1 DEKRA

CERTIFICATE

Number: 6053560

The management system of:

Suzhou GEMMED Medical
Instrument Co., Ltd.

A22 & 26 Science & Technology Development Zone, Jinnan Road, Jinfeng Tow
215625 Zhangjiagang City, Jiangsu
China

Scope:

Design and Development
Internal Spinal Fixation
External Fixation Syst %

g

Certificate expiry date:
Certificate effective d‘a’t
Certified since: A

B.T.M. Holtus al J.A. van Vugt ’
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
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ADDENDUM

Belonging to certificate: 6053559CEQ1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Issued to:

Suzhou GEMM

A22 & 26 Science & Tech
215625 Zhangjiagang City,
China

- Spinal Fusion Cages
- Intramedullary Nails //
- Orthopedic Fixation Nails' /
- External Fixation SxSt’e’r_ﬁs‘

//

Initial date: 18 July 2019
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DEKRA Certtification B.V.

&
B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344
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B> DEKRA

EC CERTIFICATE

Number: 6053559CEOQ1

Full Quality Assurance System

Directive 93/42/EEC on Medical devices, Annex Il excluding (4)

(Devices in Class lla, IIb or IIl)
W iy,

Manufacturer:
Suzhou G | Instrument Co;, Ltd)
A22 & 26 Scien ment Zone, Jinnan-Road/ < g’
215625 Zhangji
China
. //////’/’Lr
For the product cate 2%962‘ o P //// 2/ 5
Non-active orthopaedic d'é'vices/j«/%-/'/;

. L
DEKRA grants the right to use the EC-Notifi

// //,///;/ YS9 sd

Documents, that form the basis of this cért Cate/////////)
(T //, //,// /111

Certification Notice 6053559CN, initial ed/ 18 ,J;’/I%ZQ}&W y

Addendum, initially dated 18 July 201 117171711/

1
: /11777777
I,

/

L/ i 7 et bk i LS / ,f / / / 4
DEKRA hereby declares that the above mentioned r{ﬁ{a”n{;f,a/_ctju’reﬁfgfﬁlsﬂ ré’; ! ?\///an/t/ provisions of /B sl i
Hulpmiddelen', the Dutch transposition of the Gouncil Directive EC/of ddné 14/ 1993 concern

devices, including all subsequent amendments. The mandfacturer s'iméli/—;-iﬁ/éh éd 4 quality asst l;g ce/

i Syste

design, manufacture and final inspection for the' above/ mentioned, product category/in accordance to }n’g;pgéﬁ) io
Annex Il of Council Directive 93/42/EEC of June 14,1993 and is subject to periodical surveillance’ For placing 0
market of Class Ill devices an additional EC design examination certificate according to Annex I (4) is ;(If ndato
The necessary information related to the quality management system of the' ma ;Ufacti;fe’_r,,in’c;lpgiiﬁg‘,-fialc'ill’tiefs
reference to the relevant documentation, of the products concerned and the assessments performed, :
Certification Notice which forms an integrative part of this certificate. '~/ ////////// /. e

This certificate is valid until: 21 October 2021
Issued for the first time: 18 July 2019

DEKRA Certification B.V.

T A

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager
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