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E€'DESIGN EXAMINATION
CERTIFICATE

93/42/EEC Directive of Medical Devices Annex II, Section 4

With the expire of the certificate M.2021.106.14582 the validity of the cerlificate
M.2021.106.14582-1 will also end.

Company Name : Suzhou Silvan Medical Device Co., Lid.

Company Address : First Floor, Building No.7 of lianfa Industrial Park, 158 Hongye Road,
Suzhou Industrial Park, Jiangsu Province, China

Related Directives and Annex : 93/42/EEC Medical Devices Directive - Annex Il (Section 4)

: Clothoid Vascular Vessel Closure System - Class Il

Certificate Number : M.2021.106.14582-1
Report Number : MD.4066.1B

Initial Assessment Date :27.10.2020
Registration Date : 19.05.2021

Revision Date /No P -

Expiry Date : 27.05.2024

The EC desing examination cerlificate refers to the above mentioned product. UDEM hereby declares that the
requirements of Annex ll, secfion 4 of the 93/42/EEC Direcfive have been met for the listed products. The above
named manufacturer has established and applies a a qually assurance system, which is sul to periodic surveiliance
audits. defined by Annex i, secfion 5 of the aforementioned directive. Th-scerﬁﬁcaiemnsasfhempeﬂyof
UDEM Infemational Cerlification Audifing Training Cenire Industry and Trade Inc. Co. o whom it must be retumed
upon request. Theubovemmedcompan UDEMmustkeepucopyloBosﬂsﬁcmemrSysmﬁomme
regisiration of the cerfificate. mtstmdermeregxm of the manufacturer with the complefion
of EC Declarafion of Cnnformﬁy The above mentioned company must notify all changes related
with the ved product to UDEM. If UDEM will not renew the e date of this cerlificate in question, the

company should stop placing the product on the market. vaiidity of the cerlificate can be checked
through www.udem.com. fr.

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Gankaya — Ankara — TURKEY
Phone: +90 0212 44303 90 Fax: +900312 4430374
E-mail: info@udemiid.com.r www.udem.com.ir
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