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CERTIFICATE OF CONFORMITY

No.: EBO1808103-V271

m The following product has been tested by us with the listed standards and found in
conformity with the European directive EMC 2014/30/EU, LVD 2014/35/EU and IVD
H 98/79/EC.
Applicant: ZENITH LAB (JIANGSU) CO., LTD
Address: No.12, Hongshan Road, Jincheng Industrial Area, Jintan
District, Changzhou, Jiangsu Province, China
Manufacturer: ZENITH LAB (JIANGSU) CO., LTD
Address: No.12, Hongshan Road, Jincheng Industrial Area, Jintan
District, Changzhou, Jiangsu Province, China
; EUT: CENTRIFUGE
Brand Name: Zenith, Zheng;ji
H Model No. : 80-2C, LC-04R-N, LC-04R, LC-04S, LC-04A, LC-04B,
LC-04C, LC-04L, LC-04P, LC-04P-L, LC-04M, TDL-4A,
TDL-4C, LC-05A, LC-05B, LC-05C, TDL-5A, LC-06C, TDL-6C,
HC-12A, HC-12C, HC-16A, HC-16B, HC-16C, HC-16L,
HC-20L, HC-20C, LC-04F, LC-05F, LC-06F, HC-16F, HC-16F,
H HC-20F, MC-04, MC-07, MC-10, MC-12, MCKD-05, MCKD-07,
LC Series, TDL Series, HC Series, MC Series, MCKD Series,
ZJ Series, FibrinFUGE?
Test Report No.: EB01808103-E269, EBO1808103-E270
Sufficient samples of the product have been tested and found to be in conformity with
Test Standards: EN 61326-1:2013
EN 61326-2-6:2013
EN 61010-1:2010
; 1 EN 61010-2-101:2017
The test report was carried out from submitted type samples of a product in conformity with the
specification of the respective standards. The CE mark as shown below can be used, under the
responsibility of the manufacturer, after completion of an EC Declaration of Conformity and
compliance with all relevant EC Directives.

Lo W"'y
Kevin Wang

Laboratory Manager
Issue Date: August 27, 2018
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MANAGEMENT SYSTEM CERTIFICATE

Certificate No.: 117 19 QOM 0008 R13
This is to certify the quality management systems of

Zenith Lab (Jiangsu) Co., Ltd.
Unified Social Credit Code 91320413720511570J

~ Location No. 12 Hongshan Road, Industrial Park, Jincheng
Town, Jintan District, Changzhou, Jiangsu

Jhas been assessed and registered as meeting the requirements of .
1SO13485: 2016 <Medical device-Quality management
systems - Requirements for regulatory purposes>

Scope of approval
.Design, Production and Sales of Medical Centrifuge and
Bio-filler Plasma Gel

First Certification: 28 Jul, 2016
Recertification Date: 15 Jan. 2019
Expiry Date: 27 Jul. 2022
Revision Date: 06 Dec. 2019

Certfcalion and jon Adtminisiration of PRCCNCARZ0G-117 218
Tel 400-182-8001/+85 21-51114700

Web: wwwiicas om.en

Adif: Roer 801, HusaDing Mansion, 23881 \West Znangshan Rd.,
Xuhui District, Shanghal, Ching. 200235

Tha awnership of the i batongs to Bhanghai Ingeer Certifi t Co., Lid. The information. & validation of Lhis
certificate can be checked on (e CNCA wabsite: WWW.CNCA.GOV.CHN and ICAS wibsite, or by cn]lmg IG:AS's clients services Dept.
The cartificale is only valid whan used together with related permits when approprlata W ihe ion can'l effectivaly intain the
above managamen! system, ICAS has the right to wi the




		2021-06-21T15:35:34+0300
	Moldova
	MoldSign Signature




