=
<
S
™
-
==
LLl
(&)
L 4
(=
(=]
<<
(&)
™
e
==
LLl
=
¢
—
<<
<
>
©
-
—
o.
LLI
=
*
i
ol

J] =% =
A2 RE

A

ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q8 001338 0003 Rev. 00

Product Service

Holder of Certificate: Freudenberg Medical Plastic & Metal

Manufacturing (Shenzhen) Co. Ltd.
101 of Block 2, F1-3 of Block 2

F1 of Block 8 and F2 of Block 1

Beiguang Industrial Park, Liangbai Road

E Gong Ling Community, Pinghu Street

Longgang District

518111 Shenzhen City, Guangdong Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

A\ ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: The Provision of Production, Assembly and
Distribution Services of Non-sterile Injection
Molded Medical Components/Subassemblies

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?g=cert:Q8 001338 0003 Rev. 00

Report No.: GZ2313501
Valid from: 2023-08-31
Valid until: 2026-08-30

Date, 2023-07-11 C
'®l(‘\/

Christoph Dicks
Head of Certification/Notified Body

wpy 7 ®
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q8 001338 0003 Rev. 00

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Freudenberg Medical Plastic & Metal Manufacturing

(Shenzhen) Co. Ltd.

101 of Block 2, F1-3 of Block 2, F1 of Block 8 and F2 of Block 1,
Beiguang Industrial Park, Liangbai Road, E Gong Ling Community,
Pinghu Street, Longgang District, 518111 Shenzhen City,
Guangdong Province, PEOPLE'S REPUBLIC OF CHINA

Production, Assembly and Distribution of Non-sterile Injection
Molded Medical Components/Subassemblies

APEC (ASIA) LIMITED
5/F Manulife Place, 348 Kwun Tong Road, Kowloon, HONG
KONG

Management of Non-sterile Injection Molded Medical
Components/Subassemblies

un s ®
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

A iE iE $
iE$5. Q8 001338 0003 Rev. 00

ERRFEE ! MESERERTSHE (RY) ARLRA
R ARSAME FERIIH LK X T HEEI L 6K R Gk
fEXTWR28101, 257 BE1-3E, 85 BE1R. 157 &
582z 518111

NIERRE :

Y ENISO 13485

tuvsud.com/ps-cert

WESSH - AR B R B T A/ A A
AR AR RS

INEANATOV SUDP R RS ERAT ALK AT ELBIFTITTHERFMIIGEAERNTEERKR,
TOV BEERALN R INEMNFAEERERBABIEST, FERIPERHEL
www.tuvsud.com/ps-cert?q=cert:Q8 001338 0003 Rev. 00
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. Christoph Dicks
RIEAH#A, 2023-07-11

Head of Certification/Notified Body
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TUV SUD Product Service GmbH - Certification Body * RidlerstraBe 65 « 80339 Munich « Germany '|'['_'jv®
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

WA ik i

Product Service

iE$5. Q8 001338 0003 Rev. 00

TAE#RAE :

7=z

gE2mt2n

EN ISO 13485:2016
By ea il - R AR R - H AR

(ISO 13485:2016)
DIN EN ISO 13485:2016

MEEZEREREEFHA (RY ) FRLA
REARJMERERIND RN X T HEESL KGR R E%
EXRTUR25101, 28T BE1-3E, 85 BHEIR. 157 &
552/2 518111
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TUV SUD Product Service GmbH « Certification Body * RidlerstraRe 65 + 80339 Munich + Germany
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