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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

CERTIFICATE
No. Q2N 16 06 95446 001

Holder of Certificate: Wuhu Ruijin Medical Instrument & Device
Co., Ltd.

No.33, Wanchun Road

Economic and Technological Development Zone
241000 Wuhu City, Anhui Province

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Wuhu Ruijin Medical Instrument & Device Co.,
Ltd.
No0.33, Wanchun Road, Economic and
Technological Development Zone, 241000 Wuhu
City, Anhui Province, PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

_ ENIsO1346s /4

tuv-sud.com/ps-cert

Scope of Certificate: Production and Distribution of
Medical Electric Saw Dirill,
Medical Electric Drill,
Medical Electric Saw,
Saw Blade,
Drill Bit,
Autoclavable Box,
Flexible Reamer

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established 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.: SH16104901
Valid from: 2016-11-08
Valid until: 2019-11-07

Date, 2016-11-08 %

Stefan Preil
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

» - )
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany OV
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ZERTIFIKAT & CERTIFICATE o 5

Froduct Service

CERTIFICATE

No. Q2N 16 06 95446 001

Holder of Certificate: Wuhu Ruijin Medical Instrument & Device
Co., Ltd.

No.33, Wanchun Road
Eccnomic and Technoiogical Development Zone

241000 Wuhu City  Anhui Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Wuhu Ruijin Medical Instrument & Device Co.,
Ltd,
Nc.33, Wanchun Road, Economic and
Technological Development Zone. 241000 Wuhu
City, Anhul Province PEOPLE'S REPUBLIC OF
CHINA

Certification Mark:

b ENe0 13aas

|uv-tud.comips-cer

Scope of Certificate: Production and Distribution of
Medical Electric Saw Drill,
Medical Electric Drill,
Medical Electric Saw,
Saw Blade,
Drill Bit,
Autoclavable Box,
Flexible Reamer

Applied FN ISD 134852012 +AC:2012
Standa rd(g]: WMedical devices - Qualty management syslems -
rRequirements for regulatory purbosses
(1ISC 134852003 +Tar. 1:2009)
RIN EN 150 13485:2012
The Cerifiration Bady of TUV SUD Produci Service GmbH czrifies that the company mentioned
above has established and is maintaining a guality management system r,'é’ﬁr:!ud[ng subclause
7.3}, which meets the requiremenis of the listed s:andardis}. Sce alsa notes overleaf

Report No.: SH1&104901

Valid from: MN16-11-08
Valid until: 2019-11-07

Date, 2018-11-08 %

Siefan Prailk
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