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EC CERTIFICATE

No. 08 0821 QS/NB

isaued in compliance with the Councl Directive SV4LEEC oy amesded. which i implemanied
Mo Czech Governmesd Ovoer Moo 3382004 (Colecton of Laws) confes Mal M procuch =
medical devices of Class 15, modeis

Surgical Disposable Wears
{Surgical Gown, Suits, Examination | Protective Apparels, Surgical Packs,
Surgical Drapes, Equipment Covars)

manufactured by company

Surgeine Healthcare (India) Pvt. Ltd.

H.O.: 101, Vardtiman TRU Plaza, CU Block, Pltampuwra, Now Delhi-110088, India
Factory: J<4, Sector-1, Bawana indusirial Area, New Delhi, india

are manuleciured unoer conditions fulliling he quakty system nequrements of Annex V., Section
A3, of tha Diectve QMIEEC

Tha Notifed Body Mo, 1023 had parfermed an sudd of P sbove products manutsciuning quaity
CORCEMInG aspact dmed I secwing and mantsinng of siele condiions. The qualty

PR has been satied, sppioved and W bect 1o conBnuoE Bevelante accerdng 1 Annex

¥, Sectons 33, and 4, and Acnex VI, Secton S, of e Directve SIMREEC Tre detsded

description of the wystem parts. requesments Bnd MOEIMOE Oppled by it manulachuer re

presanied in Se Firal Repon No. B)38004827008, which i anciesed 1 s Cerificate

Thia Covisfca i inpsmd undor P Apigwing (oNaggE

T Wappies only & it qually syslem mainfaned i B marwlocten of Bho sbove mlestod model of

a3l deates ivd f dowt nod EoBEHhne B EDOn O [pe-arEmnakes el e, & mgualed

2 The Coplicale remang vl undl e manafachuiing SordBions o He qualy sysiom sre Changed Buf
wndl B 4™ December 2013 o i ltest

3 The Cartiicate saladdy a comilivemd by posdve it of banofasdd sadin

4 Ater filing B relevad EU legislaton req M3, e faciursy SO W %o oach medcad
device, of the sbove mfannced model, Me CE mandeg Ralowed by the rumiber of the iotded Bocy
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