X LimaCorporate ANNEX 6.1

Orthopaedic ¢*motion

Rev.14

Page 1 di 46

EXAMPLE OF LABELS SMR SYSTEM

Label of the first code of each kind of device for SMR System, 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, according the CN_01 2019 Change Number of Labels:

Section 1 Finned Humeral Body with Locking Screw (Ti6AlI4V)
Section 2 Trauma Humeral Body with Locking Screw (Ti6Al4V)
Section 3 Cemented Stems (Ti6Al4V) L.80 mm

Section 4 Cementless Finned Stems (Ti6Al4V)

Section 5 Large Resection Stems (Ti6Al4V)

Section 6 Modular Spacers for Large resection Stems (Ti6AI4V)
Section 7 Ring (Ti6Al4V)

Section 8 Cementless Revision stem (Ti6AI4V)

Section 9 Cemented Revision stem (Ti6Al4V)

Section 10 Neutral Adaptor Tapers (Ti6AI4V)

Section 11 Eccentrical Adaptor Tapers (Ti6Al4V)

Section 12 Humeral Heads

Section 13 CTA Humeral Heads

Section 14 CTA Heads Adaptor for Reverse Humeral Body (Ti6AI4V)
Section 15 Reverse Humeral Bodies with Locking Screw (Ti6Al4V)
Section 16 Reverse Liners 36 mm

Section 17 Glenosphere 36 mm with connector

Section 18 Glenosphere 36 mm

Section 19 Reverse HP Liners 44 mm

Section 20 Reverse Liners 38 mm (CoCrMo)

Section 21 Reverse HP Liners 40 mm (CoCrMo)

Section 22 Glenosphere (UHMWPE X-LIMA+ Ti6Al4V)
Section 23 SMR Accessories

Section 24 Glenoid Plates (Ti CP)

Section 25 Resurfacing Heads (CoCrMo+PoroTi+HA)

Section 26 Resurfacing Heads FDA (CoCrMo+PoroTi)

Section 27 CTA Resurfacing Heads (CoCrMo+PoroTi+HA)
Section 28 CTA Resurfacing Heads FDA (CoCrMo+PoroTi)
Section 29 Resurfacing Stems (Ti6Al4V)

Section 30 Cemented Glenoids

Section 31 Cemented Glenoids 3 pegs (UHMWPE X-Lima)
Section 32 Metal back glenoid

Section 33 L2 Metal back glenoid

Section 34 Axioma Metal Back glenoid

Section 35 TT Baseplate (Ti6Al4V)

Section 36 Axioma TT Baseplate (Ti6AI4V)

Section 37 Axioma TT Glenoid Peg (Ti6AlI4V)

Section 38 Metal back liner (UHMWPE)

Section 39 L2 Metal back liner (UHMWPE)

Section 40 Axioma Metal back liner (UHMWPE)
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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:

e STERILE R: sterilization by irradiation (Beta rays or Gamma rays according to

STERLE R the applicable sterilization method).

STERLEFO] . STERILE EO: sterilization by ethylene oxide.

Always refer to device labels for information about the sterilization method.

For the information on applicable sterilization method for each device refer to Design Dossier.
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SECTION 1 -LABEL FOR FINNED HUMERAL BODY WITH LOCKING SCREW

(TiBAI4V)

[REF 1350.15.110

SMR S ioulder SMR Shoulder'Spalla-TiGAIKY
SMR- T Humeral Body / Corpo Omerale
Finned f Alettato

Size Humeral Body(Z)
M Size Corpo Omeralefly
Cuerpo HumeralE

Humerushauptteill3
Corps Humeral[g)
Corpo Humeral(g)

©2020-03-31[gty] 1 [STERILE[ R] [Limacorporate S.p.a. |

_. Do not use I
Single use .
E : Refarence Py
< UsaBy REF|  somber T Keep dry

Stestized

Ouice
IFU Consut Sterttzed

[ e %] using
or use inatiation

Fa
Limacorporate S.p.A. - Via Nazionale, 52 c €
d 33038 Villanova di San Daniele - Udine - Italy 0123 :

Code Size
1350.15.110 Medium
1350.15.120 Short

[ReF]1350.15.110 02
SMR Shoulder/Spalla-Ti6A4V

Humeral Body / Corpo Omerale

Finned / Alettato

0-03-31[LoT] 2015 02812 [STERILE[ R ]

1 i
1\|i\*i|n3|3\[ﬁu||||||||j|ﬂl|jj|u|||i||m

REF 1350.15.110 02
SMR Shoulder/'Spalla-TiSAl4Y

Humeral Body / Corpo Omerale

F|n ned / Alettato

§2020-03- 31 [LoT] 2015 02812 STERILE

LT IHH\IIIII|||I\IIHHI\II\IIII\IHI |||I
JTTIIT AT

1500097

Umaoorpom‘te S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 2 - EXAMPLE OF LABELS TRAUMA HUMERAL BODY WITH

LOCKING SCREW (Ti6Al4V)

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

in the table below).

[REI'11350.15.010

SMR Shoulder SMR Shoulder/Spalla- TﬁAH\."

Humeral Body / Compe-Srme;
MEDIUM

SHR - TRAYY
Trau

Humeral Body[Z]

Corpo Omerale(g

Cuerpo HumeralE)

Humerushauptteilld

Corps Humeral[)

M
Size
Corpo Humeral@

£2020-06-30[gly] 1 [STERILE[ R| [L macorporate S.p.a. |

3 Donat use Il ’
Singe usz =5 Keep auay o umit
Q}D ng % 2% fomeunign [ Temperahe

Euwﬂv | i ey ‘T Kespary
mmw&m

. IFUConaut . Steriized
[Il:l Instructians Manuaciusr [iain | #| using

for use iadiation

Limacorporate S.p A. - Via Nazionale, 52 c e b
d 33038 Villanova di San Daniele - Udine - Italy 0123

Code Size
1350.15.010 M
1350.15.020 L
1350.15.030 S

[ReF]1350.15.010 03
SMR Shoulder/Spalla-Ti6AI4V

Humeral Body / Corpo Omerale
Trauma|MEDIUM

82020-06-30[L0T] 2013 09181 [STERILE[ R]1500171

il
AT

E033390002004(17) 200630

REF[1350.15.010 03
SMR S anuumen:apana TIBAIGV
Humera B

Trauma i]ﬁ:"!lﬂl
§2020-86-36-cot] 2013 09181 ﬂ 1500171

||I|H\IHHHIIIIIIIII\II\IH\I\HI\II\I\IIII\IIHMII\ (L]
T

umamrpurate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Haly D123
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SECTION 3 - EXAMPLE OF LABELS CEMENTED STEMS (Ti6Al4V) L.80

SMR Shoulder - TEAIY
Cemented Stem

[REF]1306.15.120

SMR houlder
Ti6AI4."

Dia.12mm L.B0
Cemented Stem E

Dia. Stelo Cementzto |IT|
12mm \'astago Cementado@

Zementschaft
L.80

Tige Cimentée
Cemented Use Oniy Haste Cimentada

% 2024-06-30 [@uy|1 [STERILE[R] [Lin‘acorporate Sp.a. |

Kiap avway

® s

Do notusa if
Q=" K ST [ v
& damaged O '
2 Usa By REF] pfamnca T Kaop dry A W Canvdlional

Sterifzad usng
Efyern Cucla

Stewrilzod

s
radaton

10T | Lot Mermiar Amzm
- IFU Cornsult
d Mt a

[ il msuctons
Limacompaorate S.p.A. - Via Nazionale, 52 c €
33038 Villanova di San Daniele - Udine - Italy 0123

Code Diameter
1306.15.120 12

1306.15.140| 14
1306.15.160 | 16
1306.15.180| 18
1306.15200| 20

REF|1306.15.120 01

SMR Shoulder - Ti6AI4V
Cemented Stem
Dla 12mm L.80

§2024-06-30 [LOT| 2019 00001

STERILE[R] 1900002

[REF|1306.15.120 01

SMR ShUulder Ti6AI4V

Ceaman

ad-Stem
Dia. 12mm L.80

& 2024-06-30 [LOT] 2019 00001 | [ETERILE[R] 1900002
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SECTION 4 - EXAMPLE OF LABELS CEMENTLESS FINNED STEMS (Ti6Al4V)

[RE]1304.15.110 SMR Shoulder- TEAI4Y
SMIt Shoulder Dia.A1mm L.60
Ti6A MUQ Finned Stem EN

’\\ Dia. Stelo alettato

astago con aletﬂs@

\\\\ s v
R Rippenschaft
' L. 60 Leng ht ige avec ailettes
\) te com Alhetas

For Uncemented.llsa

& 2000-00-00 [@¥]1 [sTERILE[R] [ [macorporate Sp.a._|

PR by .
® Sngla usa ® mgnd ;,-l\ fom sunlight l Tamparatum limit
E Lka By m':a_mﬂ T Hoepry A W Cermstional
Sl
e N Ermiom Gute
IFU Ca Strilzod
[T i ol S
imadaton
Limacorporate S.p.A. - Via Nazionale, 52 ( € TR
33038 Villanova di San Daniele - Udine - ltaly 0123 K,

Code Diameter
1304.15.110 11

1304.15120| 12
1304.15.130| 13
1304.15.140| 14
1304.15.150| 15
1304.15.160| 16
1304.15170| 17
1304.15.180| 18
1304.15.190| 19
1304.15200| 20
1304.15210| 21
1304.15220| 22
1304.15.230| 23
1304.15.240| 24

[REF|1304.15.110 01
SMR Shoulder - TiGAl4V

Finned S
Dla 11mm L.60
& 20006-00 2019 00001 | [STERILE[ R| 1900002

{0 0803330001992 7 1 7Y000000

REF|1304.15.110 01

SMR Shouider - TiBAIZV

Finned Stem
Dia_11mm
&2000-00-00LOT| 2019 00001 1900002

I|I -III
{M

{OI Y08033390019927(1 TKIm

Limacomorate S p.A. - Via Nazionals, 52 0123
33038 Vilanova di San Daniele - Udine - ialy
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SECTION 5 — EXAMPLE OF LABELS FOR LARGE RESECTION STEMS

(Ti6Al4V)

[REF]1313.15.010

SMR Shoulder - TBAI4V

REF|1313.15.010 00

Large Stem

SMR Shoulder

Dia.7mm H 50mm

Ti6AIN Resection Stem E
Dia. Stelo da Resezione
7mm Vistago de ReseccionESl

= Resektionsschaft
H=50 Tige pour Resection
t:ernanta Usel Heith Haste de RecessaoPT]|

& 2024-06-30 [Qu]| [STERILE| R| | Lim:jcorporate S.p.a.

Do fot irsaif 1 oo ana
Snghausa ®:\xm 1 o st T et lim
et :
) Rt : Cordilional
g Usa By REF| spnber T Kaap dry A IR Conditicnal
Starilzed usng
o] et N coeen e ot
IFU Gonss Swrilzad
ERETE] iy

P = e
I Limacompaorate S.p.A. - Via Nazionale, 52 C €

33038 Villanova di San Daniele - Udine - taly (123

Code Diameter
1313.15.010 7

1313.15.040 7
131315110 10
131315140 10
131315210 13
131315240 13

SMR Shoulder - Ti6AI4V
Large Resection Stem

Dia.7mm
Q ‘Jl'l'])‘ l'l(

019 00001

[sTERILE[ R| 1900002

20}

[REF[1313.15.010 00
SMR Shoulder - TiBAI4V

Large Resection Stem

Dia.7mm

H 50mm
g 2924 2019 00001 |STERILE[R] 1900002

comorade S pA. - Va ZC1.‘II‘I.
33038 \ilancva di San Daniake - Udine - Koy ma3
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SECTION 6 — EXAMPLE OF LABELS FOR MODULAR SPACERS FOR LARGE

RESECTION STEMS (Ti6Al4V)

[RE]1314.15.020

SMR 3houlder SMR ShoulderSpalla-TiGAl4Y
SMR-TLA Modular SpacerDistanziale Modulare
H 20mm
Modular Spacer@)

— Distanziale Modulare
H=20 a

Height Distanciador ModularE)
11 Modulunterlarge(J3
Entretoise Modulaire[f)

Ujstanciador Modular{gy
$2022-10-31[aty] 1 [STERILE] R| [Lmacorporate Spa. |

[ReF]1314.15.020 00
SMR Shoulder/Spalla-Ti6AI4Y

Spacer/Distanziale Modulare
H 20mm

0-31[o7 2017 01067 [STERILE[ R|17

i
TR

108033390001 199{17)221031

[REF]1314.15.020 00

Keep auay l mit

@ e QEE T

E woy [ EEE A e
Stenlized
Ouide

. IFU Consut . Sterflzed
[Iﬂ Instructions AN Manulacirer SSTERILE | & | using
or use iradiation

I I II Limacorporate S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Daniele - Udine - Italy 0123 £

Code
1314.15.020

1314.15.030
1314.15.040
1314.15.050

SI\-‘IR Shoulder/Spalla-TieA4Y
gacer/Distanziale Modulare

§2022-10-31 [Lot| 2017 0106? STERILE

(AR IH\HI\III\IIIII\IIHHMu i
AT

1700307

Umaoorpora‘te S.p.A. - Via Nazionale, 52 [43
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 7 — LABELS FOR RING (Ti6Al4V)
[REF]1314.15.200 [Rer]1314.15.200 00

SMR Shoulder SMR Shoulder’Spalla-TigAKY
SRV

Ring / Anelio

RingE])

Anellofg

0 s AnilloD

U il Ring 3

Anneaulg

Anelgl

22022-01-31[aty] | [STERILE[EQ| [Lin acorporate Spa. |

@ s @) BT K
E wey  [FEH] T AN e
Lot Numper A‘ Cauton

_ IFU Consut _ Sterilzed
[T istuctons ~ gaall  sseunctier T ] using
for use

d Limacorporate S.p_A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

SMR Shoulder/Spalla-Ti6Al4V

Ring / Anello
§2022-01-31[toT] 2016 15027 [STERILE[EC]1700026

Il i
T

33390001236{17)22013

[REF]1314.15.200 00
SMR Shoulder/Spalla-Ti6Al4Y

Rlngfﬁmello
§2022-01-31 [LoT] 2016 15(27 [STERILEJEC| 1700226

| I\HIHHHI\II\III\I I I\IHHIII\IIIIIIiiiiiii[ijiiiiiiiiiiiiiiii
IR

leaoorporate S p.A. - Via Nazionale, 52 ( E
33038 Villanova di San Daniele - Udine - ltaly 0123
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SECTION 8 - EXAMPLE OF LABEL FOR CEMENTLESS REVISION STEM
(Ti6Al4V)

RE-11308.15.134

SMR Shoulder SMR Shoulder'Spalla-TiGAl4Y

SR - A Revision Stem/Stelo da Revisione
Dia=13mm h=150mm

Dia Revision Stem(Z))

13 Stelo da Revisione((g

Vastago RevisionE)

evisionsschafil3

Height Fue de Revision[g)
For Uncemented Use Haste Revisao(g]

£2022-03-31[giy] 1 [STERILE[ R]| | Limacorporate Spa. |

H150

[Rer]1308.15.134 o1
SMR Shoulder/Spalla-Ti6Al4V

Reuvision St a Revisione
Dia=13mm |h=150mm

§2022-03-31[LoT] 2016 15743 1700068

T

[REF]1308.15.134 o1

Q) weme @ BB K wwam. |

o o e A en
Sterilzzd
Lot Number A. Cauton Te Elﬂn‘;?ene
e
IFL Consutt Sterilzed
[Iﬂ Instructions d uuuuuu [EFEnE [ ®] using
for use imadiation
rp

Code

Diameter

1308.15.134 13

1308.15.136 | 13

1308.15.144 | 14

1308.15.146 | 14

1308.15.154| 15

1308.15.156 15

1308.15.164| 16

1308.15.166 | 16

SMR D[IUUIUCIrCdeIId- TiGAIYY
da Revisione

\.I’"-‘. on._ S
Dla 13ml

.cucz 0 [COT[ 2016 15743 STERILE

I I\IIIIIII\II\HIII\\I\IIIII\IIIHIIII
TR

umaoorporate S.p.A. - Via Nazionale, 52 [43
33038 Villanova di San Daniele - Udine - Italy 0123

1700068
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SECTION 9 - EXAMPLE OF LABEL FOR CEMENTED REVISION STEM

(Ti6Al4V)

[RtF]1309.15.134
SMI ! Shoulder SMR Shoulder/Spalla - TIHAKY
SMR - TNV Revision StemStelo da Revisione

Soanted/Cementato Dia=13 h=150

%’ Dia. Cem :nted Revision Stem(Z)

13 Stel> da Rev. Cementatofj
Vast igo Rev. CementadoE)
150 Zement. Revisionsschafti3

& Height [fige de Revision Cimentée[Z)
Cemented Use On Haste Revisao Cimentada(gl]
82022-05-31[aty] 1 [STERILE| R| [Linacorporate S.pa. |

3 Donatuself -3k ’
@ Singie usa Eﬁ E mﬁw o} Temeerstreimt

= T A e

Stestizen

Lot Murmber A Cauton Mg{wm
Quide

. IFU Conaut . Stenitzed
(G d e TR ] usig

for e iradiation

3
i ce Bt
Limacorporate S.p_A. - Via Mazionale, 52
33038 Villanova di San Daniele - Udine - Haly 0123

Code Diameter
1309.15.134 13

1309.15136 | 13
1309.15.138| 13
1309.15.154| 15
1309.15156 | 15
1309.15.158| 15

[Rer] 1309.15.134 0
SMR Shoulder/Spalla - TIGAI4V

Revision Stem/Stelo da Revisi

Cemented/Cementato Dia= 13|h 150
W
1

0B033390051040(17)220531

[REF]1309.15.134 o1

SMR. Shouider/Spaiia - TibA4YV

Revision Stem/Stelo da Revisjome

Cemented.fCememato Dia=1
§2022.05- 31 [LoT| 2077 UZ540| [STERILE] R|

R AT IIHH\II\IHIIII\III\IHIII
IO

leamrpurate S p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - taly 0122

1700157
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SECTION 10- EXAMPLE OF LABEL FOR NEUTRAL ADAPTOR TAPERS

(Ti6Al4V)
[Rer]1330.15.270

SMA huulder SMR Shoulder/Spalia TIGAMV

Adaptor Taper { Cono Adattators
Neutral / Neutro

Adaptor Taper@)

Cono Adattatore{)

Cono de AdaptacionE)

Adapter Konus[i3

Adaptateur pour Cone@

Syne de Adaptacaofg)

82021-10-31[gty] |1 [STERILE[ R] [Limacorporate Spa. |

Do not use -.'
Keep away
S s @ A romsugnt

[REF] foerece T Kesp ary

B B E@
g
2

=
¢
d Limacorporate S.p.A. - Via Nazionale, 52 c €
33038 Villanova di San Daniele - Udine - Italy 0123

Code
1330.15.270

1331.15.271

1330.15.270 02
SMR Shoulder/Spalla Ti6AI4V

Adaptor Taper / Cono Adattatore

Neutral / Neutro

-10-31[LoT] 2016 12135 [ETERILE| R |15

MWWMWWMMMﬁm

33390001915(1T)211021

[REF]1330.15.270 02
SMR ShoulderfSpalla T16AI4Y

Adaptor Taper / Cono Adattatore

Neutral [ Neutro

§2021-10-31 [Co7] 2016 12135 [STERILE] k| 1600293

||I|H\H|HHHII|||I\| I\II\II|I\IIII\IIHIIII\IIIII\I\II\I|||
I

Limacorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 11 — EXAMPLE OF LABEL FOR ECCENTRICAL ADAPTOR TAPERS

(Ti6Al4V)
[RE-]11330.15.272

SMR Shouldar SMR: Shoulder/Spalla-TiGAY
SNR - RAMY Adaptor Taper { Cono Adatatore
Eccentrical { Eccentrico 2mm

Ecc. Eccentrical Adaptor{Z])
Adattatore Eccentrico

2mm ) a

Adaptador ExcentricoE

Exzentrish Adapter(]3

Adaptateur Excentrique(f

Adaptador Excentricofg)
§2022-04-30[gty: 1 [STERILE[ R] [Linjacorporate Sp.a. |

Do not use I L »
) e Keep away .
@ Single use @ sackage 5 Romarge  f  Tewesweim

Eum El e A cewoy

Stertized

Lot Nurnper A. Cauton eI [ Elﬂrggm
Oxide

. IFU Consutt . Sterllzed
[T irsiructons  gaall  sswncter T & using

for use imadlation

I I II Limacorporate S_p.A. - \ia Nazicnale, 52
33038 Villanova di San Daniele - Udine - Italy

Code | Eccentricity
1330.15.272 2

1330.15.274
1330.15.276
1330.15.278
1331.15.272
1331.15.274
1331.15.276
1331.15.278

OO0 ||~

[reF]11330.15.272 o1
SMR Shoulder/Spalla-Ti6Al4V

Adaptor Taper / Cono_ Adattatore

Eccentrical / Eccentrico 2mm

22022-04-30[L0T] 2017 02178 [ETERILE[ R|1700120

Il
[T

33290001922{17)220420

[REF]1330.15.272 01
SMR Shouider/Spalia-TicAidV

Adaptor Taper/ Cono Adattatore

Eccenlncal [ Eccentfico 2mm

§2022-04-30 [LoT| 2017 62178 [STERILE| R|1700120

ANV AR o ||||
I

Umaoorpomte S_p.A. - Via Nazionale, 52 CE
33038 Villanova di San Daniele - Udine - ltaly 0123
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SECTION 12 - EXAMPLE OF LABELS FOR HUMERAL HEADS
[ReF] 1322.09.380 00

[REF 1322.09.380

SMR S H0ULDER

MR -C Crio

Qsa

Dia

SMR SHOULDERESPALLA-CoCriMio

Dia=38 mm NEUTRAL! NEUTRA

Humeral Head(E)
Testa Omerale{y
Cabeza HumeralE)

Humeruskopfl3

Téte Humérale[g)
Cabeca Humeralgl

©2022-04-30[qly: 1 [STERILE[ R| [Lin acorporate Spa. |

‘ Material

HUMERAL HEADY

SMR SHOULDER/ SPALLA-CoCrMo |

HUMERAL HEAD/ TESTA OMERALE
Dia=38 mm NEUTRAL/ NEUTRA

22022-04-30[L0T] 2014 00446 [STERILE[ R[1700153

I
[T .

Q) e i N S | e %&iﬁ%&?ﬁﬁﬁwcwm >
0 s ool Dia=33 mm NEUTRAL/ NEUTRA
stz @2022-04- .30 LOT 2014 OBMIE STERILE 1700153
o ﬁ e JIIL HHH\IIIII\IIII\IIHI\\IIHIIIIII\II\IIIII
s =2 I T
P L PR S J e S A e Py <6
Code Diameter
1322.09.380 38
1322.09.382 38 ECC2
1322.09.384 38 ECC4
1322.09.400 40
1322.09.401 40 H12
1322.09.402 40 H12 ECC2
1322.09.404 40 H12 ECC4
1322.09.420 42
1322.09.421 42 H12
1322.09.422 42 H12 ECC2
1322.09.424 42 H12 ECC4
1322.09.426 42 H12 ECC6
1322.09.440 44
1322.09.441 44 H13
1322.09.442 44 H13 ECC2
1322.09.444 44 H13 ECC4
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1322.09.446 44 H13 ECC6

1322.09.447 44 H13 ECCY

1322.09.460 46

1322.09.461 46 H14

1322.09.480 48

1322.09.481 48 H15

1322.09.500 50

1322.09.501 50 H16

1322.09.520 52

1322.09.521 52 H17

1322.09.540 54

1322.09.541 54 H18

1321.09.401 40 H13

1321.09.402 40 H13 ECC2

1321.09.404 [40 H13 ECC4

1321.09.406 40 H13 ECC6

1321.09.407 40 H13 ECCY

1321.09.421 42 H13

1321.09.422 42 H13 ECC2

1321.09.424  [42 H13 ECC4

1321.09.426 42 H13 ECC6

1321.09.427 42 H13 ECCY

1321.09.441 44 H14

1321.09.461 46 H15

1321.09.481 48 H16

1321.09.501 50 H17

1321.09.521 52 H18

1321.09.541 54 H19

1324.09.401 40 H17

1324.09.421 42 H17

1324.09.441 44 H18

1324.09.461 46 H19

1324.09.481 48 H20

1324.09.501 50 H21

1324.09.521 52 H22

1324.09.541 54 H23

1325.09.401 40 H18

1325.09.421 42 H18

1325.09.441 44 H19

1325.09.461 46 H20

1325.09.481 48 H21

1325.09.501 50 H22

1325.09.521 52 H23

1325.09.541 54 H24

1322.15.380 38

1322.15.382 38 ECC2
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1322.15.384 38 ECC4

1322.15.400 40

1322.15.401 40 H12

1322.15.402 40 H12 ECC2

1322.15.404 40 H12 ECC4

1322.15.420 42

1322.15.421 42 H12

1322.15.422 42 H12 ECC2

1322.15.424 42 H12 ECC4

1322.15.426 42 H12 ECC6

1322.15.440 44

1322.15.441 44 H13

1322.15.442 44 H13 ECC2

1322.15.444 44 H13 ECC4

1322.15.446 44 H13 ECC6

1322.15.447 44 H13 ECCY

1322.15.460 46

1322.15.461 46 H14

1322.15.480 48

1322.15.481 48 H15

1322.15.500 50

1322.15.501 50 H16

1322.15.520 52

1322.15.521 52 H17

1322.15.540 54

1322.15.541 54 H18

1321.15.401 40 H13

1321.15.402 40 H13 ECC2

1321.15.404  [40 H13 ECC4

1321.15.406 40 H13 ECC6

1321.15.407 40 H13 ECCY

1321.15.421 42 H13

1321.15.422 42 H13 ECC2

1321.15.424  [42 H13 ECC4

1321.15.426 42 H13 ECC6

1321.15.427 42 H13 ECC7Y

1321.15.441 44 H14

1321.15.461 46 H15

1321.15.481 48 H16

1321.15.501 50 H17

1321.15.521 52 H18

1321.15.541 54 H19

1324.15.401 40 H17

1324.15.421 42 H17

1324.15.441 44 H18

1324.15.461 46 H19
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1324.15.481 48 H20

1324.15.501 50 H21

1324.15.521 52 H22

1324.15.541 54 H23

1325.15.401 40 H18

1325.15.421 42 H18

1325.15.441 44 H19

1325.15.461 46 H20

1325.15.481 48 H21

1325.15.501 50 H22

1325.15.521 52 H23

1325.15.541 54 H24
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SECTION 13 - EXAMPLE OF LABELS FOR CTA HUMERAL HEADS

[REF]1323.09.420 Material
SMR £ houlder SMR ShDUler."SpaIIa CoCiMo
SMR- C Cridn C e
Dia=42mm
Dia CTA HeadE)
Testa CTA[Q
42 Cabeza CTARY
Humeruskopf (CTA)3
Téte CTAD

Cabeca CTA
£2022-07-31[gly. 1 [STERILE[ R]| [Lirhacorporate Spa. |

® Singe use E:ungtgeu*'r "ii* mﬁﬁm ‘ Tempessture Imit

Eum E 5= 4 e

Stertlzed

[o7] LotNumser .&.m STl N
Coiide

. IFU Consuit . Sterilzed
[I:l Insmm uuuuuu [EriaiE | %] using
imadiation

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

Code Diameter

1323.09.420 42
1323.09.460 46

1323.09.500 50
1323.09.540 54

1323.15.420 42
1323.15.460 46

1323.15.500 50
1323.15.540 54

[Rer] 1323.09.420 03
SMR Shou IderfSpa

CTA Head/Testa CTA

Dia=42mm

22022-07-31[to71] 2012 01127 [ETERILE] R|1700228

i NI
[T

[REF]1323.09.420 03
SMR Shoumer.rSpa
CTA Head/Testa CTA
Dla 42mm
82022-07-31 [LoT] 2012 01127, [STERILE[ R |{700228

lll I|I|HH|| IIIH\IIIII\IIIII\IIHH\|||||||||\|HHM|||
I T

umaoorporate S_p.A. - Via Nazionale, 52 [43
33038 Villanova di San Daniele - Udine - ltaly D123
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SECTION 14 —-LABELS FOR CTA HEADS ADAPTOR FOR REVERSE HUMERAL

BODY (Ti6Al4V)

[ReF]1352.15.200

SMR Shoulder
SN - TBAMY

SMR Shoulder/Spalia - TiGAMV
Adaptor 36mm for Reverse Body
Adattatore 36mm per Corpo Inverso
Dia Adaptor(Z)
Adattatore{

36 -
Cono de AdaptacionE)
Adapteri3
Adaptateur{g)
Cone de Adaptacao(g]
82021-03-31[gty] 1 [STERILE[ R] [Limacorporate Sp.a. |

= Do mot use e ’
@ Singie usa gauage _gj\ Trom surignt * Temperature Imit
E Use By REF] Refernce T Keep ary
Stentlzed
ke
IFU Consutt Steriized
[E o [R—— ] g
for use iradiation

| | II Limacorporate S_p.A. - \ia Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy

1352.15.200 01
SMR Shoulder/Spalla - TiBAI4V

Adaptor 36mm for Reverse Body

Adattatore 36mm per Corpo Inverso

52021-03-31[LoT] 2016 00998 [STERILE| R |1600082

Il NN O
T

32290002110{17)210321

[REF]1352.15.200 01
SMR Shoulder/Spalla - TIBAI4V

Adaptor 36mm for Reverse Body

Adatlatore 3ﬁmm per Corpo Inverso

§2021-03-31 [LoT] 2016 00998 [STERILE] R] 1600082

Il I Il
T

Umaoorpomte S_p.A. - Via Nazionale, 52 [4{3
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 15- EXAMPLE OF LABELS FOR REVERSE HUMERAL BODIES WITH

LOCKING SCREW (Ti6Al4V)

[REF|1352.15.005

SMR 8 oulder SMR Shoulder/Spalla - TIGAI4YV
SNR - T A Humeral Body / Corpo Omerale
Reverse | Inverso SHORT

Reverse Humeral Body(E])

#S Corpo Omerale In\rersoﬂ
Cuerpo Humeral In\rerso@

Inverse Humerushauptteil@

Corps Humeral In\rerse@

Zorpolumeral Imrertidom

§2020-02-28[qty] |1 [STERILE[ R] [Limz corporate S.p.a. |

Do not use »
Keep away
Singie use @ i) trom st L Temperature Imit

E Use By Numter T Kespary
Sterlized
s
o Lot Mumber Cauton [STERILE [ 0] En‘g?ere
Okde
., IFU Consutt . Sterilzed
[Il:l Instructans. Manutictirer AL | & | using
for use Imadiation

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

Code

1352.20.010
1352.15.050

1352.15.001
1352.15.010
1352.15.005
1352.15.110
1352.15.105

1352.15.005 03
SMR Shoulder/Spalla - TiBAI4V

Humeral Body / Corpo Omerale

Reverse / Inverso SHORT

22020-02-28[L0T] 2014 14469|ETERILE] R 1500036

TR
LT

200228

REF([1352.15.005 03
SMR Shoulder/Spalla - TIBAI4Y

Humeral Body / Corpo Omerale

Reverse [ Inverso SHORT

2020 02- 28 LOT 2014 14469 STERILE 1500036

AT

leaoorporate 5.p.A. - Via Mazionale, 52
33038 Villanova di San Daniele - Udine - ltaly 0122
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SECTION 16 - EXAMPLE OF LABELS FOR REVERSE LINERS 36
[Rei 11360.50.010 [RerF]1360.50.010 06
SMR shoulder SMRSMLIdeﬁSpaI UHMWPE *-LIMA

SMR - L HWWPE X-LIMA

D
/Y #sTD
~ D=36

82022-01-31[gty] 1 [STERILE[EQ| [Limacorporate S.pa. |

STD
LinerE)
Insertofg
InsertoE)
Einlagel3
Insert(gy

Insertog

@ e QT G omEm.

- e M A ke
Stestized
Lot Murmibes & cauton Mg{"?ﬂ
IFU Consut Stenlizea

[E d AT R usig
for use maiation

H [
d Limacorporate S.p.A. - Via Nazionale, 52 c € Aoy

33038 Villanova di San Daniele - Udine - Italy 0123 o

Code | Eccentricity
1360.50.010 STD
1360.50.015 +3
1360.50.020 +6
1361.50.010 STD
1361.50.015 +3
1361.50.020 +6
1360.50.810 STD
1360.50.815 +3
1360.50.820 +6
1361.50.810 STD
1361.50.815 +3
1361.50.820 +6

SMR ShoulderfSpaIIIa UHMWPE X-LIMA |
Reverse Liner / Insertd IMVErso
STD

52022-01-31[L°T2016 AT 1HY[STERILE[EO]1700028

NN
A O

01)080333900021 T2(17)22011

[REF]1360.50.010 06

SMR Shoulder!SptlIa—UHMWPE X-LIMA I

Reverse Liner { In

STD

n232 01-31 LOT2CI16 AT1HY STERILE 0(1700028

I \IIIIIII AU II II\I |
NI o

leamrpurate 5 p.A. - Via Mazionale, 52 ( E
33038 Villanova di San Daniele - Udine - italy 0123
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SECTION 17 - EXAMPLE OF LABELS FOR GLENOSPHERE 36 WITH

CONNECTOR

[REF]1374.09.105

SMR  houlder
SMR - DaCido+ TEAKY

R —| | Dia

36
CD) .

For Uncemented Use

Material

SMR Shoulder'Spalfls CoCrivio+ TIGA4Y

Glenos EF]
Dia =36mm SMALL-R
GlenosphereE)
Glenosferafg
Glenosfera®
Glenosphaerel3
Glenosphere[gD
Glenosferag)

©2019-05-31[qly] 1 [STERILE] R| [Linacorporate Sp.a. |

@ e QL

SfE Kemaway :
& tomaagnt L

keepary

Stesilzed

e 5,
Cudde

1374.09.105 06
SMR ShouIderfSpaIIaICoCrMo+Ti6AI4V |
Glenosphere / Gleno
Dia.=36mm SMALL-R

52019-05-31[LoT] 2014 03883 [ETERILE] R 1400144

T

REF |1374.09.105 06

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

Code
1374.09.105

1374.09.110
1374.15.010
1376.09.025
1376.09.030
1374.15.105
1374.15.110
1376.15.025
1376.15.030

ce f
0123

SMR SnoulderfSpalli CoCrMo+TIGAI4Y I
Glenosphere / Glen
Dla =36mm SMALL-R

2019 05—31 LOT 2014 03883 STERILE 1400144

[01)0B03330002235(
Limacorporate S.p.A. - Via Nazionale, 52 [{3

T
33038 Villanova di San Daniele - Udine - ltaly 0122
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SECTION 18 - EXAMPLE OF LABELS FOR GLENOSPHERE 36

REF11374.09.111
SMR ! houlder SMR Shoulder
CoCric Glenosphere / Jenosfera CoCrivo
Dia.=36mm
Dia GlenosphereE)

16 Glenosferafg
Glenosfera@

Glenosphaereld
Glenosphere[gD
For Uncemented Use Glenosfera(g)

£2019-03-31[qly] 1 [STERILE[ R| [Liinacorporate Spa._|

[fEF]1374.09.111 oo
SMR Shoulder
Glenosphere / GIIenosfera CoCrMo |
Dia.=36mm

52019-03-31[LoT] 2014 02782 [STERILE] R|< 400085

[T
[T

[RE“]1374.09.111 oo

@ e @B K wm |-

I -

Stertizen
[Lor] Lot Number A. Cauton frEaE e
Cuide
IFU Consutt . Stertized
[T reimctons ] ver s %] ueng

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

Code
1374.09.111

1376.09.031
1374.15.111
1376.15.031

SMI‘\ OI IUI.II!..ICI
Glenosphere / {Slenosfera CoCrMo |
Dla =36mm

22019 03-31 [LoT]| 2014 02?82 STERlLE

14000835

A

umaoorporate S.p.A. - Via Nazionale, 52 ( E
33038 Villanova di San Daniele - Udine - ltaly 0123
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SECTION 19 — EXAMPLE OF LABELS FOR REVERSE HP LINERS 44

[RIZF]1362.09.010 ereomemed  |REF]1362.09.010 01
SN R Shoulder SHORT Dia.44 SMR Shoulder - CoCrMo
ColZsMio Liner EN Reve HPL

HORT Dia.44

D #S Size Inserto

- InsertoES] 0Z4-U6-30 [LOT| 2019 00001 | [STERILE[R] 1900002
Einlage%
Insert

Inserto
& 2024-06-30 [Ciy]1 [sTERILE[R] [ Lifiacorporate Sp.a.| {mI!m.m!ng-lJ:!!zIz!a{I‘!!!ole!!llllllllllll

LTI Y=l S g — REF|1362.09.010 01
= damaged - SMR Shoulder|- CoGriMo
Rufn are, UD l 2
8 tam By Nembw A Kooy ) mommens SHORT Dig.44
—— -06-30 [LOT] 2019 00001 [STERILE[R] 1900002
mo A mmE i
Siarilzed
[T e ol e BT e
o M
Limacorporate 5.p.A. - Via Nazionale, 52 c € (01)0803330000223H17|2A0630
33038 Villanova di San Daniele - Udine - ltaly (123 il T i S Dabcia - it - oty nzn

Code
1362.09.010

1362.09.015
1362.09.020
1362.09.115
1362.09.120
1362.39.015
1362.39.020
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SECTION 20 - EXAMPLE OF LABELS FOR REVERSE LINERS 38 (CoCrMo)

[RE1]1364.09.010
SMR SMR Shoulder/Spalla-CoCrMo

SMR-C Gk Liner | Inserto
SHORT Dia 38

D LinerE]
Insertof]

P #S Size InsertelT]
- D=38 Einlagﬂ

Insert[]

Insertolgl
§2023-07-30 [@Y:1 [STERILEEQ] [Limaco|porate S.p.a. |

S Conclmall K, Kt rwy
Singla usa ® IS Tamparatuns lmx
® ﬁﬂ' - from suniight *
E SR i - S
Lat Bambr & Cantion T ;‘;ﬁn.
o,

EIi] FyConma ‘ mn

Tor use

0 30 T/ 2018 00001 [STERILE[EO]1:300002

Limacorporate S.p.A. - Via Mazionale, 52
33038 Villanova di San Daniele - Udine - taly 0123

Code
1364.09.010

1364.09.015
1364.09.020
1364.09.115
1364.09.120

[FEF] 1364.09.010

00

SMR Shoulder/Spalia CoCrMo

|::|1364 09 010

00

0Z3-07-30 2018 00001 TER“-E 1800002

||||||| A
VT TR

Uimicormorstn 5.5 A~ Vin Naicnain. 22 CE
e s &y B B % vy
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SECTION 21- EXAMPLE OF LABELS FOR REVERSE HP LINERS 40 (CoCrMo)

SMR Shoulder - CoCiMo
Reverse HP Liner

REF| 1365.09.010
SMR £ houlder

SHORT Dia. 40

CoCrM= Liner E
D #S Size Inserto [IT]
= Inserto@
Einlage%
Insert
Inserto PT]|

& 2024-06-30 [@t]1 [STERILE[R] [ Limicorporate Sp.a. |

@ s
R
2 Use By FEF] s

T e N o
Sterilzod

IFU Consult
[Ti] instoctons [T using
forusa mad

T Koo dry A W Cerilional

Sterifzad using
[

an

Do notusa i o Kom meay
® et el S5 o -
& damagad u l

! C€ B
Limacorporate S.p.A. - Via Nazionale, 52 A

33038 Villanova di San Daniele - Udine - ltaly (123

Code
1365.09.010

1365.09.015
1365.09.020
1365.09.115
1365.09.120

[REF]1365.09.010 00

SMR Shoulder - CoCrMo
Reverse HP Liner
SHORT|Dia. 40

B Z024-06-30 [LOT| 2019 00001 [STERILE[R]| 1900002

{01 0803339006 1254( 17)240630

REF]1365.09.010 00
SMR Shoulder - CaCrMo

Reverse HF|Liner
SHORT Dia| 40

& 2024-06-30 2019 00001 |STERILE|R] 1900002

(20 821666

023
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SECTION 22 -

EXAMPLE OF LABELS FOR REVERSE GLENOSPHERE

(UHMWPE X-LIMA + +Ti6Al4V)

|REF[1374.50.400 SR shoucx LHMABE KimasTichk

SMR Shoulder DES  Diadomm
UHMV/PE XLima+Ti6Al4V

Dia. Glenosfera

m 40mm Glenosferag

Glenosphaere

Glenosphere%

Glenosfera PT]|
% 2024-06-30 [Aw11 [STERILE[EC] Timacorporate Spa. |

@ woem

pe
(N .

Do ot wa i
Oz
s damaged

[REF]4374.50.400 00
Xlima+Ti6Al4V
Dla 40mm
0 2024-06:30 [LOT] 201900001 [STERILEEQ] 900002
LI
[REF 1374.50.400 00

- imas TiBAKY
Reverse HP Glenosphere

l Tarmparat m limit
Lisa By Rufamnca oy
Humbber T Keepdry
Sarilzod usng
[LOT | Lot umbar Acm‘m [FEE ] £syiana Oxida
IFU Carmait Sexilzad
i metuctons Ll Masecnse usirg
foruse imad.

c € TR
Limacorporate S.p.A. - Via Nazionale, 52 H
33038 Villanova di San Daniele - Udine - taly 0123

wld

[FEF11374.50.444

UF WWPE XLima-+TiEAMY
—

SMI | Shoulder UHMWPE XLima+TigAKY
( lenosfera per Cormezione Dia =44mm

foSphare Dia=
Dia I- Descorrection Glenosphe EN]

[ 4 -
Glenosfera para Correcci.| E

Korrektur Glenosphaere(i3

Glenosphere pour Correct. [

Glenosfera para Correciofg]

£2019-04-30[aty] 1 [STERILE[EC| [Limacorporate Spa. |

Keep away

_-. no ot use If 24
singee use iy
O

E wesy  [FEF] N ‘_|‘ Kespary
Sterlized
LoT Lot Number Caution ETERILE [£9)
ot
Cxide
[Iﬂ IFU Consult d . S:;mﬂ
for use

Limacorporate S.p_A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Kaly

o

Dia.40mm

£ 2024-06-30 [COT] 2019 00001 STERILE m E9l 1900002

IEFE]

L-nammmo A '\n\;lN;lnumah.
33038 Vilanova di San Daniele - Udine - ialy

[REF] 1374.50.444 o0

SMR Shouider UHMWPE XLima+Ti6Al4V
Glenosfera per Correzione Dia =44mm
| Correction Glenosphere Dia.=44mm

22019-04-30[LoT] 2014 02750 [ETERILE[EC]1400106

[T

[REF11374.50.444
SMR Shouider UHMWPE XLima+TiBAI4V
Glenosfera per Comrezione Dia =44mm

orre on en D rea—44mm

-u:n aTrRI E ':
w

AT

Limacorporate S.p.A. - Via Nazionale, 52 (43
33038 Villanova di San Daniele - Udine - Raly p123

Diameter

Code
1374.50.380 38
1374.50.400 40
1374.50.440 44
1374.50.444 44
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SECTION 23- EXAMPLE OF LABELS FOR SMR ACCESSORIES
[REI]1374.15.305 [ReF] 1374.15.305 03

SMALLR SMR Shoulder'Spalia - TiGAIMY
SN - AV Connecto +Screw / Connetiore+Vite
SMALL-R

Cuniecionr ™ sorew ey

MU Connettore + Vite{j

Conector + TornilloE
Verbinder + Schraube(3

Connecteur + Vis[g)

For Uncemented Use, Conector + Parafusogl

©2019-08-31[qiy] 1 |STERILE| R| [Linacorporate Spa.

Y] Do not use It e
@ singe use . = N e
N
- =

LdMnmACamn

* Tempesature imit

Sterfized

- Ll

STEAILE | G] En-:;l,ene
Ouide

. IFUConsut i Steriizea
[1i]  metructons Maruticturer i1 usng
for use Imadiation

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

[ReF]1350.09.002
SR Shoulder
MR - CoCrivio

SMR Shoulder/Spalla CoCrio

Bipolar Adaptor/Adatiatore Bipolare
Bipolar Adaptor@)
Adattatore Bipolare{g
Adapt. BiarticularE
Bipolarkoepfe Adapt.i3
Adaptateur Bipolaire[g
Adaptador Biarticulag)
82021-10-31[aty] 1 [STERILE[EC] [Limacorporate Spa. |

SMR Shouider/Spaiia - TiBAI4V
Connector+Screw / Connettore+Vite
SMALL-R

9-08-31[LoT] 2014 09221 [STERILE| R 1400234

hmimnmm||||i|“iii|"i||l\|u1|m||m

33390002332{17)19083

[REF]1374.15.305 03
SMR: Shoulder/Spatia - TioAI4Y
Connector+Screw / Connettore+Vite
SMALL R

19-08-31 [LoT| 2014 09221 [STFRITF R]

il HIIII
T

umaoorpomte S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - Italy 0123

1400234

1350.09.002 00
SMR Shoulder/Spalla CoCriMlo

Bipolar Adaptor/Adattatore Bipolare
22021-10-31[L0T] 2006 0057 1 [ETERILE[EQ]1600286

Il I
[T

33390001331(17) 21103

REF [1350.09.002 00

woee () mE=7 R MmN mt
0
Usa By REF m"e T Kespary

Steslzed
- ]
Lot Number A‘ Cauton STEAILE ] £G] En_g?m
Olde
IFU Consutt I
for use

d Limacorporate S.p_A. - Via Nazionale, 52 c €
33038 Villanova di San Daniele - Udine - Italy 0123

E B e @

Sterllzed
[T ] =] using
imadiation

[REF]1350.15.001

SMR-TEAMY

SMR Shoulder/Spalla- TiGA4V
Humeral body Screw
Vite Corpo Omerale

Humeral body Screw(Z])

Vite Corpo Omerale((g
Tornillo Cuerpo Humera IE
Humerushauptteil Schraube@
Vis Corps Humeral(@
Parafuso Corno Humeraltag

SMR Shoulder/Spalla CoCrMo

BlpolarAdaptorfAdaﬂatore Bipolare
-10-31 - 7] 2006 00571 [STERI F|F0] 1600286

III\IIHIII
ﬂﬁi‘iﬂﬂmﬁiﬂﬁﬁuﬁﬁmu [

umaoorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - ltaly 0123

[rEF]1350.15.001 0o
SMR Shoulder/Spalla-TiBAl4V

Humeral body Screw

Vite Corpo Omerale

22020-12-31[L07] 2015 17206 [STERILE[EC]1500378




X LimaCorporate

Orthopaedic ¢*motion

ANNEX 6.1

Rev.14

Page 29 di 46

] Domtuse® Keeo auay ’
@ Singie use :3*599 .f_-!.‘: fom sunlight~~ *
- = — - ey

[or] Lot humber & cauton

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

Code
1374.15.305

1374.15.310
1350.09.002
1350.15.001

[REF]1350.15.001 00
SMR Shoulder/Spalla-Ti6Al4V

Humeral body Screw

Vne Corpo Omerale

2-31 LOT 2015 17206 [STFRII F] mﬁuos?a

u||||u|"ﬁm,|”"T1|u|n|

Limacorporate S.p A. - Via Nazionale, 52 (E
33038 Villanova di San Daniele - Udine - ltaly 0123
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SECTION 24- EXAMPLE OF LABELS FOR GLENOID PLATES (Ti CP)

ReF]1374.15.505 [REF] 1374.15.505
g SMR Shoulder - Ti GR2 .
SR e lenoid Pl pr Gt SMR Shoulder - Ti GR2

aca Para GlenoideE)
Glenoid Platte(3
Plaque pour Glénoide[gQ

SMALL-R Double Glenoid Plate/Placca per Glenoide
Glenoid Pl_ate@ @ Double
#S-R Size j"“a per Glenoide@ 25494 _03.31[51 2016 00391 [ETERILEEC]1 600067

Placa para Glenoide(g)

§2021.031 G 1 STERIEED) [Trjasomorte Spa.] \! AT

333900023T0(1T)21031

3 Do not use It »
N o L U G e— [REF]1374.15.505
® o e Tmangt SMR Shoulder TiGR2
oid-Plate/Placca per Glenoide
Double

o =n [ A e

Sterizeg [LoT] 2016 00391 [ TFRII [F0|1600067
Sterl

I

| | II Limacorporate S.p.A. - Via Nazionale, 52

Rev.14 Page 30 di 46

33038 Villanova di San Daniele - Udine - Italy 0123 _ Limacorporate S.p.A. - Via Nazionale, 52

33038 Villanova di San Daniele - Udine - ltaly 0123

q3 P jwimr 72

Code
1374.15.505

1374.15.510
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SECTION 25 - EXAMPLE OF LABELS FOR RESURFACING HEADS

(CoCrMo+PoroTi+HA)

[REF]1327.11.400

SMR | houlder SMR Shoulder - CoCriMo+PoroTi+HA

MDY rMnaDomTiskA

Head / Tesia Dia.40mm

Dia. Resurfacing Head(Z)
40 Te ta da Rivestimento{
<abeza de Recubrim.B
Oberflaechenersatz3

Tete de Resurfacage[gD

Taipca de Recobrimen(g]

£2021-11-30[aty] 1 [STERILE| R| [Linacorporate Spa. |

3 Donotuse® -
@ Singhe use @ 25 trom suniight
Refarence pronyy
E Use By bumber ‘T Keepary
Sterllzed
Lot Numer A Cauton TR 6 Elﬂng?m
cwide
., IFUConsu . Steriized
[E]  metructons Maruucturer i | usng
for use Imradlation

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

Code Diameter

1327.11.400 | 40

1327.11.420 | 42

1327.11.440 | 44

1327.11.460 | 46

1327.11.480 | 48

1327.11.500 | 50

1327.11.520 | 52

1327.11.540 | 54

[rREF] 1327.11.400

SMR Shoulder - CoCrMo+PoroTi+HA
Resurfacing

Head / Testa Dia.40mm

22021-11-30[LoT] 2016 14576 [STERILE] R]1600316

Il
T

108033390019965(17)21

REF|1327.11.400 01
SMR Shoulder - CoCriMo+PoroTi+HA

Resurfacing

Head | Testa Dia.40mm

§2021-11-30 [CoT 2016 145?6 STERILE 1600316

T U I H |I
T

umaoorporate S.p.A. - Via Nazionale, 52
33038 Villanova di San Daniele - Udine - ltaly 0123
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SECTION 26 — EXAMPLE OF LABELS FOR RESURFACING HEADS FDA

(CoCrMo+PoroTi)

[RE‘]11327.10.400

SMR Shoulder SMR Shoulder - CoCrMo+PoraTi

SMR-( )Crhdo+PoraTi Resurfacing
Head / Testa Dia 40mm

—, Dia. Resurfacing Head(Z])

Q\ 40 Testa da Rivestimentolg

/- N  abeza de Recubrim.5)

| Oberflaechenersatzig
\ Tete de Resurfacage[f)
For Uncemented Use Caheca de Recobrimen(g]

£2021-10-30[qt] 1 [STERILE[R] [Lmacorporate S.p.a. |

Do nat use = Ki
Q) s Q) BZL K MRER { reenm
- = [REF]  Camber ‘T Keep ary
Stertzed
Lot Nusmber A. Caon T
Ondde
IFU Consut Sterlized
nstructians wasiuss [rEai | & | using
for use imadiation
O
i,
Limaco te S.p.A. - Via Nazionale 52 C€ 3'?‘:
dssuasvn a di San Daniele - Udine - ltal ,.
anova v 0123 e
Code Diameter

1327.10.400 | 40
1327.10.420 | 42
1327.10.440 | 44
1327.10.460 | 46
1327.10.480 | 48
1327.10.500 | 50
1327.10.520 | 52
1327.10.540 | 54

[FEF] 1327.10.400 00
SMR Shoulder - CoCriVlo+PoroTi

Resurfacing

Head / Teste Dia.40mm

22021-10-30[teT] 2017 00000 [STERILE] R |1700001

Il
I T

390080491(17)211030

[REF]1327.10.400 oo
SMR Shouider - CoCrivio+PoroTi

Resurfacing

Head [ Testa Dia.40mm

§2021-10-30-Jcot] 2017 onmu [STERILE] R]1700001

T00001(32)1362

TN

Umaonrpu-ra‘t e 5.p.A. - Via Nazionale, 52 (43
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 27 — EXAMPLE OF LABELS FOR CTA RESURFACING HEADS
(CoCrMo+PoroTi+HA)

[RET]1328.11.420 [REF] 1328.11.420 00
SMR Shoulder SMR Shoulder-CoCrMo-+PoroTi=HA SMR Shoulder-CoCrMo+PoroTi+HA
SMA-C CMasPomTisHA Resurfacing Resurfacing
D - 37y Head ( Testa CTA Dia.42mm
_ Dia. Re/ urfacing CTA Head(E) CTA Head / Testa CTA Dia.42mm
C N\ 49 Tasta CTA da Rivest.{fj 22022-02-28[LoT] 2011 07710 [STERILE| R |1700057
/‘ U ! Zaiseza CTA Recubrim B [NV OO OO UMY 0 SRS O VR
\ Oberflaechenersatzi3
Tete CTA Resurfacage[gD ‘I ﬂ r m““ i "“ “
eavrca crarecoeeme@ ]| MINANIINTH
-02- i nacorporate Sp.a.
§2022-02-28[qty] 1 [STERILE| R| [Li te S | {01)08033390001847(17)220228
3 Do not use e » 00
Singe package i e awy |  Tempesature imit E:H 328 1 1 420
@ = ® s damaged . fomenigt * SMR: Shoulder-CoCrvio+PoroTi+HA
e Resurfacing
E ey e AR ey CTA Head / Testa CTA Dia 42mm
Stertized §2022-02-28 [LoT] 2011 07710 [STERILE| R| STERILE 1700057
. T
Oxide
. IFU Consutt . Sterflzed
[T insinctons d uuuuuu fEATETR] using

- 2 I}
BT ML
d Limacorporate S.p.A. - Via Nazionale, 52 c € Rr ] (010605335000

33038 Villanova di San Daniele - Udine - Italy 0123 :_

Umﬁmﬂﬂﬂl\ﬁl\mll\l

Limacorporate S.p.A. - Via Nazionale, 52 (€
33038 Villanova di San Daniele - Udine - ltaly 01232

Code Diameter
1328.11.420 | 42

1328.11.460 | 46
1328.11.500 | 50
1328.11.540 | 54
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SECTION 28 — EXAMPLE OF LABELS FOR CTA RESURFACING HEADS FDA
(CoCrMo+PoroTi)

[REF]1328.10.420 [REF]1328.10.420 0o
SMR < hioulder SMR Shoulder-CoCrMo+PoroTi SMR Shouider-CoCrMo+ForoTi
SMR.Co ido+PoraTi Resurfacing Resurfaci
D T4 Head | Testa CTA Dia42mm CTA Head / Testa CTA Dia.42mm
Dia. Res urfacing CTA Head(Z)) §2021-12-31 [Lo7] 2016 15031 STERILE [STERILE] R|1600338
i 42 T :sta CTA da Rivest.j
Cabaza CTA Recubrim.E
Oberflaechenersatz[i3 ri“"r' “m{ T i
Tt CTA Renrtcao B J LT [
For Uncemented Use Cabeca CTA Recobrime|
. u mt SpA -ViaN le, 52
§2021-12-31 IQ_H | 1 |STER”—E| R | @ nacorporate S-D-a-—| ﬁg?\mnoia n;]l San E;:nleals'fnljgdine - taly 0123
@) s (D) FET K imam, | ewesew [RE7]1328.10.420 00
. SMR Shoulder-CoCrMo+PoroTi
E UsaBy e ™ ey Resurfacing
Steiz=d CTA Head / Testa CTA Dia.42mm
Lot Number A Cauton AL [ 0] En_;?“
N o= 42021-12-31[Lo1] 2016 15031 [5 1600338
i Insinc ‘ Manulactrs e | = mmm

” II Limacorporate S.p.A. - Via Nazionale, 52 ( € a ’l?*

33038 Villanova di San Daniele - Udine - Italy 0123 B& -.;

333900805T6(1T)21123

[T

Code Diameter
1328.10.420 | 42
1328.10.460 | 46
1328.10.500 | 50
1328.10.540 | 54
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SECTION 29- EXAMPLE OF LABELS FOR RESURFACING STEMS (Ti6Al4V)

[REF11317.15.010

SMR Shoulder
SMRT Al

SMR Shoulder/Spalla- TiGAMY
Resurfacing
Stem / Stelo Dia.11 L 32mm

Dia. StemZ)
11 Stelofg
vastagoE)
Schafti3
Tige(@
For Uncemented Use Haste(g]
82022-06-30[qtr] 1 [STERILE[ R] [L macorporate Spa. |

3 L 32 Lenght

@ e QBT

- = =
Stenlized
A reane e
Oxide
IFU Consuft Steritzed
[ d e %] using
for use Imadiation

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

Code Diameter
1317.15.010 |11

1317.15.020 | 13

[ReF]1317.15.010 01
SMR Shoulder/Spalla-Ti6Al4V
Resurfacing

Stem / Stefo Dia.11/L 32mm |

22022-06-30[L0T] 2016 14487 [STERILE| R]1700190

[T

REF|1317.15.010 o1
SMR: Shoulder/Spalla-Ti6AI4Y
Resurfacing

Stemf Stela Dia.11|L 32mm I

§2022-06-30 [LOT| 2016 14487 |STERILE[ R| 1700190

I\III\IH\I\II\HIIIIIIIIII IHIIII\IIIIIII\II\H ||\|II||I|||II I
I

Umaoorpora‘te S_p.A. - Via Nazionale, 52 [43
33038 Villanova di San Daniele - Udine - Italy 0123




X LimaCorporate ANNEX 6.1

Orthopaedic ¢*motion

Rev.14 Page 36 di 46

SECTION 30— EXAMPLE OF LABELS FOR CEMENTED GLENOIDS

[reF]1378.50.005 Material 01
SMR Sicaide SMR Shoul palla - UHMWPE Ea 1378.50.003
U5 - UHMWPE Cemented GIMM SMR ShoulderfSpaI!a - UHMWPE |

SMALL-R Cemented Glenoid/! m

emented GlenoidE) SMALL-R
iz enoide Cementataifgj _
S R S € hnoide Comentada@ 03-31[L0TP015 ATAWUSTERILEES] 16000
‘ementierter Glenoid3

Glénoide Cimentée[gD
Sty  preerees e NN

[REF]1378.50,00 01

SMR Shoulder}S la- UHMWPE
(1feme Eftata

@ Single usa @ E:x";‘gem" -‘_?;ti: ﬁm .“ Temperahure imit

Emv E s A ey

ctemzea & 1 [LoT015 AT1WU[STERILE[EC| 160007
Lot Number A. Cauon [ETERILE (58] E'Hrr:?em |‘|II‘|H‘|‘| HI”"I"II ”|||””|”| |
Oxkde
[T reinone d ——— EEGlEweg  ChOMOISssg i
for use

T

umaoorporateSpA Via Nazionale, 52 (E
33038 Villanova di San Daniele - Udine - ltaly 0123

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

Code
1378.50.005

1378.50.010
1378.50.020
1378.51.005
1378.51.015
1378.51.020
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SECTION 31 — EXAMPLE OF LABELS FOR CEMENTED GLENOIDS 3 PEGS
(UHMWPE X-Lima)

[REF]1379.51.005 [REF] 1379.51.005 00
SMR ¢ houlder SMR Shoulder/Spalla - UHMWPE X-LIMA SMR Shoulder/Spalla - UHMWPE X-LIMA
UHMIAF = Cemented Glenoid/Glenoide Cementata Cemented Glenoid/Glencide Cementata

3 Pegs X-SMALL
c ted GlenoidD) 3 Pegs X-SMAL

4XS Size (lenoideCementata@  @2022-09-30[-072016 AT1JF [STERILE[EC]1700295
enoide CementadaE)

mentierter Glenoid 3
Glénoide Clmentee@

.t senouecmened  [INIMITINAN

22022-00- 30@ 1 ETERILEEQ| L|maoorp0rate5pa—| {01)08033390114011(171220830

3 . Somtiet e cpmmy REF ]1379.51.005 00
Q) oo ) 22 ¥ rmange T - SWR Shouider'Spalia - URIVIWPE X-LIMA
e Ci noid/Glenoide Cementata
E UseBy i o ey

[COT]2016 AT1JF STERILE O 1?00295

HI\|II||IIH\|\I|||\|H|\I\IIII\II\ I \|H||
AT

umamrporate S.p.A. - Via Nazionale, 52 (
33038 Villanova di San Daniele - Udine - Italy 0122

|\|II\|\|||\|
111

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

Code
1379.51.005

1379.51.010
1379.51.020
1379.51.030
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SECTION 32 - EXAMPLE OF LABELS FOR METAL BACK GLENOID

—_ Material
@ ] 1375.20.005 SMR Shoulder - TRAIAV+PoroTi+HA
SMR Shoulder e

TiGA(#Y.+PoroTitHA Uncemented GlenoidE

lenoide non Cementﬂta
#S-R Glenoide no Cementada@

Size Glenoid Zememﬁei%

Glénoide non Cimentée
lenaide ndo Cimentada [PT]

£ 2024-06-30 [E]1 [sTERILE[R] [Lihacorporate Sp.a. |

Do ot usa i sl Koop vy -
Sngla usa ® aackagn ’}ii fom sunlight Tamparatum limit
& damagsd w *
T ===l N

Storilzed usn,
7] canmior A\ coner B

IFU Consult Sarilzed
[pH] imsucians J mmmmm ERETR] wsing
- imadiation

I Limacomporate S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Daniele - Udine - ltaly (123

Code
1375.20.005

1375.20.020
1375.20.010
1375.20.030
1375.21.005
1375.21.020
1375.21.010
1375.21.030

[REF]1375.20.005 05
SMR Shoulder TiGAI4V+PoroTi+HA |

k_Glenord
SMALL R

& 2024-06-30 [LOT| 2019 00001, [STERILE[R]|1300002

{01 )08033390002455( 1 7)24 0630

[REF|1375.20.005 05

SMR Shoulder jTﬁR|4V+PDI‘DTi+HR I
k Glel

(01)DB033IV0002455(17)240630
Limacoporate S.p.A. - Via Nazonals, 52 0123
33008 Villnova di San Danioks - Lidin - taly
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SECTION 33 — EXAMPLE OF LABELS FOR L2 METAL BACK GLENOID
(Ti6Al4V + PoroTi + HA)

SMR Shoulder - PoroTi+HA
1375.25.050 e oo [REF]1375.25.050 00
15-%“54 :,hl?.UId$-r e SMALL-R SMR Shoulder - PoroTi+HA
| +Forol i+

Uncemented GlenoidE =2-Metal-Back Glenoid
Glenoide non Cementﬂta SMALL-

#S.R |Glenoide no CementadafEs| & 2024-06-30 [COT] 2019 00001 |[STERILE[R] 1900002

Size Glenoid Zementfrei
Glénoide non Cimentée
YOO 2:

Glenoide ndo Cimentada PT] M ORS75250500 104190000
Y 2024-06-30 [tivl11 [sTERILE[ R] [ Linacorporate Sp.a. | lQ!!mlm]IJQIE!J}LIJS!Z!I?Ll_!gla!!lllll|||I"IlI
el s . REF .25 00
O @ 4 Fm [ e ETIOSEDG
nai
Fonka o P P A W TS “
8 - e T A m 30 [LOT| 2019 00001 1900002
Lot thamer Ac.,.m EEEDE SUEEE rmimnm e e —
Mo A == AN A

imadaton
ce Bax UMMMy
Limacomporate 5.p.A. - Via Nazionale, 52 (01)08033390042512(17

m.‘io p.A ‘a Nazionaks, 52

u 33038 Villanova di San Daniele - Udine - ltaly (123 F3004 Vilanova o San Daniaba - Ui - ity 0123

Code
1375.25.050

1375.25.060
1375.25.070
1375.25.080
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SECTION 34 — EXAMPLE OF LABELS FOR AXIOMA METAL BACK GLENOIDS

Material
1375.25.350 SMR Shoulderf TEAI4#V+PoroTi+HA
e Axiom Metal-Back Glenoid
SMR £ houlder SMALLE

TiGAISLEoroTEtHA Uncemented GlenoidE

flenoide non Cement.'ata
#S-R lenoide no Cementada@
Size Glenoid Zememﬁei%
Glénoide non Cimentée

Glenoide ndo Cimentada
% 2024-06-30 [@y]1 [STERILE[R] [Linacorporate S.p.a. |

Do not usa if Ly, Hom meay .
Sngla usa ® packagn —_.i\ fom sunlight Tomparatum limit
& damagad w l
0 weer i ".I" Y
Sarilzed usng
Lot Mumbar A Camsiam Esnlana Cda
IFU Consuit Sterilzad
[ T8l imsrucscns d mmmmm iy
imadaton

I Limacorporate 5.p.A. - \Via Nazionale, 52 c €

33038 Villanova di San Danigle - Udine - ltaly (123

Code
1375.25.350

1375.25.360
1375.25.370
1375.25.380
1375.21.350
1375.21.360
1375.21.370
1375.21.380

[REF]1375.25.350

SMRShouIder i6Al4V+PoroTi+HA
a-Metal-Back Glenoid

{01 )Y0803339008493:2( 1 7)240630

REF|1375,25.350

SMR Shoulder ﬁAI4V+F’oroT|+Ha
Axioma Wetdl-Bdck
SMALL-| R

& 2024-06-30 [LOT] 2019 00001 | 1900002

IJ?E\ZB!WJ[

Limacomorate S . Honaks, 52
33008 Vinova & S D;Innln Udding - Haly

00

0720240630 [LOT] 2019 00001 | STERILE[R] 1900002

00
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SECTION 35 - EXAMPLE OF LABELS FOR TT BASEPLATE (Ti6Al4V)

SMR Shoulder - TIEAI4V
TT Baseplate
SMALL-R

TT Glenoid EN

Glenoide TT[IT]
Glenoide TTES|

Glenoid TT
Glénoide TT
Glenoide TT PT]
& 2024-06-30 [@i7]1 [STERILE[ R] [ Limicorporate Sp.a. |

[REF]1375.15.605

SMFE Shoulder
Ti6A 4V

#S-R Size

Koop amay

Do notusaif . »
Snglausa ® packaga i\ o suriight Tomporatur limit
s darnagad l
8 Usa By [REF] Fome=s T PR A MR Consicral
Stvikzad using
Lot Mumber !E: Coscn Etmmaom
IFU ot
[ 1dl imsuctons du...n.m.. uﬂﬂs
iradaton

Limacorporate 5.p.A. - Via Nazionale, 52 c €
33038 Villanova di San Daniele - Udine - taly (0123

ul

Code
1375.15.605

1375.15.620
1375.15.610

REF [1375.15.605 00
SMR Shoulder TiGAI4V

= nlate
-30 [LOT] 2019 00001 | [STERILE] 7] 1900002
751 56060( 10y 190000 1{91 ) 190000;
J T T
{01)0803339008956:2( 1 7)240630
[REF]1375.15.605 00

SMR Shoulder - TiBAI4V

SMALL-R

4-06-30 [LOT] 2019 00001 STERILEE 1900002

(20/00(240)91375156050(10)

{01 0E03ID00EISE2( 17
cnwmo DA ‘Via Mazionals, 52
33008 Vilnova di San Daniobe - Udine - Haly




)( Lima Corporate ANNEX 6.1

Orthopaedic ¢*motion

Rev.14 Page 42 di 46

SECTION 36 — EXAMPLE OF LABELS FOR AXIOMA TT BASEPLATE (Ti6Al4V)

EF |1375.15.650 SMR Shoulder - TEAMY [REF]1375.15.650 00
SMR Shoulder A T SMR Shoulder - TiGAI4V
TiGAl M T Glenoidﬁ T Baseplate
Glenoide TT[IT| =706 —
Glenoide TTES] & 2024-06-30 [COT]| 2019 00001 | [STERILE[R] 1900002
Glenoid TT%
g:énol_llge _IT_.II_- (2002404913751 56500{ 10) 120000 1(91 ) 1200002923712
enoide F
220240650 it prenete) (mmesge ] MM MARINAT
@ Sngausa ® bt L L\ e § T REF |1375.15.650 00
= dmaged SMR bnuulu(:r |||ur\|qu
Baseplate
Bor ST e A e ”
[ & 2024-06-30 [LOT] 2019 00001 | [STERILE[R| 1900002
LOT | Lot Mumizar Acum Eftylana Oxcla

IFU Gansut Strifzad
[Ti] imeuctons d Mindinsw  [FEETR] wing
faruss o

adaton

d Limacomorate S.p.A. - Via Nazionale, 52 c € ﬁ_

33038 Villanova di San Daniele - Udine - ltaly (123 NSt smacomonte Sp.A. - Via Nazonak, 52 0123

33038 Vilmes 1 Sor Denbata - b Haly

Code
1375.15.655

1375.15.660
1375.15.670
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SECTION 37 — EXAMPLE OF LABELS FOR AXIOMA TT GLENOID PEG

(Ti6AlI4V)

REF]1375.14.651
TTME Peg SMR Shoulder | Spalia
TikAdy Glenoid / Glenoide Peg TT - TIBAIY
SMALL-R - & SHORT
TT GlenoidE)
Glenoide TT{QJ
Glenoide TTE)
Glenoid TT3
Glénoide TT[R
for Baseplate SMALL-R Glenoide TTJ

£2020-06-30[aty] 1 [STERILE] R| [Linacorporate Spa. |

® Single use @ E.-‘.’&?ge“*" f“z;if‘; Kﬁﬁﬁwﬂ .*‘ Temperature imit
S -

Stertlzed
Lot Number A. cauton E"m’;?me
Oride

IFU Consult Sterfized
[Ti]  metruckons d Manucturer 1=ng
for use imadiation

Limacorporate S.p_A. - Via Nazionale, 52
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SECTION 38 — EXAMPLE OF LABELS METAL BACK LINER (UHMWPE)
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SECTION 30 - EXAMPLE OF LABELS FOR L2 METAL BACK LINERS
(UHMWPE)
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SECTION 40 — EXAMPLE OF LABELS FOR AXIOMA METAL BACK LINER
(UHMWPE)
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