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ZAZNAM Z RECERTIFIKACNIHO AUDITU

3222 metody sledovani i€innosti systému | Zprava o pfezkouméni system: zar. 2012 a
jakosti i Castecne za r. 2013, struktura odpovida
(the methods of monitoring the efficient pozadavkam.
operation of the quality system) Rocni plan Internich auditi je splnén, r.2013.
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(the methods including control of prodicts
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(IZ IUSE DE POSSIDIE 10 IFace DUCK IRe
calibration of the test equipment
adequately)




DLCILE 1UDricant gel witn L.1a0cdine,

Class I1I, 01.09.2013

Rizikova analyza:
(Risk analysis)

18 hazard, a Fid{ 18 rizik. 01.09.2013, rev. 09, ISO 14971:2012.

Klinické (pre-klinické) hodnoceni:



Jiné:
_ (Others)

Syringe and bottle - Jiangsu

Lidocaine hydrochloride — S.LM.S. Italy - 2%
Propylen glycol — EKIN - 17% o
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vsech Stitkd (nap1su) pribaloveho letaku Stltek 1.9.2013
apod.

(Description of packaging and labelling including

samples of all labels)

[ 7 T Nauvnd na ahelihin nakha imnlantari suent | Ndund — 1 020113 | Ok



DIN 1946-4, TS 11605,

' ' Heap filter, ISO 14644-1, -2, -3.
Class 10000 méfeno boda : 9.

’ 9 Stanoveni doby Zivota — podrobné } DD —cl. 4 g I OK
A A Adm Bl Aarrant AAdvramaal dalay Sivrada
(Biocompatibility - reports of testing) 1.4.2013, 26.7.13 bakteriyal

endotoksin = 0,19 EU/ml,
J1imit=0,25, OK _
Test 18.4.13 = 0.06EU/mI, OK.
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