X LimaCorporate ANNEX 6.1

Orthopaedic ¢*motion

Rev.5 Page 1 of 5

EXAMPLE OF LABELS OF SMR STEMLESS SYSTEM

An example of label for each kind of device belonging to SMR Stemless System is reported in the
following paragraph. For each label, all the information which changes in the other labels of the
same type of device is showed.

The labels are reported as follows:

Section 1 Example of labels for SMR Stemless Core

Section 2 Example of labels for SMR Stemless Adaptor with screws
Section 3 Example of labels for SMR Stemless Adaptor screw
Section 4 Example of labels for SMR Stemless Reverse Liner

STERILIZATION — DATA ON THE LABELS

The information about the sterilization method for the devices 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| e STERILE R: sterilization by irradiation (Beta rays or Gamma rays according to
the applicable sterilization method).

Always refer to device labels for information about the sterilization method.
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SECTION 1 - EXAMPLE OF LABELS FOR SMR STEMLESS CORE

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

table below).

[REF]1355.14.131

SMR STEMLESS SMR STEMLESS - TiGA4V
THAKV Stemless Core
#X-SMALL SHORT
Stemless Corel2l
@ ' xs | size Nucleo Stemless(@) 1355.14.033
Nucleo Stemless®) 1355.14.035
Stemless Corefd 1355.14.038
SHORT Noyau Stemless @3
For Uncemented Use Nucleo Stemless@ 135514 131
82022-05-31[qty] 1 [STERILE| R| [Limacorporate S.pa. | il
1355.14.231
1355.14.131 00 1355.14.133
g:\ARISTEI(\:/ILESS - TIBAK4V 1355.14.233
emless Core
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£2022-05-31[01] 2016 07964 [STERILE[ R|1700160 —
1355.14.138
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Limacorporate S.p.A. - Via Nazionale, 52 C €
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 2 - EXAMPLE OF LABELS FOR SMR STEMLESS ADAPTOR WITH SCREW
AND ADAPTOR SCREW

Data Legend

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

[REF]1335.15.200

SMR STEMLESS SMR STEMLESS - Ti6AKV
TRAMV NEUTRAL Adaptor with Screw
Neutral Adaptor@) 1335.15.100
Adattatore Neutro[fj
Adaptador Neutral@ 1335.15.102
Neutraler Adapter(3 1335.15.104
Adaptateur Neutre(fd
For Uncemented Use Adaptador Neutro{@}
82021-07-31[gty] 1 [STERILE[ R] [Limacorporate Sp.a. | 1335.15.200
1335.15.202
1335.15.200 L 1335.15.204

NEUTRAL Adaptor with Screw

82021-07-31[Lo1] 2016 07018 [STERILE[ R |1600191

(01)08033390107723(17)210731

Do notuse f S »
® Single use ?nne /;L‘\ m;"’.m §  Temperaure imt

guu», [Rer] Reference fmﬂ

Stenized

Lot Number A Caution ﬁ"

(B o e EwmES
Limacorporate S.p A. - Via Nazionale, 52 C€ A

33038 Villanova di San Daniele - Udine - Italy 0123 Bt

[REF]1335.15.200 ARI00

1 1%
NEUTRAL Adaptor with Screw

§2021-07-31 [LoT] 2016 07018 [STERILE[ R]1600191

Limacorporate S.p.A. - Via Nazionale, 52 ({
33038 Villanova di San Daniele - Udine - Italy 0123
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SECTION 3 - EXAMPLE OF LABELS FOR SMR STEMLESS ADAPTOR SCREW
Data Legend

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

[ReF]1335.15.001

SMR STEMLESS SMR STEMLESS - TIGAMV
TEAMY Adapior Screw / Vite per Adattatore

Adaptor Scrow{]
Vite per
Tornillo Adapta
Mmtnub@
Vis pour M
For Uncemen Parafuso Adapta
&2000-00-00 @1 ISTERILE[ R | [CUimacorporate S.p.a

[REF] 1335.15.001
SMR STEMLESS - Ti6AI4V

Adaptor Screw / Vite per Adattatore

£2000-00-00[co1] 2018 00000 [STERILE] = ]1800001
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Limacorporate S.p A - Via Nazionake, 52
33038 Villanova di San Daniele - Udine - italy

[REF]1335.15.001

SMR STEMLESS - TIGAMV
Adaptor Screw | Vite par Adattatore

& 2000-00-00 [=] 201800000 [STERILE| R | 1800001

A
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Limmcorporata S p A - Via Nagionaie 52 (€
33038 VElancovs di San Daniete - Udine - Maly
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SECTION 4 - EXAMPLE OF LABELS FOR SMR STEMLESS REVERSE LINER

Data Legend

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

[REF]1365.09.405
SMR STEMLESS SMR STEMLESS - CoCrMo
CoCrMo Reverse Liner

#SHORT Dia 40mm
D=40 | 5jze and  Reverse Linedl 1365.09.401

#S Inserto Inversol
Diameter jnserto nversof® 1365.09.402
Inverses Inlay(3 1365.09.403

Insert Inversé(fQ
For Uncemented Use Inserto Invertido{@) LAl
82021-04-30[qty] 1 [STERILE[ R] [Limacorporate Sp.a. | 1365.09.442
1365.09.443

1365.09.405 00
SMR STEMLESS - CoCrMo 1365.09.405
ﬁ‘w““‘*"—| 1365.09.406
SHORT Dia.40mm 1365.09.407
£2021-04-30[LoT] 2015 19725 [STERILE[ R|1600098 1365.09.445
1365.09.446
1365.09.447

(01)08033390108379(17)210430
Donotusei!  %c  Keepaway &
® Single use ® z-oaon N e goear 4 Temperature limit

guusv [REF] Remoer ?ww

Sterlized
[O7]  LotNumber A Cauion BTERETED) e
Onide
IFU Consut Steriized
[jn instructions. d Mangachre [STERILE] X] using
for use imadiation
Limacorporate S.p.A. - Via Nazionale, 52 C€ e

33038 Villanova di San Daniele - Udine - Italy 0123 p .f-.‘ =
[REF]1365.09.405
SMR STEMLESS-CoCiMo

: T l 40mm

82021-04-30 [LoT] 2015 19725 [STERILE[ R]1600098

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




