
Certificate of Registration 
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016 

This is to certify that: Dongguan Kewei Medical ^^^ME^f^ttWPS^nl 
Instrument Co., Ltd. 45 H 
No. 5 Tongqing Road r^^% 

Dongcheng District ISSITU 
Dongguan City ^:^lx 
Guangdong njxm^ 
523127 523127 
China 

By Royal Charter 

Holds Certificate No: MD 613000 

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO 
13485:2016 for the following scope: 

The design, development and manufacture of Sterile Venous Return Cannula, Arterial Cannula, 
Cardioplegia circuit cannula and Suction catheter. The manufacture of Sterile Arterial Filters, 
Cardioplegia Delivery Systems, Membrane Oxygenation Systems ,Endotracheal Tubes, Patent 
Ductus Arteriosus (PDA) Occluder and Delivery Systems, Atrial Septal Defect (ASD) Occluder 
and Delivery Systems ,Ventricular Septal Defect (VSD) Occluder and Delivery Systems. 
mmm'smmm'-s^ •mmmm&ma.m'^. mmm^mr^umim. jf»mmo 

For and on behalf of BSI: 

Original Registration Date: 2015-12-09 
Latest Revision Date: 2018-10-30 

Stewart Brain, Head of Compliance & Risk - Medical 
Devices 

U K A S 

Effective Date: 2018-12-09 
Expiry Date: 2021-12-08 

Page: 1 of 1 

...making excellence a habit" 

This certificate was issued eiectronicaily and remains ti ie property of BSI and is bound by the condit ions of contract. 
!\v\c certificate can be authenticared online. 

Printed copies can be validated at v'.".vvv.bsi-glcbal,com/CiientDirectoi7 or telephone -r86 10 SS07 3000. 

Further clarifications regarding the scope of this certificate and the appiicability of ISO 13485:2016 & EN ISO 13485:2016 requin 

consulting the organization. 

This certificate is valid only if provided original copies are in complete set. 

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knov/lhill, Milton Keynes MK5 SPP, Tel: + 44 345 080 9000 

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chisvvick High Road, London VV4 4AL, UK. 

A Member of tiie BSI Group of CoiTipanies. 



bsi. 
EC Design-Examination Certificate 
Directive 93/42/EEC on l^edical Devices, Annex II Section 4 

By Royal Clnarter 

No. CE 623392 
Issued To: Dongguan Kewei Medical 

Instrument Co.̂  Ltd. 
No.5 Tongqing Road 
Dongcheng District 
Dongguan City 
Guangdong 
523127 
China 

In respect of: 

Venous Return Cannula 

BSI has performed a design examination on the above devices in accordance ŵ ith the Council Directive 93/42/EEC, 
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an 
additional Annex II excluding Section 4 certificate is required. 

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086): 

V 

Stewart Brain, Head of Compliance & Risk -
Medical Devices 

First Issued: 2017-09-22 Date: 2018-04-25 Expiry Date: 2022-09-21 

...making excellence a habit" 
Page 1 of 3 

Validity of this ceit if icate is conditional on the quality' system being maintained to the requii 'ements of the Directive as dei ^ 
suri/eillance activities of the Notified Body, 
This certificate was issued electronical ly and is bound by the conditions of the cont rac t ^ 

m Gp 
Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhi l l , Milton Keynes MK5 SPP. Tel: + 44 345 080 9 0 B f 
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chisvvick High Road, London W4 4AL|!1LIK'^ 
A member of BSI Group of Companies, VW-vx 



bsi. 
EC Design-Examination Certificate 

By Royal Charter 

Supplementary Information to CE 623392 

Issued To: Dongguan Kewei Medical 
Instrument Co., Ltd. 
No.5 Tongqing Road 
Dongcheng District 
Dongguan City 
Guangdong 
523127 
China 

Venous Return Cannula: catalogue numbers list 

Product 
Size 

Single stage Two stage 
Product 

Size straight plastic tip Angled plastic tip Angled metal tip Round 
lumen 

Oval 
lumen 

Frl2 VC-PSR-12 VC-PCR-12 VC-MCR-12 / / 
Frl4 VC-PSR-14 VC-PCR-14 VC-MCR-14 / / 
Frl6 VC-PSR-16 VC-PCR-16 VC-MCR-16 / / 
Frl8 VC-PSR-18 VC-PCR-18 VC-MCR-18 / / 
Fr20 VC-PSR-20 VC-PCR-20 VC-MCR-20 J / 
Fr22 VC-PSR-22 VC-PCR-22 VC-MCR-22 1 / 
Fr24 VC-PSR-24 VC-PCR-24 VC-MCR-24 1 / 
Fr26 VC-PSR-26 VC-PCR-26 VC-MCR-26 1 / 
Fr28 VC-PSR-28 VC-PCR-28 VC-MCR-28 1 / 
Fr30 VC-PSR-30 VC-PCR-30 / 1 / 
Fr32 VC-PSR-32 VC-PCR-32 / 1 / 
Fr34 VC-PSR-34 VC-PCR-34 / 1 / 
Fr36 VC-PSR-36 VC-PCR-36 / 1 / 
Fr38 VC-PSR-38 VC-PCR-38 / 1 / 
Fr40 VC-PSR-40 VC-PCR-40 / 1 / 
Fr42 VC-PSR-42 VC-PCR-42 / 1 / 

Fr24/28 / / / VC-TSR-2428 VC-TSO-2428 
Fr28/36 / / / VC-TSR-2836 VC-TSO-2836 
Fr30/38 / / / VC-TSR-3038 VC-TSO-3038 
Fr32/38 / / / VC-TSR-3238 VC-TSO-3238 
Fr34/38 / / / VC-TSR-3438 VC-TSO-3438 
Fr34/40 / / / VC-TSR-3440 VC-TSO-3440 
Fr34/46 / / / VC-TSR-3446 VC-TSO-3446 
Fr34/48 / / / VC-TSR-3448 VC-TSO-3448 
Fr36/46 / / / VC-TSR-3645 VC-TSO-3646 
Fr36/50 / / / VC-TSR-3650 VC-TSO-3650 
Fr38/50 / / / VC-TSR-3850 VC-TSO-3850 

First Issued: 2017-09-22 Date: 2018-04-25 Expiry Date: 2022-09-21 

...making excellence a habit" 
Page 2 of 3 

Vaildity of this certificate is conditional on the quality system being maintained to the requii 'ements of the Directive as demon 
sur^/eillance activities of the Notified Body. 
This certificate was issued eiectronicaily and is bound by ti ie condit ions of the contract. 

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knov.ihil l, Milton Keynes MK5 SPP. Tel: + 44 345 080 9000 
BSI Assurance UK Limited, registered in England under num.ber 7805321 at 389 Chiswick High Road, London W4 4AL, UK. 
A member of BSI Group of Companies. 



bsi. 
EC Design-Examination Certificate 

Supplementary Information to CE 623392 

Issued To: Dongguan Kewei l̂ edicai 
Instrument Co., Ltd. 
No.5 Tongqing Road 
Dongcheng District 
Dongguan City 
Guangdong 
523127 
China 

Certificate History 
Date Reference 

Number Action 

22 September 2017 8436827 First issue. 
Current 8848294 Addition of two stage venous return cannula catalogue numbers 

VS-TSR-2428 to VS-TSO-3850. 

First Issued: 2017-09-22 Date: 2018-04-25 Expiry Date: 2022-09-21 

...making excellence a habit™ 
Page 3 of 3 

Validity of this certificate is condit ional on the quality system being maintained to the requirements of the Directive as demonstrated through d i e required 
surveil lance activities of the Notified Body. 
This certificate v/as issued electronically and is bound by the condit ions of the contract. 

Information and Contact: BSI, Kitemar!< Court, Davy Avenue, Knovvihil!, Milton Keynes MK5 8PR Tel: -f- 44 345 080 9000 
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK. 
A member of BSI G ioup of Companies. 

By Royal Charter 
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