
bsi-
EU Quality Management System Certificate
Regulation (EU) 20t71745, Аппех IX Сhарtеr I and III

MDR 7L9475 R000

Мапчfасtчrеr: TEKNIMED SдS

Address:
В rue du Соrрs Frапс Роmmiёs
Viс-еп-Вigоrrе
65500
Frапсе

Single Registration NчmЬеr: t-t{-MF-000001224

Scope: See attached Device Schedule
On the basis of очr examination of the qualiý system in accordance with Regulation (EU) 2OL71745, Аппех IX
Chapter I and III, the qualiý system meets the requirements of the Regulation. Fоr the placing оп the market of
Class III and Class IIЬ implantable devices ап Аппех IX Chapter II certificate is required.

Fоr and on behalf of BSI, а Notificd tJody fоr the above Rcgulation (Notified Body Number 2797):

/----\
\ч r--_--- \ ч-ь*Ь.iАр--<

Graeme Tunbridge, Sепiоr Vice President Medical Devices

First Issue Date: 2021-L2-z2

Current Issue Date; 2022-11-09

Stafting Validiф Date: 2022-t1-09

Expiry Date: 2O26-L2-2L
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EU Quality Management System Certificate
Regulation (EU) 20L71745, Аппех IX Chapter I and III

:

MDR 7L9475 R000 ,

Device Schedule: Class III devices апd Class IIЬ Devices

Class III, Implantable
Bi оа bsoibi ые .,, п,о,-,l restri(.tor -- Св ЙtСirj i, С|ЁДксur гsо tз t-ock,
QUIRURFIX, tЧЕСГАРt-UG, NEPTUNPLUG, CemQ Tekstop, ic ct:nlent
restrictor rеsоrЬаЬlе, [3-Plug, C[)S l)l(l(]

Synthetic Ьопе substitutes - СЕttДt]()RlЧ, liYDROSUt]
Вопе cements with gentamicin - GEN IДf:iХ, ДМРt_tt-ii С, Ш.rС",l,
BIOGENT, СМ-РХ G, DYNABONE G, ЕVОСI:lЧ G, IMPЦBOND G, NexCem
G, OPTICEM G, ORCEM G, РАИFОlЧ GЕN'ГД, PERFIX Pt.lJS; G, ProstheSet,
ROYAL CEMENI; SINPLUS G, АrthrоСс:m G, C-fix G, Genta(-r:tll, Jointfix G,
ORTHOCEM G, ProsthefJx GlTEKqI:M G, Siqnature-X c()lllent, liyrrth-X

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

Intende""d р_l1црg99
See MDR 7з6238

S99 МО[ 1_J7Э5!,
See MDR 7З62з9

Ву Royal Сhагtег

Device(s) Risk classification

О,tЙорiЁОiс ЙЙt' ЁБр;i;liоп i,,C i ppli..ti", Cirit., i i,,l
kits

Class Is

Fоr Class Is devices, the Nolified Iiос]у сrltlГоrпli[у at;s;c:;:;tnclll il; liilritcd to the aspects relating to establishing, securing and
maintaining sterile conditlons,

First Issue Date: 2021-L2-22

Сurrепt Issue Date: 2022-11-09

Starting Vаlidiф Date: 2022-11-09

Expiry Date: 2026-12-21
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bsi-
EU Quality Мапаgеmепt System Certificate
Regulation (EU) 2017|745, Аппех IX Chapter I and III

MDR 7Lg475 Ro00

Certificate History

Date
2021-12-22
2022-06-t7

2022-07-21,

Сurrепt

Referctlce NчmЬеr
з090 169

зоgs4ёi

зтzsвt,l

з z zз о|l l;

, *ijtl*,sft:{j Jl ?),ii { {,I a,,jl_Jil: .lЙ';ii,-;ti]o| lti-!)l-:\,, ijli}ii{,j, {r,.jl),;,}

Ву Royal Сhагtег

First Issue Date: 2021-L2-22

Сurrепt Issue Date: 2022-11-09
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Дrпtэпdеd - Approval оf subcontractors
5iullplemented - addition of Orthopaedic cement рrераrаtiоп and
;l1l1liic:ation devices and kits
StlllJllemented - Addition of synthetic Ьопе substitutes CERAFORM
;,tlll lll[)ROSUB.
. , , ltjmented - Addition of bone cements with gentamicin -
{ ,i i ] i/\FIX. AMPLIFIX G, BezGen, вIоGЕNI, см-рх G, DYNABONE G,
LV(X-EM G, IMPЦBOND G, NexCem G, OPTICEM G, ORCEM G,
I'lii i [jОМ GENTA, PERFIX PLUS G, ProstheSet, ROYAL CEMENI
:.;i ]i'L_US G, ArthroCem G, C-fix G, GentaCem, Jointfix G,
( ]:], i liOCEM G, Prosthefix G, ТЕКСЕМ G, Signature-X cement, Synth-

, , ] :Ced - Administrative updates to previous history entry
.. . J\i1o/

Starting Validiý Date: 2022-11-09

Expiry Date: 2O26-L2-2L

...making excellence а habit]-

Page З of З

linQ ifiairr'ci,lirrr* tl i,l,re ltlc;ltirerntl!_1tý oi |ile lФýtjli,}tion ат dern0illt|aiod

cOili.rai]t.

i ii,,ili i,., ',i]ii!t.i il-; сl*пс|iiir:п;rl оll lj ,, i..]апilfзсturеr's qHality лч
,Ili. i+l.i1. r;:ra,i ill,il".,,rljliJl}t].e,ifi]iVli]i{,1;; {]i 1},., l'(lt'J'(}('B(\dv.
ilc;t+ l l, ll]|ii,iеa; flЁcilonil:a}iy ;ni ri; l_.ilLinc Ьу the (crrdjtj*lll;

|t1l1 i. -,

!lt:i]: i}

i]iy()!.l j) .ji {].0:,l:pi]n ja|]r.




		2023-03-16T09:20:31+0200
	Moldova
	MoldSign Signature




