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EXAMPLE OF LABELS OF FEMORAL HEADS

Label of the first code of each kind of device for Femoral Heads is following reported. For
each label, all the information which changes in the other labels of the same device is

showed.

The labels are reported as follows:

Section 1 Example of labels for Heads (Biolox ® Delta) - Taper 12/14

Section 2 Example of labels for Heads (CoCrMo) - Taper 12/14

Section 3 Example of labels for Heads (AISI 316/L) - Taper 12/14

Section 4 Example of labels for Heads (FeCrNiMnMoNbN) - Taper 12/14

Section 5 Example of labels for Revision Heads (Biolox ® Delta + Ti6Al4V) - Taper
12/14

Section 6 Example of labels for Heads (CoCrMo)

Section 7 Example of labels for Bipolar Heads (AISI 316/L) with Liner (UHMWPE)

Section 8 Example of labels for Bipolar Heads (CoCrMo) with Liner (UHMWPE)

Section 9 Example of labels for Lock Self-Centering Heads (AISI 316/L) with Liner
(UHMWPE)

Section 10 Example of labels for Lock Self-Centering Heads (CoCrMo) with Liner
(UHMWPE)

Section 11 Example of labels for Femoral Cephalic Heads (AISI 316/L) - Taper 12/14

STERILIZATION — DATA ON THE LABELS

The information about the sterilization method for the device is reported on the labels. The
external cardboard box (first label in each of the following pages) indicates only the possible

sterilization methods:

STERILE| R

STERILE|EO

Labels provided below are here included as example. For the sterilization method applicable

o STERILE R: sterilization by irradiation (Beta rays or Gamma rays according to
the applicable sterilization method).

e STERILE EO: sterilization by ethylene oxide.

to each product refer to Chapter 1.2.3.1.
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SECTION 1 - EXAMPLE OF LABELS FOR HEADS (Biolox ® Delta) - TAPER 12/14
Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

Esum.n.zm Femor e o Pt [REF]5010.42.281 01
EmLo:n;[jnéLm DELTA ma_gamn] Femoral Head/Testa Femorale
AV T aperiCono=1214 _BIOLOX DELTA Dia=28mm

Femoral Head@) | SHORT| Taper/Cono=12/14
Testa Femmaleﬂ

/T
Jt__..- Size Cabeza FemoralE) 2022 07- 31- o1/ 81023 S E —E211700239
< S Prothesenkupf@ ||I|‘ ”H”H“
.. Tete Femoral@

sty e fomeaseee® IR

5 Donatusell -y a0 ’ O 1

O QELE mR A e et -

m:m :: :ﬂ%rﬂ rﬂ;agi fﬁuﬁﬁ’lgmﬁ STERH_E O{1700239

B e s [T I\I\HIIIIIIII\II\H\\||||HI||I|\I|||||||I

— TWWWM
33038 Villanova di San Daniele - Udine - Italy (]1 23 Umaoarpor‘a‘t e S.p.A. - \Via N azionale, 52 ( €
d i p 33038 Villanova di San Daniele - Udine - Italy 0123
Code Size | Diameter

5010.42.281 S 28

5010.42.282 | M 28

5010.42.283 L 28

5010.42.321 S 32

5010.42.322 | M 32

5010.42.323 L 32

5010.42.361 S 36

5010.42.362 | M 36

5010.42.363 L 36

5010.42.364 | XL 36

5010.42.401 S 40

5010.42.402 | M 40

5010.42.403 L 40

5010.42.404 | XL 40

Example of labels for the first code
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[REF]5010.42.281

D=28mm
BIOLOX DELTA

Femoral Head/Testa Femorale
BIOLOX DELTA Dia=28mm
SHORT TaperiCono=1214

Femoral HeadZ)

Testa Femorale{

Cabeza FemoralE)

s Prothesenkopfid
Tete Femoral[§)

Cabega Femoral(g]

82022-07-31[aty] 1 [STERILE[EC] [Limacorporate Sp.a. |

Ay}

® Singie usa E;‘-Igbeme" "Ei‘“ from surig ‘ Tempesature Imit

Lot Numbes A Cauton ST
Cxige
IFU Comsu Sterilzed
d wwwwww [EfEnii (%] using
for use Imadiation
d Limacorporate 5.p_A. - Via Nazionale, 52 ( E
33038 Villanova di San Daniele - Udine - Italy 0123 x

5010.42.281 01

Femaoral Head/Testa Femorale
BIOLOX DELTA Dia=28mm
SHORT Taper/Cono=12/14

22022-07-31[LoT] 2017 81023 [STERILE[EO]| 1700239

i Il
[T .

[REF]5010.42.281

Femoral Head/Testa Femorale
BIOLOX DELTA Dia=28mm

g
SHORT Taper/Cono=12/14
82022-07-31 [LoT] 2017 81023 [STERILE[EC| 1700239

Wl I\I\HIIIIIIII\IIHH\III\HIIIIHI\I\I\III
T

leaoclrporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele -

CE

Udine - Haly 0123
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SECTION 2 - EXAMPLE OF LABELS FOR HEADS (CoCrMo) - TAPER 12/14

Data Legend

(the information which changes in the other labels of the same device is squared and showed

in the table below).

[RE15010.09.221

D=22mm

Femoral HeadTasta Eamarsle

oCrio Dla Zme
SHORT | TaperiCono=12414
emoral Head=]

Testa Femorale[l]

Size Cabeza Femoral@
S Prothesenkopfl3
Tete Femoral[fg

Cabega Femorallg]

£2022-08-31 @] 11 [STERILE[EO] [Limacorporate S.p.a.
® Sirgla uss O E%E%i‘;” '__'i

- = et 'T' Koap d
Srarlizad
totrmber A\ coson R Y,
e
IFU Consal Sterlized
| i|  instractons d Manudaciur FRE] ] using
far e irediaion

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

Code Size | Diameter
5010.09.221 S 22
5010.09.222 | M 22
5010.09.223 L 22
5010.09.224 | XL 22
5010.09.281 S 28
5010.09.282 | M 28
5010.09.283 L 28
5010.09.284 | XL 28
5010.09.285 | XXL 28
5010.09.286 | XXXL 28
5010.09.321 S 32
5010.09.322 | M 32
5010.09.323 L 32
5010.09.324 | XL 32
5010.09.325 | XXL 32
5010.09.326 | XXXL 32
5010.09.361 S 36
5010.09.362 | M 36
5010.09.363 L 36
5010.09.364 | XL 36
5010.09.365 | XXL 36

[REF]5010.09.221 03

Femoral Head/Testa Femorale
CoCrMo | Dia=22mm

Taper/Cono=12/14

22022-08-31[LoT] 2016 10428 [STERILEJEO| 1700245

[T T

(01)08033380006750(17)220831

[REF]15010.09.221

Femor"u HeadTestaFemorale
Dia=22mm

SHOR TapenfCono-1 214

§2022-08-31 [LOT| 2016 10428 [STERILE[EO]1700245

I\III\IIIIIHII 00 A
e

leacorp-orata S.p.A. - Via Nazionale, 52 C€
33038 Villanova di San Daniele - Udine - Italy 0123
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Code Size | Diameter
5010.09.366 | XXXL 36
Example of labels for the first code
5010.09.221
Femoral Head/Testa Femorale 5010.09.221 03
CoCrile CoCrMo Die=22mm  Femoral Head/Testa Femorale

Q SHORT TaperiCono=12/14
Femoral HeadE]

Testa Femoralel]

Cabeza Femoral[Z)

S Prothesenkopfl3

Tete Femoral[fl

Cabega Femoralg]

22022-08-31 1 [sTERILE[EO| [Limacorporate S.p.a. |

® Do not use i =
Sirgle um m i“\

EM,, EE Wi A ceww

Keap away )
fam muright ' Temweratura imi

Starilizad
= [
otturmser A\ cauton = 5.,
Oidhe

IFU Corsult Starilized
WA | T g
far use i

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

CoCrMo Dia=22mm
SHORT Taper/Cono=12/14

£2022-08-31[Lo1] 2016 10428 [STERILE[EC|1700245

(T

J0B03 33900067 50(17)220831

[ReEF]5010.09.221

Femoral Head/Testa Femorale
CoCrMo Dia=22mm
SHORT TaperFCu-nn-12114

= 2022-08-31 ﬁ 2016 10428 STERILEE 1?00245

HHIHI!III\II\HHIIII|I Il
T

leac:nrp-orate S.p.A. - Via Nazionale, 52 (E
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 3 - EXAMPLE OF LABELS FOR HEADS (AISI 316/L) - TAPER 12/14

Data Legend

(the information which changes in the other labels of the same device is squared and showed

in the table below).

[REE1S010.05.221

D=22mm
AIS1 31EL

Size
S

SHORT

Femoral Head/Testa Femorale

AlS| 316L Dia=22mm
TaperCono=12/14
moral Head[Z]
Testa Femorale[l]
Cabeza Femoralm
Prothesenkopil3
Tete Femoral[g
Cabega Femoralg]

82022-05-31[ak]|1 [STERILE[EO] |Limacorporate S.p-a. |

g Do not use i -3
Single use @ package iy
s damaged -

Refaranca .
5 U By b .T. Keap dry
Starlized
tottumber /N coon  EEEEIE 5,
Cxide
IFU Cormaut Starlized
| i|  instrucsions J Feie 7] wsing
for use b

Kiap awary
from surdight

* Temperature limit

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Danigle - Udine - Italy

Ce€

0123

Code Size | Diameter
5010.05.221 S 22
5010.05.222 | M 22
5010.05.223 L 22
5010.05.224 | XL 22
5010.05.281 S 28
5010.05.282 | M 28
5010.05.283 L 28
5010.05.284 | XL 28
5010.05.285 | XXL 28
5010.05.286 | XXXL 28
5010.05.321 S 32
5010.05.322 | M 32
5010.05.323 L 32
5010.05.324 | XL 32
5010.05.325 | XXL 32
5010.05.326 | XXXL 32

Example of labels for the first code

5010.05.221 03

Femoral Head/Testa Femorale
AlSI 316L Dia=22mm

Taper/Cono=12/14
82022-05-31[Lo1] 2016 09318 STER“-E- 1700162

l B
(L

(01)08033380006545(17)220531

[rRer]5010.05.221 %03
Femoral Head/Testa-Femorale 3=

_ Dia=22mm
SHORT Taper!Cono-12114
LTI
T

leacorporate S.p.A. - Via Nazionale, 52 CE
33038 Villanova di San Daniele - Udine - ltaly 0123
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[rer]5010.05.221
D=22mm Femoral Head/Testa Femarale 5010.05.221 03
AISI 316 AIS| 316L Dia=22mm Femoral Head/Testa Femorale
) SHORT TaperiCono=12/14 AlSI 316L Dia=22mm
Femoral Heacl  gopT Taper/Cono=12/14
s Testa Femorale[l]
Cabeza Femoralll]  £2022-05-31 [tot] 2016 09318 STERILE- 1700162
powse= I ||| ] i
Tete Femoral[fd

Cabega Femorallg]
82022-05-31[at] 1 [STERILE[EO| [Limacorporate S.p.a. |

Donotume® = K )
® Sirghe use :.:m-g;d N h?mh o] Terpersture ent

2 Uisa By Refarenos .T. Kisap dry

Sterilized

— Ll
ottumber A\ cauton e
Oide

Starilizad

IFU Cormsult
[ “ instrucices d ——— e w] using
far use imadiation

dLimaoDrporate S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Daniele - Udine - ltaly 0123

(TR T

(01)0B033380006545(17)220531

[ReF]5010.05.221 %03

Femoral Head/Testa Femorale
AISI 316L Dia=22mm
SHORT Tapen’Cono-12f14
=2 2022-05-31 LO [LoT] 2016 09318 [sTERILE[ED] 1700162

T AR A
(T

leacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - taly 0123
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SECTION 4 — EXAMPLE OF LABELS FOR HEADS (FeCrNiMnMoNDbN) - TAPER
12/14

Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

, [FE7] 2416.07.221 00
e P e Hood | Tocta Famorsio
O . D;T;;ammaam:;c"”;m% OrDam—zzmm er‘frapanfConc: =12/14
S Testa Fomoraiofg §2021-02-28[157) 2015 11612 [STERILEIES|1600040
Cabeza F E
- T

Tete Femoral[&)

caveca remorgt |11 N1 HNVITN
2021-02-28 [fy1 [STERILE[EC] [Lmacorporate S.p.a

803330000301 8(1
; Donotuseif =
® Singie usa @ nndw:“ ZR :";:::th 4 Teroerntura limit
is damaged

[REF]12416.07.221 oo
Redurence : ACCENT - FeCrNipnmoNDR
E e Hurmbar I Keap dry Ferncral Head / Testa Femorale
Stedlized Dia=22mm Taper'Cono=12/14
(] e A\ coton LuC |4 G 2021-02-28 [05Y 201511612 [STERILEEO] 1600040
Oxide

IFLJ Cansuit Sterilized
for use iraciadion

ya24180T2210(10)181

S IIIIII||||||||||I|II|IIIII|I\I|IIIH|III\|
d Limacorporate S.p.A. - Via Nazionale, 52 € !

33038 Villanova di San Daniele - Udine - taly 0123 BageTs  — - —— == —————— CE
18 Wl O’Uﬂﬂ Bﬁl\ mnnla-u ILB,' 0123

Code Size
2416.07.221 | #-2
2416.07.222 | #0
2416.07.223 | #+4

Example of labels for the first code
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2416.07.221 0o
REr]2416.07.221 (£=12416.07.2
&m ACCENT.. Fecribintichy  ACCENT - FeCrNiMnMoNbN
ACCENT FeCuMaMoNbN Femoral Head / Testa Femerale  Femoral Head / Testa Femorale

#2 Dia=22mm Taper/Cono=12/14
Femoral HeadZ]]

Testa Femorale[j

Cabeza FemoralZ)
Prothesenkopfi

Tete Femoral[&)

9
e #-2
Cabega Femora

82021-02-28 [alylt [STERILE[EC] [[imacorporate S.p.a.

Do ot use i i
@ s @) Bt G wam. [ e
is damaged

-] Rafersnce
o e e
IG" Lot Mumber & Canttion
d Manufactn

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

Keap dry

Storilizad

using
Etinjlans

Oxide

IFU Consuit

I:TJ Irul:uudml

Stoei iz
EFESETR] using
using

CE f

0123

#-2 Dia=22mm Taper/Cono=12/14
22021-02-28[o1] 2015 11612 [STERILE[EC] 1600040

416072210(10)1511612(01)1600040(92)6366

0803320000301

[REF]2416.07.221
ACCENT - FeCrNiMnMoNbN
Femoral Head / Testa Femorale

#2 Dia=2Z2mm TaperCono=12/14
€ 2021-02-28 [57 201511612 |STERILE[EOC] 1600040

ya24180T2210(10)1

(e]e}

annmrmm!- = p- i Nn.zmnm-.

SE
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Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

[={]5010.07. 281 o [EF]5010.07.281 04
p=25mm fivedivartig Femoral Head/Testa Femorale
FaCeNiMnMohoN iMnMoNbN  Diz=28mm

N SHORT| Taper/Cono=12/14 FeCrNiMnMoNbN  Dia=28mm

Femoral HeadEl

a per/Cono=12/14

Size ::::::::::g g2018-03-08[cot] 2013 00361 [STERILE[EO|1300084
° vt L0 AN ST
Tete Femoral[f

Cabega Femorallg]
22018-03-08[@¥]| 1 [sTERILE[EO| [Lin acorporate S.p.a. |

R

(01)08033390006699(17) 180308

T .. [FEF]5010.07.281 04
s package i Kepwwsy {7 vo liit . ' ]
® s @ Dlires & omenion ) Femoral Head/Testa Femorale
: eCrNiMnMoNbN  Dia=28mm
E Veay el SHORT Taparmcmo-mm
Starilizad @ 2018-03-08 ﬁ 2013 00361 STERILE EO ‘13()0084
ottuber A\ cauton 5, Il ||II
Oxider
IFU Consult Starilzed
(& for use d i l
cors I mm
Limacorporate S.p.A. - Via Nazionale, 52 X ]
dB&DG& Villanova di San Daniele - Udine - ltaly 0123 leacorporate S.p.A. - Via Nazionale, 52 CE
= 33038 Villanova di San Daniele - Udine - ltaly 0123
Code Size

5010.07.281 S
5010.07.282 M
5010.07.283 L
5010.07.284 | XL
5010.07.285 | XXL
5010.07.286 | XXXL

Example of labels for the first code
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D:zamms 010.07.281 Femoral Head/Testa Femorale 5?:'0?]%2%; F | o
FaCAMENONON FeCNIMnMoNbN Dig=2emm | emoral Head/Testa Femorale
9 SHORT Taper/Cono=12114 FeCrNiMnMoNbN Dia=28mm

Femoral HeadEl

Testa Femorale[lj

Cabeza Femorala

S Prothesenkopf{3

Tete Femoral[fd

Cabega Femorallg]

£2018-03-08[@}] 1 [STERILE[EQ] [Limacorporate S.p.a. |

SHORT Taper/Cono=12/14
g2018-03-08[Lot] 2013 00361 STEHILE-1300084

Imii Tﬂaiﬂr msﬁ1ri1

Do et use if 3
el Koep away N it
® Singla s puck=ge TN Tommrige | 'p  Temwersture lin

W oy R AN s

Starlized
ottuber A\ cauton g
Oide
IFU Cormsult Starilized
(T d =T g
for use imradiation

dLima.oDrporam S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Daniele - Udine - Italy 0123

[REF]5010.07.281 %@go“

Femoral Head/Testa Femorale
FeCrNiMnMoNbN  Dia=28mm
SHORT TapariCono 12114

& 2018-03-08 ﬁ 2013 00361 STERILE EQ 1300084

II 1l
T

leacorporate S.p.A. - Via Nazionale, 52 C'E
33038 Villanova di San Daniele - Udine - ltaly 0123
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SECTION 5-EXAMPLE OF LABELS FOR REVISION HEADS (Biolox ® Delta +
Ti6Al4V) - TAPER 12/14

Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

E]S[HD 42.021 501{)42_021 00
""" BIOLOXDELTASTBASY o) 3% DELTA+TIBAI4V
EK]LC'I DELTA+TIBAKY Revision Femoral Head

Revision Femaral Head

—9 SHORT | Dia. 28mm | 12114
{;r"'., \"’: : ;~;;353;~,::;ad@ I"E’?Er Dia. 28mm - 12/14
2

Slée Testa da Revisione(fj

\\ 2 Cabeza para Revision[E) 021-07-31 - 2015 80614 m1 600209
— .
’ B L
29021.07-31 G T BTEREES omeomasie S5 1 \I i |||HH|||I|II|\I\I\ |I T

Q) srgewe o T Eeaey tegeeis [REF]5010.42.021 %oo
@ Q= & == | BIOLOX DELTA+TiOARY

w! Reference Revision Femoral Head

- R T e SHORT/- Dia. 28mm + 12/14

-07-31-o7] 2015 80614 [STERILE[EC] 1600209

Lt umoer Camn  [EERIETES Byl

e = [ ||IHI|IHI\|I\HI|||||I|I\|IHII||\\IIIIIIII\HIII
| — cc e TN

all T B ey 0123 Y Umacomorte S A v azonte 52— <4

33038 Villa ncwad S n Dani I Udine—ltal'_-.r 0123

Code Size | Diameter

5010.42.021| S 28

5010.42.022| M 28

5010.42.023| L 28

5010.42.024 | XL 28

5010.42.031| S 32

5010.42.032| M 32

5010.42.033| L 32

5010.42.034 | XL 32

5010.42.041| S 36

5010.42.042| M 36
Code Size | Diameter

5010.42.043| L 36

5010.42.044 | XL 36

5010.42.051| S 40

5010.42.052| M 40

5010.42.053| L 40

5010.42.054 | XL 40

Example of labels for the first code
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[REF]5010.42.021 [ReF] 5010.42.021 0o

BIOLOX DELTA+TiGAI4Y
Revision Femoral Head
SHORT - Dia. 28mm - 1214

Revision Head(Z])

s Testa da Revisione{
Cabeza para Revision[3)

Revisionkopfi3

Tete de Revision[g]!

Cabeca para Revisao]
©2021-07-31[gly] 1 [STERILE[EC] [Limacorporate Spa. |

'-. Do ot usz IF -3
Singie uss =%
o

D=28mm
BIOLOX DELTA+TIBAKY

* Tempesature Imit

Reference e
e A e
Sterllzed
e 5

o Lot Numnper Causon STEAILE | 10 En'g?ena

ke
.. IFU Consui i Sterfized

[Il:l Instruckons: Marufacier STAILE] & | USing
fior Luss Imadlation

d Limacorporate S.p_A. - Via Nazionale, 52

33038 Villanova di San Daniele - Udine - Italy (] 1 23

BIOLOX DELTA+TIBAI4Y
Revision Femoral Head
SHORT - Dia. 28mm - 12/14

52021-07-31[o7] 2015 80614 [STERILE[EC]1600209

I
I

[REF]5010.42.021
BIOLOX DELTA+TiBAI4Y
Revision Femoral Head
SHORT - Dia. 28mm - 12/14

$2021-07-31 [LoT] 2015 80614

Il
-

leacorpomte S.p.A. - Via Nazionale, 52 ':E
33038 Villanova di San Daniele - Udine - ltaly 0123

%DD

[STERILE[EO] 1600209
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SECTION 6 — EXAMPLE OF LABELS FOR HEADS (CoCrMo)

Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

[Re-]15012.09.221 [REF] 5012.09.221 02
Taper 14/16 Femoral HeadTTesta Femaraie— o oral Head/ Testa Femorale
Haad - CoCrido GeGrMo Cia=22mm o
SHORT TaperlCono=14%6 — COCrMo | Dia=22mm
A~ i Femoral Head[Z] SHORT |[Taper/Cono=14/16
Testa Femoralell] 22019 09 30[co1] 2000 0091 0| 1400249
Cabeza Femoralm
Prothesenkopfd | ||I |||||I|
Tete Femoral[
e | T T
£2019-09-30[@Y] 1 [STERILE[EO| [[imacorporate S.p.a. 01)05033390007575(17)180930
- Dorctusd [rREE]5012.00.221 g 02
@ Sigle use poe TN lamamags o4 et Fomoral Head/Testa Femorale ¥
CoGrMe, |Dia=22mm
E eaBy Reorerco s SHORT |aparfuono-14r16
Stotions 2 2019-09-30 [LOT] 2000 00910 [STERILEJED]|1400249
o Do =g [ NI
Oide
[Ii] Wﬁ" d Manuactune [STTRILE rrﬂm

= |\|il||muu T

Limacorporate S.p.A. - Via Nazionale, 52 c €
d33033 mnom(ﬂ San Danigle - Udine - Italy " Limacorporate S.p.A. - Via Nazionale, 52 c€
0123 ; 33038 Villanova di San Daniele - Udine - ltaly 0123

Code Size | Diameter
5012.09.221 S 22
5012.09.222 M 22
5012.09.223 L 22
5012.09.281 S 28
5012.09.282 M 28
5012.09.283 L 28
5012.09.284 | XL 28
5012.09.285 | XXL 28
5012.09.286 | XXXL 28
5012.09.321 S 32
5012.09.322 M 32
5012.09.323 L 32
5012.09.324 | XL 32
5012.09.325 | XXL 32
5012.09.326 | XXXL 32

Example of labels for the first code
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[reF]15012.09.221 [REF]5012.09.221 02
Taper 14/16 Femoral HeadTesta Femorale  £o 0 ral Head/ Testa Femorale
Head - CoCivo CoCrMo  Dia=22mm N
SHORT TaperiCono=t416 ~ COCrMo  Dia=22mm
Dia Femoral Head@l = SHORT Taper/Cono=14/16
Testa Femoralell]
22 Cabeza FemoralZ] £2019-09-30[LoT] 2000 00910 [STERILE[EC]| 1400249
s eI || ][] LI
Tete Femoral[f]

Cabega FemorallZ]
£2019-09-30[@%] 1 [STERILE[EC] [Limacorporate S.pa. |

Do not use if 2
= = Kiap away )
® Singls s m 'i‘\‘ from sunkght ‘ Termperatura limit
Refererce 3
E saBy Re -~
S&_urilimd
totturmter - A\ couton g
Oxide
IFU Cormult Starilinad
ieshpiai d frn—— e ] wsing
[Ii] for use iradiation

dLimamrporate S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Danigle - Udine - Italy 0123

[ TR

1)08033290007572(17)190930

[REF]5012.09.221 %02
Femoral Head/Testa Femorale 3
CoCrMo Dia=22mm

SHORT Tapar}Cunu-MHB

£2019-09-30 [LOT] 2000 00810 STERILEE 1400249

T I\IIH|II||I VIR
lui‘huimlu||||||ﬂnﬂii'||ﬁi"|i||

leac:nrpcrate S.p.A. - Via Nazionale, 52 C'E
33038 Villanova di San Daniele - Udine - Italy 0123
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ANNEX 6.1 - EXAMPLE OF LABELS

Rev.2

Page 16 di 25

SECTION 7 - EXAMPLE OF LABELS FOR BIPOLAR HEADS (AISI 316/L) WITH

LINER (UHMWPE)
Data Legend

(the information which changes in the other labels of the same device is squared and showed

in the table below).

[rer ]5030.05.380

For Heads 22
Head - AISI316LIPE

Bipolar HeadTesta Biart -AISI316L
Liner/inserto - UHMWPE
Dia=38mm for Heads/per Teste 22mm

Bipolar HeadE]
Testa Biarticolare]
Cabeza Blartlcularﬂ
BiartikularkopfZ3
Tete Bipolaire[]

Cabega Biarticularg]
22021-07-31 @, 1 [STERILE[EC] [Liiracorporate S.p.a. |

Dot ume
® Single use Kanp woary of Tempsraturs it
packege od fram mariight
E Usa By R T. Keap dry
Starliznd
|c-' Lat Mumnber ‘& Caution LT [ i
Oide
[LIp-— Starlizad
[Ii] instruciions i Wanuactume [STERLE using
far use e

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

Code Diameter
5030.05.380 38
5030.05.390 39
5030.05.400 40

5030.05.380 00
Bipolar Head/Testa Biart.-AISI316L
Liner/Inserto - UHMWPE

Dia=38mm for Heads/per Teste 22mm
£2021-07-31[LoT1] 2016 12220 [STERILEEO|1600216

0BT 0 T A
[ I T

(01)0803339000TE18(17)210731

[ReF]5030.05.380 | s OO
Sipolar Head/Tesia Biart-AiSI1316L

Liner/insertn - UHMWPE

Dia=38mm for Headsiper Teste 22mm

= 2021-07-31 LOT 2016 12220 STERILE EO1E.[]0216

RN I O ||nu|||
I

leaoorporate S.p.A. - Via Nazionale, 52 c (
33038 Villanova di San Daniels - Udine - ltaly 0123
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Example of labels for the first code
[rer]5030.05.380
For Heads 22 Bipolar HeadTesta Biart -AISI316L 5030.05.380 00
Head - AISI316LIPE Linerlinserto - UHMWPE  Bipolar Head/Testa Biart.-AISI316L
Dig=38mm for Heads/per Teste 22nm | ingr/Inserto - UHMWPE
Bipolar HeadZl

Testa Biarticolare[j
Cabeza Biarticular2)
Blartikularkopfl3
Tete Bipolaire[Z]
Cabega Biarticularg]
g2021-07-31 1 [sTERILE[EC] [Cimacorporate S.p.a. |

Do not use i -
= Kisap away . . it
® Single uss u-a:mlgn -_f\ from surlight ‘ emperaturs limi

- Reference 4
2 Usa By Norrbar T Keep dry

Starilizad

— Lsdl
totmurner /A Gaion B 7,
Cuide

IFU Cemsult I Svarilizad
I : instrucions Manuactume _ using
irrmciation

far use

dLi macorporate S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Danigle - Udine - Italy 0123 _

Dia=38mm for Heads/per Teste 22mm
82021-07-31[o7] 2016 12220 [STERILE[EC]1600216

M

01)0803330000T818(1T)2107H

5030.05.330 g OO0
Sipolar Head/Testa Biart.-AISI316L
Liner/Inserto - UHMWPE

Dla-SBmm for Heads.fper Teste 22mm

21-07-31 [LOT] 2016 12220 [STERILE| 1

leaoorporate 5.p.A. - Via Nazionale, 52 C (
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 8 — EXAMPLE OF LABELS FOR BIPOLAR HEADS (CoCrMo) WITH
LINER (UHMWPE)

Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

[rRei ]5030.09.380
For Heads 22 Bipolar Head Testa Biart - CoGrMo [REF15030.09.380 00
Head-CoCalUHMINPE Linerfinserto - UHMWPE Bipolar Head/Testa Biart. - CoCrMo

[ia=38mm for Heads/per Teste 22mm Liner/Inserto - UHMWPE
Bipolar Head[El]

Dia=38mn for Heads/per Teste 22mm
Testa Biarticolare[l]
CabezaBlarticulad®]  52022-07-31[L01] 2017 09024 [:rERILE EO[1700240

BiartikularkopfllJ
Tete Bipolaire[]

Cabega Biarticularg]

2022073197 Gremieeo) Chssmomsoad MR ™

(01)08033300007849(17)220731

® Singla use @ packege w8 f Temesratre et '503009380 & “‘;00
by Bipolar Head/Testa Biart. - CoCrMo
_ Linar/inserto - UHMWPE
2 tee By N Ky Dia=38mm for Heads!par Teste 22mm

Starlized g2022-07-31 [LOT] 2017 09024 STERILE EO 1?00240
|C-' Lat Numbes A Caution

_ E’-ng | |II I|||II‘| ‘ ‘I ‘"I“lll”i‘i‘ii
Cride
Conm Stari
[ i gl woesan  EmEm T i m][
leacnrp-orate S p.A. - Via Nazionale, 52 (€

= I\Iiillll\
Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - ltaly 01 2 3
33038 Villanova di San Daniele - Udine - ltaly 0123

Code Diameter
5030.09.380 38
5030.09.390 39
5030.09.400 40
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Example of labels for the first code
[reF]5030.09.380
ds 2 Bipolar Head Testa Biart - CoCro 5030.09.380 0o
Head CoCidalUHMWPE Linerfinserto - UHMWPE Bipolar Head/Testa Biart. - CoCrMo

Dia=38mm for Heads/per Teste 22mm
Bipolar Head[Z]

Testa Blarticolare[l

Cabeza Biarticularf2)
Biartikularkopfi

Tete Bipolaire[]

Cabega Biarticularg]
22022-07-31 1 [sTERILE[EO] [Limacorporate S.p.a. |

Do ot usie B e
= Keap away 0T it
® Single use m i& from miriight ‘ ‘ernpecaturs lim

2 Liea By N“ﬂumm .T Kisap dry

pr'ilimd
- -
AN = 5.
Ouide
IFU Cormult Starilized
[T o ] g
far use iradiation

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy 01 2 3

Liner/Inserto - UHMWPE
Dia=38mm for Heads/per Teste 22mm

§2022-07-31[Lo1] 2017 09024 [STERILE[EO]|1700240

0 R

(01)08033380007849(17)220731

[rREF]15030.09.380 @UD
Bipolar Head/Testa Biart. - CoCrMo

Liner/Inserto - UHMWPE

Dia=38mm for Heads!per Teste 22mm

& 2022-07-31 ﬁ 2017 09024 STERILE ISTERILEEO|1700240

AR
< I

leacorp-orate S.p.A. - Via Nazionale, 52 (€
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 9 — EXAMPLE OF LABELS FOR LOCK SELF-CENTERING HEADS

(AISI 316/L) WITH LINER (UHMWPE)
Data Legend

(the information which changes in the other labels of the same device is squared and showed

in the table below).

[rRIF]5527.05.410

For Heads 28mm LOCK Bipolar Head/Testa B.-AISI316L

LOCK-AISTHBLIUKMIPE Liner/insarto - UHMWPE
Dia=4mm for Heads/per Teste 28mm

Dia. Bipolar Head[E]

Testa Biarticolare[l]

@b 41 Cabeza Blartlcularm
Biartikularkopf(§

y) Tete Bipolaire[f]

Cabega Biarticularg]

£2022-08-31[@ly| 1 [STERILE[EO| [|Zimacorporate S.p.a. |

g Do not use i M
= Kiap mway -
Single package i) " B Temperaturs limit
@ ghe: L amaged et fomsnight | 4
[ —— .
E Use By Humber ‘T‘ Keap dry
Stariizat

Lot Mumber A Caution BTl s,
Oxide

IFU Cormsult Starilizad
[Ii] insbrucons d Manudaciurne EmE ] ] using
far use

iradiation

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Danigle - Udine - ltaly

Code Diameter
5527.05.410 41
5527.05.420 42
5527.05.430 43
5527.05.440 44
5527.05.450 45
5527.05.460 46
5527.05.470 47
5527.05.480 48
5527.05.490 49

Code Diameter
5527.05.500 50
5527.05.510 51
5527.05.520 52
5527.05.530 53
5527.05.540 54
5527.05.550 55
5527.05.560 56

[REF] 5527.05.410 02
LOCK Bipolar Head/Testa B.-AISI316L

Liner/Inserto - UHMWPE
Dia=41mm for Heads/per Teste 28mm

€2022-08-31[ot] 2017 09351 STERILE- 1700252

(ST

01)08033390009515(17)220831

[rREF]5527.05.410

LOCK Bipolar Head/Testa B.-AISI316L
Linarinserts - UHMWPE

Dia=41mm for Hsadsfpsr Teste 28mm

g2022-08-31 [LOT] 2017 09351 [STERILEEO] 1700252

0
I

leacorp-orate S.p.A. - Via Nazionale, 52 c€
33038 Villanova di San Daniele - Udine - Italy 0123
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|5527.05570| 57 |
Example of labels for the first code
[reF]5527.05.410
For Heads 28mm LOCK Bipolar HeadTesta B.-AISI316L 55_27.05.41 0 02
LOCK-AISI3ELIUHMWPE Linerfinserto - UHMWPE  LOCK Bipolar Head/Testa B.-AISI316L
Dia=41mm for Heads/per Teste 28mm | iner/Inserto - UHMWPE
Dia. : tBi:i"":;r Hleadg Dia=41mm for Heads/per Teste 28mm
esta Blarticolare)
41 Caboss Blarticuad]  £2022-08-31[[5T] 2017 09351 ETERILE[EC] 1700252
reroene- S |1 0110
Tete Bipolaire[f]

Cabega Biarticularg]
22022-08-31 1 [sTERILE[EO] [Limacorporate S.p.a. |

Do not use if -3
e Ki .
® Single uss iadilgﬂ -‘\ ﬁuwmm .‘ Temperatura limit

PRI o -
Starilized

= [r™
totmumber A\ cauton e Y,
Oneide

IFU Corsail I Starilized
instrucions Miansaciume EmE ] ] using
[Ii] far use madiation

dLima{:DrporaiB S.p.A. - Via Nazionale, 52 c € !

33038 Villanova di San Danigle - Udine - ltaly 0123 E_ -

I

(01)08033300009515(17)220831

[REF]5527.05.410

LOCK Bipolar Head/Testa B.-AISI316L
Liner/Inserto - UHMWPE

Dia=41mm for Heads/per Teste 28mm

g2022-08-31 [LOT] 2017 09351 [STERILEEO]1700252

[T AT
T

leacnrp-orate S.p.A. - Via Nazionale, 52 c€
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 10 — EXAMPLE OF LABELS FOR LOCK SELF-CENTERING HEADS

(CoCrMo) WITH LINER (UHMWPE)
Data Legend

(the information which changes in the other labels of the same device is squared and showed

in the table below).

[ReZ]5527.09.410

For Heads Z8mm
LOCK, - CoCrioUHMWPE

. Dia.
. M
@
4
Cabega Biarticularg]

22022-07-31[@! 1 [sTERILE[EO| [Limacorporate S.p.a.

LOCK Bipolar Head/Testa B.-CoCrMo
Liner/inserto - UHMWPE
Dia=41mm for Heads/per Teste 28mm

Bipolar Head[E]
Testa Biarticolare[l]
Cabeza Blartlcularﬂ
Biartikularkopf3
Tete Bipolaire[fg

z Donotuss¥ -3
SR Keepaway -
singla packege ; . | Temperature limit
® ngla use @ B Gantigred - fram surdight 'y
— :
2 e By umbar “T" Keap dry
Stariized
- . T usi
Lot Mumiber A Caution e r?
Ouide
IFU Cormsult Stariized
(W= [P i
for use iadiation

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

Code Diameter
5527.09.410 41
5527.09.420 42
5527.09.430 43
5527.09.440 44
5527.09.450 45
5527.09.460 46
5527.09.470 47
5527.09.480 48
5527.09.490 49
5527.09.500 50
5527.09.510 51
5527.09.520 52
5527.09.530 53
5527.09.540 54
5527.09.550 55
5527.09.560 56
5527.09.570 57

Example of labels for the first code

;:?;HWWWIMWWNH

[REF] 5527.09.410 02
LOCK Bipoiar Head/Testa B.-CoCrMo

Liner/Inserto - UHMWPE

Dia=41mm| for Heads/per Teste 28mm

€2022-07-31[Lo1] 2017 066071 [STERILE[EO|1700226

R0 NI A
[T T

01)08033300009690(17)220731

[ReF]5527.09.410

LOCK Bipoiar Head/Tesla B
Liner/Inserto - UHMWPE
Dia=41mm for Heads.fpar Teste 2Bmm

Muzz 07-31 [LOT] 2017 06801 1?0@225

8.-CoCrMo

22073

Limacorporate S.p.A. - Via Nazionale, 52 (€
a di San Daniele - Udine - Italy 0123

33038 Villanow;
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[reF15527.09.410 [FEF] 5527.00.410 02
For Heads 28mm LOCK Bipolar headTesia B.-CoCrMo ) Ao Bipolar Head/Testa B.-CoCrMo
LOCK - CoCho/UHMWPE Liner/nserto - UHMWPE .
Dia=41mm for Heads/per Teste 28mm  Liner/Inserto - UHMWPE

Dia. Bipolar Head[E]
Testa Biarticolare[l]

41
Cabeza Blartlcularﬂ
Biartikularkopf3
Tete Bipolaire[fg

Cabega Biarticularg]
82022-07-31[@Y] 1 [sTERILE[EO| [Limacorporate S.p.a. |

Dorctused o )
® Singla use m [E mm | Temosraura it

Euuay B Wmm AR weay

Starlized

totmurmser A\ cauton = 5,
Oxide

IFU Corsult I Starlized
I : instrucions Manusactume mﬂ using
inradiation

far use

dLimaDDrporate S.p.A. - Via Nazionale, 52 ( € }‘

33038 Villanova di San Daniele - Udine - Italy 0123 B

Dia=41mm for Heads/per Teste 28mm
£2022-07-31[LoT] 2017 06601 [STERILE[EO]1700226

|i TOOZ26(92p6231

(M

(01)08033300008690(17)220731

[REF]5527.09.410

LOCK Bipolar Head/Testa B.-CoCrMo
Liner/Inserto - UHMWPE

Dia=41mm for Heads/per Teste 28mm

=2022-07-31 - 2017 06601 [STERILE[EO|1700226

Tira4

1T

33 ISDOGDES0{

leacorporate S.p.A. = Via Nazionale, 52 ( €
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 11 - EXAMPLE OF LABELS FOR FEMORAL CEPHALIC HEADS (AlSI
316/L) - TAPER 12/14

Data Legend

(the information which changes in the other labels of the same device is squared and showed
in the table below).

[RiF]5061.05.410 [REF]5061.05.410 00

Taper 12/14 Femoral Head/Testa Femorale  Femoral Head/Testa Femorale

Haad - AISI3tEL for Endoprosthesis - AIBIBIEL o Endoprosthesis - AISI316L
Dia=41mm Taper/Cono=12/14

Dia Famora IHeadE] |DPia=41mm| Taper/Cono=12/14
’7 > ) 41 Testa Femoralelll  52022-05-31[Lo7] 2016 14263 [STERILE[ R |1700160

Cabeza FemoralD] ‘|||||II‘ ‘II"I‘
\

~ Prothesenkopfll3
Tete Femoral[f]

comererna IR

€2022-05-31[a%y! 1 [sTERILE[ R| [Linacorporate S,p.a.

- Do not use i = rrr— o
Q) srewm e G A g [ReF15061.05.410
@ ot : Eemoml Head/Testa Fesmorale
S : rosthesis - AISI316L
E et = T e Dia=41mm Taper/Cono=12/14
s 22022-05-31 -2015 14263 [STERILE| R |1700160

Lat Murber A Caution e s ||

IFU Cemsult Starilized
[Ii:l instrucons J Manutactume premne : using
fiar use irradiati

irradiation

LU N LM !IIIIIIIIIIIIII
T

macorporaeSpA. - Via Na: ale 52 'C€
33038 Villanova di San Da mel Ud -ltaly 0123

e =

c € i Rdcin

Limacorporate S.p.A. - Via Nazionale, 52 S -
33038 Villanova di San Danigle - Udine - Italy 0123 “_:_ =Ty

Pk fara

Code Diameter
5061.05.410| 41.0
5061.05.420| 42.0
5061.05.430| 43.0
5061.05.445| 445
5061.05.460| 46.0
5061.05.475| 47.5
5061.05.490| 49.0
5061.05.510| 51.0
5061.05.525| 52.5
5061.05.540| 54.0
5061.05.555| 55.5
5061.05.570| 57.0

Example of labels for the first code
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[rReF]15061.05.410 [REF]15061.05.410 00
Taper 12/14 Femoral HeadTesta Femorsle  Femoral Head/Testa Femorale
Head - AISIEL for Endoprosthesis - AISIZIBL o Endoprosthesis - AISI316L
Dia=41mm Taper/Cono=12/14 .
Dia Femoral Headl] Di@=41mm Taper/Cono=12/14
a1 TestaFemoralelll  g2022-05-31[L07] 2016 14263 [STERILE : 1700160
Cabeza Femoralm
Prothesenkopfll3
Tete Femoral[f]

Cabega Femoralfa]
22022-05-31 1 [sTERILE[ R] [Limacorporate S.p.a. |

Do not use if

S Kespaway g T o limit
® Single uss m 'i‘\ from sunlight ‘ ‘emperatus
E Usa By Frturivingd .T. Koap dry
Starilizsd
Lot Nurnber A Cauiion e Y
Oride

Starilized

IFU Cemsult
[Ti]  instructons J [rp— i [] wsing
fiar use irradiation

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Danigle - Udine - Italy

T T —

1)0£033380008327(1T)220.

[rREF]5061.05.410

Femoral Head/Testa Femorale
for Endoprosthesis - AISI316L
Dia=41mm Taper/Cono=12/14

§2022-05-31 [LOT] 2016 14263 [s

JNMNEI 0 I||I
lui“iuﬁﬁ\nnluﬁi\m i

|

leacorporate S.p.A. - Via Nazionale, 52 'C€
33038 Villanova di San Daniele - Udine - Italy 0123

'R 1700160




