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ES CERTIFIKAT

¢. 11 0058 QS/NB/a

vydany v souladu se Smérnici Rady 93/42/EHS ve znéni pozdé&jsich predpis(, ktera je pfevzata
Naftizenim vlady Ceské republiky &. 336/2004 Sb., potvrzuje, Ze vyrobek — zdravotnicky prostfedek
klasifikaéni tfidy lla

ENTEROSGEL

vyrabény spoletnosti

Bioline Products s.r.o.
Krakovska 1338/10, 110 00 Praha 1, Ceska republika

je vyrabén za podminek splfiujicich pozadavky na systém jakosti, definované ve Smérnici Rady
93/42/EHS, v pfiloze V, &lanku 3.2.

U vySe uvedeného vyrobku provedla Notifikovana osoba ¢. 1023 audit, schvalila systém jakosti a
pribézné dohlizi nad jeho fadnym fungovanim v souladu s élanky 3.3. a 4. pfilohy V Smérnice
93/42/EHS. Podrobny popis prvkl systému, pozadavkl a opatfeni u¢inénych vyrobcem je uveden
v zaverecnych protokolech €. 803601024/2011 a ¢. 343602026/2013, které jsou pfilozené k tomuto
Certifikatu.

Podminky pouZiti certifikdtu a souvisejici informace:

1. Vztahuje se pouze k systému jakosti, provozovanému ve vyrobé vyse uvedenych modelli a nenahrazuje
postupy piezkouSeni typu nebo pfezkoumani navrhu, jsou-li pro tyto vyrobky stanoveny.

2. Tento certifikat zastava v platnosti, pokud nedojde ke zménam vyrebnich podminek nebo systému jakost,
nejdéle véak do 24. ledna 2016,

Platnost Certifikatu je podminéna kladnymi vysledky pravidelnych dozorovyeh audit.

Po spinéni relevantnich pozadavkia EU legislati jrobce opatfi kazdy zdravotnicky prostfedek vyse
uvedenych modelt oznaéenim CE podle ng j ;
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RNDr. Radomir

; ﬁ 1 predstavitel Notifikované csoby ¢. 1023

Nahrazuje ES Certifikat €. 11 0058 QS/NB ze ‘Iedna 2011



ITC

Notified Body No 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zlin, Czech Republic — www.itczlin.cz

EC CERTIFICATE

No. 11 0058 QS/NB/a

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 product — medical
device of Class lla,

ENTEROSGEL

manufactured by company

Bioline Products s.r.o.
Krakovska 1338/10, 110 00 Praha 1, Czech Republic

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

The Notified Body No. 1023 has performed an audit of the above product 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 Reports No. 803601024/2011 and No. 343602026/2013, which are enclosed to this Certificate.

Condition of this Certificate use and related information:

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 quality system are changed but
until the 24" January 2016 at the latest.

3. The Certificate validity is conditioned by positive results of surveiflance audits.
4. After fuffilling the relevant EU legislation requirements, the manufacturer shall affix to each medical
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Issued in Zlin, on 5™ March 2013
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RNDr. Radomir Cevelik

" Representative of the Notified Body No. 1023
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Replaces the withdrawn EC Certificate No. 11 0058 QS/NB issued on 25" January 2011



