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Motified Body No. 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zlin, Czech Republic — www. itczlin ez

EC CERTIFICATE

No. 10 0218 QS/NB/a

issued in compliance with the Council Directive S3/42/EEC as amanded, which is implemented by
the Crech Government Order No. 3362004 (Collecbon of Laws) cedifies that the products —
medical devices of Class I,

Synthetic Absorbable Sutures with/without Needles,
Polyglycolic Acid (PGA), Polydioxanone Monofilament (PDO),
Poly(glycolide-co-L-lactide) (PGLA)

manufactured by company

Remarss Technology Co., Ltd.
Mo. 123 Dongfeng Road, Shijiazhuang City,Hebei Province China

ara manufactured under conditions fulfilling the quality system requirements of Annex 11, Saction 3.2,
of the Directive S3/42/EEC. as amended

The Notified Body No. 1023 has performed an audit of the above products qually system covanng
the design, manufacture and final inspection of the cerified products. The guality system has been
assessad, approved and s subject o continuous survediance according 1o Annex |1, Sections 3.3
and &5, of the Direclive 93M2/EEC. The detailed description of the system pars, requiremanis and
measures applied by the manufacturer are prasented in the Final Report No, B038007842010 and
243603060/2015 which are enclosed to this Cenificate.

s Cerliffcate s irsved under e foliondng conditions.
1. i apphes only fo the quality system maintained in the manufaciune of i abawve roferanced models of the
rmecionl dowicns and I does nol subsifuie fe desipn or fype-examinalion procedunss

2 The Cerfficale remalns vald witd the manufaciuning condifions or ihe qualily system amne changad buf
wndd the 15 July 2018 af e lniost

3. The Cerificate valoiy is condibonad by posiine resulls of suneillmnce audifs

4 Affer rocaddng of the complamantary EC Design-Examination Coerificate relafed 1o the above mforenced
models, and fulfifing of the migvand EUY bgealation, the manidaciurss shall afi i sach medical deiice, of
iy above mfsmnced models, the CE marking fofowed by the numbar af the NMahifed Bady accoming fo

ifuis prampls;
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4 RNDr. Radomir Cevelik

Issuad in Ziin, on 16™ July 2016 = < * Heprasantative of the Notified Body No. 1023
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