Section 9
EU & UK DECLARATION OF CONFORMITY

Manufacturer

Name: Unimax Medical Products Co., Ltd.

Address: Special No.1 Liansai Road, Changshangkou Town, Xiantao, 433024, Hubei, China
declares that the new PPE described hereafter

Description of products Single use coverall
Product style/order No UM-CVR-SMS010
Product colour and type White, blue, yellow. Type 5, Type 6, Type 5-B, Type 6-B

are in conformity with the Regulation (EU) 2016/425 and the Regulation 2016/425 as brought into
UK law and amended and with harmonized standard

Type 5: EN ISO 13982-1:2004/A1:2010 & Type 6: EN 13034:2005+A1:2009 based on the testing and
performance classifications of EN 14325:2018.
Type 5-B, Type 6-B: EN 14126: 2003/ AC:2004

EN 1073-2:2002 (with the exception of Puncture resistance which is 8N)
EN1149-5:2008
EN 1SO 13688:2013+A1:2021

SGS Fimko Oy

Takomotie 8, FI-00380 Helsinki, Finland

Notified Body No. 0598

performed the EU type-examination (Module B) and issued the EU type-

examination certificate CN23/00000074

The PPE is subject to the conformity assessment procedure:

< conformity to type based on quality assurance of the production process (Module D))

under surveillance of the notified body SGS Fimko Oy, Notified Body No. 0598.

SGS United Kingdom Limited

Approved body number 0120

performed the UK type-examination (Module B) and issued the UK type-examination
certificate CN23/00000074

and conformity to type based on quality assurance of the production process (Module D)

Signed for on behalf of Company P /

Name: Forest Ning For and ogWelalf o s
Position: General Manager ay ;{gfg,-h%éf(@iuf‘? ﬂ(i?& a
Signature: S i

Date: 2023.5.16 AR

.............. phune 4 i
,..""' ~1 Awthorized Signamre{s)
- Vo



