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EU Quality Assurance Certificate

Regulation (EL) 2017/745, Annex XI Part A

MDR ====1== ===t

By Royal Charter

Manufacturer: Changzhou Centrau Medical Instrument Co., Ltd.

Ad dress:

{Building 5) Mo.5, Hexiang Road

Jiangsu Wujin Eonomic Development Zone
Changzhou

213000

China

Single Registration Number: CN-MF-000027491

EU Authorised Representative: Phoenix Medtech GmbH

Address:

Koenigsberger Strasse-11
64839 Muenster Hessen
Gemany

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017745, Annex X1 part A,
the quality system meets the requinements of the Regulation. For the placng on the market of Class 1 and Oass b
devices an additional Annex X certificate is required.

For and on behalf of BSI, a Notified Body fiar the above Regulation (Notified Body Mumber 2797):

g e

Grasme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2025-07-18 Starting Validity Date: 2025-07-18
Current lssue Date: 2025-07-18 Expiry Date: 2030-07-17

..making excellence a habit’
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validity of this centificate is concitiond on he®anuisduna’s qualty systern bang mantaned to the mquiremeants of the Begulation a5 demon srated
fhrough the requined survsiisnce aciviSes of the Notified Body.
This castificates v immued sledronically and & bound by the ondiSions of the ontmct.

Ml Contact: BE] Group The Metharlands B3, Say Bulding, Jobn M. Eepespein 9, 1068 P fostendam, Metherbands. T + 31 §0) 50 346 07 80
Corporate Contact B5['Group Assurance Limited, regstered in England under numbber (35540 2t 329 (hiswick Migh Foad, London, W S8L, U
A Member of the 35l Group of Companies.



bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

By Royal Charter

Device Schedule: Class Ila, Custom-made and other devices

Device(s) _ Risk Qassification =
Measure Ruler (ass Im, Jass Ir
Retractor (ass Ir
Osteoiome A (ass Ir .
[Forceps Oass Ir
Guide Slesve (ass Ir
Guide Device Oass Ir
Bender (ass Ir
Cutter (ass Ir
Sorevadriver Oass Ir
Hande (ass Ir
Template (ass Ir
Hook (ass Ir
Al (ass Ir
Naills Guide Device Component Part Oass Ir
Shiding Hammer Component Part Oass Ir
Protector (ass Ir
Reductor (ass Ir
Trid (ass Ir
_Reamer (ass Ir | |
Tap (ass Ir
Guide Wire (ass Ir
Flexitle Reamer Oass I
Rasp (ass Ir
Curette (ass Ir
First Issue Date: 2025-07-18 Starting Validity Date: 2025-07-18
Current Esue Date: 2025-07-18 Expiry Date: 2030-07-17
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allidity of fhis centificate is conditiondl on FeMaruiscurers quality system bsng mantansd to the rquirem ents of the Regulation s demon sirated
rough the required surnsiisnce activities of fhe Kotifed Body.
Thiz certificate v mmied slecronically and & bound by the mondiSors of the ontect.

M8 Contact: BS] Graup The Metherlands B, Say Bulding, John M. Esynesplein 9, 1068 B?, Amstendam, Nethedands. Tel: + 31 f0) 20 346 07 80
Corpomite Contart B5['Group Assurance Limited, regstered in England under numiber 054355460 at 383 Chiswick High Road, London, W 46 UK
& Memniber of the BS] Group of Companies.
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Device Schedule: Class Ila, Custom-made and other devices

Device(s) Risk Qassification

Trawma Instrument Set Series Oass Im, Jass Ir

Cervical and Spine Instnament Sat Senies (Oass Im, Oass I

Joints Instrement Set Sanes VA Oass Im, Jass Ir 7 . i 1S
Sports Medidne Instnament Set Sanes Oass Im, Oass I

Dental Instrument Set Seres Oass Ir

[ror (Jass Im devices, the Notified Body conformity assessment is limited to the aspects relating to the conformity of the devices
with the metrodogical requirements.

[For (lass Ir devices (Class 1 re-usable sungical instrumenits), the Notified Body confommity assessment ks limited to the aspects
redating to the reuse of the device.

First Issue Date: 2025-07-18 Starting Validity Date: 2025-07-18
Current lssue Date: 2025-07-18 Expiry Date: 2030-07-17
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Validity of this centificate i conditional on e #anuiscurers quality system bang mantaned to the equirements of the Regulafion = demon srated
frough the requinsd survsiisncs sdtiviSies of She Notified Body.
Thiz cast ficate v immed slecdronically snd & bound by the condSiors: of the ontect

bl Contact: BS] Group The Netheriands B, Say Bulding, Jobhn M K=pnesplein 9, 1066 B? Aemstendem, Nethedands: T + 31 @) 20 346 07 80
Corporate Contact: BSINGnoup Assurance Limited, registered in England under number 05435540 at 383 Chiswick High Road, London, W S8, LK
& Memiber of the 85l Growp of Companies.
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Certificate History
o i NG
Date Reference Number Action
Current ! I=ued
First Issue Date: 2025-07-18 Starting Validity Date: 2025-07-18
Curmrent lEsue Date: 2025-07-18 Expiry Date: 2030-07-17
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vialidity of Shis centificate i condtiondl on $e S anuiscurers quality systemn bang mantaned to the mquirements of the Beguiation s demon srated
frough the requinsd survsiisncs sciviSes of the Notified Body.

Thiz cast ficate vess immued slecronically and & bound by the condiSiors: of the ontmct.

kil Contact: BS] Grosp The Ketheriands B, Say Bulding, Jobn M. E=esplein 9, 1066 B? fresterdam, Bethedands. T + 31 @) 20 346 07 80
Corporate Contact BS['Group Assurance Limited, registered in Englan d under number (5435560 2t 329 Chiswick: Migh Boad, London, W S8L, L
A Member of the 35 Grogp of Companies.



