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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 004593 0004 Rev. 03

Product Service

Holder of Certificate: Shenzhen Antmed Co., Ltd.

18 Jinhui Ave., Pingshan New District
518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

tuv-sud.com/ps-cart

Scope of Certificate:  Design and Development, Production, Sales and
Distribution of High Pressure Syringe, Control Syringe,
Color Syringe, Bladder Catheter Valve, Manifold,
Pressure Connecting Tube, Hemostasis Valve,
Introducer Set, Inflation Device, Positive Needlefree
Connector, Disposable Pressure Transducer,
Disposable Pressure Transducer Kit, Manifold Kit,
PTCA Kit, Injection Tubing System, L.V Catheter for
Single Use, Filling Device, Adaptor for High Pressure
Syringe, Multi-Patient Syringe System, Contrast Media
Injectors.

The Certification Body of TUV SUD 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). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 004593 0004 Rev. 03

Report No.: BJ20081102_2
Digitally signed by larovoi Petru
. Date: 2021.12.20 12:06:37 EET
Valid from: 2021-05-01 Reason: MoldSign Signature
Valid until: 2023-10-30 Location: Moldova
Date, 2021-04-07 Christoph Dicks

Head of Certification/Notified Body
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TUV SUD Product Service GmbH « Certification Body « Ridlerstrate 65 « 80339 Munich * Germany
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ZERTIFIKAT e CERTIFICATE

( DAKKS

+ Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 004593 0004 Rev. 03

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Shenzhen Antmed Co., Ltd.
18 Jinhui Ave., Pingshan New District, 518122 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

The Provision of Management Services for High Pressure Syringe,
Control Syringe, Color Syringe, Bladder Catheter Valve, Manifold,
Pressure Connecting Tube, Hemostasis Valve, Introducer Set,
Inflation Device, Positive Needlefree Connector, Disposable
Pressure Transducer, Disposable Pressure Transducer Kit,
Manifold Kit, PTCA Kit, Injection Tubing System, |.V Catheter for
Single Use, Filling Device, Adaptor for High Pressure Syringe,
Multi-Patient Syringe System, Contrast Media Injectors.

Shenzhen Antmed Co., Ltd.
46 Keiji Ave., Yuquan Industrial Park, Fenggang, 523696
Dongguan, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production, Sales and Distribution of
High Pressure Syringe, Control Syringe, Color Syringe, Bladder
Catheter Valve, Manifold, Pressure Connecting Tube, Hemostasis
Valve, Introducer Set, Inflation Device, Positive Needlefree
Connector, Disposable Pressure Transducer, Disposable Pressure
Transducer Kit, Manifold Kit, PTCA Kit, Injection Tubing System,
|.V Catheter for Single Use, Filling Device, Adaptor for High
Pressure Syringe, Multi-Patient Syringe System, Contrast Media
Injectors.

TUV SUD Product Service GmbH « Certification Body - Ridlerstrafie 65 » 80339 Munich + Germany
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***** Benannt durch/Designated by

* Zentralstelle der Lénder &
a4 | fur Gesundheitsschutz 2
® == * bei Arzneimitteln und ;
* * Medizinprodukten

Kk + #*  71G-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or lll)

No. G2 050079 0012 Rev. 01

Product Service

Manufacturer: Shenzhen Ant Medical Devices

Co., Ltd.

18 Jinhui Ave., Pingshan New District
518122 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH

(Europe)
Eiffestralle 80, 20537 Hamburg, GERMANY

Product High Pressure Syringe, Pressure Connecting Tube,
Category(ies): Injection Tubing System.

The Certification Body of TUV SUD 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 Ilb and Il devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: BJ1889907
Valid from: 2018-09-18
Valid until: 2023-09-17

Date, 2018-08-07 / W

Stefan Preil

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

TUV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 « 80339 Munich » Germany Tav
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ZERTIFIKAT & CERTIFICATE ®

*{( ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander S
fur Gesundheitsschutz 2
= bei Arzneimitteln und 2
* w Medizinprodukten §

of" Y #* 71G-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or Ill)

No. G2 050079 0012 Rev. 01

%
I
F
,},t»

Fac“ity(ies): Shenzhen Ant Medical Devices Co., Lid.
18 Jinhui Ave., Pingshan New District, 518122 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

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

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstralle 65 » 80339 Munich « Germany

Product Service
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