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EC Certificate Full Quality Assurance System: Certificate CN19/41071 

W、 ；"“竺扮
‘'  The management system of 

Micro-Tech (Nanjing) Co., Ltd. 
No. 10 Gaoke Third Road. Nanjing National Hi-Tech, Industrial Development Zone 

Nanjing, 210032葫angsu Province, P.R. China 

has been assessed and cerhuied as meeting the requirements of 

Directive 93/42/EEC 
on medical devices, Annex II (excluding Section 4) 

For the following products 

The scope of registration appears on page 2 of this certificate. 

飞s。扮「乏默燕试端娜球裁端滋
内产尸 r户叮几叼‘5奄‘硒‘"'s's0s's 

This certificate is valid from 16 December 2019 until 24 May 2024 
and remains valid subject to satisfactory surveillance audits 

Issue 1. Certified since 26 September2013 
and first certified by SGS Belgium NV since 16 December 2019 

us右别 

滚 85少 Certitcation is based on recorts numbered CNISZH 8403MD0 

而s‘亏咚丝丝热热乏，荟黛黛照 9 旦互旦兰 i面滋器器 Thic;Q,mil itiqitp rprfir匀hrirt 

r:5'3Gs卜、吵些份份：。：；撰髯丢： Aclthtlonal site details are listed on suosequeni pages 

于”=;；荞妥石妥元亏灌】；瞻 ----------------------------------------------。-GSCSCSCSIIS0560GsGSOs GS,,SeS5sgGSSCSCSGSGSt uStSop Authonsed b'r ；蘸蒸薰 
:!；鑫戮薰夔：：靡霍薰 

1 

纂馨羹蒸；赣瓤十 
SGS Belgium NV, Notified Body 1639 

SOS House Noorderlaan 872030 Antwerp Be心 lurn 
t 十32(0)3 545-48-48f 十32(013 545-48-49 wwwsgs.com  

LPMD5007 - Cent,fcate CE1639 Annex 11-4王N rca 02 

擎）;！…；;2'0scsGStSt GSGSCSCSGSGSGSStGS.
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如出。n。habldy. ndemnSca默nd uradct默sues established there.n Theaathenbcty of thY document maybe verhed at blips e/waus.sgs.coxuencethfed- 
dcnts.and-prodacts了 cert.fled-clent-drecinry Any anauthursed alterabun, furgcr 

or 抽lsfnabne以 the content or appearance日出．a docamexi' a unlawful and 
offenders may be praue-alud to the fullest eutent of the law 
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EC Certificate Full Quality Assurance System: Certilicate (JN15/4]U门，continuea :i黯戳互矛 

点三三鑫瞬袭撰盆绳惑黔蒸轰热 s熟思歉 

莽i::;：藤；:：戴；：藻：：鬓：：攀羹蒸蒸：: 
Micro-Tech (Nanjing) Co., Ltd. 

Directive 93/42/EEC 
on medical devices, Annex II (excluding section 4) 

nuGSGSGSCSGSGS 
 -1SISSG SGSCSGSGSr3S

TSGSCSCSOSCS
GSGSGSGSCSGScan 

'i；拼脚邻林谈；北贡嵘器g歇识心（了 Detailed scope 
'GSC厂 
SCS' 

Sterile Non Vascular Stent (Biliary Stent, Esophageal Stent, 
Intestinal Stent, Tracheal Stent) 

Sterile medical devices used for clinical endoscopic procedure including 
Sterile Dilation Balloon (Disposable Dilation Balloon , Disposable Multistage 

Dilation Balloon Catheter), Sterile Disposable Hot Biopsy Forceps, 
Sterile Injection Needle, Sterile Nasal Biliary Drainage Set, 

Sterile Hot Snare Sterile Stone Extraction Basket, 
Sterile Cold Snare. Non Vascular sterile Hvdro Slide Guidewire, 钟振。 

Sterile Biliary Drainage Catheter,匕 iliary Drainage uatneter introaucer system优称诬！ 

日iliary Drainaae Catheter with introaucer system, ．蕊费熨定；；乏、“之 

Sterile biliary Stone 尺 etrievai匕 aiioon uatneter, 葬”’;；联茹亏些谷，忙‘． 

Sterile Repositionable Hemostasis Clipping Device to be intended b0r snort term 
use Sterile Pancreatic Pseudocyst Stent with Delivery System 

to be intended for short term use in the body within 30 days, 
Sterile Sphincterotome, Non sterile OXY CO2 Bite Block 

used to protect the endoscope insertion tube and oesophageal dilators 
from being bitten by the patient. Sterile Biliary Nitinol Stent Set, 

short-wire compatible 
Class I (Sterility aspects only Restricted to the aspects of manufacture 

concerned with securing and maintaining sterile condition) 
Sterile Spray Catheter一used for lavage, spraying of a medical solution 

or contrast medium, Sterile Cytology Brush, 
Sterile Fixed Wire Balloon (ABC Dilatation Balloon Catheter, RapideTM Multistage 

Dilatation Balloon Catheter) use in adult and adolescent populations 
to endoscopically dilate strictures 
of the esophagus for transient use 

Where the above scone includes dass!!!niedicol device(s), a valid EC Design Examination Certiboate according to 
Annnrx It (Section 4)is a mandatory requirement for each device in addition to this certiticate to place teat nevice on tee 一来鑫 
" ' ~  

ma以er～李「‘嚼毛 
占Gs 

Additional facilities 盛昙 
钾、J竺‘ 

…～ ...l卜． 雀互 

No叩9 Medicine Valley Avenue, Nafljtflg National 泣犷止乡万夕’少旦竖rtat 燕七， 
Development Lone, Nanjing, Jtangsu vrovince, ZiUU0.L, r.lc.L.nina 落热乏惠 

Tins docume爪 5: osned by 小e Company Sabiec日a ta Gene,ai Condbons以 
Ce,lficabon Se,vcen. uniess o出e,'nise agreed. accessthie at 

a:ago .consTe,ms.an&藻siabhty. odemefoaton and a
authenbcty at tins document nay ben 

SOn. Attentan a d,a,n 沁小e i.m'iabons of 
nsdctonai. ssues estabtnhed therein. The 
eaSed at h即s .;vaw.sgs.cnnnenice比f刊乒 

cients.and.pnaduct&omt'fed<ient-daeclory. My unauthorized 创记：的on, forgery 
or falsiflaubon of the conieni 0r uppea,anne of this docomnnt is unlawful and 

affende,, nay be prosecuted to小e fuiitst exient of出e iaw  

”曝
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EC Certificate Full Quality Assurance System: CN13/20558 

The management system of 

Micro-Tech (Nanjing) Go1, Ltd. 
No. 10 Gaoke Third Road. Nanjing National Hi-Tech, Industrial Development Zone, 

Nanjing, 210032, Jiangsu Province, P.R. China 

has been assessed and certified as meeting the requirements of 

Directive 93/42/EEC 
on medical devices, Annex} ((excluding Section 4) 

Fo八触 foHowing products 

The scope of registration appears on page 2 of this certificate 

This certificate is valid from 26 September 2019 until 24 May 2024 
and remains valid subject to satisfactory surveillance audits. 

Re certification audit due before 04 September 2022 
Issue 12. Certified since 26 September 2013 

certiflcasen is based on reports numbered CNISZH B4O3MDD 

This is a multi-site certification. 
Additional site details are listed on the subsequent page 

AUtfiOflSb泪、、． 

SGS United Kingdom Ltd, Notified Body 0120 
202B Wode Parkway, Weston-super-Mare, 9522 6WAUK 
+44 (0)1934 522917 H +44 (0)1934 522137 www.sgs.com  

sGscEO20315M2 
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EC Certificate Full Qual即Assurance System: Certificate CN13/20558, continued 

Micro-Tech (Nanjing) Co., Ltd 

Directive 93/42/EEC 
on medical devices, Annex II (excluding section 4) 

Issue 12 

Detailed scope 

Sterile Non Vascular Stent (Biliary Stent, Esophageal Stent, 
Intestinal Stent, Tracheal Stent) 

Sterile medical devices used for clinical endoscopic procedure including 
Sterile Dilation Balloon (Disposable Dilation Balloon , Disposable Multistage 

Dilation Balloon Catheter). Sterile Disposable Hot Biopsy Forceps 
Sterile Injection Needle, Sterile Nasal Biliary Drainage Set, 

Sterile Hot Snare Sterile Stone Extraction Basket, 
Sterile Cold Snare, Non Vascular sterile Hydro Slide Guidewire, 

Sterile Biliary Drainage Catheter, Biliary Drainage Catheter Introducer 
System, Biliary Drainage Catheter with Introducer System, 

Sterile Biliary Stone Retrieval Balloon Catheter, 
Sterile Repositionable Hemostasis Clipping Device to be intended for short 

term use Sterile Pancreatic Pseudocyst Stent with Delivery System 
to be intended for short term use in the body within 30 days, 

Sterile Sphincterotome, Non sterile OXY CO2 Bite Block 
used to protect the endoscope insertion tube and oesophageal dilators 

from being bitten by the patient. Sterile Biliary Nitinol Stent Set, 
short-wire compatible 

Class I (Sterility aspects only Restricted to the aspects of manufacture 
concerned with securing and maintaining sterile condition) 

Sterile Spray Catheter一used for lavage, spraying of a medical solution 
or contrast medium, Sterile Cytology Brush, 

Sterile Fixed Wire Balloon (ABC Dilatation Balloon Catheter, RapideTM 
Multistage Dilatation Balloon Catheter) use in adult and adolescent 

populations to endoscopically dilate strictures 
of the esophagus for transient use 

where the above scope includes class Ill medical device(s), a valid EC Design Examination Certificate according 
to Annex ii (Section 4) is a mandatory requirement for ea由由vice in addition to this certificate to place that 

device on 定比 mar1e1 

A浏llion副伯dulties 

,:.,... , ． 袋然豁 
No. 19" Medicine vauiey /kvenue, ianjingN ationai rii-iecn, inaustriai 
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Certificate CN13/20559

The management system of

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-Tech, Industrial Development Zone, Nanjing, 210032, Jiangsu Province,
P.R. China

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.

Page 1 / 3

has been assessed and certified as meeting the requirements of
ISO 13485:2016
EN ISO 13485:2016
For the following activities
The Scope of Registration appears on page 2 of this certificate

This certificate is valid from 27 September 2022 until 26 September 2025 and remains valid subject to satisfactory surveillance audits.

Issue 13. Certified since 26 September 2013
Certified activities performed by additional sites are listed on subsequent pages.

Jonathan Hall
Global Head - Certification Services

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com

https://www.sgs.com/en/terms-and-conditions/


Certificate CN13/20559, continued

Micro-Tech (Nanjing) Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.

Page 2 / 3

Design and Manufacture of Sterile Cytology Brush, Dilation Balloon (Disposable Dilation Balloon, Disposable Multistage Dilation
Balloon Catheter), Disposable Hot Biopsy Forceps, Injection Needle, Non-Vascular Stent, Snare, Spray Catheter, Stone Extraction
Basket, Single-Use Cleaning Brush, Single Use Bite Block, Endoscopy Working Channel Valves, Polyp Collection Kit,
Cold Snare (used for clinical endoscopic procedure), Hydro Slide Guidewire (used for clinical endoscopic procedure), Biliary Drainage
Catheter and Introducer Systems, Biliary Stone Retrieval Balloon Catheter, Repositionable Hemostasis Clipping Device, Pancreatic
Pseudocyst Stent
with Delivery System, Sphincterotome, Fixed Wire Balloon (ABC Dilatation Balloon Catheter, Rapide™ Multistage Dilatation Balloon
Catheter), Sterile Biliary Nitinol Stent Set,
short-wire compatible.
Provision of Sterilization Service for Medical Devices using Ethylene Oxide Gas in accordance with EN ISO 11135:2014.
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Certificate CN13/20559, continued

Micro-Tech (Nanjing) Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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Issue 13

Sites

Micro-Tech (Nanjing) Co., Ltd.
No. 10 Gaoke Third Road, Nanjing National Hi-Tech, Industrial Development Zone, Nanjing, 210032, Jiangsu Province, P.R. China
Micro-Tech (Nanjing) Co., Ltd.
No. 199. Medicine Valley Avenue, Nanjing National Hi-Tech, Industrial Development Zone, Nanjing 210032, Jiangsu Province,
P.R.China

https://www.sgs.com/en/terms-and-conditions/

	Page 1
	Page 2
	Page 1
	Page 2

		2022-11-24T16:48:15+0200
	Moldova
	MoldSign Signature




