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EU DECLARATION OF CONFORMITY

Manufacturer

Name: Anhui Intco Medical Products
Ce.,Ltd

Address: (Haitang road west and yinhua
road north) Suixi Wuhu Modern Industrial

Authorized Representative

Name: Lotus NL B.V.

Address: Koningin Julianaplein 10, le Verd,
2595AA, The Hague, Netherlands

Park ,Suixi Town, Huaibei City, Anhui
Province, P. R. China..

SRN:

Declares that the MDR described hereafter

Product name and model:
Disposable Nitrile (NBR) Gloves
UMDNS code: 11882
Model: XS /S /M /L /XL
UDI-DI:
Meet the provisions of the Council Regulation EU 2017/745 and Annex [ which apply to them.

The medical device has been assigned to Class I, based on rule 1 of Annex VIII Chapter III of
the Regulation EU 2017/745 MDR. It bears the mark

C€

This Declaration of conformity is valid for five years: 7/ APR /2020 to 6 / APR / 2025. If
there is a change in the declaration information, this declaration is invalid.

The above mentioned declaration of conformity is exclusively under the rcspons1b1hiy of
Company: Anhui Intco Medical Products Co.,Ltd 0 A
Address: (Haitang road west and yinhua road north) Suixi \’\ ahu \ledmflndlhmdi Park ,Suixi

Town, Huaibei City, Anhui Province, P. R. China.. % :
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Test Report No.: QDHL2004003646MD Date: MAY.18,2020  Page: 1 0f 2

ANHUI INTCO MEDICAL PRODUCTS CO,LTD
NO.1 HAITANG ROAD,SUIXI DISTRICT ECONOMIC
DEVELOPMENT AREA,HUAIBE! CITY,ANHUI PROVINCE.

The following sample(s) was/were submitted and identified by the client as:

Sample Description : DISPOSABLE NITRILE GLOVE(NBR)

Lot No. : NOT PROVIDED

Lot Size : NOT PROVIDED

Sample Quantity : 220PCS

Sample Receiving Date @ APR.28,2020

Testing Period : APR.29,2020 TO MAY.18,2020

Test Performed : SELECTED TEST(S) AS REQUESTED BY APPLICANT
Test Requested : BS EN 455-1:2000 MEDICAL GLOVES FOR SINGLE USE -

PART 1: REQUIREMENTS AND TESTING FOR FREEDOM FROM
HOLES (CLAUSE 5.1) '

Test Result(s) . PLEASE REFER TO THE FOLLOWING PAGE(S)

Conclusion . THE SUBMITTED SAMPLE MET THE REQUESTED TEST
REQUIREMENT.

Remark: Unless otherwise stated the results shown in this test report refer only to the sample(s) tested. This
document cannot be used for publicity, without prior written approval of the SGS.

SGS-CSTC Standards

Technical Services (Qingdao)
Co., Lid.

Jenio én

QDHL2004003646MD
Jessica Gao
Approved Signatory
— Unless otherwise agreed In writing, this document is issued by the Company subject to its General Condilions of Service printed
e N overleaf, avalilable on request or accessible at http:/iwww.sgs.com/en/Tarms-and-Conditions.aspx and, for electronic format documents,

subject to Terms and Conditions for Electronic Documents at hiip:/www.sgs.cam/en/Terms-and-Condilions/Terms-g-Document.aspx.
Aftention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this aocumani is
advised that information contained hereon raeflects the Company’s findings at the time of its intervention only and within the limits of
Client's instructions, if any. The Company's sole responsibility is to its Clieni and this document does not exonerate parlies to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannol be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, for%ery or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted fo the fullest extent of the law.

7361573
WWW.sgsgroup.com.cn
@ sgs.china@sgs.com

Member of the SGS Group (SGS SA)




Test Report

Test Conducted:

No.: QDHL2004003646MD Date: MAY.18,2020 Page: 2 of 2

BS EN 455-1:2000 Medical gloves for single use — Part 1: Requirements and testing for freedom

from holes
Number of test sample 200 Pieces
Number of non-conforming gloves | : | 0
Clause  Test ltems Result
& Watertightness test for detection of holes
5.1 Referee testing Pass (See note 1)

Sample quantity: 200pcs, AQL:1.5, Ac:10, Re:11, Found:0.
Note .1 The sample selecting amount for this clause is deviated to 200 pcs as assessed
by SGS.

Remark: The declaration of conformity is only based on the actual value of laboratory activity, measurement .
uncertainty of the results not take into account. P

Sample Photo:

Received sample

SGS authenticate the photo on original report only

***End of Report™*

Unless otherwise agreed In writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at hitp://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents a :[lwww.sgs.com/en/Terms-and-Conditions/Terms-g-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder o 5 document is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
Client's instructions, if any. The Company’s scle responsibility is to its Client and this document does not exonerafe parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may be proseculed to the fullest extent of the law.

. 7361574
WYW.SSgIOUp.com.cn
8 sgs.china@sgs.com

Member of the SGS Groun (SGS SA)




		2021-09-12T19:18:18+0300
	Moldova
	MoldSign Signature




