SHSMA CE-SHSMA-002

Manufacturer’s Declaration-of Conformity
(in accordance with ISOIIEC 17050-1)

Issuer’'s name : Shanghai Shape-Memory Alloy Co., Ltd.

Issuer’s address :
1F and 5F, Tower 41, No 258 XinZhuan Road, Songjiang High-
Tech Park, CaeHeng Development District, 201612 Shanghai,
P.R. China '
Tel.: +86-21-37013390
Fax: +86-21-37013391
Website: www.shsma.com/

EU Authorized Representatwe Lepu Medical (Europe) Cooperatief U.A.
Address : Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The
Netherlands

Tel: +31-515-573399
Fax: +31-515-760020
Object of the declaration

Relevant certificate(s Product group Classification / rule
TBD MemoPart™ Occluder System: Class I, Rule 8

o MemoPart™ Occluder (MemoPart™ VSD
Occluder, MemoPart™ ASD Occluder,
MemoPart™ PDA Occluder, MemoPart™

PFO Occluder)
o MemoPart™ Occluder Delivery System Class Ill, Rule 6
o MemoPart™ Snare Class Ill, Rule 6

Conformity assessment: MDD Annex I|

As delivered, the object of the declaration described above is on conformity with the
requirements of the following documents:

Document number Title Edition/Date of issue
Medical Device Directive: Council Directive

MDD 93/42/EEC 93/42/EEC concerning medical devices,
including all amendments

All harmonized standards which are applicable to the object, as published in the Official

Journal of the European Communities.

Amended on 5%, Sep.
2007

Additional information

Notified Body : BSI CE 2797
Say Building, John M.Keynesplein 9,1066 EP Amsterdam. The Netherlands
Tel: +31 20 346 0780
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Digitally signed by Grabazei Alexandru
Date: 2021.12.20 23:20:30 EET
Reason: MoldSign Signature

Location: Moldova




<D,

SHSMA CE-SHSMA-002

Certificate Initially issued Last renewal Valid until
EC Certificate-Full 24 November 2016 4 May 2020 26 May 2024
Quality Assurance

System No.: CE 650109

EC Certificate-Design 24 November 2016 29 April 2021 26 May 2024
Examination Certificate
No.: CE 650110

Signed for and on behalf of name: Ya'T iﬁ@‘“‘m\
Function (Company) : Managef;ent. v : )
Representative Signature: {LL ng | : -
Date: 202/ 12 -1 | 5 | ‘

Annex: CE-MPOS-002-01 Product List of MemoPart™ Occluder System
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