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ZERTIFIKAT @ CERTIFICATE o

Product Service

CERTIFICATE

No. Q6 18 01 68903 025

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Smartdata Suzhou Co., LTD
F4, Building 7, 198 Jinshan Road

215011 Suzhou, Jiangsu

PEOPLE'S REPUBLIC OF CHINA

ENISO 13485 /

tuv-sud.com/ps-cert

Production and Distribution of
Disposable Podiatry Set,

Disposable Tourniquet,

Forceps, Scissors, Needle Holder/Clamp,
Speculum, Hook/Chopper, Punch,
Marker/Caliper, Fixation Ring, Peeler,
Lasek Alcohol Well, Retractor,

Curette, Dilator, Depressor,

Lasik Cannula (Single Hole at Tip),
Irrigation Aspiration Cannula,
Vitreo-Retinal Instrument,

Ophthalmic Surgical Customized Pack,
IV Bag Safety Connector,

Trimano Application-Dressing Tray Pack,
Disposable Biopsy Valve,

Disposable Endoscope Bite Block and
Disposable Endoscope Valves Set
(Air/Water Valve, Suction Valve and Biopsy Valve),
Single Use Suction Tubes,

Disposable Suction Cannulas,

Single Use Elastic Stay Retractor and
Disposable Endoscope Polyp Trap

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has eslablished and is maintaining a quality management system (excluding subclause
7.3), which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2018-03-06
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV

SH1740715

2018-03-06
2021-02-28

[ o]

Stefan Preil

(( DAKKS

Deutsche

Akkreditierungsstelle
DZM 113210100

®



DAKKS CRT2 / A4 07.17 ZM

-
<L
(&)
e
=
(==
LL
(5 )
*
o
(=]
<<
(&)
e
|._
==
LLl
(&)
2
—
<
P
=
o
=
|—
.
LLl
(&)
4
i
oi
2(1{=+4

(13|
e {|=%
RD
<[1IT
2
LLl
|—
=L
Q
Ll
-
==
LLl
(&)
2
|.—
=L
xz
S
=
(='=
Ll
N

Producl Service

CERTIFICATE
No. Q6 18 01 68903 025

Applied Standard(s): EN SO 13485:2016
Medical devices - Quallty management systems -
Requirements for regulatory purposes
(1ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Smartdata Suzhou Co., LTD
F4, Building 7, 198 Jinshan Road, 216011 Suzhou,
Jiangsu, PEOPLE'S REPUBLIC OF CHINA
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TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany

(( DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-11321-01-00
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