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Product Service

EC Certificate
Production Quali$ Assurance System
Directive 93142/EEC on Medical Devices (MDD), Annex V
(Devices in class I in sterile conditions, sterilised systems or procedure packs)

No. G2S 104356 0003 Rev. 01

Manufacturer

Product
Category(ies):

Report No.:

Valid from:
Valid untll:

Date, 2021-05-03

The Certification Body of TUV SLJD Product Service GmbH declares that the aforementioned

manufacturer has implemented a quality assurance system for manufacture in accordance with

MDD Annex V. This quality assurance iystem covers those aspects of manufacture concerned with

securing and maintaini"J i"*f" .onOition* of the respective devices./ device categories and conforms

io ine rdqrirements of ttis O'i""tiu". lt is subject to. periodical surveillance. All applicable requirements

ol in" t"iting anO certification ieguration of fUV SU'D Group have !9 be complied with' For details and

certificate vitiOity see: twrv tuVgiro cory1ps-cg1?q=cert,CIZ-$.1.0{3$S.0-q0} 8eu 0l

Ningbo Great llllountain
Medical lnstruments Co.,Ltd
No. 309 Xigu Road
Xiangshan County
315700 Ningbo City, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Dlsposable Alnnrays, Urlne Bag, Vaglnal Speculum'
Sterile Wound Plaeter

sH201 52001

202 1 -05-03

2024-05-26

c.9,4,
Christoph Dicks
Head of CertificationlNotified Body
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t'uv suo Product service GmbH is Notified Body with identilication no' 0123

TUV SUD Product Service GrnbH 'Certification Body ' RidlerstraBe 65'8033C Munich'Gannany
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Ningbo Great Mountain
Medical lnstruments Co., Ltd.

CE Technical Documentation

Document No.: GM-UB Edition; A0 page: 1/1

EC Declaration of Conformity Effective Date, 2019-08-28

Manufacturer:

Name: Ningbo Great Mountain Medical lnstruments Co., Ltd

Add: No.309 Xigu Road, Xiangshan District, Ningbo, China

Tel:0574-82815201 Fax' 0574-82815202

European Representative:

Name: Luxus Lebenswelt GmbH

Address: Kochstr.l, 47877, Willich. Germany

DIMDI Code: DE10000047791

Tel/Fax: 0049-1 71 5605732

Email; lnfo.m@luxuslw.de

Product Name, Urine bag

Classification and relevant Rule of MDD, ls. MDD 93/42IEEC Annex lX, Rule 15

Type: 1 00M1,500M1, 1 000M1,2000M1

The UMDNS code! 14298

Product Certification Conformity Assessment Route: Annex V.3 of MDD g3l42lE0

We herewith declare that the above mentioned products meet the provisions of the following EC

Council Directives and Standards. All technical documentations are retained under the promises of

the manufacturer.

Ningbo Great Mountain Medical lnstruments Co., Ltd is exclusively responsible for the declaration of

conformity.

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93l42tEEC CONCERNING MEDICAL DEVICES

(MDD 93142/EEC)

Notified Body: TUV SUD Product Service GmbH Ridlerstr.65, 80339 MUnchen,Germany

ldentification Number, 0123

(EC) Certificate(s): G2 1 04356 0002

Expire date of lhe cerlificater

Signature of issue p€ISoo:

Posilion, General Manager

Date: 2020-04-26

Name:

Placer Ningbo


		2023-04-11T09:57:00+0300
	Moldova
	MoldSign Signature




