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* * *** Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

* * #* BS-MDR-099

www.zlg.de

Product Service

EU Technical Documentation Assessment Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

Manufacturer: Limacorporate S.p.A.
Via Nazionale, 52
33038 Villanova di San Daniele del Friuli (UD)
ITALY

SRN Manufacturer: IT-MF-000010690

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has drawn
up and presented a Technical Documentation according to Annex Il and Ill of the Regulation (EU)
2017/745 on medical devices. Details on devices covered by the Technical Documentation are
described on the following page(s)

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The technical documentation assessment
included an assessment of the clinical evaluation assessment.

The conformity assessment has been carried out according to Annex IX chapter Il of this regulation
with a positive result.

Changes to the approved device, where such changes could affect the safety and performance of the
device or the conditions prescribed for use of the device, shall require approval from the notified body
TUV SUD Product Service GmbH.

In order to place the devices on the market with CE-marking, an EU Quality Management System
Certificate pursuant to Annex IX chapters | and lll is necessary in addition to this EU Technical
Documentation Assessment Certificate. All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:G70 075731 0078 Rev. 00

Report No.: ITA1690909
Valid from: 2023-03-31
Valid until: 2028-03-30
C'@’\/
Christoph Dicks
Issue date: 2023-03-31 Head of Certification/Notified Body
Page 1 of 13

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G70%20075731%200078%20Rev.%2000
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&

www.zlg.de

Product Service

EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

Classification:
Device Group:

Basic UDI-DI:

Intended Purpose:

Device(s):

Classification:
Device Group:

Basic UDI-DI:

Intended Purpose:

Device(s):

Classification:
Device Group:

Basic UDI-DI:

Intended Purpose:

Device(s):

Classification:
Device Group:
Basic UDI-DI:

Intended Purpose:

Device(s):

Classification:
Device Group:

Basic UDI-DI:

Intended Purpose:

Device(s):
Classification:
Device Group:

Basic UDI-DI:

Page 2 of 13

Class Il

P0909030101 - BICOMPARTMENTAL PRIMARY IMPLANT
CEMENTED FEMORAL COMPONENTS

80333903K001DT

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body

KR Femoral components - cemented (CoCrMo)

Class I

P0909030101 - BICOMPARTMENTAL PRIMARY IMPLANT
CEMENTED FEMORAL COMPONENTS

80333903K001DT

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body
CR Femoral components - cemented (CoCrMo)

Class Il

P0909030101 - BICOMPARTMENTAL PRIMARY IMPLANT
CEMENTED FEMORAL COMPONENTS

80333903K001DT

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body

PS Femoral components - cemented (CoCrMo)

Class I

P09098099 - KNEE PROSTHESES - ACCESSORIES - OTHER
80333903K003DX

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body
Pegs for PS femoral components (CoCrMo)

Class Il

P090903020104 - BICOMPARTMENTAL PRIMARY IMPLANT
CEMENTED FIXED BEARING TIBIAL PLATES

80333903K001DT

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body

Tibial plates - cemented (Ti6AI4V + UHMWPE)

Class I

P090903020202 - BICOMPARTMENTAL PRIMARY IMPLANT
FIXED BEARING TIBIAL INSERTS

80333903K001DT

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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* * *** Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

BS-MDR-099

www.zlg.de

&

Product Service

EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

Intended Purpose:

Device(s):

Classification:
Device Group:

Basic UDI-DI:
Intended Purpose:

Device(s):

Classification:
Device Group:

Basic UDI-DI:
Intended Purpose:

Device(s):

Classification:
Device Group:
Basic UDI-DI:
Intended Purpose:

Device(s):

Classification:
Device Group:
Basic UDI-DI:
Intended Purpose:

Device(s):
The validity of this certificate

depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report
00 2023-03-31 ITA1690909

Page 3 of 13

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body
KR liners (UHMWPE)

Class Il

P090903020202 - BICOMPARTMENTAL PRIMARY IMPLANT
FIXED BEARING TIBIAL INSERTS

80333903K001DT

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body

CR liners (UHMWPE)

Class I

P090903020202 - BICOMPARTMENTAL PRIMARY IMPLANT
FIXED BEARING TIBIAL INSERTS

80333903K001DT

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body
PS liners (UHMWPE)

Class Il
P0909800602 - KNEE PROSTHESES TIBIAL STEMS
80333903K002DV

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body

Tibial stems (Ti6AI4V)

Class Il

P0909070201 - PATELLAR COMPONENTS, MONOBLOCK
80333903K002DV

Physica System is intended for the cemented knee joint
replacement and for long-term implantation inside the human body
Patellar prosthesis (UHMWPE)

Description
Initial issuance

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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BS-MDR-099

Product Service

EU Technical Documentation Assessment Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

KR Femoral components - cemented (CoCrMo)
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PHYSICA KR FEMUR COMP.RIGHT #1 CEMENTED - COCRMO 6511.09.110
PHYSICA KR FEMUR COMP.RIGHT #2 CEMENTED - COCRMO 6511.09.120
PHYSICA KR FEMUR COMP.RIGHT #3 CEMENTED - COCRMO 6511.09.130
PHYSICA KR FEMUR COMP.RIGHT #4 CEMENTED - COCRMO 6511.09.140
PHYSICA KR FEMUR COMP.RIGHT #5 CEMENTED - COCRMO 6511.09.150
PHYSICA KR FEMUR COMP.RIGHT #6 CEMENTED - COCRMO 6511.09.160
PHYSICA KR FEMUR COMP.RIGHT #7 CEMENTED - COCRMO 6511.09.170
PHYSICA KR FEMUR COMP.RIGHT #8 CEMENTED - COCRMO 6511.09.180
PHYSICA KR FEMUR COMP.RIGHT #9 CEMENTED - COCRMO 6511.09.190
PHYSICA KR FEMUR COMP.RIGHT #10 CEMENTED - COCRMO 6511.09.1A0
PHYSICA KR FEMUR COMP. LEFT #1 CEMENTED - COCRMO 6511.09.510
PHYSICA KR FEMUR COMP. LEFT #2 CEMENTED - COCRMO 6511.09.520
PHYSICA KR FEMUR COMP. LEFT #3 CEMENTED - COCRMO 6511.09.530
PHYSICA KR FEMUR COMP. LEFT #4 CEMENTED - COCRMO 6511.09.540
PHYSICA KR FEMUR COMP. LEFT #5 CEMENTED - COCRMO 6511.09.550
PHYSICA KR FEMUR COMP. LEFT #6 CEMENTED - COCRMO 6511.09.560
ry PHYSICA KR FEMUR COMP. LEFT #7 CEMENTED - COCRMO 6511.09.570
%l(lul:; PHYSICA KR FEMUR COMP. LEFT #8 CEMENTED - COCRMO 6511.09.580
»mg PHYSICA KR FEMUR COMP. LEFT #9 CEMENTED - COCRMO 6511.09.590
g PHYSICA KR FEMUR COMP.LEFT #10 CEMENTED - COCRMO 6511.09.5A0
L 4
Ll CR Femoral components - cemented (CoCrMo)
: PHYSICA CR FEMUR COMP.RIGHT #1 CEMENTED - COCRMO 6513.09.110
2 PHYSICA CR FEMUR COMP.RIGHT #2 CEMENTED - COCRMO 6513.09.120
t PHYSICA CR FEMUR COMP.RIGHT #3 CEMENTED - COCRMO 6513.09.130
- PHYSICA CR FEMUR COMP.RIGHT #4 CEMENTED - COCRMO 6513.09.140
5 PHYSICA CR FEMUR COMP.RIGHT #5 CEMENTED - COCRMO 6513.09.150
W PHYSICA CR FEMUR COMP.RIGHT #6 CEMENTED - COCRMO 6513.09.160
PHYSICA CR FEMUR COMP.RIGHT #7 CEMENTED - COCRMO 6513.09.170
¢ PHYSICA CR FEMUR COMP.RIGHT #8 CEMENTED - COCRMO 6513.09.180
PHYSICA CR FEMUR COMP.RIGHT #9 CEMENTED - COCRMO 6513.09.190
: PHYSICA CR FEMUR COMP.RIGHT #10 CEMENTED - COCRMO 6513.09.1A0
: PHYSICA CR FEMUR COMP.LEFT #1 CEMENTED - COCRMO 6513.09.510
— PHYSICA CR FEMUR COMP.LEFT #2 CEMENTED - COCRMO 6513.09.520
IE Page 4 of 13
Ll TUV SUD Product Service GmbH is Notified Body with identification no. 0123
N TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany TUV®




=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

aaE s

ZERTIFIKAT o CERTIFICATE o

i !Lé ** fiir Gesundheitsschutz

** *** Benannt durch/Designated by

Zentralstelle der Lander
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EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

&

Product Service

PHYSICA CR FEMUR COMP.LEFT #3 CEMENTED - COCRMO 6513.09.530
PHYSICA CR FEMUR COMP.LEFT #4 CEMENTED - COCRMO 6513.09.540
PHYSICA CR FEMUR COMP.LEFT #5 CEMENTED - COCRMO 6513.09.550
PHYSICA CR FEMUR COMP.LEFT #6 CEMENTED - COCRMO 6513.09.560
PHYSICA CR FEMUR COMP.LEFT #7 CEMENTED - COCRMO 6513.09.570
PHYSICA CR FEMUR COMP.LEFT #8 CEMENTED - COCRMO 6513.09.580
PHYSICA CR FEMUR COMP.LEFT #9 CEMENTED - COCRMO 6513.09.590
PHYSICA CR FEMUR COMP.LEFT #10 CEMENTED - COCRMO 6513.09.5A0
PS Femoral components - cemented (CoCrMo)
PHYSICA PS FEMUR COMP.RIGHT #1 CEMENTED - COCRMO 6515.09.110
PHYSICA PS FEMUR COMP.RIGHT #2 CEMENTED - COCRMO 6515.09.120
PHYSICA PS FEMUR COMP.RIGHT #3 CEMENTED - COCRMO 6515.09.130
PHYSICA PS FEMUR COMP.RIGHT #4 CEMENTED - COCRMO 6515.09.140
PHYSICA PS FEMUR COMP.RIGHT #5 CEMENTED - COCRMO 6515.09.150
PHYSICA PS FEMUR COMP.RIGHT #6 CEMENTED - COCRMO 6515.09.160
PHYSICA PS FEMUR COMP.RIGHT #7 CEMENTED - COCRMO 6515.09.170
PHYSICA PS FEMUR COMP.RIGHT #8 CEMENTED - COCRMO 6515.09.180
PHYSICA PS FEMUR COMP.RIGHT #9 CEMENTED - COCRMO 6515.09.190
PHYSICA PS FEMUR COMP.RIGHT #10 CEMENTED - COCRMO 6515.09.1A0
PHYSICA PS FEMUR COMP. LEFT #1 CEMENTED - COCRMO 6515.09.510
PHYSICA PS FEMUR COMP. LEFT #2 CEMENTED - COCRMO 6515.09.520
PHYSICA PS FEMUR COMP. LEFT #3 CEMENTED - COCRMO 6515.09.530
PHYSICA PS FEMUR COMP. LEFT #4 CEMENTED - COCRMO 6515.09.540
PHYSICA PS FEMUR COMP. LEFT #5 CEMENTED - COCRMO 6515.09.550
PHYSICA PS FEMUR COMP. LEFT #6 CEMENTED - COCRMO 6515.09.560
PHYSICA PS FEMUR COMP. LEFT #7 CEMENTED - COCRMO 6515.09.570
PHYSICA PS FEMUR COMP. LEFT #8 CEMENTED - COCRMO 6515.09.580
PHYSICA PS FEMUR COMP. LEFT #9 CEMENTED - COCRMO 6515.09.590
PHYSICA PS FEMUR COMP.LEFT #10 CEMENTED - COCRMO 6515.09.5A0
Pegs for PS femoral components (CoCrMo)
| Pegs for PS femoral components 6515.09.900

Page 5 of 13
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Tibial plates - cemented (Ti6Al4V + UHMWPE)

&

Product Service
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TS PHYSICA FIXED TIBIAL TJII—lAl\-/II-\I/EVﬁE CEMENTED - TIGAL4V + 6522.15.010

- PHYSICA FIXED TIBIAL PLATE #2 CEMENTED - TIGAL4V +

o UHMWPE 6522.15.020

L -

o PHYSICA FIXED TIBIAL FL)JII—iAl\-/II—\I/Evlﬁ?E CEMENTED - TIGAL4V + 6522.15.030

¢ PHYSICA FIXED TIBIAL TJII-iAI\-/II—\I/EVﬁLé CEMENTED - TIGAL4V + 6522.15.040

: PHYSICA FIXED TIBIAL TJII-iAI\-/Il—\I/EVﬁg CEMENTED - TIBAL4V + 6522.15.050

x PHYSICA FIXED TIBIAL PLATE #6 CEMENTED - TIGAL4V +

< UHMWPE 6522.15.060

.e. PHYSICA FIXED TIBIAL I;II_'A'\'/II'\I/EVﬁE CEMENTED - TIBAL4V + 6522.15.070

>

- PHYSICA FIXED TIBIAL IDII_'A'\'/II'\I/E\;% CEMENTED - TIBAL4V + 6522.15.080

o.

:: PHYSICA FIXED TIBIAL ITJIHA'\'/II'\I/EVﬁSé CEMENTED - TIBAL4V + 6522.15.090
PHYSICA FIXED TIBIAL PLATE #10 CEMENTED - TI6AL4V +

V'S UHMWPE 6522.15.0A0

I KR liners (UHMWPE)

o

%y'L:J:; PHYSICA KR TIB. LINER RIGHT #1 H.10MM - UHMWPE 6531.50.110

""g PHYSICA KR TIB. LINER RIGHT #1 H.11MM - UHMWPE 6531.50.111

g PHYSICA KR TIB. LINER RIGHT #1 H.12MM - UHMWPE 6531.50.112

< PHYSICA KR TIB. LINER RIGHT #1 H.14MM - UHMWPE 6531.50.114

w PHYSICA KR TIB. LINER RIGHT #1 H.16MM - UHMWPE 6531.50.116

— PHYSICA KR TIB. LINER RIGHT #1 H.20MM - UHMWPE 6531.50.120

g PHYSICA KR TIB. LINER RIGHT #2 H.10MM - UHMWPE 6531.50.210

p— PHYSICA KR TIB. LINER RIGHT #2 H.11MM - UHMWPE 6531.50.211

t PHYSICA KR TIB. LINER RIGHT #2 H.12MM - UHMWPE 6531.50.212

E PHYSICA KR TIB. LINER RIGHT #2 H.14MM - UHMWPE 6531.50.214

1T PHYSICA KR TIB. LINER RIGHT #2 H.16MM - UHMWPE 6531.50.216

(8] PHYSICA KR TIB. LINER RIGHT #2 H.20MM - UHMWPE 6531.50.220

‘ PHYSICA KR TIB. LINER RIGHT #3 H.10MM - UHMWPE 6531.50.310

PHYSICA KR TIB. LINER RIGHT #3 H.11MM - UHMWPE 6531.50.311

IE PHYSICA KR TIB. LINER RIGHT #3 H.12MM - UHMWPE 6531.50.312

N PHYSICA KR TIB. LINER RIGHT #3 H.14MM - UHMWPE 6531.50.314

: PHYSICA KR TIB. LINER RIGHT #3 H.16MM - UHMWPE 6531.50.316

I: PHYSICA KR TIB. LINER RIGHT #3 H.20MM - UHMWPE 6531.50.320

o Page 6 of 13

Ll TUV SUD Product Service GmbH is Notified Body with identification no. 0123

N TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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t Product Service
E EU Technical Documentation Assessment Certificate (MDR)
w Pursuant to Regulation (EL_J) 2017/745 on Medicgl Devices, Annex IX Chapter lI
o (Implantable Class lIb Devices and Class Ill Devices)
No. G70 075731 0078 Rev. 00
L 4
o
a PHYSICA KR TIB. LINER RIGHT #4 H.10MM - UHMWPE 6531.50.410
<g PHYSICA KR TIB. LINER RIGHT #4 H.11MM - UHMWPE 6531.50.411
2 PHYSICA KR TIB. LINER RIGHT #4 H.12MM - UHMWPE 6531.50.412
t PHYSICA KR TIB. LINER RIGHT #4 H.14MM - UHMWPE 6531.50.414
- PHYSICA KR TIB. LINER RIGHT #4 H.16MM - UHMWPE 6531.50.416
E PHYSICA KR TIB. LINER RIGHT #4 H.20MM - UHMWPE 6531.50.420
(&) PHYSICA KR TIB. LINER RIGHT #5 H.10MM - UHMWPE 6531.50.510
V'S PHYSICA KR TIB. LINER RIGHT #5 H.11MM - UHMWPE 6531.50.511
PHYSICA KR TIB. LINER RIGHT #5 H.12MM - UHMWPE 6531.50.512
: PHYSICA KR TIB. LINER RIGHT #5 H.14MM - UHMWPE 6531.50.514
N PHYSICA KR TIB. LINER RIGHT #5 H.16MM - UHMWPE 6531.50.516
= PHYSICA KR TIB. LINER RIGHT #5 H.20MM - UHMWPE 6531.50.520
S PHYSICA KR TIB. LINER RIGHT #6 H.10MM - UHMWPE 6531.50.610
= PHYSICA KR TIB. LINER RIGHT #6 H.11MM - UHMWPE 6531.50.611
E PHYSICA KR TIB. LINER RIGHT #6 H.12MM - UHMWPE 6531.50.612
L PHYSICA KR TIB. LINER RIGHT #6 H.14MM - UHMWPE 6531.50.614
) PHYSICA KR TIB. LINER RIGHT #6 H.16MM - UHMWPE 6531.50.616
¢ PHYSICA KR TIB. LINER RIGHT #6 H.20MM - UHMWPE 6531.50.620
PHYSICA KR TIB. LINER RIGHT #7 H.10MM - UHMWPE 6531.50.710
ﬂﬂﬂl PHYSICA KR TIB. LINER RIGHT #7 H.11MM - UHMWPE 6531.50.711
?izn(lu::! PHYSICA KR TIB. LINER RIGHT #7 H.12MM - UHMWPE 6531.50.712
?izn(ﬁ,::! PHYSICA KR TIB. LINER RIGHT #7 H.14MM - UHMWPE 6531.50.714
.ufE’ PHYSICA KR TIB. LINER RIGHT #7 H.16MM - UHMWPE 6531.50.716
VS PHYSICA KR TIB. LINER RIGHT #7 H.20MM - UHMWPE 6531.50.720
PHYSICA KR TIB. LINER RIGHT #8 H.10MM - UHMWPE 6531.50.810
"I'_J PHYSICA KR TIB. LINER RIGHT #8 H.11MM - UHMWPE 6531.50.811
< PHYSICA KR TIB. LINER RIGHT #8 H.12MM - UHMWPE 6531.50.812
= PHYSICA KR TIB. LINER RIGHT #8 H.14MM - UHMWPE 6531.50.814
: PHYSICA KR TIB. LINER RIGHT #8 H.16MM - UHMWPE 6531.50.816
|: PHYSICA KR TIB. LINER RIGHT #8 H.20MM - UHMWPE 6531.50.820
(== PHYSICA KR TIB. LINER RIGHT #9 H.10MM - UHMWPE 6531.50.910
:; PHYSICA KR TIB. LINER RIGHT #9 H.11MM - UHMWPE 6531.50.911
PHYSICA KR TIB. LINER RIGHT #9 H.12MM - UHMWPE 6531.50.912
4 PHYSICA KR TIB. LINER RIGHT #9 H.14MM - UHMWPE 6531.50.914
| PHYSICA KR TIB. LINER RIGHT #9 H.16MM - UHMWPE 6531.50.916
< PHYSICA KR TIB. LINER RIGHT #9 H.20MM - UHMWPE 6531.50.920
E PHYSICA KR TIB.LINER RIGHT #10 H.10MM - UHMWPE 6531.50.A10
t PHYSICA KR TIB.LINER RIGHT #10 H.11MM - UHMWPE 6531.50.A11
=
o Page 7 of 13
Ll TUV SUD Product Service GmbH is Notified Body with identification no. 0123
N TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany TUV®
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t Product Service
E EU Technical Documentation Assessment Certificate (MDR)
w Pursuant to Regulation (EL_J) 2017/745 on Medicgl Devices, Annex IX Chapter lI
o (Implantable Class lIb Devices and Class Ill Devices)
No. G70 075731 0078 Rev. 00
L 4
o
a PHYSICA KR TIB.LINER RIGHT #10 H.12MM - UHMWPE 6531.50.A12
<g PHYSICA KR TIB.LINER RIGHT #10 H.14MM - UHMWPE 6531.50.A14
2 PHYSICA KR TIB.LINER RIGHT #10 H.16MM - UHMWPE 6531.50.A16
t PHYSICA KR TIB.LINER RIGHT #10 H.20MM - UHMWPE 6531.50.A20
- PHYSICA KR TIB. LINER LEFT #1 H.10MM - UHMWPE 6532.50.110
E PHYSICA KR TIB. LINER LEFT #1 H.11MM - UHMWPE 6532.50.111
(&) PHYSICA KR TIB. LINER LEFT #1 H.12MM - UHMWPE 6532.50.112
V'S PHYSICA KR TIB. LINER LEFT #1 H.14MM - UHMWPE 6532.50.114
PHYSICA KR TIB. LINER LEFT #1 H.16MM - UHMWPE 6532.50.116
: PHYSICA KR TIB. LINER LEFT #1 H.20MM - UHMWPE 6532.50.120
N PHYSICA KR TIB. LINER LEFT #2 H.10MM - UHMWPE 6532.50.210
= PHYSICA KR TIB. LINER LEFT #2 H.11MM — UHMWPE 6532.50.211
S PHYSICA KR TIB. LINER LEFT #2 H.12MM — UHMWPE 6532.50.212
= PHYSICA KR TIB. LINER LEFT #2 H.14MM — UHMWPE 6532.50.214
E PHYSICA KR TIB. LINER LEFT #2 H.16MM — UHMWPE 6532.50.216
L PHYSICA KR TIB. LINER LEFT #2 H.20MM - UHMWPE 6532.50.220
) PHYSICA KR TIB. LINER LEFT #3 H.10MM - UHMWPE 6532.50.310
¢ PHYSICA KR TIB. LINER LEFT #3 H.11MM - UHMWPE 6532.50.311
PHYSICA KR TIB. LINER LEFT #3 H.12MM - UHMWPE 6532.50.312
ﬂﬂﬂl PHYSICA KR TIB. LINER LEFT #3 H.14MM - UHMWPE 6532.50.314
?izn(lu::! PHYSICA KR TIB. LINER LEFT #3 H.16MM - UHMWPE 6532.50.316
?izn(ﬁ,::! PHYSICA KR TIB. LINER LEFT #3 H.20MM - UHMWPE 6532.50.320
.ufE’ PHYSICA KR TIB. LINER LEFT #4 H.10MM - UHMWPE 6532.50.410
VS PHYSICA KR TIB. LINER LEFT #4 H.11MM - UHMWPE 6532.50.411
PHYSICA KR TIB. LINER LEFT #4 H.12MM - UHMWPE 6532.50.412
"I'_J PHYSICA KR TIB. LINER LEFT #4 H.14MM - UHMWPE 6532.50.414
< PHYSICA KR TIB. LINER LEFT #4 H.16MM - UHMWPE 6532.50.416
= PHYSICA KR TIB. LINER LEFT #4 H.20MM - UHMWPE 6532.50.420
: PHYSICA KR TIB. LINER LEFT #5 H.10MM - UHMWPE 6532.50.510
|: PHYSICA KR TIB. LINER LEFT #5 H.11MM - UHMWPE 6532.50.511
(== PHYSICA KR TIB. LINER LEFT #5 H.12MM - UHMWPE 6532.50.512
:; PHYSICA KR TIB. LINER LEFT #5 H.14MM - UHMWPE 6532.50.514
PHYSICA KR TIB. LINER LEFT #5 H.16MM - UHMWPE 6532.50.516
4 PHYSICA KR TIB. LINER LEFT #5 H.20MM - UHMWPE 6532.50.520
= PHYSICA KR TIB. LINER LEFT #6 H.10MM - UHMWPE 6532.50.610
< PHYSICA KR TIB. LINER LEFT #6 H.11MM - UHMWPE 6532.50.611
E PHYSICA KR TIB. LINER LEFT #6 H.12MM - UHMWPE 6532.50.612
t PHYSICA KR TIB. LINER LEFT #6 H.14MM - UHMWPE 6532.50.614
=
o Page 8 of 13
Ll TUV SUD Product Service GmbH is Notified Body with identification no. 0123
N TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany TUV®




** *** Benannt durch/Designated by

Zentralstelle der Lander

= %}%& :} @
edizinprodukten %
2 Kope *7’?\‘7 BS-MDR-099
t Product Service
E EU Technical Documentation Assessment Certificate (MDR)
w Pursuant to Regulation (EL_J) 2017/745 on Medicgl Devices, Annex IX Chapter lI
o (Implantable Class lIb Devices and Class Ill Devices)
No. G70 075731 0078 Rev. 00
L 4
o
a PHYSICA KR TIB. LINER LEFT #6 H.16MM - UHMWPE 6532.50.616
<g PHYSICA KR TIB. LINER LEFT #6 H.20MM - UHMWPE 6532.50.620
2 PHYSICA KR TIB. LINER LEFT #7 H.10MM - UHMWPE 6532.50.710
t PHYSICA KR TIB. LINER LEFT #7 H.11MM - UHMWPE 6532.50.711
- PHYSICA KR TIB. LINER LEFT #7 H.12MM - UHMWPE 6532.50.712
E PHYSICA KR TIB. LINER LEFT #7 H.14MM - UHMWPE 6532.50.714
(&) PHYSICA KR TIB. LINER LEFT #7 H.16MM - UHMWPE 6532.50.716
V'S PHYSICA KR TIB. LINER LEFT #7 H.20MM - UHMWPE 6532.50.720
PHYSICA KR TIB. LINER LEFT #8 H.10MM - UHMWPE 6532.50.810
: PHYSICA KR TIB. LINER LEFT #8 H.11MM - UHMWPE 6532.50.811
N PHYSICA KR TIB. LINER LEFT #8 H.12MM - UHMWPE 6532.50.812
= PHYSICA KR TIB. LINER LEFT #8 H.14MM - UHMWPE 6532.50.814
S PHYSICA KR TIB. LINER LEFT #8 H.16MM - UHMWPE 6532.50.816
= PHYSICA KR TIB. LINER LEFT #8 H.20MM - UHMWPE 6532.50.820
E PHYSICA KR TIB. LINER LEFT #9 H.10MM - UHMWPE 6532.50.910
L PHYSICA KR TIB. LINER LEFT #9 H.11MM - UHMWPE 6532.50.911
) PHYSICA KR TIB. LINER LEFT #9 H.12MM - UHMWPE 6532.50.912
¢ PHYSICA KR TIB. LINER LEFT #9 H.14MM - UHMWPE 6532.50.914
PHYSICA KR TIB. LINER LEFT #9 H.16MM - UHMWPE 6532.50.916
ﬂﬂﬂl PHYSICA KR TIB. LINER LEFT #9 H.20MM - UHMWPE 6532.50.920
%ué PHYSICA KR TIB. LINER LEFT #10 H.10MM - UHMWPE 6532.50.A10
?izn(ﬁ,::! PHYSICA KR TIB. LINER LEFT #10 H.11MM - UHMWPE 6532.50.A11
.ufE’ PHYSICA KR TIB. LINER LEFT #10 H.12MM - UHMWPE 6532.50.A12
VS PHYSICA KR TIB. LINER LEFT #10 H.14MM - UHMWPE 6532.50.A14
PHYSICA KR TIB. LINER LEFT #10 H.16MM - UHMWPE 6532.50.A16
"I'_J PHYSICA KR TIB. LINER LEFT #10 H.20MM - UHMWPE 6532.50.A20
<
2 CR liners (UHMWPE)
Ll
|: PHYSICA CR TIBIAL LINER #1 H.10MM - UHMWPE 6533.50.110
oc PHYSICA CR TIBIAL LINER #1 H.11MM - UHMWPE 6533.50.111
t; PHYSICA CR TIBIAL LINER #1 H.12MM - UHMWPE 6533.50.112
PHYSICA CR TIBIAL LINER #1 H.14MM - UHMWPE 6533.50.114
4 PHYSICA CR TIBIAL LINER #1 H.16 MM - UHMWPE 6533.50.116
- PHYSICA CR TIBIAL LINER #1 H.20MM - UHMWPE 6533.50.120
: PHYSICA CR TIBIAL LINER #2 H.10MM - UHMWPE 6533.50.210
— PHYSICA CR TIBIAL LINER #2 H.11MM - UHMWPE 6533.50.211
t PHYSICA CR TIBIAL LINER #2 H.12MM - UHMWPE 6533.50.212
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** *** Benannt durch/Designated by

Zentralstelle der Lander

-. fiir Gesundheitsschutz E

* == * bei Arzneimitteln und ;
** ** Medizinprodukten £
X 9 K BS-MDR-099

EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

&

Product Service

PHYSICA CR TIBIAL LINER #2 H.14MM - UHMWPE 6533.50.214
PHYSICA CR TIBIAL LINER #2 H.16MM - UHMWPE 6533.50.216
PHYSICA CR TIBIAL LINER #2 H.20MM - UHMWPE 6533.50.220
PHYSICA CR TIBIAL LINER #3 H.10MM - UHMWPE 6533.50.310
PHYSICA CR TIBIAL LINER #3 H.11MM - UHMWPE 6533.50.311
PHYSICA CR TIBIAL LINER #3 H.12MM - UHMWPE 6533.50.312
PHYSICA CR TIBIAL LINER #3 H.14MM - UHMWPE 6533.50.314
PHYSICA CR TIBIAL LINER #3 H.16MM - UHMWPE 6533.50.316
PHYSICA CR TIBIAL LINER #3 H.20MM - UHMWPE 6533.50.320
PHYSICA CR TIBIAL LINER #4 H.10MM - UHMWPE 6533.50.410
PHYSICA CR TIBIAL LINER #4 H.11MM - UHMWPE 6533.50.411
PHYSICA CR TIBIAL LINER #4 H.12MM - UHMWPE 6533.50.412
PHYSICA CR TIBIAL LINER #4 H.14MM - UHMWPE 6533.50.414
PHYSICA CR TIBIAL LINER #4 H.16MM - UHMWPE 6533.50.416
PHYSICA CR TIBIAL LINER #4 H.20MM - UHMWPE 6533.50.420
PHYSICA CR TIBIAL LINER #5 H.10MM - UHMWPE 6533.50.510
PHYSICA CR TIBIAL LINER #5 H.11MM - UHMWPE 6533.50.511
PHYSICA CR TIBIAL LINER #5 H.12MM - UHMWPE 6533.50.512
PHYSICA CR TIBIAL LINER #5 H.14MM - UHMWPE 6533.50.514
PHYSICA CR TIBIAL LINER #5 H.16MM - UHMWPE 6533.50.516
PHYSICA CR TIBIAL LINER #5 H.20MM - UHMWPE 6533.50.520
PHYSICA CR TIBIAL LINER #6 H.10MM - UHMWPE 6533.50.610
PHYSICA CR TIBIAL LINER #6 H.11MM - UHMWPE 6533.50.611
PHYSICA CR TIBIAL LINER #6 H.12MM - UHMWPE 6533.50.612
PHYSICA CR TIBIAL LINER #6 H.14MM - UHMWPE 6533.50.614
PHYSICA CR TIBIAL LINER #6 H.16MM - UHMWPE 6533.50.616
PHYSICA CR TIBIAL LINER #6 H.20MM - UHMWPE 6533.50.620
PHYSICA CR TIBIAL LINER #7 H.10MM - UHMWPE 6533.50.710
PHYSICA CR TIBIAL LINER #7 H.11MM - UHMWPE 6533.50.711
PHYSICA CR TIBIAL LINER #7 H.12MM - UHMWPE 6533.50.712
PHYSICA CR TIBIAL LINER #7 H.14MM - UHMWPE 6533.50.714
PHYSICA CR TIBIAL LINER #7 H.16MM - UHMWPE 6533.50.716
PHYSICA CR TIBIAL LINER #7 H.20MM - UHMWPE 6533.50.720
PHYSICA CR TIBIAL LINER #8 H.10MM - UHMWPE 6533.50.810
PHYSICA CR TIBIAL LINER #8 H.11MM - UHMWPE 6533.50.811
PHYSICA CR TIBIAL LINER #8 H.12MM - UHMWPE 6533.50.812
PHYSICA CR TIBIAL LINER #8 H.14MM - UHMWPE 6533.50.814
PHYSICA CR TIBIAL LINER #8 H.16MM - UHMWPE 6533.50.816

Page 10 of 13
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

aaE s

ZERTIFIKAT o CERTIFICATE o

** *** Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

* * #* BS-MDR-099

www.zlg.de

EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il

(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

&

Product Service

PHYSICA CR TIBIAL LINER #8 H.20MM - UHMWPE 6533.50.820
PHYSICA CR TIBIAL LINER #9 H.10MM - UHMWPE 6533.50.910
PHYSICA CR TIBIAL LINER #9 H.11MM - UHMWPE 6533.50.911
PHYSICA CR TIBIAL LINER #9 H.12MM - UHMWPE 6533.50.912
PHYSICA CR TIBIAL LINER #9 H.14MM - UHMWPE 6533.50.914
PHYSICA CR TIBIAL LINER #9 H.16MM - UHMWPE 6533.50.916
PHYSICA CR TIBIAL LINER #9 H.20MM - UHMWPE 6533.50.920
PHYSICA CR TIBIAL LINER #10 H.10MM - UHMWPE 6533.50.A10
PHYSICA CR TIBIAL LINER #10 H.11MM - UHMWPE 6533.50.A11
PHYSICA CR TIBIAL LINER #10 H.12MM - UHMWPE 6533.50.A12
PHYSICA CR TIBIAL LINER #10 H.14MM - UHMWPE 6533.50.A14
PHYSICA CR TIBIAL LINER #10 H.16MM - UHMWPE 6533.50.A16
PHYSICA CR TIBIAL LINER #10 H.20MM - UHMWPE 6533.50.A20

PS liners (UHMWPE)

PHYSICA PS TIBIAL LINER #1 H.10MM - UHMWPE 6535.50.110
PHYSICA PS TIBIAL LINER #1 H.11MM - UHMWPE 6535.50.111
PHYSICA PS TIBIAL LINER #1 H.12MM - UHMWPE 6535.50.112
PHYSICA PS TIBIAL LINER #1 H.14MM - UHMWPE 6535.50.114
PHYSICA PS TIBIAL LINER #1 H.16MM - UHMWPE 6535.50.116
PHYSICA PS TIBIAL LINER #1 H.20MM - UHMWPE 6535.50.120
PHYSICA PS TIBIAL LINER #2 H.10MM - UHMWPE 6535.50.210
PHYSICA PS TIBIAL LINER #2 H.11MM - UHMWPE 6535.50.211
PHYSICA PS TIBIAL LINER #2 H.12MM - UHMWPE 6535.50.212
PHYSICA PS TIBIAL LINER #2 H.14MM - UHMWPE 6535.50.214
PHYSICA PS TIBIAL LINER #2 H.16MM - UHMWPE 6535.50.216
PHYSICA PS TIBIAL LINER #2 H.20MM - UHMWPE 6535.50.220
PHYSICA PS TIBIAL LINER #3 H.10MM - UHMWPE 6535.50.310
PHYSICA PS TIBIAL LINER #3 H.11MM - UHMWPE 6535.50.311
PHYSICA PS TIBIAL LINER #3 H.12MM - UHMWPE 6535.50.312
PHYSICA PS TIBIAL LINER #3 H.14MM - UHMWPE 6535.50.314
PHYSICA PS TIBIAL LINER #3 H.16MM - UHMWPE 6535.50.316
PHYSICA PS TIBIAL LINER #3 H.20MM - UHMWPE 6535.50.320
PHYSICA PS TIBIAL LINER #4 H.10MM - UHMWPE 6535.50.410
PHYSICA PS TIBIAL LINER #4 H.11MM - UHMWPE 6535.50.411
PHYSICA PS TIBIAL LINER #4 H.12MM - UHMWPE 6535.50.412
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** *** Benannt durch/Designated by

Zentralstelle der Lander

-. fiir Gesundheitsschutz E

* == * bei Arzneimitteln und ;
** ** Medizinprodukten £
X 9 K BS-MDR-099

EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

&

Product Service

PHYSICA PS TIBIAL LINER #4 H.14MM - UHMWPE 6535.50.414
PHYSICA PS TIBIAL LINER #4 H.16MM - UHMWPE 6535.50.416
PHYSICA PS TIBIAL LINER #4 H.20MM - UHMWPE 6535.50.420
PHYSICA PS TIBIAL LINER #5 H.10MM - UHMWPE 6535.50.510
PHYSICA PS TIBIAL LINER #5 H.11MM - UHMWPE 6535.50.511
PHYSICA PS TIBIAL LINER #5 H.12MM - UHMWPE 6535.50.512
PHYSICA PS TIBIAL LINER #5 H.14MM - UHMWPE 6535.50.514
PHYSICA PS TIBIAL LINER #5 H.16MM - UHMWPE 6535.50.516
PHYSICA PS TIBIAL LINER #5 H.20MM - UHMWPE 6535.50.520
PHYSICA PS TIBIAL LINER #6 H.10MM - UHMWPE 6535.50.610
PHYSICA PS TIBIAL LINER #6 H.11MM - UHMWPE 6535.50.611
PHYSICA PS TIBIAL LINER #6 H.12MM - UHMWPE 6535.50.612
PHYSICA PS TIBIAL LINER #6 H.14MM - UHMWPE 6535.50.614
PHYSICA PS TIBIAL LINER #6 H.16MM - UHMWPE 6535.50.616
PHYSICA PS TIBIAL LINER #6 H.20MM - UHMWPE 6535.50.620
PHYSICA PS TIBIAL LINER #7 H.10MM - UHMWPE 6535.50.710
PHYSICA PS TIBIAL LINER #7 H.11MM - UHMWPE 6535.50.711
PHYSICA PS TIBIAL LINER #7 H.12MM - UHMWPE 6535.50.712
PHYSICA PS TIBIAL LINER #7 H.14MM - UHMWPE 6535.50.714
PHYSICA PS TIBIAL LINER #7 H.16MM - UHMWPE 6535.50.716
PHYSICA PS TIBIAL LINER #7 H.20MM - UHMWPE 6535.50.720
PHYSICA PS TIBIAL LINER #8 H.10MM - UHMWPE 6535.50.810
PHYSICA PS TIBIAL LINER #8 H.11MM - UHMWPE 6535.50.811
PHYSICA PS TIBIAL LINER #8 H.12MM - UHMWPE 6535.50.812
PHYSICA PS TIBIAL LINER #8 H.14MM - UHMWPE 6535.50.814
PHYSICA PS TIBIAL LINER #8 H.16MM - UHMWPE 6535.50.816
PHYSICA PS TIBIAL LINER #8 H.20MM - UHMWPE 6535.50.820
PHYSICA PS TIBIAL LINER #9 H.10MM - UHMWPE 6535.50.910
PHYSICA PS TIBIAL LINER #9 H.11MM - UHMWPE 6535.50.911
PHYSICA PS TIBIAL LINER #9 H.12MM - UHMWPE 6535.50.912
PHYSICA PS TIBIAL LINER #9 H.14MM - UHMWPE 6535.50.914
PHYSICA PS TIBIAL LINER #9 H.16MM - UHMWPE 6535.50.916
PHYSICA PS TIBIAL LINER #9 H.20MM - UHMWPE 6535.50.920
PHYSICA PS TIBIAL LINER #10 H.10MM - UHMWPE 6535.50.A10
PHYSICA PS TIBIAL LINER #10 H.11MM - UHMWPE 6535.50.A11
PHYSICA PS TIBIAL LINER #10 H.12MM - UHMWPE 6535.50.A12
PHYSICA PS TIBIAL LINER #10 H.14MM - UHMWPE 6535.50.A14
PHYSICA PS TIBIAL LINER #10 H.16MM - UHMWPE 6535.50.A16
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* * ** * Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

*oke * #* BS-MDR-099

www.zlg.de

EU Technical Documentation Assessment Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il

(Implantable Class lIb Devices and Class Ill Devices)

No. G70 075731 0078 Rev. 00

&

Product Service

| PHYSICA PS TIBIAL LINER #10 H.20MM - UHMWPE 6535.50.A20
Tibial stems (Ti6Al4V)
PHYSICA TIBIAL STEM L.20MM TI6AL4V 6590.15.020
PHYSICA TIBIAL STEM L.40MM TI6AL4V 6590.15.040
PHYSICA TIBIAL STEM L.60MM TI6AL4V 6590.15.060
Patellar prosthesis (UHMWPE)
PHYSICA PATELLA PROSTH. D.26MM H.7 MM - CEMENTED -
UHMWPE 6595.50.026
PHYSICA PATELLA PROSTH. D.29MM H.7 MM - CEMENTED -
UHMWPE 6595.50.029
PHYSICA PATELLA PROSTH. D.32MM H.8,5 MM - CEMENTED -
UHMWPE 6595.50.032
PHYSICA PATELLA PROSTH. D.35MM H.8,5 MM - CEMENTED -
UHMWPE 6595.50.035
PHYSICA PATELLA PROSTH. D.38MM H.10 MM - CEMENTED -
UHMWPE 6595.50.038
PHYSICA PATELLA PROSTH. D.41MM H.10 MM - CEMENTED -
UHMWPE 6595.50.041
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