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Product Service 

Certificate 
No. Q5 072067 0012 Rev. 00 

Holder of Certificate: GUANGZHOU CLEAN MEDICAL PRODUCTS 
MANUFACTURING CORP. 
No.9 Guangcong Road 
Conghua Development District 
510990 Guangzhou 
P E O P L E ' S REPUBL IC OF CHINA 

Facllity(les): GUANGZHOU CLEAN MEDICAL PRODUCTS 
MANUFACTURING CORP. 
No.9 Guangcong Road, Conghua Development District, 510990 
Guangzhou, P E O P L E ' S R E P U B L I C OF CHINA 

Certification Mark: 

Scope of Certificate: 

Applied Standard(s): 

Design and Development, Production and Distribution of 
Disposable Electronically Pulsed Lavage Suction Apparatus 
and Bone Cement Mixing System. 

EN ISO 13485:2016 
Medical devices - Quality management systems -
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN 180 13485:2016 

The Certification Body of T Q V S O D Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). See also notes overleaf. 

Report No.: GZ1801501 

Valid from: 
Valid until: 

2019-04-24 
2021-12-31 

Date, 2019-04-24 Stefan Preili 
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Product Service 

E C Certificate 
Production Quality Assurance System 
Directive 93/42/EEC on Medical Devices (MDD), Annex V 
(Devices in Class l ia, lib or III) 

No. G2 072067 0013 Rev. 01 

IVIanufacturer: GUANGZHOU CLEAN MEDICAL PRODUCTS 
MANUFACTURING CORP. 
No.9 Guangcong Road 
Conghua Development District 
510990 Guangzhou 
P E O P L E ' S R E P U B L I C O F CHINA 

Product 
Category(ies): 

Disposable Electronically Pulsed Lavage Suction 
Apparatus 

The Certification Body of TOV S O D Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for manufacture and final inspection of the 
respective devices / device categories in accordance with MDD Annex V. This quality assurance 
system conforms to the requirements of this Directive and is subject to periodical surveillance. For 
marketing of class lib and Hi devices an additional Annex III certificate is mandatory. See also notes 
overleaf. 

Report No.: GZ1901502 

Valid from: 2020-02-12 
Valid until: 2024-05-26 

Date 2020-02-12 

Christoph Dicks 
Head of Certification/Notified Body 

Page 1 of 2 
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 

TiJV SUD Product Service GmbH • Certification Body • Ridlerstralie 65 • 80339 Munich • Germany 
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Medical Products C L E A N 
Declaration of Conformity 

To Council Directive 93/42/EEC Concerning Medical Devices 

I Manufacturer: 
Name: Guangzhou Clean Medical Products Manufacturing Corp. 
Address: No.9 Guangcong Road, Conghua Development District, Guangzhou, China. 
Zip code: 510990 

Medical Device: 
Name: Disposable Electronically Pulsed Lavage Suction Apparatus 
Model No.: W-203 UMDNS code: 12306 

Classification-Annex IX: C lass I I a , Rule 11 

Conformity Assessment Route: Annex V 

MD code: MD1104_1, IVIDS7006_1 

We, Guangzhou Clean Medical Products Manufacturing Corp., herevi^ith declare that the stated 
medical devices meet the transposition into national law, 

the provisions of Council Directive 
9 3 / 4 2 / E E C concerning medical devices; 

All supporting documentation is retained at the premises of the manufacturer. 
The manufacturer is exclusively responsible for the Declaration of Conformity. 

Standards applied: 
E N 556-1:2001/AC:2006, E N 1041:2008+A1:2013, E N ISO 10993-1:2018 ( ISO 10993-1:2018), E N ISO 
10993-5:2009 ( ISO 10993-5:2009), E N ISO 10993-7:2008/AC:2009 ( ISO 10993-7:2008/Cor 1:2009), E N 
ISO 10993-10:2010 ( I S O 10993-10:2010), E N ISO 11135:2014 ( ISO 11135:2014), E N ISO 11138-
1:2017 ( ISO 11138-1:2017), E N 15011138-2:2017 ( ISO 11138-2:2017), E N ISO 11607-1:2019 ( ISO 
11607-1:2019), EN ISO 11607-2:2019 ( ISO 11607-2:2019), E N ISO 11737-1:2018 ( ISO 11737-1:2018), 
E N ISO 11737-2:2009 ( ISO 11737-2:2009), E N ISO 13485:2016 ( ISO 13485:2016), E N ISO 14155:2011 
( ISO 14155:2011), E N ISO 14971:2012 ( ISO 14971:2007), E N ISO 15223-1:2016 ( ISO 15223-1:2016), 
E N 15986:2011, E N 60601-1 :2006/AC:2010/A1:2013 ( l E C 60601-1:2005/A1:2012) , E N 60601-1 -
2:2015 ( l E C 60601-1-2:2014), E N 62366-1:2015 ( l E C 62366-1:2015) 

Notified Body: 

Identification Number.-
(EC) Certificate(s): 

TUV SUD Product Service GmbH 
Ridlerstrasse 65, D-80339 Munchen, Germany 
0 1 2 3 

G 2 072067 0013 

E C I REP 
European Representative: 

SUNGO Europe B.V. Name: 
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands 

Start of CE-marking: 2013-11-08 

Place, Date of Declaration: 
Signature: 

Guangzhou, China., 2020-02-15 

Name: Margin Yu 
Position: i\/lanagement Representative 

C E Technical document Page: 1 of 1 Doc. No.: CE-01-01(203), Rev.: J 
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