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Form QAT_10-M06, version 00, effective since March 25", 2020

(€ Documentation Review

No. 0H200326M.52G0346

Holder: Shanghai Zixi Garments Co., Ltd.
Area A, 3/F, Building 3, No. 318, Jinyuan éth Road,
Jiading Distict, Shanghai Province, China

Review goal: Verification of the presence of Technical
Documentafion compafible with fhe Medical
Devices Directive 93/42/EEC Annex Vil

(accordingly to the Manufacturer's
declaration)

This document has been issued on a voluntary
basis and upon request of the manufacturer. It is
our opinion that the Technical Documentation
shared with us by the manufacturer is compatiole
with the European Standard for Medical Devices.
The manufacturer is responsiole for the CE Marking
process, and not exempted fo camy out all
necessary compliance: activifies. This document
has been issued on the basis of the regulation on
ECM Voluntary Mark for the cerfification of
products. RGOIECM  rev3 avaiable at:
www.entecemaif

Review output:

E 531 M- Rapport d'Evaluation
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Review Report —

Form QAT_10-M06, version 00, effective since March 25, 2020

C € Documentation Review

No. 0H200326M.52G0347

Holder: Shanghai Zixi Garments Co., Ltd.
Area A, 3/F, Building 3, No. 318, Jinyuan éth Road,
Jiading District, Shanghai Province, China

Review goal: Verification of the presence of Technical
Documentation compatible with the Medical
Devices Directive 93/42/EEC Annex Vil

Product: P bl Gl Product: Diosable Medical rotective Citring
Model(s): 17550 SemThvee Layers 12540 5145405 1749565 x 112413 5em (Not Sterile)
Classification: Class I (Not Sterile) Model(s): S/M/L/XL/XXL/XXXL Coverall Clothing

Class | (Not Sterile)
(accordingly to the Manufacturer's
declaration)

Classification:

- L This document has been issued on a voluntary
ReRStby - basis and upon request of the manufacturer. It is
our opinion that the Technical Documentation
shared with us by the manufacturer is compatible
‘with the European Standard for Mediical Devices.
The manufacturer is responsible for the CE Marking
process, and not exempted fo cany out all
necessary compliance activities. This document
has been issued on the basis of the regulation on
ECM_Voluntary Mark for the  cerlification of
products. RGOIECM rev.3 avaiable

Date of issue 26 March 2020 Expiry dae 25 March 2025
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Test Standard(s) :
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001, 002, 003, 004, 005, 006
NIA
EN149: 2001 + A1: 2009.
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GS1 China Membership License

IR EF: RO R A

Prefx Licensee's Name.

e : i B X N BE318 5 382 DK
Regitration Address

BN 607333002
GS1 Company Prefs (GCP)
T RRARBTN TR TR AFRR S

Gsic " Key
Ak HA AR (GTIN) 2RI (GIN) AAKEORHRS (SSCC)  ARMUIRE (GMN)
ABTERESRE (GRAD  AREAEARE (GIAD)  ARMAXARS (GRN)  SHXAZIRE (GDTI)
LHFHILEIARS (GINC) ARG HRENRARS (GSIN)
AR AT AT AR AR LR AR ST AR
The GS1 Camp

U RERICED: 6973330020014

Legal Batity Global Location Number (GLN)

AB08: 20204045300 %

‘This License shall become effective as of 310422020 (d/y) and remain valid until __30,

¥0.0190428 @ ransways

The EUT described above has been tested by us with the listed standards and found in
compliance with the council PPE Directive 2016/425/EU. It is possible to use CE
marking to demonstrate the compliance with this PPE Directive.

The certificate applies to the tested sample above mentioned only and shall not imply
an assessment of the whole production. It is only valid in connection with the test
report number: HX2003014330.

| <)

A8 Shenzhen HX Detect Certification Co.. Ltd, ¥ {’PP

E” S/F, Building BIS, Zongtai Cultaral and Creative Industrial Park, Vintian Creative Park, i
X Xisiang Town, Bao 'an District, Shenzhen

" HOTLINE:0755-29116082  Emaik: huaxunpref@ 163 com
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To work Together and To Be the Best of Best
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Shanghai zixi Enterprises Under The Major Shopping Platform

2B k. www.zxfh.net

MRS MGG . www.021esd.com
HARRMWMEE: mall.jd.com/index-103473.html

B FEL P 4 X G . shzxfh.1688.com/page/index.htm

Bl B [# R %4 . shsp.en.alibaba.com
) E M. shop35841778.taobao.com

H 9% A2 4008203396

U/ : 13310050451

HIS FA: 1546444848@qq.com

TJ Hnk: BT E X =1#%388 5
NO.388, jinyuan 3 road, jiading district,
Shanghai
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