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CERTIFICATE 

1 nis is to certify that the management system of: 

ShaoXing Haitech 
Medical Products Co., Ltd. 
Main Site: 22-708, Jin Hu Wan, Shiji Street, Paojiang Industrial Zone, 
ShaoXing City, Zhengjiang Province, China 

has been registered by Intertek as confornning to the requirements of: 

ISO 13485:2016 
The management system is applicable to: 

1) Manufacturing and Distribute of Disposable Patient Plate, Disposable 
Skin Staple Remover, Laryngeal Airway Mask, Disposable Anesthesia 
Breathing Circuit, Disposable Bacterial Viral Filter, Disposable Closed 
Suction Catheter, Disposable Endotracheal Tube Holder, Endotracheal 
Tube, Disposable Anesthesia Puncture Kit and Disposable Irrigation 
Syringe; Filters / HME; Yankuear Suction Sets. 

2) Design & Development, Manufacturing and Distribute of Disposable 
Electrosurgical Pencils. 

Certificate Number: 

SCC-0040-04 

Initial Certification Date: 

24 July 2009 

Certificate Issue Date: 

23 July 2018 

Certificate Expiry Date: 
23 July 2021 

sec Accredited 
CB-MS 

OCSM 
Accr6dil6 CCN 

Cairn Moiddvean 
President, Business Assurance 

Intertek Testing Services NA Ltd., 
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 

. ' I 
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In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate's validity is subject to the organization maintaining their system in accordance with Intertek's requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request. 



intertek 
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PRODUCTION QUALITY 
ASSURANCE 
Directive 93/42/EEC on IVIedical Devices, 
Annex V 
W P ht>ri'l!y (li'ci.irc ih.it ,in cx.imiri.Hion of the iiiKii"'f mi^'ntionfd prodiirtmn 

quo'ily ossurance system has b e e n cdrri?d out (ollowing Iho rc-quircnients of 

till' S-.vcd s h n.itiorijl Icy^t'.l.ilion I VIS .*00;^:11 to whirh the wiuJcrMKni'ii c 

subjfrteri, i r H n s p o s i r p , Af'nox V of tho Directive 93/42/rfC on mpdir.il 

devicci. V ia on Own Brnnding Arrringetnent. W'l; tt'ftify that ttiu production 

HU'ility •.v.l<'rn contof nv; v.ith the ri'lcv.tnt provclofv. of tl-.i' . i f o r c m c n l i o f K - d 

IpRislation, nnd tho result entities the organization to use the CF 0 ' i i3 

nvif king on thosf products list«'d bfow. 

Certificate Number: 

.•.13170b'J-01 

Initial Certiricotion Date: 

..'8 Aucuist am 

Certificnte Valid from: 

?«Apf I 70 n 

Certificate Expiry Date: 

27 April 202'4 
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Organization: 

ShaoXing Haitech Medical 
Products Co., Ltd 
M.lin Site 22 708, Jin Hu Wan. Shiji Street, Paoji.in^; IndiistrinI Zone, 

ShaoXiang City, Zhejiang Province, China 

Product Category: 

Diipobdble Bacterial Vifal Filter, Oisposahle Ane!.thesij Breathmp, 

Cii( iiit. Filtei'-./MMr, LarynRoal Airway Mask, Endotracheal Tiihe, 

Anesthesia K* and Need s 

- Yankuear Surtion Sets 

^1 

Bob Andersson 
Ccnific.Hion Authority MOD 

Intertek Semko AB, Kista, Sweden 

4 April 2019 

Signed Date 
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