ITG

NOTIFIKOVANA OSOBA é. 1023
Institut pro testovani a certifikaci, a. s., Zlin, Ceska republika

ES CERTIFIKAT
¢. 07 0365 QS/NB

vydany v souladu se Smérnicl Rady ¢ 93/42/EHS ve znéni pozdéjSich pledpisy, ktera e plevzata
Natizenim viady Ceské republiky & 336/2004 Sb., potvrzuje, Ze vyrobek ~ zdravotnicky prostiedek
klasifikacnl tfidy llb

Hemagel [dal§i obchodni jméno Wakegel] - Sterilni gel pro hojeni ran

2adatel:

WAKE spol. s r.o.

Vaclavské namésti 799/48

110 00 Praha 1, Ceska republika
IC: 61168629

DIC: CZ61168629

Vyrobee :
WAKE spol. s r.o., Arbesova 797/Ill, 337 01 Rokycany

je vyrabén za podminek splfiujicich poZadavky na systém jakosti, definované ve Smémici Rady
93/42/EHS, v ptiloze V, &lanku 3.2

U vyse uvedenych vyrobki provedia Notifikovana osoba ¢. 1023 audit, schvalila systéem jakosti a
pribézné dohlizi nad jeho fadnym fungovanim v souladu s &lanky 3.3. a 4. pfilohy V Smémice
93/42/EHS. Podrobny popis prvku systému, poZadavk( a opatfeni u¢inénych vyrobcem je uveden
v zavéretném protokolu &. 803600165/2007, ktery je pfiloZzen k tomuto Certifikatu.

Tento Certifikat je vydavan za nasledujicich podminek

1. Vzlahufe se pouze k systému jakosti, provozovanému ve vyrobé vyse uvedenych modeil a nenahrazuje
postupy pfezkouseni typu nebo pfezkoumani ndvrhu, jsou-li pro tyto vyrobky stanoveny.

2. Tento certifikél zUstéva v plainosti, pokud nedojde ke zménam vyrobnich podminek nebo systému jakosti,
nejdéle véak do 28. éervna 2012

3. Piatnost Certifikétu je podminéne Kadnymi vysiedky pravideinych dozorovych auditi,

4. Po spinéni relevantnich poZadavki EU legisiativy vyrobce opalfi kazdy zdravotnicky prostiedek vyse
uvedenych modell) oznaéenim CE podle nasledujiciho vzoru:

C€os

Vydano ve Zliné, 29. Cervna 2007
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RNDr. Radomir Cev
pfedstavitel Notifikované osoby ¢, 1023
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ITC

NOTIFIED BODY No. 1023
Institute for Testing and Certification, Inc., Zlin, Czech Republic

EC CERTIFICATE

No. 07 0365 QS/NB

issued In compliance with the Council Directive 93/42/EEC as amended, which is implemented by
the Czech Government Order No. 336/2004 (Collection of Laws), certifies that the products -
medical devices of Class lIb

Hemagel, Wakegel - hydrophilic gel for wound healing, sterile

of the applicant:

WAKE spol. s r.o.

Vaclavské namésti 799/48

110 00 Praha 1, Czech Republic
IC: 61168629

DIC: CZ61168629

from the production site:
WAKE spol. s r.o., Arbesova 797/ll, 337 01 Rokycany

are manufactured under conditions fulfilling the quality system reguirements of Annex V, Section
3.2., of the Directive 93/42/EEC.

The Notified Body No. 1023 has performed an audit of the above products manufacturing quality
system. The quality system has been assessed, approved and is subject to continuous surveillance
according to Annex V, Sections 3.3, and 4, of the Directive 93/42/EEC. The detailed description of
the system parts, requirements and measures applied by the manufacturer are presented in the
Final Report No. 803600185/2007, which is enclosed to this Certificate.

This Centificate is issued under the following conditions:

1, It applies only to the quality system maintained in the manufacture of the above referenced models of
medical devices and it does not substitute the design or type-examination procedures, if requested.

2. The Certificate remains valid until the manufacturing conditions or the quallly system are changed bul
untii the 28" June 2012 at the latest.

3. The Certificate validity is conditioned by positive resulls of surveillance audils.

4. After fulfilling the relevant EU legisiation requirements, the manufacturer shall affix to each medical
device, of the above referenced models, the CE marking followed by the number of the Noltified Body
according to this exampie:

( €1023

Issued in Zlin, on 29" June 2007

- mv?

RNDr. Radomir C
Representative of the Notified Body No. 1023
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ITC

NOTIFIED BODY No. 1023
Institute for Testing and Certification, Inc., Zlin, Czech Republic

EC Type-Examination Certificate
No. 07 0366 CN/NB

issued in compliance with Council Directive 83/42/EEC as amended, which is implemented by the
Czech Government Order No. 336/2004 (Collection of Laws), certifies that the products — medical
devices of Class IIb

Hemagel, Wakegel - hydrophilic gel for wound healing, sterile

of the applicant:

WAKE spol. s r.o.

Vaclavské namésti 799/48

110 00 Praha 1, Czech Republic
IC: 61168629

DIC: CZ61168629

from the production site
WAKE spol. s r.o., Arbesova 797/ll, 337 01 Rokycany

fulfil the essential requirements specified in the Annex | of the Directive 93/42/EEC relaling to It,
taking into account the product’s intended use.

The Notified Body No. 1023 has executed the EC type-examination of the above-mentioned product
according to the Annex lll, paragraph 4, of the Directive S3/42/EEC. The detailed product
descriptions, documents, assessment procedures and evaluation of the examination are presented
in the Final Report No. 803600165/2007, which is enclosed to this Certificate.

This Certificate is issued under the following conditions:

1. It applies only to the above referenced models of the medical devices.

2. 1t does not imply that the Notified Body has performed any surveillance or control of their manufacture.

3. The manufacturer is obligated to assure that all medical devices of the respective models conform to type
approved by this Certificate.

4. Tha Certificate remains valid until the approved design is changed but until the 28" June 2012 at the
latesl.

5 After receiving of the complementary EC Certificate, confirming the manufacturer's qualify system
approval by the Notified Body No. 1023, and fulfilling the relevant EU legisiation, the manufacturer shall
affix fo each medical device, of the above referenced models, the CE marking followed by the number of
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RNDr. Radomir Cevelik
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ITG

NOTIFIKOVANA OSOBA &. 1023
Institut pro testovani a certifikaci, a. s., Zlin, Ceska republika

ES Certifikat prezkouseni typu
¢. 07 0366 T/NB

vydany v souladu se Smémicl Rady ¢. 93/42/EHS ve znéni pozdéjSich pledpisd, kterd je pfevzata
Nalizenim viady Ceské republiky & 336/2004 Sb., potvrzuje, 2e vyrobek — zdravotnicky prostfedek
klasifikagnl tfidy Ilb, model

Hemagel [dal$i obchodni jméno Wakegel] - Sterilni gel pro hojeni ran

zadatel:

WAKE spol. s r.o.

Vaclavské namésti 799/48

110 00 Praha 1, Ceska republika
IC: 61168629

DIC: CZ61168629

Vyrobce !
WAKE spol. s r.o., Arbesova 797/Ill, 337 01 Rokycany

vyhovuje zakladnim pozadavkim definovanym v pflloze | Smérnice Rady 93/42/EHS, které se na
n&j s pfihlédnutim k uréenému Gcelu vztahuji

U vySe uvedeného vyrobku provedia Notifikovana osoba &. NB 1023 ES pfezkouseni typu v souladu
s &lankem 4 pilohy Ill Smérnice 93/42/EHS. Detailni popis vyrobku, dokumentace, postupy a zavery
ES plezkoudeni typu jsou uvedeny v zavéreéném protokolu &. 803800165/2007, ktery je pfiloZen k
tomuto certifikatu.

Tenlo Certifikét je vydavan za nésiedujicich podminek

1. Vztahuje se pouze k vise uvedenym modelim zdravotnickych prostiedka.

2. Nenaznaduje 28dnym zplisobem provedeni dohledu nebo kontroly vyroby Nolifikovanou osobou,

3. Povinnosti vyrobce je zabezpedit shodu vsech vyrdbénych zdravotnickych prostiedkd daného modelu
s typem schvélenym prosffednictvim lohoto Cerlifikétu

4. Certifikat zistéva v platnosti, pokud nedojde ke 2méndm konstrukce nebo vyrobni fechnologie
schvéleného typu vyrobku, aviak nejdéle do 28. Eervna 2012.

5. Po obdrzeni komplementamiho ES certifixétu, potvrzujicino schvaleni jeho systému jakosti Notifikovanou
osobou & 1023, a po splnéni relevantnich poZadavki EU legisiativy vyrobce opalfi kazdy zdravolnicky
prosttedek vy$e uvedenych modelii oznadenim CE dopinénym o ¢&islo Notifikované osoby podie
nésledujiciho vzoru.

c €1023

Vydano ve Zling, 29. Cervna 2007

RNDr. Radomir Cevélik
pfedstavitel Notifikované osoby &. 1023
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