Notified Body No 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc, ?_Q@
Zlin, Czech Republic ~ www.itczlin.cz A 8 msa

CERTIFICATI

No. 12 0886 QS/NB

"”.;vemmer Order No. 336!20*’*4 {Coiiet run u:‘ L.czm). wﬁ,ﬁf—;s maé thé
medical devices of Class lib, models

Disposabl Hot Biopsy Forceps and Disposable &nares and Reusable Mot Biopsy Forceps and

Snares, Disposable Snare with bag and Reusable Snare with bag. Disposable Papilloiome and .
Reusable Papiliotorne, Disposable Sphinctérotomes and ERCP Cytology Brushes and ERCE

Haskets and Reusable Sphincterotomes@nd ERCP Cytology Brushes and ERCP Baskets
Disposable Forceps (Rotatable) and Reusable Forceps (Rotatable)

Alton {(Shanghai) Medical Instruments Co., Ltd.
No. §93-jia, Lingshi Road 200072 Shanghai, P.R. China

mantfactured undepeonditions fulfiling the quality system requrements of Annex L
of the Dwective S3/42/EEC, g8 ampended.

The Notifi’éd BodydNG. 1023 has performed an audit of the abcve praducts quality system
the design, mantfaciufe and fnai inspedtion of the cerlified products. The guality systen
as:;es;e:i appreqe:ﬁ and I8 subject 10 continusus survelllance according to Annex |1, Se

and & of the Drgctive 83/42/EEC! The detaillsd description of the system parts, requi rerys and
measures applied by the manufacturer are presented in the Final Report No 8038015042012

which I8 enciosed 1o this Certificats.
Congition of this Cen‘z’f.&"&i@ isse and refated informaltion:

{1t appiies only 10 the quality systein maipiained in the manufacture of above referenssd modais o
devices and if does nof substitute the desion or tvpe-exanmination procedures, if retussiad.

The Cerf;i‘if:afc reraing valid untif the manviactudng conditions or the quality sySten;.gmp changed but
unti! the 30" Ottober 2017 al the fatest.

3 The Cerifigate va L’dn‘y is conditioned by pasitive roq:{ts of surveiffance audits.

4. After :’{,,lefm\; the rofevant £ legisfation, the m er shall affix fo each medical device, of the above
> qwmber of the Notified Body according 1o {ivg
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