AR ITC
Onayli Kurulus No. 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.

: ;} & Zlin, Cek Cumbhuriyeti 13 OCAK | m
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CekAHL]kUmeti Direktifi No. 336/2004 (Yasalar Toplami) tarafindan uygulanan, degisik
Konsey Yonergesi 93/42/EEC'ye uygun olarak c¢ikarilan

\
AT SERTIFIKASI Ko 2 39 0
No. 09 0190 QS/NB . .

SNP SURGICALS

#711, 17th Cross, Thigalarapalya Main Road
Peenya Il Stage, Bangalore — 560058, Hindistan

Firmasi tarafindan imal edilen

1/ Cerrahi Mesh [ag]
(detayh teknik ozellikleri i¢cin bu Sertifikanin Ek'i sayfa 1'e bakin)

Sinif I1b tibbi cihaz Urunlerinin

Degisik Yonerge 93/42/EEC Ek I, Bolum 3.2 kalite sistemi gerekliliklerini yerine
getiren sartlar altinda imal edilmis oldugunu tasdik eder.

Onayli Kurulus No. 1023; yukaridaki enayli irinlerin Griin tasarimi, imalati ve kesin
muayenesini kapsayan kalite sistemini denetlemistir. Kalite sistemi degerlendirilmis,
onaylanmistir ve Yonerge 93/42/EEC Ek I, Bélum 3.3 ve 5'e gore devamli denetime
tabidir. Sistem parcalarinin, gerekliliklerin veimalatgi tarafindan uygulanan oélgtimlerin
detayll tanimi, bu Sertifikani bir Ek'i olan Kesin Rapor No. 803600520/2009 iginde
sunulmustur

Bu sertifika agagidak sartlar altinda yayunlanir

1. Sertifika sadece yukarida ilg: verilen tibbi cihaz modellerine imalatinda devam ettirilen kalite
sisternine uygulaniy ve eger talep edilirse, tasanm veya tip-muayene prosedurlerinin yerine
gegmez.

2. Sertifika imalat gartlar allinda veya kalite sisterni degisinceye kadar gegerli kalir en son 1
Adustos 2015 tarihine kadar gecerlidir

3. Sertifika gegerliligi inceleme denetimlerinin pozitif sonuglarina baghdir

4. llgili Avrupa Birligh yonergelerini yering getirdikten sonra, imalatgi yukarida referans verilen her
tibbi cihaz modeline Onayli Kurulusun bu Ornege gore numarasimin takip ettigi CE isareti
lakacaktir

CE 1023

Mittercim - len criena


mhes
Razítko


Asagidaki firma icin ¢ikarilan

ITC
AT Sertifikasi 13 OCAK 2"

No. 09 0190 QS/NB EKi “20 2390

SNP SURGICALS
#7/1, 17th Cross, Thigalarapalya Main Road, Peenya |l Stage, Bangalore — 560058

AT Sertifikasi kapsamindaki tibbi cihazlar listesi:

Urlin 1: Cerrahi Mesh [Ag]

SERI |Urin | Ebat (cfn)

NO.

1 | Monofilame B 6x11,. 10x10,< 10x15, 7.6x15, |
Polipropilen Cerrahi Mesh 16x15, 30x30

Zlin'de 2 Agustos 2010 tarihinde ¢ikanimistir

_’_.4-—'.7
1 Agustos 2015 tarihine kadar gegerlidir / Onglyh kurulug no 1023 temsilcisi
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ITC

Notified Body No 1023 13 OCAK m'“l

INSTITUTE FOR TESTING AND CERTIFICATION in

Zim Ceech Reg

EC CERTIFICATE 10 2390

No. 09 0190 QS/NB

ssued i complance wil the Counc!' Directive G204 20F80 g amomca@ wiieh S [ gRil2) | LSIRATETY | o
the Czecn Gaovernmen) Cirder No 3362003 10allae10m o | awe CergEs o8 Uik oroggBts uéicai
devices of Ciass [t

1/ Surgical Mesh

(For detailed specification refer to Annex of this Cantificate, page 1)

marnufactured by company

SNP SURGICALS
#7/1, 17th Cross, Thigalarapalga Main Read,
Peenya Il Stage, Bangalore 4560858, India

15 manulactuyred undern canditionsfGifHiudg, 1HE gy <ysfem requirements of Annex | Seclicn 3 2
of the Directive 93/42/EFEC as@menged

The Notfied Body No 10234bas nEPO e GG LGB e above procucts Gualily sysiem covering
the design manufactute afid final m.,parrlw olig@eriifian products The gually sysien has been
assessed. approved dn@Vs sudyecNIBCOM o o rvadlanee aoeorcmg o Annex Sectipns 33
and 5 of the Directvgl® 342 FEG, THE Beta @0 cesir plinn of 1HE < y

measures applied Ay 1ha marmfacnm—. dVhrEsenten 0 te Fing
whichi|s enclosedi 190 e it

2SS Tequargments ane
! No 8036005202009

This Cortifival@ys (ssued under (EW0Hwlit conmes

I ApRMBE oty Nt f,‘.hi.’.f&}' SYST@EY G ane: T bttt e i aldirerr s terenc o iatiis af b

e s arnd 1 oy SEERaL ] ST Y e (TS O Py D@ AMIEnoe Leoi e UM TEILY

e CorfliealBmean® vildlinn, ine srnutacteineg comtisg s P LA S ST G RanGe Bt T
M ["'Augu;;f 29_-‘5;1' ‘ol s

AR 0 T L L L T

4 After fu!m;mq thedelavant EU e gisiatioe the manufactyrer st affic 1o each medical device. of
the 3BBue refaf®nced models, the Ch-marking tolowed ny the wumber of (e Notified Body
acording todbis example e

C €1023

lsgiied m Zlin a0 27 August 2010
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ITC.

Annex to EC Certificate
No. 09 0190 QS/NB

Issued for the company

13 OCAK %
w0 2390

SNP SURGICALS
#711, 17th Cross, Thigalarapalya Main Road, Peenyd Il Stage,Bangaldre - 560058

List of the medical devices coveregd by'the EC certificate:

Product 1' Surgical Mesh

SN | Product y (Sezes (o) 4 o -
Moaetiament , oxililox 1@ 10x15 7 6x15 15x15. 30x30
1 FPolypropylene Surgical -
Mesh
“Page 1 of 1
Issued in Zlin on 27 August 2010 r Ridomir Cetelik
Valid until 1% August 2015 g gt the Natified oty No 1027
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