EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60141341 0001

Report No.: 15096370 002
Manufacturer: Yingtai Suzhou Medical Technology
Co., Ltd.

No.390, Yongjin Road, Miaogiao Street
Tanggiaoc Town

£Zhangjiagang

215615 Jiangsu

P.R. China

Products:

bisposable Cirecumcision Staplers, Disposable Laparcacople
Trocars

Aspects of manufacture concerned with securing and
MALNLALNITY Sterile conditione: Surgical Gowns, Sterile
Surgical Procedure Eits

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the lksted products. The above named manufacturer has established and applies a guality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices coversd by this
certificate an EC type-sxamination certificate according to Annex Il is required.
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex I, excluding Section 4

Full Quality Assurance System
Medical Devices

Registration No.: HD 60141352 0001

Report No.: 15096370 002
Manufacturer: Yingtai Suzhou Medical Technology
Co., Ltd.

No.390, Yongjin Road, Miaogiao Street
Tanggiac Town

Zhangjiagang

215615 Jiangsu

P.R. China

Products: Digpogable Circular Staplers, Disposable Anorectal Staplers,
Disposable Lapatrcacople Cubtting Staplers, Disposable Linear
Cutting Staplers, Rubber Surgical Gloves

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
B3/42[EEC howve been met for the listed products. The above nmmed manufacturer has estabBshed
and applies 8 guality assursnce systam, which is subjoct to poriodic surveillance, defined by Annaesx 11,

section & of the aforementioned directive, For placing on the market of class Il dovices covered by
this certificate an EC design-examination certificate according to Annex 1|, section 4 is required,
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TUV Rheinland LGA Products GmbH is a Motified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,



TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby cenifies that the organization

Yingtai Suzhou Medical Technology
_Co,, Ltd.

No.390, Yongijin Road, Miaogiao Street
angqiao Town
Zhangjiagang

215615 Jiangsu
P.R. China

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope included)

Froof has been fuméshed that the requirerments specified in

EN ISO 13485:2016

are fulfilied. The guality management system is subject to yearly surveillance

Effective Date: 2020-05-05
Certificate Registration No 5¥ 60141331 0001
An audt was parformed. Report No.© 15096370 002

This Certificate s valid untd 2022-08-13
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TUVRheinland

TUV Rheinland Doc. 1/1, Rev.o
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to
Certificate

Registration No.: SX 60141331 0001
Report No.: 15096370 002

Organization: Tingt?-i dsuﬂ'mu Medical Technology
Co.. Ltd.
No.390, Yongjin Road, Miaogiao Street
Tanggiac Town
Zhangjiagang
215615 Jiangsu
P.R. China

Scope: Cealgn and Develcopment, Manufacture and Distribution of
Dispasable Circular Staplers, Diaposable Anorectal Staplers,
Disposable Laparcecopic Cutting Staplers, Disposable Linear
Cutbinmg Staplers, Rubber Burgical Glowves

Manufacture and Distributicn of Disposable Clrcumsisien
Staplers, Dispogable Laparoscopic Trocars, Surgical Gowng,
Sterile Surgical Procedure Kitas

Certification Body

(( pAKKs

Akkreditigrungsstells
D-28-14169-401-02

Date: 2020-05-09
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