan introduction (with new unit for analysis).

4/6 18.7.2012
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ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. Cislo protokolu (Report manber): 304168-02/01

LTD. STi.

— CELKOVE ZHODNOCENI
GENERAL EVALUATION

Vysledek je vyznacen zaskrtnuiim piisludné kolonky.
(The result is given by ticking the appropriate box.)

STUPEN KRITIKY . DOPORUCOVANE OPATRENI
(DEGREE OF CRITICISM)

- (RECOMMENDED ACTION)

1. Zadné zavazné neshody, omezeny Doporudit pokracujici certifikaci, jsou-li
pocet nedostatki. piijatelné ostatni podminky.

| ]
{No major criticisms, limited number {Grant ongoing certification ifall other

ofminor ones.) comments are acceptable.)

2. Omezeny pocet neshod (zadna Doporuéit pokradujici certifikaci po

systémova) a nedostatka. ohlaseni provedeni napravnych

(Limited number ofcriticisms (no apaiiehy fazat
pfovbrky

system nonconformity),) provest kontrolu ucinnosti opatfeni. ]
FL

(Organization shall provide corrective

action then ongoing certification
recommended. Early inspection required.)

3. VE mnozstvi neshod (Zadna Organizace musi provést rozsahlejsi
systémova) a nedostatki, které napravna opateni. Pokradujici

jsou odstranitelné do tfech mésici. certifikaci Ize doporucit aZ po jejich

(A larger number of criticisms and or zavedeW, pred dopcrema unbyt
major but not vital criticisms.) proyErovae Skene ov; 0, a ; C1]

opatfeni byla provedena a jsou uéinna.

(Organization shall confirm corrective

action. Ongoing certification cannot be

recommended beforefurther visit checking
clearance ofdiscrepancies.)

4. Neshody takové povahy, Ze
~

Organizace neni zatim zpiisobild pro

odstranéni bude vyzadovat delsi pokracujici certifikaci a poZaduje se

¢asové obdobi. opakovana inspekce a proskoleni pied

(Criticisms of vital nature.)
wit dopornient

Cl]
{Ongoing Certification refused and repeat

prelicencefactory inspection required after
organization has implementation of
corrective action.)

5/6 18.7.2012
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ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TIC. Cislo protokolu (Report number): 304168-02/01

LTD. STI.

-ZAVER
- CONCLUSION

Tym auditor na zékladé provedeného auditu konstatuje shodu /-neshoedu
ajakosti

s pozadavky ptilohy 2.3 natizenf vlady¢. 336/2004 Sb.

{On the basis ofperformed audit the audit team states, that the quality system is / ia=gwetsin compliance with

requirements ofAnnex 11.3 ofDirective 93/42/EEC.)

Datum: 259.2013

(Date)
:

Vedouci auditor:

(Lead auditor)

Clenové auditntho tymu: (auditor in training)
/

(Members ofaudit team)

Zastupce provéfované organizace:
(Organization's representative)

PRILOHY (ANNEXES)

-  Zéznam z recertifika¢niho auditu

(Recordfrom certification audit)

-  Zaznam o provéfeni technické slozky
(Record oftechnical documentation revision)

- Zaznam o neshodach poéet: --

(Record ofmajor nonconformities) (number of)

-  Zéaznam o nedostatcich pocet: 2

(Record ofminor novconformities) (number of)

-  Doporugeni pocet: 3

(Recommendation) (number of)

Rozdelovnik: Predstavitel vedeni

(Distributed to} (Management representative)

EZU

(EZU)

Pfipominky nebo namitky proti postupu auditniho tymu je moZno zaslat na adresu certifikadniho

organu do 14 dnii od dorucent tohoto protokohu.
(It is possible to send to the address of certification body comments and objections against procedure of audit

team within 14 daysform the date ofreceiving this report.)

6/6 18.7.2012

2174



ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC.
LTD. STi.

Cislo protokol (Report number): 304168-02/01

ZAZNAM Z RECERTIFIKACNIHO AUDITU

(RECORD FROMRECERTIFICATION AUDIT)

(Quality system)
3.2.1 Jjakosti Hlavni cile kvality jsou fizeny— 9, (Nové

(Quality objectives) vyrobky, nové ¢isté prostory, class 10.000, nové

filtra¢ni zatizeni ), a
Plany kontrol: Product and Q contidl--P.0O1,
12.06.010, P.11, P.16.

Skoleni novych pracovniki,

322 Popis organizace provozovny, ktery obsahuje zejména:
(Description ofworkplace organization, which consists of)

jakosti
(the methods ofmonitoring the efficient
operation ofthe quality system)

322.1 organizaéni strukturu Zustava zachovana, viz. Manudl kvality — ISO
;

(the organizational structures) 13485:12. QM — 04.01.2010.

zodpovédnosti vedoucich Popis pracovnich mist, Smlouvy s pracovniky.

zaméstnanci Systém Fizeni kvality ISO 13485:12

(the responsibilities ofthe managerial
staff)

pravomoci vedoucich zamestnanch Ano, v dokumentech QMS
ve vztahu kjakosti navrhu a zhotoveni

zdravotnického prostiedku
(their organizational authority where

quality ofdesign and manufacture ofthe

products is concerned)

3.222 metody sledovani iéinnosti systému |Zprava o pfezkouméni system: zar. 2012 a

Castecne za r. 2013, struktura odpovida
pozadavkim.
Rocni plan Internich auditi je splnén, 1.2013.

metody sledovéni schopnosti
dosahnout pozadované jakosti navrhu
a vyrobeného zdravotnického

prostiedku
(the methods ofmonitoring ofability to

achieve the desired quality ofdesign and

ofproduct)

Ano, Smérnice Navrh a vyvoj.

metody kontroly téch zdravotnickych

prostiedki, které poZadované jakosti
nedosdhnou (nebylo u nich dosaZeno
shody)
(the methods including contol ofproducts

Plany control — jsou aktualni, viz. dokumentace a

Zaznamy.
Identifikace a oddéleni seditetlio produktu,

1/4



[STEM MEDIKAL TIBBI CIHAZ VE SAN. TIC.

LTD. STI.

Cislo protokolu (Report number), 304168-02/01

which fail to conform) (compliance has

rot been achieved at them)

Navrh

(Design)

které pozaduji:

in particular)

323 Jsou stanoveny postupy pro sledovani a ovéfovani ndvrhu zdravotnickych prostiedkd,

(There are determined the proceduresfor monitoring and verifying the design ofthe products and

3.2.3.1 vieobecny popis zdravotnického

prostiedku, véetné planovanych
variant

(a general description ofthe product,
including any variants planned)

Smérnice:

Navrh a Vyvoj- 1.6.2009, a aktualizace 1.2013.

Maji celkem 14 Techn. File / DD.

3232 specifikace navrhu, véetné pouzitych
norem

(the design specifications, including the

standards which will be applied)

Ano, DD-01.09.2013

| vysledky analyzy rizik

(the results ofthe visk analysis)

Ano, DD

"|

popis fedeni piijatych ke splnéni
zékladnich pozadavki platnych pro

zdravotnické prosifedky, jestlize
normy nejsou pouzity v plném
rozsahu rr

(a description ofthe solutions adopted to

fulfil the essential requirements which

not applied in full)

apply to the products ifthe standardsare

Ano, DD-01.09.2013

3233 techniky fizeni a ovéfovani ndvrhi

(the techniques used to control and verify
the design}

Smérnice pro NaV, Projektové fizeni — zaznamy.

postupy a systematické opatfeni,
pouzivand pti navrhovani

zdravotnického prosttedkd
(the processes and systematic measures

which will be used when the products are

being designed)

rower ’

Projektové Fizeni a zdznamy z etap.

3.2.3.4 dikaz, Ze zdravotnicky prostiedek,

ktery je uréen k pouzZitl ve spojeni 3

jinymi zdravotnickymi prostiedky,
vyhovuje zakladnim pozadavkim a

ma charakteristiky specifikované

vyrobecem, a to i po piipojent k témto

jinym zdravotnickym prostfedkiim
(ifthe device is to be connected to other

device(s) in order to operate as intended,

proofmust be provided that it conforms to

Viz. DD-01.09.2013
Set

2/4
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ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC.

LTD. STI.
Cislo protokolu (Report number): 304168-02/01

the essential requirements when

connected to any such device(s) having
the characteristics specified by the

manufacturer)

3235 prohlageni, zda prostfedek obsahuje &i

neobsahuje jako svou

integralni ¢ast latku, kterd mize byt

pii samostatném pouZiti
povaZovana za lécivo, spolu s Gidaji o

pfisludnych provedenychzkouskach

{a statement indicating whether or not the

device incorporates, as an integral part, a

substance, which can be used separately
as medicin,e and data on the tests

conducted in this connection)

Ano.

Viz. DD-01.09.2013

32.3.6 navrh oznaceni (8titky)
(the draft label)

DD-01.09.2013

navod k pouziti
(the instructionsfor use)

DD-01.09.2013

3757 klinické Udaje ziskané podle zakona o

zdravotnickych prostiedcich a pfilohy
¢. 10 k tomuto nafizeni:

(the clinical data referred to in Annex X)

DD-01.09.2013

26.9.2012 — vlastni studie

Vyroba
(Production)

324 Jsou stanoveny a dokumentovény techniky kontrol a zabezpeéeni jakosti ve stadiu vyroby
zdravotnického prostfedku a to zejména:
(The inspection and quality assurance techniques at the manufacturing stage and in particular)

32.4.1 postupy a procedury, které budou

pouZity pro sterilizaci zdravotnického

prostiedku véetne piislusnych
dokumentii

(the processes andprocedures which will

be used, particularly as regards
sterilization)

Sterilizace je zajisfovana Radiaci - externg.

Validagni zpravy jsou dostupné.
Postup: P.13, R-sterilization:

TARR:Aku,
Turk Atom Energia

(Existuje i Studie pro ETO sterilizaci, 2012).

prodej zdravotnického prostiedku
véetné piisluinych dokument
(purchasing ofmedical device and the
relevant documents)

Vyroba_ Smérmnice : IST.P.11 - 16.12.2012,
Smérnice pro Nakup.
Smérnice pro Prodej.

3347 postupy k identifikaci zdravotnického

prostiedku vypracované a

aktualizované ve viech stadiich

vyroby na zakladé vykresf,

specifikaci a dalsich
sapaviigivichdokument

Identifikace produktu je popséna v realizacnich

procesech (prac. postupech).

(the product identification procedures

3/4

2174



STEM MEDIKAL TIBBi CIHAZ VE SAN. TiC.

LTD. STi.

Cislo protokolu (Report number): 304168-02/01

drawn up and kept up to datefrom

drawings, specifications or other relevant

documents at every stage ofmanufacture)

(Elaborated by)

Datum: 25.9.2013

(Date)

|

ZkouSeni
(Testing)

3.25 Jsou stanoveny a dokumentovany: 2

(Thefollowing items are determined and documented)

prislu$né testy a zkousky, které budou | Plany control pro vstupni kontrolu jsou funkéni.

vykonéany pred vyrobou a jejich
detnost

:

(the appropriate tests and trials which

will be carried out efore manufacture, the

frequency with which they will take place) |
piisludné testy a zkousky, které budou | Process control Form: F.068 , rev. 03, 7.1.2013

vykonany béhem vyroby a jejich pH=6.02, Density=1.01 g/ml.

¢etnost Lidocaine = 2.13%,
{the appropriate tests and trials which LOT 101322 — 14.6.2013,
will be carried out during manufacture, KK-1322-1,
thefrequency with which they will take | 7aznamy ze sterilizace (externi R, intern ETO).
place] Ze ETO se pouZivé pro jiné vlastni product.

~|

ptislusné testy a zkousky, které budou | Plany pro vystupni kontroly jsou funkéni.

vykonany po vyrobe zdravotnickych |Kontrola report ze sterilizace.

prostiedkd a jejich Cetnost

{the appropriate tests and trials which

will be carried out after manufacture, the

frequency with which they will take place)
]

pouZita zkuSebni zafizeni Metrologicky fad. Mnoho méficich zafizeni v

(the test equipment used) Laboratori. Kalibrace je provadéna externé,

Délkova méfidla, teplota, tlak, vihkost, chem.,

analyzétor, biolog. a chem.. indicatory,

postup, jak zp&tné pfiméfenym Metrologicky tad. (takovy pipad se doposud
zplsobem zjistit spravnost kalibrace | nestal).
zku§ebnich zatizeni

(it must be possible to trace back the

calibration ofthe test equipment

adequately)

Vypracov.

4/4
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ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. Cislo protokolu (Report number): 304168-02/01

LTD. STI.

ZAZNAM O PROVERENI TF — viz. DD

(RECORD OF TECHNICAL DOCUMENTATIONREVISION)

Identifikace vyrobku (reprezentativniho vzorku) a jeho tiida: do DD.

(Product identification (representative sample) and its class)
Sterile lubricant gel with Lidocaine,
Class III, 01.09.2013

Ukel pouZiti zdravotnického prostfedku a jeho Klasifikace dle piilohy 9:

(Intended use ofmedical device and its classification according to Annex IX)

Annex IX, Rule 13,
Minimise associated trauma, pain, discomfort and cotter — associated infections.

Lubricant = local catheterisation disinfecting.

Vyhodnoceni zikladnich po¥adavki dle pilohy 1:

(Essential requirements according to Annex I)

2007/47/EEC

cl.7.6 = ISO 14644-1,

Rizikova analyza:
(Risk analysis)
18 hazard, a Fidi 18 rizik. 01.09.2013, rev. 09, ISO 14971:2012.

Klinické (pre-klinické) hodnoceni:

{Clinical (pre-clinical} evaluation)
26.9.2012 — vlastni studie, MD.Prof. I.Surer, Lit. 2012, zpé&tné vazby — 05.2007.

Informace poskytované vyrobcem (Stitky, navod k obsluze, prohlaseni o shodé):
(Information supplied by the manufacturer (labels, instruction for use, declaration ofconformity)
Navod — 1.9.2013

Stitek - 1.9.2013

Prohlageni - 1.9.2013

1/3
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[STEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. Cislo protokolu (Report number): 304168-02/01

LTD. STi.
:

PouZitd metoda sterilizace a jeji validace:

(Used method ofsterilization and its validation)

R-1ISO 11137,

P.13 — smérnice pro sterilizaci.

23.04.2013 — T. Atom energy, 16.1 kGy, no. B.02.1.TAE.5.04.07.05-2300-350.

21.8.2012-1S0 11737-2, BICAKCILAR,

ZkusSebni protokoly, certifikity:
(Test reports, certificates)

Validace sterilizace, Rep. 23.04.2013.

Clean room valid. Rep. 04.07.2013, VR13.900, company AIRTECH,

Heap filter, ISO 14644-1, -2, -3. DIN 1946-4, TS 11605,
Class 10000 meéfeno pod; 9.

Biokompatibilita pouZitych materiglii:
(Biocompatibility ofused materials}

Lab. Hacettepe University, no. B.30.2.HAC.0.03.00.0072013-02, 5.5.13, 180 10993-1, -5,-10,

cytotoxicity, Aqua Touch Jelly.
|

‘Accelarated Test= 3 roky, Lot 101267, 29.7.2013.
|

Lab. Fresenius Medical Care, TSE. Test vody- R.0.SU
—

FQ-PR-10-14, 1.4.2013, 26.7.13 bakteriyal
endotoksin = 0,19 EU/ml, limit=0,25, OK

Test 18.4.13 = 0.06EU/ml, OK.

Aktudlnost seznamu norem a externich dokumenti:

{(Topicality ofstandards list and external documents)

Aktualizace ke dni 1.1.2013

Jiné:
_

(Others)

Syringe and bottle — Jiangsu
Lidocaine hydrochloride — S.I.M.S. Italy - 2%

Propylen glycol — EKIN - 17%
3

Hydroxyethylcellulose — IMDC, -2,3%
Clorhexidine Gluconate — Kimetsan - 0.25%

Propyl hydroxyl benzoate — Kimetsan - 0.025 %

Methyl benzoate - Kimetsan - 0.06 %

Purified water - Istem Med. — 78,365 %

Packaging Paper Vivo

Box - Camis

Zistava stejné sloZeni jako minule.

Poznémky a Doporueni/ Recommendation:

ws Nonconform product ve vyrabé nena identitikaci

- should be repaied roof, is involved

- better monitoring system pretlaku vzduchi v &istych prostorach
-

more precisely - stanoveni period pro monitoring &istych prostor (stéry prachu, Eistota vzduchu, mocrobiologie, apod.).
=

pripravit formulat pro identifikaci vyrobni davky pro virobu.
-  Resit kapacity skladu.

- Stitku “vzor” v TF doplnit udaje: REF, LOT, exspirace (tyto jsou tidtény az v procesu vyroby, ale ve vzoru by mélo byt
uvedeno, Ze tyto udaje budou vytistény na §titku. Ve vzoru zaloZzeném v TF dnes chybi).

2/3 18.7.2012
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Vypracoval uaa
(Elaborated by)

Datum: 25.9.2013

(Date)
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[STEM MEDIKAL TIBBI CIHAZ VE SAN. TIC. LTD. Cislo protokolu (Report number):304168-02/02

STI.

Elektrotechnicky zkuSebni dGstav, s.p.

Electrotechnical Testing Institute

Notifikovana osoba &. 1014

‘Notified Body No. 1014

"

Pod Lisem 129 tel.: 5.1.2e

171 02 Praha 8 — Troja fax: 284 680 070

Czech Republic e-mail: [EEE czu.c2

'PROTOKOL Z POSOUZENINAVRHU ZDRAVOTNICKEHO
~ PROSTREDKU

dle piilohy 2 odstavee 4 NV 336/2004 Sb.

DESIGNDOSSIER EXAMINATIONREPORT

according to Annex IIpoint 4 ofDirective 93/42/EEC

Nizev organizace: ©
|

{STEM MEDIKAL TIBBI CIHAZ VE
;

(Name oforganization)
: SAN. TiC. LTD. STI.

Adresa: oC + Ivedik Organize Sanayi Bolgesi 661.

(Address) Te Sok. Altinar1 Yap1 KooperatifiNo:4
Ostim ANKARA, Turkey

1C :
DIC:

(Registration number oforganization)

Posuzovatel:

{Reviewer}

Niazev vyrobku:
: Sterile lubricant gel with Lidocaine —

(Name ofproduct/s) class 111

Model: 3 Co Models: 6 ml, 11 mi and 15 gr

Model)
Co

’

Identifikace posuzovaného Design
: Sterile lubricant gel with Lidocaine —

Dossieru: class HI

(Identification ofDesign Dossier)

1/6 | 18.7.2012



iISTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. LTD.

STi.

Cislo protokolu (Report number):304168-02/02

— PREZKOUMANINAVRHU
— REVIEWOFDESIGN

Certifikaty udélené pro tuto kategorii vyrobki (Certificates grantedfor this product category):

jeji validace
(Device sterilization including validation)

Validace sterilizace, Rep.
23.04.2013 — T.Atom energy, 16.1

Certifikat €. MED 090004

{CertificateNo.)

Ptiloha: 2.4

(Annex) (1.4)
Vydavajici organizace: EZU

(Issuing organization)

~~ Vydan dne: 23.1.2009

(Issued)

Platnost do: 31.12.2013

(Validity until)

Piezkoumani navrhu (Review ofDesign):

Pozadavek Komentar Vysledek
(Requirement) (Commentary) (Result)

1 Identitikace vyrobce a popis —cl. 2 OK

zdravotnického prostiedku nebo cele fady |},Chliooy - Slag,

oh DD,{Identification ofmanufacturer and description of
OA. eo264%,medical device).

’ ;

2 | Zpisob stanoveni tifdy ZP Annex IX, Rule 13,
“|

OK

(Determination ofclass ofmedical dinied in Class IIT

question)

3 Konstrukéni dokumentace DD —cl. § es
,

OK

(Technical (structural) documentation).
&

:

4 Popis navrhu a pouziti zdravotnického Rizikovy management, Navod — Nedostatek

prostfedku 1.9.2013
(Medical device description and intended use) Stitek - 1.9.2013 ;

3 Podrobny technologicky prib&h vyroby DD-cl. “it. OK

véetné identifikace vSech vyrobnich
zafizeni

(Manufacturing process description including
Flow-chart and identification ofall production

equipment)

6 Popis baleni a §titkovani véetné vzord Postup pro baleni a Stitkovani. OK

véech 3titkh
(napisd), piibalového letdku | Stitek - 1.9.2013

apod.
(Description ofpackaging and labelling including
samples ofall labels)

7 Navod na obsluhu nebo implantaci event. |Navod — 1.9.2013 OK

jeho navrh

(Directionfor use or implantation}

8 Podrobny popis pouZité sterilizace véetn€ | Smérnice a postup. OK

26 18.7.2012
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iSTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. LTD. Cislo protokolu (Report number): 304168-02/02

STI.

Pozadavek Komenta¥ Vysledek
(Requirement) (Commentary) (Result)

kGy, no. B.02.1. TAE.5.04.07.05-

2300-350.

21.8.2012 -1SO.11737-2,

BICAKCILAR,
Clean room valid. Rep. 04.07.2013,

VR13.900, company AIRTECH,

Heap filter, ISO 14644-1, -2, -3.

DIN 1946-4, TS 11605,
; Class 10000 méfeno boda : 9.

2 Stanoveni doby Zivota — podrobné DD-cl. 4g OK

zdiivodnéni event. odvozeni doby Zivota

{Shelf life determination and testing)
10 | Prehled historie reklamaci (unové na trh | Pfezkoumani QMS zar.+2012 +

pil
OK

uvadénych prostredkt piehied od roku 2013.

podobného typu). Podrobné uvést

s vyhodnocenim provedenych opatieni
k napravé event. jak se opatieni promitla
do nového vyrobku-
(Complaints overview including doneriasion of
corrective actions)

11 | Seznam norem, podle kterych byl vyrobek | Aktualizace ke dni 1.1.2013 OK

|
vyvijen, event., které spliiuje el.

5

| (List ofstandards applied) :

;

12 | Podrobné doklady o biokompatibiliteé — Lab. Fresenius Medical Care, TSE. |OK
protokoly Test vody- R.0O.SU -- FQ-PR-10-14,
(Biocompatibility— reports oftesting) 1.4.2013, 26.7.13 bakteriyal

endotoksin = 0,19 EU/ml,

Timit=0,25, OK

Test 18.4.13 = 0.06 EU/ml, OK.

13 | Rizikové analyza (CSN EN ISO 14971) 18 hazard, a ¥idi 18 rizik. OK

(Risk analysis — EN ISO 14971) 01.09.2013, rev. 09, ISO

14971:2012. pp -ed. 9

14
|

Pokud zdravotnicky prostfedek obsahuje
|

Lidocaine was clasified as OK

jako integralni soucast latku, ktera mize
|

medikament and analysis certificate

byt pti samotném pouZiti povazovéna za | of lidocaine canbe seen section-6,
lécivo, doklady o tom, ze bezpecnost a DD, company S.L.M.S. srl. Italy,

‘|

uCinnost této latky byla ovétena pro dany |EDQM certificate, no. R1-CEP

adel pouziti metodami pouzivanymi pti 2001-014-Rev.02, 17.3.2008, Dir

zkouseni 1¢iv (viz postupy SUKLu ) 2001/82/EC.

{Statement concerning medical substances

including documents and reports (verification of
the safety, quality and usefulness by analogy with

|

the appropriate methods specified in Directive

2001/83/EC))

Doklady o kompatibilit€ — vzdjemném Lab. Hacettepe University, no. OK.13
-

ovliviiovéani s jinymi zdravotnickymi
prostiedky, je-li takovato moznost

piedpokladana
(Compatibility with other medical devices)

B.30.2.HAC.0.03.00.00/2013-02,

5.5.13, 1S0 10993-1, -5,-10,

cytotoxicity, Aqua
HRAccelarated Test= 3 roky, Lot

,

3/6 18.7.2012

2174



ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. LTD.

STI.

Cislo protokolu (Report number):304168-02/02

Pozadavek Komentar Vysledek
(Requirement) (Commentary) (Result)

101267, 29.7.2013.

16 | Vyhodnoceni splnéni zakladnich 2007/47/EEC OK

pozadavkl (cl.7.6
— ISO 14644-1),

- | (Essential requirements checklist)
17 | Certifikaty vyrobce a

Na (kteréjsou | ISO 13485:2012. OK

. | k dispozici)
:

{Certificates ofmanufacturer dniproduct)
18 | Klinické udaje—vysledky Klinckyeh 26.59.2012— vlastni studie, MD.Prof. | OK

|

zkousek I.Surer, Lit. 2012, zpétné vodby
-

(Clinical data — results ofclinical evaluation)
|

05.2007.

: PD -

14

19 | ProhlaSeni o shodé
“|

Prohlaseni - 1.9.2013 OK
|

(Declaration ofconformity) dD - el.4

4/6 18.7.2012
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ISTEM MEDIKAL TIBBI CIHAZ VE SAN. TIC. LTD.

STi.

Cislo protokolu (Report number):304168-02/02

- VYHODNOCENI
- EVALUATION

Vysledek je vyznacen zaskrtnutim piislusné kolonky.
(The result is given by ticking the appropriate box.)

STUPEN KRITIKY

L Zadné zivazné neshody, omezeny
pocet nedostatk

(No major criticism, limited number of
minor ones)

[) Omezeny podet neshod a

nedostatkil

(Limited number ofcriticism (no system

nonconformity))

3. Vétsi mnoZstvi neshod a

nedostatki, které jsou
odstranitelné do tfech mésicil.

(A large number ofnonconformities)

5/6

DOPORUCOVANE OPATRENI

Doporudit vydéni certifikatu jsou-li
- pfijatelné ostatni podminky 2

X
(Grant issuing ofcertificate ifall other

comments are acceptable)

Doporudit vydani certifikatu po

ohlaseni provedeni napravnych
opatfeni. V ramci dozoroveé provérky

provést ovéteni splnéni opatieni. [1

(Organization shallprovide and confirm
corrective action, than certification
recommended)

~ Organizace musi provést rozsahlejsi
napravna opatieni. Vydani certifikatu

1ze doporudit az po jejich zavedeni.

Pied doporu¢enim musi byt
provétovatelem zkontrolovano, zda

]
opatieni byla provedena.

(Organization shallprovide and report wide

corrective actions. Certification cannot be

recommended beforefurther review by

reviewer.)

18.7.2012
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{STEM MEDIKAL TIBBI CIHAZ VE SAN. TiC. protokolu (Report mamber):304168-02/02
STI.

CAST C - ZAVER
CONCLUSION

Posuzovatel doporucuje Lnedeperuéuje udéleni certifikatu podle pfilohy 2 odstavec 4 Nafizeni

vlady 336/2004 Sb. v platném znéni.

(Reviewer recommend/domsmot-recommend granting ofcertificate according to Annex IIpoint 4 ofDirective

93/42/EEC as amended.)

Posuzovatel:

(Reviewer)

Datum: 25.92.2013

Ay

Poznamky: --

. (Comments)

6/6 18.7.2012
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

: 24.06.2014 Expiry date : 06.2017

: 101636 Reference : ATG-L-011

: Aquatouch 11 ml

TEST RESULTS

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,003 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2470 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,09

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 203g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mq) 51,33 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,33 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,31 mg

Notes :* These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

placed under normal room temperature

RESULT : CONFORMING

Date :25.06.2014 Prepared by LAB Approved by QA

Chemist Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

: 25.06.2014

: 101637

: Aquatouch 11 ml

Expiry date : 06.2017

Reference : ATG-L-011

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,018 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2680 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,07

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 205g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,37 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,81 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,15 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :27.06.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

26.06.2014 Expiry date

: 101638 Reference

: Aquatouch 11 ml

: 06.2017

: ATG-L-011

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,010 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2680 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,09

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 2,03g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,01 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,85 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,51mg

Notes :

placed under normal room temperature

*

These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :30.06.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

: 27.06.2014

: 101639

: Aquatouch 11 ml

Expiry date : 06.2017

Reference : ATG-L-011

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,012 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2410 cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,03 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,13

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 2,03g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 51,76mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,45 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,44 mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :30.06.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

:15.09.2014

: 101707

Expiry date : 09.2017

: Aquatouch 6 ml

Reference : ATG-L-006

Propyl Paraben

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,008g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2289cP

Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,05ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,07

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 205g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 50,15 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,21mg

Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,46mg

Notes :* These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

placed under normal room temperature

RESULT : CONFORMING

Approved by QA

Chemist

Prepared by LAB

Chemist

Date :16.09.2014
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CERTIFICATE OF ANALYSIS

Date of Production : 22.09.2014 Expiry date : 09.2017

Lot no : 101716 Reference : ATG-L-006

Material : Aquatouch 6 ml

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,006 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2369¢cP
Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 6,07ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,10

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 209g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 50,08 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,08 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,75mg

Notes :
*

These tests are made in normal room conditions

placed under normal room temperature

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :23.09.2014 Prepared by LAB

Chemist

Approved by QA

Chemist
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CERTIFICATE OF ANALYSIS

Date of Production

Lot no

Material

122.009.2014

: 101716

: Aquatouch 11 ml

Expiry date : 09.2017

Reference : ATG-L-011

Physical Analysis
Measured Value Equipment Method Specific Value Result

Visual Appearance Visual EP 221-222 Colourless
, transparent ,

lubricated Confirms

Density Cal. Measuring cylinder EP 2.9.15 1,00 £ 0,10 g/ml 1,006 g/ml

Viscosity Rotational Viscosimeter CP ASTM 2196 950 cP ( mPa-s) -3700 cP ( mPa-s) 2369¢cP
Brookfield HADV -1I+PRO ASTM 2364

Sterilization Sterilization report ISO 11137 1, Indicator paper changed to red

and indicator paper 11137-2
, 1137-3 Sterilization report is evaluated Confirms

Measured volume Cal. Measuring cylinder EP 29.15 6,05 ml +£0,05 or 11,07 ml +£ 0,07 11,05 ml

Chemical Analysis

Measured Value Equipment Method Specific Value Result

pH HI221 pH Internal 5,20-6,20 6,10

Lidocaine Hydrochloride Agilent 1220 LC EP 7.0 monograph 658 2.00(1.80-2.30)g /100g 209g

Chlorhexidine Gluconate Agilent 1220 LC EP 7.0 monograph 227 50 mg ( 45 mg - 55 mg) 50,08 mg

Methyl Paraben Agilent 1220 LC EP 7.0 monograph 409 60mg(55mg-70mg) / 100g 57,08 mg

Propyl Paraben Agilent 1220 LC EP 7.0 monograph 431 25mg(20 mg-30mg)/ 100g 24,75mg

Notes :

placed under normal room temperature

*

These tests are made in normal room conditions

*

Crystalization can be seen at low temperatures . If this situation occurs
, products must be

RESULT : CONFORMING

Date :23.09.2014 Prepared by LAB

Chemist

Approved by QA

Chemist

51 2e 51.2e
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