
intertek 
Total Quality. Assured. 

This 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, 
SiiaoXing City, Zhengjiang Province, China 

has been registered by intertel( as conforming 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 Airw/ay 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. 

M 

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 
Accredite CCN 

Calm Moidovean 
President, Business Assurance 

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

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Oient, and then only in accordanceTMSrthe tigteed^pon Certification Agreement. This 

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

certificate.valid3tion@)itrtertel<.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. 

CT-ISO 1343S_2016-SCC-EN-A4-01.jul.17 



int<?ftek 
Total Quality. Assured 

PRODUCTION QUALITY 
ASSURANCE 
Directive B^l^l/^EQ on IVledical Devices, 
Annex V 
Wn hpreby dndaro thnt .in ox.iminalion of the under mentioned production 
quality assurance system has been carried out following the requirements of 
till' Swcdi ' J i n.itionj! tegi'J.ition I VIS ; ' 0 0 3 ; 1 1 to which the uiuJer .i^niMl is 
subjected, transposmp. Annex V of the Directive 93/42/EEC on medical 
devices, via an Own Branding Arrangement. We cettify that the production 
qu.ilfly •.Y-,t'*m con'oriiv, with the rt>'ev.ini (irovi.ion'. ol tl'.c .iforcmcrilioncd 
IpRislation, and the result entitles the organization to use the CE 0413 
marking on those products listed below. 

Organization: 

SiiaoXIng Haitech Medical 
Products Co., Ltd 
Main Site; 22 708, Jin Hu Wan, Shiji Street, Paojiang Industrial Zooo, 

ShaoXiang City, Zhejiang Province, China 

Product Category: 

- Disposable Baclenal Viral l iUcr, Disposable Anesthesia Brealhini' 
Circuit, Fillors/nrvlE, LarynRoal Airway Mask, Endotracheal j « b « , 
Anesthesia K̂ t and Need s 

- Yankuear Suction Sets 

fill lu;y:L-t J--miliCclio-i of the preciocts cc>.'5fc<), see f t ' t : » pfo-..JCl; -.rypicdij.! "ihrtlyjc. , ..̂  .y 

Certific.ntu Number: 

41317069-01 

Initial Certification Date: 

28 August 2009 

Certificite Valid from: 

28 April 2019 

Certificate Expiry Date: 

27 April 2024 

Bob Andersson 
Cortification Authority MOD 
Intertek Semko AB, Kista, Sweden 

4 April 2019 

Signed Date 

I n t c i t . ' V S - n k o A B 

Box 1103, S€-1C-'. 22 Kista, Sweden 
T!'I.'|ih<)r.|...tbK710a:>()0 
r '̂eoTechswedengiintertek com 

"Jhe certificstion ,\t to the or/ianuatcn 
iw.\.Ml ' \\ ' v/^!''»i io c-jinpli-i'tci' 'A'.tt' Ihp 
rcgJ'Jtioci stmcd in tr.ii certificate, alls'*.r.g 
ffl<;j'oif .ti'-owm.-iti jrdio<,K\nf, tnocon!i,i[lo 1 
(cquiicmf-Hi of the Kolilicd 3ady. 

llilrfick ^.-iiikij .\ K .1 Moliliri) nod, Soi/'^Sfi 
accc-'dnj to I) fcctu'c S3/42,'ff C ô . 
in. .vilhi,!. itil Mtw.i Sc iCfcTl 
iiu~Lv.!rC113. 

ntt'* il5u.* .̂> vf t̂ '̂  c.pnit.'aTc, i-t^rtrk 3".ur?^ noliatity to a-ivpj-:v oitef than tD the C- e-̂ t. ^rdth^^^o^ly'rirft;c*c?rte wftt^e^tJceiit^jn Cn»Tilitd<iOo 
Ad' - •inil ' . u-»<l fi.MIP i . i l l u t i K l j t .PCtlPtT ur<» in.il."iin.n>al)iirtll'Mi Viilf ii I" » l<0f . l» ' i l i -wtf . Wf 'rVsit |iilli>n-f M l r • i-^llfrr-. m l '.-.Mon 
•i'alctvmavMcor'.'-neiiv.f riMi at txii •.»liil*lo ii?lrt<rt«k <ixno'br«ai>r"'^*t'<coilctathenj^M iMth.a iiwtpNOTs tMce^.ifcoternr*riit-e[Kopert, 



EC CERTIFICATION 

intertek 
Total Quality. Assured. 

• ^-^ 

PRODUCTION QUALITY 
ASSURANCE 
Directive 93/42/EEC on IVledical Devices, 
Annex V 
We hereby declare that an examination of the under mentioned production 
quality assurance system - restricted to the aspects of manufacture 
concerned with securing and maintaining sterile conditions - has been 
carried out following the requirements of the Swedish national legislation 
LVFS 2003:11 to which the undersigned is subjected, transposing Annex V of 
the Directive 93/42/EEC on medical devices via an Own Braning 
arrengement. We certify that the production quality system conforms with 
the relevant provisions of the aforementioned legislation, and the result 
entitles the organization to use the CE 0413 marking on those products 
listed below. 

Organization: 

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

ShaoXiang City, Zhejiang Province, China 

Product Category: 

- Disposable Closed Suction Catheter, Disposable irrigation Syringe 

For further identification of the product.s covered, see the MDD product list/product^chedule. 

Certificate Number: 

41317109-01 

Initial Certification Date: 

28 August 2009 

Certificate Valid from: 

28 April 2019 

Certificate Expiry Date: 

27 April 2024 

Accred- no 1003 
Ccrtificatipn of 
Marugi-ment 

ISO/IEC 17021-1 

Bob Andersson 

Certification Authority MDD 

Intertek Semko AB, Kista, Sweden 

4 April 2019 

Signed Date 

intertek Semko AB 
Box 1103, SE-164 22 Kista, Sweden 
Telephone +45 8 750 00 00 
medtechsweclen@intertek.com 

The certification is subject to the organization 
maintaining their system in compliance with the 
regulations stated in this certificate, allowing 
regular assessments and following the contracted 
requirements of the Notified Body. 

Intertek Semko AB is a Notified Body 
according to Directive 93/42/EEC on 
medical devices, with identification 
number 0413. 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance vwith the agreed upon Certification 
Agreement, this certificate's validity is subject to the organisation maintaining their system in accordance with intertek's requirements for systems certification. 
Validity may be confirmed via email at certificate.validationtaiintertek.cam 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 
Total Quality. Assured. 

EC CERTIFICATION 
i 

FULL QUALITY ASSURANCE 
SYSTEM 
Directive 93/42/EEC on Medical Devices, 
Annex II 
We hereby declare that an examination of the under mentioned full quality 
assurance system has been carried out following the requirements of the 
Swedish national legislation, LVFS 2003:11, via an Own Branding 
arrangement, to which the undersigned is subjected, transposing Annex II 
(with the exemption of section 4) of the Directive 93/42/EEC on medical 
devices. We certify that the full quality assurance system conforms with the 
relevant provisions of the aforementioned directive, and the result entitles 
the organization to use the CE 0413 marking on those products listed below. 

Organization: 

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

ShaoXiang City, Zhejiang Province, China 

Product Category: 

- Disposable Electrosurgical Pencils 

For further identificatiort of the products covered, see the MDD product list/product schedule. 

Certificate Number: 

41317059 -01 

initial Certification Date: 

28 August 2009 

Certificate Valid from: 

28 April 2019 

Certificate Expiry Date: 

27 April 2024 

O 
o 

Aa.TL'd. nu. 1003 
Certification of 
Management 

Svstcms 
iSO/lkC 17021-1 

Bob Andersson 

Certification Authority MDD 

Intertek Semko AB, Kista, Sweden 

4 April 2019 

Signed Date 

intertek Semko AB 
Box 1103, SE-164 22 Kista, Sweden 
Telephone +46 8 750 00 00 
medtechsweden@intertek,com 

The certification is subject to the organization 
maintaining their system in compliance with the 
regulations stated in this certificate, allov/ing 
regular assessments and following the contracted 
requirements of the Notified Body. 

Intertek Semko AB is a Notified Body 
according to Directive 93/42/EEC on 
medical devices, with identification 
number 0413. 

In the issuance of this certificate, Intertek assumes no liability to any party other than totheClisnti ana thehrfifiy'in accordance with the agreed upon Certification 
Agreement. This certificate's validity is subject to the organisation maintaining their system in accordancewith Intertek's requirements for systems certification. 
Validity may be conhrmed via email at certl(icate.valldation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property 
of Intertek, to whom it niust be returned upon request 
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