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Product Service

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex 4
(Devices in Class IlI)

No. G7 075731 0069 Rev. 00

Manufacturer: Limacorporate S.p.A.

Via Nazionale, 52

33038 Villanova San Daniele del Friuli (UDINE)
ITALY

Product: Orthopaedic Implants

Arthroprosthesis. Total knee joint
prostheses

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex || (4). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex |l certificate is mandatory. See also notes overleaf.

Report no.: ITA1114646
Valid from: 2019-08-03
Valid until: 2024-05-26
Date, 2019-08-02

[ o]

Stefan Preif
Head of Certification/Notified Body
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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class IlI)

No. G7 075731 0069 Rev. 00

Product Service

D TUV SUM

UD_TUV St

Facility(ies): Limacorporate S.p.A.
y( ) Via Nazionale, 52, 33038 Villanova San Daniele del Friuli (UDINE),
ITALY
Model(s): Multigen Plus CR

Multigen Plus PS
Multigen Plus CCK
Multigen Plus H

MULTIGEN PLUS FEMORAL COMPONENTS
CR - Right CEMENTED Femoral Components (CoCrMo)

Code Description

6610.09.105 CRn. 0 - Dx

6610.09.110 CR n. 1 - Dx

6610.09.120 CRn. 2 —Dx

6610.09.130 CR n. 3 — Dx

_ 6610.09.140 CR n. 4 —Dx
o 6610.09.150 CR n. 5 — Dx

==
<t
{
e
=
s
Ll
(|
&
o
)
<L
(|
e
|
o
LLl
)
{ &
=
<C
) s
=
o
=
o
Q.
LLl
{ )
%

CR - Left CEMENTED Femoral Components (CoCrMo)

A4 107 17

I Code Description

\ ® 6610.09.205 CRn. 0-5x
6610.09.210 CRn.1-5x

| L 6610.09.220 CRn.2-5x

: 6610.09.230 CRn.3-5x
: D 6610.09.240 CRn.4-5Sx

™ 6610.09.250 CRN.5 - Sx
o

o CR - Right UNCEMENTED Femoral Components (CoCrMo +
| PoroTi)

(& . —

Code Description

B 6610.10.105 CRn. 0 - Dx
) — 6610.10.110 CRn.1-Dx

< 6610.10.120 CRn. 2 - Dx

= 6610.10.130 CRn. 3 - Dx
i ¥ -

. Page 2 of 16
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; Product Service
r EC Certificate
© EC Design-Examination Certificate
| & Direqtive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)
o No. G7 075731 0069 Rev. 00
a
<t
ot 6610.10.140 CRn. 4 - Dx
| b 6610.10.150 CRn. 5 - Dx
—
E CR - Left UNCEMENTED Femoral Components {CoCrMo +
. PoroTi)
Code Description
¢ 6610.10.205 CR n. 0 -5Sx
- 6610.10.210 CRn.1-Sx
. : 6610.10.220 CRn. 2 - Sx
< 6610.10.230 CRn. 3 -Sx
{ © 6610.10.240 CRn. 4-Sx
< 6610.10.250 CRn.5-Sx
A
& PS - Right CEMENTED Femoral Components (CoCrMo)
o] €D Code Description
® 6612.09.105 PSn.0-Dx
) 6612.09.110 PSn. 1- Dx
o 6612.09.120 PSn. 2 - Dx
A 6612.09.130 PSn. 3- Dx
o 6612.09.140 PS n. 4 - Dx
' R2 6612.09.150 PSn. 5 - Dx
* PS - Left CEMENTED Femoral Components (CoCrMo)
LLI Code Description
: E 6612.09.205 PSn.0-Sx
() 6612.09.210 PSn.1-Sx
e 6612.09.220 PS n. 2 - Sx
— 6612.09.230 PSn.3-Sx
oc 6612.09.240 PSn. 4 -Sx
= 6612.09.250 PSn. 5 - Sx
\ 4 PS - Right UNCEMENTED Femoral Components (CoCrMo +
- PoroTi)
< Code Description
| = 6612.10.105___ |PSn.0- Dx
| L
— Page 3 of 16
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|: Fraduct Service
i EC Certificate
= EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex II (4)
4 (Devices in Class Il
o No. G7 075731 0069 Rev. 00
a
<L
= 6612.10.110 PSn.1-Dx
e 6612.10.120 PS n. 2 - Dx
- 6612.10.130 PS n. 3 - Dx
0= 6612.10.140 PSn.4-Dx
o 6612.10.150  |PSn.5 - Dx
¢ PS - Left UNCEMENTED Femoral Components (CoCrMo +
- PoroTi)
| < Code Description
; 6612.10.205 PSn.0-Sx
r=" 6612.10.210 PSn.1-Sx
< 6612.10.220 PSn. 2 -Sx
| f— 6612.10.230 PSn.3-Sx
Q. 6612.10.240 PS n. 4 - Sx
' 3 6612.10.250 PSn.5-Sx
* CCK - CEMENTED Femoral Components (CoCrMo)
; H}HI]I Code Description
g Bl 6615.09.010 CCKn.1
B 6615.09.020 CCKn. 2
6615.09.030 CCKn. 3
6615.09.040 CCKn. 4
| ¢ 6615.09.050 CCKn.5
LLI
_ |'<- H - CEMENTED Femoral Components (CoCrMo + CFR
w PEEK+Ti6AI4V)
| o Code Description
C—] 6616.09.010 Hn.1
In_.-_- 6616.09.020 Hn.2
Ll 6616.09.030 Hn.3
= 6616.09.040 |Hn.4
| & 6616.09.050 Hn.5
y — MULTIGEN PLUS TIBIAL PLATES
<L Cemented Fixed Tibial Plates (Ti6Al4V+ UHMWPE)
E Code Description
t Page 4 of 16
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Product Service
EC Certificate
EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)
No. G7 075731 0069 Rev. 00
6624.15.105 Metal-back n. 0
6624.15.110 Metal-back n. 1
6624.15.120 Metal-back n. 2
6624.15.130 Metal-back n. 3
6624.15.140 Metal-back n. 4
6624.15.150 Metal-back n. 5
Uncemented Fixed Tibial Plates (Ti6Al4V + Poro Ti)
Code Description
6624.21.105 Metal-back n. 0
6624.21.110 Metal-back n. 1
6624.21.120 Metal-back n. 2
6624.21.130 Metal-back n. 3
6624.21.140 Metal-back n. 4
6624.21.150 Metal-back n. 5
Cemented Mobile Tibial Plates (CoCrMo)
Code Description
6623.09.005 Metal-back n. 0
6623.09.010 Metal-back n. 1
6623.09.020 Metal-back n. 2
6623.09.030 Metal-back n. 3
6623.09.040 Metal-back n. 4
6623.09.050 Metal-back n. 5
Cementless Mobile Tibial Plates (CoCrMo + PoroTi)
Code Description
6623.10.005 Metal-back n. 0
6623.10.010 Metal-back n. 1
6623.10.020 Metal-back n. 2
6623.10.030 Metal-back n. 3
6623.10.040 Metal-back n. 4
6623.10.050 Metal-back n. 5
I H cemented tibial plates (CoCrMo + CFR PEEK)
Pege 5__of 16
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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ili)

No. G7 075731 0069 Rev. 00

<

www.zlg.de

Product Service

Code Description
6620.09.110 Metal back n. 1
6620.09.120 Metal back n. 2
6620.09.130 Metal back n. 3
6620.09.140 Metal back n. 4
6620.09.150 Metal back n. 5
MULTIGEN PLUS TIBIAL LINERS:
CR Fixed Tibial Liners (UHMWPE)
Code Description
6634.50.010 h. 10 mm for tibial plate n. 0
6634.50.020 h. 12 mm for tibial plate n. 0
6634.50.030 h. 14 mm for tibial plate n. 0
6634.50.040 h. 17 mm for tibial plate n. 0
6634.50.050 h. 20 mm for tibial plate n. 0
6635.50.010 h. 10 mm for tibial plate n. 1
6635.50.020 h. 12 mm for tibial plate n. 1
6635.50.030 h. 14 mm for tibial plate n. 1
6635.50.040 h. 17 mm for tibial plate n. 1
6635.50.050 h. 20 mm for tibial plate n. 1
6637.50.010 h. 10 mm for tibial plate n. 2
6637.50.020 h. 12 mm for tibial plate n. 2
6637.50.030 h. 14 mm for tibial plate n. 2
6637.50.040 h. 17 mm for tibial plate n. 2
6637.50.050 h. 20 mm for tibial plate n. 2
6639.50.010 h. 10 mm for tibial plate n. 3
6639.50.020 h. 12 mm for tibial plate n. 3
6639.50.030 h. 14 mm for tibial plate n. 3
6639.50.040 h. 17 mm for tibial plate n. 3
6639.50.050 h. 20 mm for tibial plate n. 3
6641.50.010 h. 10 mm for tibial plate n. 4
6641.50.020 h. 12 mm for tibial plate n. 4
6641.50.030 h. 14 mm for tibial plate n. 4
6641.50.040 h. 17 mm for tibial plate n. 4
6641.50.050 h. 20 mm for tibial plate n. 4
6643.50.010 h. 10 mm for tibial plate n. 5
Page 6 of 16

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

TUV SUD Product Service GmbH + Certification Body « Ridlerstraie 65 » 80339 Munich « Germany TOV



A4 U7 T

= e dalilol Moy
o * ERE & oo 2
o #‘?* . s‘;k Medizinprodukten 3
I e K Z2LG-BS-244.10.08
; Product Service
= EC Certificate
T G2 EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
L 2 (Devices in Class Il)
o No. G7 075731 0069 Rev. 00
a
<g
() 6643.50.020 h. 12 mm for tibial plate n. 5
e 6643.50.030 h. 14 mm for tibial plate n. 5
— 6643.50.040 h. 17 mm for tibial plate n. 5
_ E 6643.50.050 h. 20 mm for tibial plate n. 5
<
UC Fixed Tibial Liners (UHMWPE)
* Code Description
b 6668.50.010 h. 10 mm for tibial plate n. 0
: 6668.50.012 h. 12 mm for tibial plate n. 0
| - 6668.50.014 h. 14 mm for tibial plate n. 0
r=% 6668.50.017 h. 17 mm for tibial plate n. 0
< 6668.50.020 h. 20 mm for tibial plate n. 0
N = 6668.50.110 h. 10 mm for tibial plate n. 1
R 6668.50.112  [h. 12 mm for tibial plate n. 1
| 6668.50.114 h. 14 mm for tibial plate n. 1
¢ 6668.50.117 h. 17 mm for tibial plate n. 1
6668.50.120 h. 20 mm for tibial plate n. 1
i 6668.50.210 h. 10 mm for tibial plate n. 2
= H0d 6668.50.212 h. 12 mm for tibial plate n. 2
o] 6668.50.214 h. 14 mm for tibial plate n. 2
B2 6668.50.217 h. 17 mm for tibial plate n. 2
6668.50.220 h. 20 mm for tibial plate n. 2
* 6668.50.310 h. 10 mm for tibial plate n. 3
e 6668.50.312 h. 12 mm for tibial plate n. 3
7 ':: 6668.50.314 h. 14 mm for tibial plate n. 3
[ 6668.50.317 h. 17 mm for tibial plate n. 3
™ 6668.50.320 h. 20 mm for tibial plate n. 3
{ - 6668.50.410 h. 10 mm for tibial plate n. 4
{ O 6668.50.412 h. 12 mm for tibial plate n. 4
‘,l': 6668.50.414 h. 14 mm for tibial plate n. 4
6668.50.417 h. 17 mm for tibial plate n. 4
| & 6668.50.420 | h. 20 mm for tibial plate . 4
oy — 6668.50.510 h. 10 mm for tibial plate n. 5
| < 6668.50.512 h. 12 mm for tibial plate n. 5
i E 6668.50.514 h. 14 mm for tibial plate n. 5
- t Page 7 of 16
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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex 11 (4)
(Devices in Class Ill)

No. G7 075731 0069 Rev. 00

~<

www.zlg.de

Fraduct Service

6668.50.517 h. 17 mm for tibial plate n. 5
6668.50.520 h. 20 mm for tibial plate n. 5
PS Fixed Tibial Liners (UHMWPE)
Code Description
6661.50.010 h. 10 mm for tibial plate n. 0
6661.50.012 h. 12 mm for tibial plate n. 0
6661.50.014 h. 14 mm for tibial plate n. 0
6661.50.017 h. 17 mm for tibial plate n. 0
6661.50.020 h. 20 mm for tibial plate n. 0
6661.50.110 h. 10 mm for tibial plate n. 1
6661.50.112 h. 12 mm for tibial plate n. 1
6661.50.114 h. 14 mm for tibial plate n. 1
6661.50.117 h. 17 mm for tibial plate n. 1
6661.50.120 h. 20 mm for tibial plate n. 1
6661.50.210 h. 10 mm for tibial plate n. 2
6661.50.212 h. 12 mm for tibial plate n. 2
6661.50.214 h. 14 mm for tibial plate n. 2
6661.50.217 h. 17 mm for tibial plate n. 2
6661.50.220 h. 20 mm for tibial plate n. 2
6661.50.310 h. 10 mm for tibial plate n. 3
6661.50.312 h. 12 mm for tibial plate n. 3
6661.50.314 h. 14 mm for tibial plate n. 3
6661.50.317 h. 17 mm for tibial plate n. 3
6661.50.320 h. 20 mm for tibial plate n. 3
6661.50.410 h. 10 mm for tibial plate n. 4
6661.50.412 h. 12 mm for tibial plate n. 4
6661.50.414 h. 14 mm for tibial plate n. 4
6661.50.417 h. 17 mm for tibial plate n. 4
6661.50.420 h. 20 mm for tibial plate n. 4
6661.50.510 h. 10 mm for tibial plate n. 5
6661.50.512 h. 12 mm for tibial plate n. 5
6661.50.514 h. 14 mm for tibial plate n. 5
6661.50.517 h. 17 mm for tibial plate n. 5
6661.50.520 h. 20 mm for tibial plate n. 5
Page 8 of 16

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

TUV SUD Product Service GmbH » Certification Body « RidlerstraRe 65 80339 Munich « Germany TV



b Y b 4 i Benannt durch/Designated by
w W

* Zentralstelle der Lander
. Y . fir Gesundheitsschutz
R = - B E: O bei Arzneimitteln und
W Medizinprodukten

* 4k ZLG-BS-244.10.08

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class i)

No. G7 075731 0069 Rev. 00

www.zlg.de

Froduct Service

-
<L
)
d
) b=
(= =
L
(-
] &
| ©
(==
<T
(<)
™
o
-
L
()
| &
=
| <C
=
| =
©
! =
| -
{ O
4
|
\ 4

A4 L OT 17

CR Mobile Tibial Liners (UHMWPE)
Code Description
6663.50.010 h. 10 mm for femoral component n. 0
6663.50.012 h. 12 mm for femoral component n. 0
6663.50.014 h. 14 mm for femoral component n. 0
6663.50.017 h. 17 mm for femoral component n. 0
6663.50.020 h. 20 mm for femoral component n. 0
6663.50.110 h. 10 mm for femoral component n. 1
6663.50.112 h. 12 mm for femoral component n. 1
6663.50.114 h. 14 mm for femoral component n. 1
6663.50.117 h. 17 mm for femoral component n. 1
6663.50.120 h. 20 mm for femoral component n. 1
6663.50.210 h. 10 mm for femoral component n. 2
6663.50.212 h. 12 mm for femoral component n. 2
6663.50.214 h. 14 mm for femoral component n. 2
: 6663.50.217 h. 17 mm for femoral component n. 2
HH{HI 6663.50.220 h. 20 mm for femoral component n. 2
?lzl(lnl::r.l 6663.50.310 h. 10 mm for femoral component n. 3
, f)f)u(uné 6663.50.312 h. 12 mm for femoral component n. 3
’.2..’&’ 6663.50.314 h. 14 mm for femoral component n. 3
® 6663.50.317 h. 17 mm for femoral component n. 3
6663.50.320 h. 20 mm for femoral component n. 3
E 6663.50.410 h. 10 mm for femoral component n. 4
< 6663.50.412 h. 12 mm for femoral component n. 4
¢ O 6663.50.414 h. 14 mm for femoral component n. 4
y I 6663.50.417 h. 17 mm for femoral component n. 4
: ; 6663.50.420 h. 20 mm for femoral component n. 4
{ o= 6663.50.510 h. 10 mm for femoral component n. 5
| I'Lu: 6663.50.512 h. 12 mm for femoral component n. 5
6663.50.514 h. 14 mm for femoral component n. 5
, * 6663.50.517 h. 17 mm for femoral component n. 5
| IE 6663.50.520 h. 20 mm for femoral component n. 5
s
= UC Mobile Tibial Liners (UHMWPE)
— Page 9 of 16
E TUV SUD Product Service GmbH is Notified Body with identification no. 0123
LILIJ TUV SUD Product Service GmbH « Certification Body - Ridlerstrae 65 80339 Munich « Germany Tav




* 'l'l + - Benannt durch/Designated by

W Y  Zentralstelle der Lander 3
<+ TR . fur Gesundheitsschutz 2
R== KX bei Arzneimitteln und

W, o1 Medizinprodukten £

Yo .
Kok ZLG-BS-244.10.08

#V SUD TU¥ SUD

Product Service

EC Certificate

EC Design-Examination Certificate
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2 Code Description
Ll 6662.50.010 h. 10 mm for femoral component n. 0
_ ; 6662.50.012 h. 12 mm for femoral component n. 0
5 5 6662.50.014 h. 14 mm for femoral component n. 0
) 6662.50.017 h. 17 mm for femoral component n. 0
6662.50.020 h. 20 mm for femoral component n. 0
* 6662.50.110 h. 10 mm for femoral component n. 1
b 6662.50.112 h. 12 mm for femoral component n. 1
: 6662.50.114 h. 14 mm for femoral component n. 1
< 6662.50.117 h. 17 mm for femoral component n. 1
S 6662.50.120 h. 20 mm for femoral component n. 1
= 6662.50.210 h. 10 mm for femoral component n. 2
b 6662.50.212 h. 12 mm for femoral component n. 2
) & 6662.50.214 h. 14 mm for femoral component n. 2
(& 6662.50.217 h. 17 mm for femoral component n. 2
TS 6662.50.220 h. 20 mm for femoral component n. 2
6662.50.310 h. 10 mm for femoral component n. 3
fﬂﬂﬂl 6662.50.312 h. 12 mm for femoral component n. 3
?u’)uc.né 6662.50.314 h. 14 mm for femoral component n. 3
%ﬂé 6662.50.317 h. 17 mm for femoral component n. 3
',g..';": 6662.50.320 h. 20 mm for femoral component n. 3
. & 6662.50.410 h. 10 mm for femoral component n. 4
6662.50.412 h. 12 mm for femoral component n. 4
ﬂ 6662.50.414 h. 14 mm for femoral component n. 4
<< 6662.50.417 h. 17 mm for femoral component n. 4
{ 2 6662.50.420 h. 20 mm for femoral component n. 4
E 6662.50.510 h. 10 mm for femoral component n. 5
) |.__ 6662.50.512 h. 12 mm for femoral component n. 5
{ oo 6662.50.514 h. 14 mm for femoral component n. 5
. :; 6662.50.517 h. 17 mm for femoral component n. 5
P 6662.50.520 h. 20 mm for femoral component n. 5
d = PS Mobile Tibial Liners (UHMWPE)
: Code Description
E 6664.50.010 h. 10 mm for femoral component n. 0
—
o
o b
N
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|: Product Service
w EC Certificate
o EC Design-Examination Certificate
rS Direqtive Q3/42/EEC on Medical Devices (MDD), Annex |l (4)
(Devices in Class IlI)
o No. G7 075731 0069 Rev. 00
1 0
<
E 6664.50.012 h. 12 mm for femoral component n. 0
bl 6664.50.014 h. 14 mm for femoral component n. 0
|: 6664.50.017 h. 17 mm for femoral component n. 0
5 E 6664.50.020 h. 20 mm for femoral component n. 0
(L) 6664.50.110 h. 10 mm for femoral component n. 1
6664.50.112 h. 12 mm for femoral component n. 1
¢ 6664.50.114 h. 14 mm for femoral component n. 1
gy = 6664.50.117 h. 17 mm for femoral component n. 1
: 6664.50.120 h. 20 mm for femoral component n. 1
= 6664.50.210 h. 10 mm for femoral component n. 2
S 6664.50.212 h. 12 mm for femoral component n. 2
g S 6664.50.214 h. 14 mm for femoral component n. 2
- 6664.50.217 h. 17 mm for femoral component n. 2
& 6664.50.220 h. 20 mm for femoral component n. 2
O 6664.50.310 h. 10 mm for femoral component n. 3
» ® 6664.50.312 h. 12 mm for femoral component n. 3
6664.50.314 h. 14 mm for femoral component n. 3
> ﬂm[ﬂ 6664.50.317 h. 17 mm for femoral component n. 3
%:! 6664.50.320 h. 20 mm for femoral component n. 3
%Ell 6664.50.410 h. 10 mm for femoral component n. 4
mE’ 6664.50.412 h. 12 mm for femoral component n. 4
® 6664.50.414 h. 14 mm for femoral component n. 4
6664.50.417 h. 17 mm for femoral component n. 4
.- E 6664.50.420 h. 20 mm for femoral component n. 4
< 6664.50.510 h. 10 mm for femoral component n. 5
- E 6664.50.512 h. 12 mm for femoral component n. 5
L 6664.50.514 h. 14 mm for femoral component n. 5
) |: 6664.50.517 h. 17 mm for femoral component n.
E 6664.50.520 h. 20 mm for femoral component n.
(&)
CCK Tibial Liners with Locking screw (UHMWPE + Ti6Al4V)
] * Code Description
- 6645.50.110 h. 10 mm for tibial plate n. 1
§ 6645.50.112 h. 12 mm for tibial plate n. 1
) 6645.50.114 h. 14 mm for tibial plate n. 1
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| e EC Certificate
{ ¢> EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
L (Devices in Class III)
o No. G7 075731 0069 Rev. 00
a
<< -
() 6645.50.117 h. 17 mm for tibial plate n. 1
e 6645.50.120 h. 20 mm for tibial plate n. 1
': 6645.50.210 h. 10 mm for tibial plate n. 2
! o 6645.50.212 h. 12 mm for tibial plate n. 2
L 6645.50.214 h. 14 mm for tibial plate n. 2
= 6645.50.217 h. 17 mm for tibial plate n. 2
& 6645.50.220 h. 20 mm for tibial plate n. 2
Y - 6645.50.310 h. 10 mm for tibial plate n. 3
<< 6645.50.312 h. 12 mm for tibial plate n. 3
; 6645.50.314 h. 14 mm for tibial plate n. 3
o 6645.50.317 h. 17 mm for tibial plate n. 3
: < 6645.50.320 h. 20 mm for tibial plate n. 3
- 6645.50.410 h. 10 mm for tibial plate n. 4
| B 6645.50.412 h. 12 mm for tibial plate n. 4
_ :I_; 6645.50.414 h. 14 mm for tibial plate n. 4
6645.50.417 h. 17 mm for tibial plate n. 4
¢ 6645.50.420 h. 20 mm for tibial plate n. 4
5 fHm 6645.50.510 h. 10 mm for tibial plate n. 5
%Dél 6645.50.512 h. 12 mm for tibial plate n. 5
“”::é 6645.50.514 h. 14 mm for tibial plate n. 5
; 6645.50.517 h. 17 mm for tibial plate n. 5
6645.50.520 h. 20 mm for tibial plate n. 5
4
(1H] H tibial liners + Hinge (UHMWPE + CoCrMo + Ti6Al4V)
: Code Description
| e 6660.50.110 h. 10 mm for tibial plate n. 1
: 6660.50.112 h. 12 mm for tibial plate n. 1
) ; 6660.50.114 h. 14 mm for tibial plate n. 1
o= 6660.50.117 h. 17 mm for tibial plate n. 1
1 L 6660.50.120 h. 20 mm for tibial plate n. 1
= 6660.50.124 h. 24 mm for tibial plate n. 1
2 6660.50.210 h. 10 mm for tibial plate n. 2
— 6660.50.212 h. 12 mm for tibial plate n. 2
<C 6660.50.214 h. 14 mm for tibial plate n. 2
= 6660.50.217 h. 17 mm for tibial plate n. 2
- t Page 12 of 16
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o 5= € e
[T Kk g ®X  20G-BS-244.10.08
|: Product Service
oc . pn
T EC Certificate
- EC Design-Examination Certificate
& Direqtive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class lil)
g No. G7 075731 0069 Rev. 00
<t
E 6660.50.220 h. 20 mm for tibial plate n. 2
e 6660.50.224 h. 24 mm for tibial plate n. 2
- 6660.50.310 h. 10 mm for tibial plate n. 3
E 6660.50.312 h. 12 mm for tibial plate n. 3
) 6660.50.314 h. 14 mm for tibial plate n. 3
rS 6660.50.317 h. 17 mm for tibial plate n. 3
6660.50.320 h. 20 mm for tibial plate n. 3
= 6660.50.324 | h. 24 mm for tibial plate n. 3
o 6660.50.410 h. 10 mm for tibial plate n. 4
] = 6660.50.412 h. 12 mm for tibial plate n. 4
© 6660.50.414 h. 14 mm for tibial plate n. 4
| = 6660.50.417 h. 17 mm for tibial plate n. 4
== 6660.50.420 | h. 20 mm for tibial plate n. 4
Ll 6660.50.424 h. 24 mm for tibial plate n. 4
] @ 6660.50.510 h. 10 mm for tibial plate n. 5
& 6660.50.512 h. 12 mm for tibial plate n. 5
6660.50.514 h. 14 mm for tibial plate n. 5
E(Hnﬂ:ll 6660.50.517 h. 17 mm for tibial plate n. 5
‘“:JE::I 6660.50.520 h. 20 mm for tibial plate n. 5
l“g 6660.50.524 h. 24 mm for tibial plate n. 5
i MULTIGEN PLUS ACCESSORIES
& Tibial augments (Ti6AI4V)
K Code Description
- 6625.15.010 7 mm for tibial plate n. 1
<C 6625.15.020 12 mm for tibial plate n. 1
y O 6626.15.010 7 mm for tibial plate n, 2
B 6626.15.020 12 mm for tibial plate n. 2
| = 6628.15.010 7 mm for tibial plate n. 3
T 6628.15.020 | 12 mm for tibial plate n. 3
(2] 6630.15.010 7 mm for tibial plate n. 4
& 6630.15.020 12 mm for tibial plate n. 4
6632.15.010 7 mm for tibial plate n. 5
- E 6632.15.020 12 mm for tibial plate n. 5
—
T H - Tibial augments (Ti6Al4V)
I P Page 13 of 16
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w &« Medizinprodukten g
! Fk 44" 216-B5-244.10.08
|: Product Service
m . w ]
W EC Certificate
o EC Design-Examination Certificate
| ¢ Directive 93/42/EEC on Medical Devices (MDD), Annex || (4)
(Devices in Class Ili)
o No. G7 075731 0069 Rev. 00
a
<t
ot Code Description
L 6621.15.107 7 mm for tibial plate n. 1
I 6621.15.112 12 mm for tibial plate n. 1
' E 6621.15.207 7 mm for tibial plate n. 2
) 6621.15.212 12 mm for tibial plate n. 2
¢ 6621.15.307 7 mm for tibial plate n. 3
: 6621.15.312 12 mm for tibial plate n. 3
l:: 6621.15.407 7 mm for tibial plate n. 4
N 6621.15.412 12 mm for tibial plate n. 4
= 6621.15.507 7 mm for tibial plate n. 5
{ © 6621.15.512 12 mm for tibial plate n. 5
=
E Distal Femoral augments (Ti6AI4V)
L Code Description
> D 6671.15.105 n.1- 5mm
V'S 6671.15.205 n.2- 5mm
6671.15.210 n.2-10 mm
Hm 6671.15.305 n.3- 5mm
4 R 6671.15.310 n.3-10 mm
R 6671.15.405  |n.4- 5mm
=2 6671.15.410 n.4-10 mm
¢ 6671.15.505 n.5- 5mm
i 6671.15.510 n5-10 mm
LLd
- -
' Posterior Femoral augments (Ti6Al4V)
(o= Code Description
bl 6672.15.105 n.1- 5mm
— 6672.15.205 n.2- 5mm
1 S 6672.15.210 n.2-10 mm
& 6672.15.305  |n.3- 5mm
6672.15.310 n.3-10 mm
* 6672.15.405 N.4- 5mm
- 6672.15.410 n.4-10 mm
: 6672.15.505 N.5- 5mm
— 6672.15.510 n.5-10 mm
| S 8
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”ZERTIF‘.KAT ¢ CERTIFICATE ¢

A

At

2R Wi Benannt durch/Designated by

3-:" Jr Zentralstelle der Linder 9

<+ R .. fir Gesundheitsschytz 2

X '_-_E'EQ ) bei Arzneimitteln und 3

w K Medizinprodukten H
" W

Ky *N 216-BS-244.10.08

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Il

No. G7 075731 0069 Rev. 00

Product Service

Tibial Stems (TiGAI4V)
Code Description
6665.15.020 h. 60 mm
6665.15.040 h. 90 mm
CCK Tibial Module (Ti6AI4V)
Code Description
6647.15.310 Straight SHORT
6647.15.320 SHORT Offset +3 mm
6647.15.330 SHORT Offset +6 mm
6647.15.340 Straight LONG
6647.15.350 LONG Offset +3 mm
6647.15.360 LONG Offset +6 mm
H Tibial Module (Ti6AI4V)
Code Description
6648.15.310 Straight SHORT
6648.15.320 SHORT Offset +3 mm
6648.15.330 SHORT Offset +6 mm
6648.15.340 Straight LONG
6648.15.350 LONG Offset +3 mm
6648.15.360 LONG Offset +6 mm
CCK/H Femoral Module (Ti6AI4V)
Code Description
6647.15.410 SHORTR-L
6647.15.420 SHORT R+3mm - L-3mm
6647.15.430 SHORT R-3mm - L+3mm
6647.15.440 LONGR-L
6647.15.450 LONG R+3mm - L-3mm
6647.15.460 LONG R-3mm - L+3mm
CCK/H Stems (Ti6AI4V)
Code Description
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Yo ¢ Zentralstelle der Lander
e %!___ @ ¢  fur Gesundheitsschutz
e

<

bei Arzneimitteln und
] w Medizinprodukten
* -+

o K ZLG-BS-244.10.08

EC Certificate

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices (MDD), Annex Ii 4)
(Devices in Class i)

No. G7 075731 0069 Rev. 00

waw.zlg,de

Product Service

6647.15.140 dia 14 mm, length 60
6647.15.160 dia 16 mm, length 60
6647.15.180 dia 18 mm, length 85
6647.15.200 dia 20 mm, length 85
6647.15.220 dia 22 mm, length 110
6647.15.240 dia 24 mm, length 110
MULTIGEN PLUS PATELLAR PROSTHESIS
Patellar Prosthesis (UHMWPE)
Code Description
6695.50.103 dia. 28 mm, h. 8 mm

6695.50.105 dia. 32 mm, h. 8 mm
6695.50.005 dia. 32 mm

6695.50.010 dia. 35 mm
6695.50.020 dia. 38 mm
6695.50.030 dia. 41 mm
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