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f,C Declaration of Conformity
Manufacturer: NanjingMindrayBio-lvlec{icalElectronicsClo..I.,tcl.

666# I4iddle Zhenglang Road. .liangning. 211111 Nanjing, Jiangsu,

P.R.China

FJC-IIepresentative: Shanghai Literxational Holdiug Cotp. GtnbII (Europe)

Ei{1'estrassc 80, 2053? Ilanrbulg, Genlany
(|) Ilv{DI No. : IlUi000 AA4062'1 )

Product Nanre: Insrrlflttor
N{oclel: IIS-50f ,HS-50V,HS-50H,IlS-50S,}IS-30S

I"ll'{DNS Cotle:12144 GNTIDN Codc: 16849

Clnssification: ila (Accor'ding to r\nircx IX, Rule l1 of Directive 93i42iEFlC)

Compliance of the designated product(s) with the directives lras been assessed following lhe procedure

relaling to the EC Declaratiorr of Conformity set out in Annex ll, Article 3 of Directive 93l42lEEC and has

been certified by the Notified Body.

f tifi Sttn Product Service Crnb[I

I{icl lcrstra lle 65, 80339 VI U NC II fi N,C c rrn a n y

Certiticrtc No.: Gi 070744 0016

Issue clate:2020-03-04 Expiry date: 2A24-05^26

We, declare that the above nrenlioned products meet the provisions of the Council Directive 93l42|EEC

lor Medical Device,as amencJed by 200714218C, All supportirrg documentations are retained uncler lhe

premise s of tlre nranufacturer.This Declaration of Confornrity is issued under the sole responsiLrility of the

manufacturer.
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Standartls Applircl:

EN ISCI 1348-s:20 I 6/150 I 3485:?01 (r IN IS0 14971 :2012/lSO 149 ,1120(17

EN 60601-l:2006+AI:20l3ilT:C 60601-1:2005l-Al:2012 IIC 60601-?-18:2009/ EN (r0(r0l-2-lti:2()15

EN ti060 l - I -2:20 I 5il lrc 60{i0 I -l -2:20 l4

IEC{10601-l-6:l0l0l'Ai\4Dl:2013,'8N60(rt}1-l-(r:2010/Al:2015 t[C623f]6-l:20151IjN623(16-l:2015

IEC 62.104:2006 f AI :201 Sr'liN 62104:2006iAI:2015

EN 10.11 :2008 lS0 15223-1:2016

E1\ l-qO 10993-l;2009-.ACi:2010 EN ISO 1099i--i:2009 EN IS0 1099:l-10:2013

ISO 17664:2(t17

Start of CE-illrrliingr 2019-8-28

Signafure:

Pl:rce, flirte of Issue : Uaniins. 30 t,o . / 2 , $*

liarne oflAuthorized Signalory: l'L'. 7-hai pei

Positionl{eldinCompany: N'lanager.'lechnicalRegulaticn

,,DU?CIIT{ED.M)

.),*no, ooruoorrrr.r-'',
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EC Declaration of ConformitY \
Nanjing Mindray Bio-Medical Electronics Co., Ltd.

666# Middle Zhengfang Road, Jiangning, 211111 Nanjing, Jiangsu,

P.R.China

Manufacturer:

EC-Representative: Shanghai InternationalHoldingCorp. GmbH @urope)

Eiffestrasse 80, 2A$7 Hamburg, Getmany

(DIMDI No.: DE/0000040627)

Product Namer Rlgid EndoscoPe

Model: M 01000A/i\r 01030A4,1 01000nu 01030

G 01000A/G 01030A/G 01000/G 01030

UMDNS Code:20475 GMDN coile: 12291

classlficatlon: IIa (According to Annex D(, Rule 6 of Directive 93l42lBBc)

Complianco of the designated product(s) with the directives has been assessed following ihe procedure

relatlng to the EC Declaratlon of Conformity set out in Annex ll, Artlcle 3 of Directive %|4AEEC and has

been certified by the Notified Body...

TiiV SUD Product Service GmbH

RidlerstraBe 65, S0339 MilNCHEN,Germnny

Certificate No.: Gl 070744 0016

Issue date:2019-08-27 Expiry datez2024-0*26

We, declare that the above mentioned products meet the provlslons of the Council Dtreotive 93l42lEEC

for Medlcal Device,as amended by 2007142tEC. All supporting documentations are retained under the

premises of the manufacturer.Thls Declaration of Conformlty ls lssued under the solo responsibility of the

manufacturer.

StandardsApplied:

EN rSO t3485r2016/ISO 13485:20t6 EN tSO 14971:20l2llSO 14971:2007

IEC 60601-l-6:201O+Alr4Dl;2013/EN 60601-l-6:2010/Al:2015 IEC 62366-l:201s/EN 62366-lt20l5

EN6060l-l:2005+Al:2013/lEC6060l-t:2005+41:2012 IEC6060l'2-18:2009

EN l04l:2008

EN ISO 10993-5:2009 EN ISO 10993-10:2013

ISO 8600-l:2015

ISO 8600-4:2014

ISO 8600-7:2012

EN tSO 10993_l :2009+AC:20 I 0

Start of CB-Marklng:

Signature:

Place, Date of Issue;

ISO 15223-l:2016

ISO 8600-3:1997+Al

ISO 8600-5:2005

ISO 17664:2004

Name of Authorized Signatory:

Posltion lleld in Company:

N, ,i'5 '-J-?'r/
Mr. Li Xiaoqiao

Management Representative

ti"ylrrii#


		2026-07-24T18:06:11+0300
	Moldova
	MoldSign Signature




