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E L E K T R O T E C H N I C K Y Z K U S E B N 1 U S T A V 

tj J C i Rfn I C i!NH A i . T i U S T I N * . SNSITPim- - f Vf CH HiiPUIlUr 
LfiiKTROliXtiNIMUl- PkUfANSrAl.T -TSCIK ritiSCtll Kl.PUHUK 
iNsrnuTiu.»-xnROiir.iiNKjur:i)r.ssAis- Kil'uiMjyui; irnimm 

l i i t K l i ' O t t X I H i M M K H r t I K UMrAUJlWiblrt H l f f H I I V l M t l l K K . ^ i l P t f l i V l k l l M K A 

P«J L i s t m 129, 171 02 Praha 8 - Tfoja 

The liieafosethmuii lesiing insuiuie cenificiiuoa iwHjy No. 3004 for cenilicasinn of m.inagcnient sysiem.s, accretlited by fhe f.'zech 
AccfedJlation Insiiiute, o.p..s. in accordance with tSN E N I S O / J B C 17021, grants the 

CERTIFICATE 
No.; Hiimm 

for the Quality System in aaxjrdance with 

E N ISO 13485:2003 
to the Firm 

A L T A Y L A R MEDIKAL TIBBI M A L Z E M E L E R iN§. 
TEKSTiL GIDA ITH. iHR. SAN. V E TIC. LTD. $Ti. 
ATB i§ merkezi No:222 Macunkoy Yenimahalle, Ankara, Turkey 

because U siicertaiaed ihal the Quaiity System of the Firm ia the field: 

Desigaiag. mannfacturing and miss of poiypropyicne mesh, neuro!>un^ia»! patli&s and eye ptid 

ia ih« following iocatiuns: -

complies wiih all rcquiremenls of the above mcniioned Standard documented by the Report No.: 105427-02 of; (}3,01,2(JJ 2 

The Certified Organization is subject to afjnuai check-ups ciirried out by the Certification fiody. Any change within the organi/aiion 
concerning the certificaiion shati be followed up and approved by the Blecirotcchnital J esting Institute. I'he validity of ihis Certifjcaie 
may l>e .suspended or cancelied in the event of noncompliance with the Standard on die basis of which Ihe C c r t i f i c 3 C « » M « s t « u e d . 

Mtroslav SedlaCek 
f-'crsification and Inspection .Manager Slainp 

iliilllliMiliiliiil 105427-02 



E L E K T R O T E C H N I C K Y Z K U S E B N i U S T A V 

i J J - C T k O l l - . C I I N I C A l . i l ' S K N G I N S l i i V i i ; - ( y t . C l i UHi>um.ic 
KIJlKTROn-CHNlSCHii PRUIANSl Al.l - TSOIIXmSCUr. RHPUlilJK 
iNSi n u r i . i .r.ci KornrnNiouh: utssAis - «e:i'unuQur r c i i h o u i : 
l J i H K n > o r t X I I » 4 t C K H H H C l i b l l A T K J I b H b l H H I l C T K i y T - H K I U C K A J J I I Y U J i i t K A 

Fod Lisem 129, 171 02 Fraha 8 - Troja 

C E - CERTIFICATE 
of full quality assurance system 

No.: MED 120009 

The Electrolechnical Testing Inslilute, Notified Body No. 1014, has decided that Quality System applied by 

manufacturer A L T A Y L A R M E D I K A L T I B B I M A L Z E M E L E R iN§. T E K S T I L 
GIDA iTH. iHR. S A N . V E T I C . L T D . STi . 
A T B I ? merkezi No:222 Macunkoy Yenimahalle, Ankara, Turkey 

for design, manufacture and final inspection of medical devices 

Neurosurgical patties (PAHA, PASHA, W I L L O C O T l ) - class I I I 
Polypropylene mesh (PAHA, PASHA, W I L L O M E S H ) - class lib 

complies with provisions of Annex 2 section 3 of Govemmenlal Order No. 336,/Z)04 Coli. (Annex I I section 3 of the Council 
Directive 93/42/EEC) incl. amendments. 

This decision is based on the results presented in report No. 105427-03/01 of: 15.122011 

In accordance v/ilh Art. 5 of Governmental Order No, 336/2004 Coll. (Art. 17 of Directive 93/42/EEC), incl. 
amendments the above specified medical device must be labelled C E 1014. 

The certified manufacturer is subject to a surveillance audit by the notified body in accordance with section 5 of Annex 
2 of Governmental Order No. 336/2004 Coil. (Annex l i section 5 of Directive 93/42/EEC) incl. amendments, and validity 
of the Certificate is .subject to regular supervision. The manufacturer must inform the notified body about any intention 
resulting in significant modification of quality system or scope of included medical products. In the event that the 
conditions under which the Certificate has been issued are violated, the notified body may suspend the Certificate's 
validity or cancel the Certificate. 

Edition 1 

Prague Mircslav Sedladek 
Certification and Inspection .Manager 

IlllllifliillillllllllllilililllilillPlili 105427-03 
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