
EU Technica! Documentation Assessment С
Regulation (EU) 20L7 |745, Аппех IX Сhарtеr II

ertificate

MDR 7з6239 R000

bsi-

Manufacturer: TEKNIMED SAS

Address:
В rче du Corps Frапс Роmmiёs
Viс-еп-Вigоrrе
65500
Frапсе

Single Registration NчmЬеr:

Ву Roya| Сhаrtег

Starting Validiф Date: 2022-11-09

Expiry Date: 2027-11-08
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FОr and оп behalf of BSI, а Notified Body for the above Regulation (Notified Body Number 2797):

First Issue Date: 2о22-11-09

Current Issue Date: 2022-11-09
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Graeme ТчпЬridgе, Sепiоr Vice President

Scope: See attached Device Schedule
оп the basis of оur assessment of the technical documentation in ассоrdапсе with Regulation (EU) 2oL71745, Дппех
Ix chapter II, the technical documentation meets the requirements of the Regulation. Fоr the рlасiпg оп the market
of these devices ап additional Annex IX Сhарtеr I апd III certificate is required.
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Eu ъchnical Documentation Assessment certificate
Regulation (EU) 20L7|V45, Аппех IX Chapter II

MDR 7з62з9 R000

Device Schedule:

Intended Рчrроsе as реr the Instructions for Use: Вопе cements with gentamicin are.intended for fixation of prosthetic

components into bone medullar caviý iп arthroplasty procedures.

Risk Classification: Class III Implantable

Basic UDI-DI: 376017704BOlCS

Туре (Codes as реr (EU) 2017/2185): MDN 1102

Device паmе Viscosiý CataIoque NчmЬеr
GENTAFIX 1 Hiqh viscosity T040140G

GЕNТАFIХ З Low viscosity T040340G

GENTAFIX З MV Medium viscosiý T040341G

AMPLIFIX lG High viscosiý 1-0400201

AMPLIFIX ЗG Low viscosiЫ 1-040020з

BezGen 1 High viscosiý 410002

BezGen 3 Low viscosity 410004

BezGen ЗМV Medium viscosity 410005

BIOGENT I Hiqh viscosity 1 110 410 040

BIOGENT III Low viscosity 1 110 410 045

см-рх 1G Hiqh viscosity cMPXlG
см_рх зG Low viscosiý смрхзG
см-рх зGмV Medium viscosiý смрхзGмV
DYNABONE lG High viscosiф DYN-lG
DYNABONE ЗG Low viscosiW DYN-3G

DYNABONE ЗG MV Medium viscosity DYN_зGмV

EVocEM G1 High viscosity в01 401А

EVocEM Gз Low viscosiЫ в01 403А

IмрцвоND 1G High viscosiý D041140G

IMPLABOND ЗG Low viscosity D041з4OG

NexCem 1G High viscosiЫ PMQ1-40G

First Issue Date: 2022-11-09

Сurrепt Issue Date: 2022-11-о9

Starting Validity Date: 2022-11-09

Expiry Date: 2О27-11-О8
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EU TechnicaI Documentation Assessment Certificate
Regulation (ЁU) 20L7|745, Аппех IX Chapter II

MDR 7з62з9 R000

Device паmе ViscosiW catalosue Nчmьеr
NexCem ЗG Lot viscosiý рмQз-40G
NexCem ЗGМV Ме lium viscosiý рмQз-40GмV
oPTIсEM 1G Hic l viscosity с022
OPTICEM ЗG Lot viscosiý с044
oRcEM 1G Нig l viscosiý 17.0101
oRcEM зG Lot viscosiý 17.0102
РАЦFОМ GENTA 1 Hic l viscosiý L702
РАЦFОМ GENTA З Lot viScoSity |704
РАЦFОМ GENTA ЗGМV Medium viscosity 1705
PERFIX PLUS 1G Hic 870014
PERFIX PLUS ЗG Lot viscosiý 870012
ProstheSet 12 Hic l viscosiý MPBc12_T040140G
ProstheSet 11 Lои viscosity мрвсli_т040з4OG
ProstheSet 10 Medium viscosiý MPBc1O_T040341G
ROYAL CEMENT 1GT His t viscosity RM040140G
ROYAL CEMENT ЗGТ Low viscosity RM040340G
SINPLUS lG His t viscosiý 1015
SINPLUS ЗG Lol viscosiý з015
AthroCem lG Hig t viscosity 040140Gc
ArthroCem 3G Lol viscosiý 040з4OGс
ArthroCem ЗG МV Ме ium viscosiý 040341Gc
C-fix 1G Hig viscosiý 040140GA
C-fix 3G Low viscosiý 040з4OGА
C-fix 3G МV Ме ium viscosiý 040з4lGА
GentaCem 1 His viscosiý 040140GF
GentaCem З Lov viscosity 040з4OGF
GentaCem З MV Medium viscosiý 040з4lGF
Jointfix IG His viscosiý 040140GD
Jointfix ЗG Lov viscosiý 040з4OGD
Jointfix ЗG МV Mer um viscosiý 040з4lGD
oRTHocEM lG His viscosiф c040140G

First Issue Date: 2022-11-09

Счrrепt Issue Date: 2о22-11-о9

Starting validity Date: 2022-11-09

Expiry Date: 2027-11-08
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Device паmе Viscosiý cataloque Nчmьеr
ORTHOCEM ЗG Low viscosiЫ с040з4OG
ORTHOCEM ЗG MV Medium viscosity с040з4lG
Prosthefix 1G High viscosiý 040140GE
prosthefix ЗG Low viscosity 040340GE
Prosthefix ЗG MV Medium viscosity 040з4lGЕ
тЕксЕм 1G Hiqh viscosity B040140G

тЕксЕм зG Low viscosiW в040з4OG

ТЕКСЕМ ЗG МV Medium viscosiw в040з4lG
siqnature-x cement sv High viscosiý P/N191-14-4000
Siqnature-X Cement LV Low viscosiЫ P/N191-14_4001

Siqnature-X Cement MV Medium viscosity MVP/N 191_14-4002

Synth-X оН+ Hiqh viscosiЫ HGSX-oHP
Synth-X OL+ Low viscosiý Hc-SX-oLP
Synth-X ОМ+ Medium viscosiw Hc-SX-oMP

First Issue Date: 2022-11-09

Счrrепt Issue Date: 2022-11-09

Starting Validity Date: 2022-11-О9

Expiry Date: 2027-11-О8
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Date
счrrепt

First Issue Date: 2о22-11-09

Current Issue Date: 2022-11-09

i Action
i Issued

Starting Validiф Date: 2022-11-09

Expiry Date: 2027-11-08
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Eu Ъсhпiсаl Documentation Assessment certificate
Regulation (EU) 20L7 |745, Аппех IX Chapter II

CeЁificate History i

Reference NчmЬеr
3252756
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