T4 1D VERIFICATION OF CONFORMITY !

R TR

S/N: 001211
No.: ICR Polska/VC/HZ201105

Name and address of Shandong Chengwu Sainuo Medical Devices Co., Ltd.

Applicant Beicheng Development Zone, North Section of Deshang Road, Chengwu County (west
side, 1000 meters to the North of Paper Mill), Heze City, Shandong Province, China

Name and address of Shandong Chengwu Sainuo Medical Devices Co., Ltd. _

manufacturer: Beicheng Development Zone, North Section of Deshang Road, Chengwu County (west
side, 1000 meters to the North of Paper Mill), Heze City, Shandong Province, China

Product name: Scalp Vein Set

Product types: Butterfly Needle, 0.4(27G), 0.45(26G), 0.5(25G), 0.55(24G), 0.6(23G), 0.7(22G),
0.8(21G), 0.9(20G), 1.1(19G), 1.2(18G)

Product trademark: bt

This document confirms that the product sample meets the requirements of the following standards:

e Related with Directive 93/42/EEC:

EN ISO 10993-1:2009+AC:2010

EN ISO 15223-1:2016

EN 1707:1997
The assessment process has been carried out in accordance with individual rules and conditions agreed with the
applicant. Evaluation has been carried out in accordance with:

Test report: STA-(20)-A-1123317-MDD

Test conducted by: STA International (UK) Testing Ltd.

Issue date: 24.11.2020

Expiration date: 23.11.2025
Digitally signed by Gutan Ghenadie
Date: 2021.09.14 22:40:28 EEST
Reason: MoldSign Signature
Location: Moldova

Remarks

This Verification of conformity refers to the above mentioned product and its conformity in regards of above mentioned standard(s) was proven on 1
test sample. i
This Verification of conformity was issued on voluntary basis and does not imply meeting all essential requirements, assessment of the series-
production or any other restricted Notified Bodies conformity assessment procedure appropriate for the product.

marking remarks:

mark is not sanctioned by the following verification of conformity

mark given here as reference, can be only use by the manufacturer after
applying all essential requirements from relevant directives

document status can be checked: https://certicrpolska.com/
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