X LimaCorporate Annex 6.1

Orthopaedic ¢*motion

Rev.3

Page 1/25

Lables of components of Physica system

Label of the first code of each kind of device for Physica knee system components 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 KR femoral components

Section 2 Example of labels for CR femoral components

Section 3 Example of labels for PS femoral components

Section 4 Example of labels for pegs for PS femoral components
Section 5 Example of labels for tibial plates

Section 6 Example of labels for KR liners

Section 7 Example of labels for CR liners

Section 8 Example of labels for PS liners

Section 9 Example of labels for tibial stems

Section 10 Example of labels for patellar prosthesis

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

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

the applicable sterilization method).

e STERILE EO: sterilization by ethylene oxide.

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




X LimaCorporate Annex 6.1

Orthopaedic ¢*motion

Rev.3 Page 2/25

SECTION 1 - EXAMPLE OF LABELS FOR KR FEMORAL COMPONENTS

Data Legend

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

[3EF]6511.09.110 [REF]6511.09.110 00
Iveisatn PHYSICAKR-CoCrMo  PHYSICA KR - CoCrMo
CoCrido Femoral Component / Comp. Femorale

#1Cemented-Right /Destro I emoral Component / Comp. Femorale
Right Femoral Comp.f]  #1Cemented - Right / Destro

Comp. Femorale Destro{l} 2022 07-31[to112017 AS098 [STERILE[EO]1700214

Comp. Femoral Derecho =

Comp. Femorale Droite(§)

A\
S0 3 b [ v (o el III\IIIIIII\IHIIIIIIIWIIIHIIIIIIIIIII

(01)08033390083089(17)220731

S Do not use o 4 < / #00
Single use package AN Keep away Temperature limt 651109.110 %
® Q= & == 4 PHYSICA KR - CoCrMo
z Femoral Component / Comp. Femorale
8 by LT Namber o N #1Cemented - tht / Destro SR
& e $2022-07-31 [LOT]2017 AS098 [STERILE[EQ|1700214

1O | LotNumber Ac.ntm [T o‘;;:"‘ AR
I LA L n
™
7220731

e
Limacorporate S.p.A. - Via Nazionale, 52 c € .
33038 Villanova di San Daniele - Udine - italy 0123 01090339008 - -
Limacorporate S p A. - Via Nazionale, 52 CE
33038 Villanova di San Daniele - Udine - Italy 0123

COUPLE ONLY

WITH LINERS:

i j 2 #1-2-3 KR RIGHT
6531.50.1 XX
6531.50.2XX

WARNING 6531.50.3XX

XX:ALL THICKNESSES

. . Applicable
ol R R/ L ceupling Sterilization method
6511.09.110 (#1 |R (Right) |#1-2-3 1IXX,2XX,3XX EtO, Gamma rays
6511.09.120 (#2 |R (Right) |#1-2-3-4 IXX,2XX,3XX,4XX EtO, Gamma rays

6511.09.130 |#3 |R (Right) [#1-2-3-4-5 |1XX,2XX,3XX,4XX,5XX |EtO, Gamma rays
6511.09.140 |#4 |R (Right) [#2-3-4-5-6 |2XX,3XX,4XX,5XX,6XX |EtO, Gamma rays
6511.09.150 |[#5 |R (Right) |#3-4-5-6-7 |3XX,4XX,5XX,6XX,7XX |EtO, Gamma rays
6511.09.160 |#6 |R (Right) |#4-5-6-7-8 |4XX,5XX,6XX,7XX,8XX |EtO, Gamma rays
6511.09.170 |#7 |R (Right) |[#5-6-7-8-9 |5XX,6XX,7XX,8XX,9xX |EtO, Gamma rays
6511.09.180 |[#8 |R (Right) |#6-7-8-9-A |BXX,7XX,8XX,9XX,AXX |EtO, Gamma rays
6511.09.190 |#9 |R (Right) [#7-8-9-A | 7XX,8XX,9XX,AXX EtO, Gamma rays
6511.09.1A0 [#10 |R (Right) [#8-9-A 8XX,9XX,AXX EtO, Gamma rays
6511.09.510 |[#1 |L (Left) |#1-2-3 1XX,2XX,3XX EtO, Gamma rays
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Gl R corplirg gtper;::iczzk:ilgn method
6511.09.520 [#2 |L (Left) |#1-2-3-4 1XX,2XX,3XX,4XX EtO, Gamma rays
6511.09.530 |[#3 |L (Left) |#1-2-3-4-5 |1XX,2XX,3XX,4XX,5XX |EtO, Gamma rays
6511.09.540 |#4 |L (Left) |#2-3-4-5-6 |2XX,3XX,4XX,5XX,6XX |EtO, Gamma rays
6511.09.550 [#5 |L (Left) |#3-4-5-6-7 |3XX,4XX,5XX,6XX,7XX |EtO, Gamma rays
6511.09.560 |#6 |L (Left) |#4-5-6-7-8 |4XX,5XX,6XX,7XX,8XX |EtO, Gamma rays
6511.09.570 |#7 |L (Left) |#5-6-7-8-9 |5XX,6XX,7XX,8XX,9xX |EtO, Gamma rays
6511.09.580 |#8 |L (Left) [#6-7-8-9-A |6XX,7XX,8XX,9XX,AXX |EtO, Gamma rays
6511.09.590 [#9 |L (Left) [#7-8-9-A 7XX,8XX,9XX,AXX EtO, Gamma rays
6511.09.5A0 |[#10 |L (Left) |#8-9-A 8XX,9XX,AXX EtO, Gamma rays

Example of labels for the first code
[REF16511.09.110

PHYSICA KR

PHYSICA KR - CoCrMo

6511.09.110
PHYSICA KR - CoCrMo

Femoral Component / Comp. Femorale
#1Cemented - Right / Destro

Right Femoral Comp.&
Comp. Femorale Destroffj
Comp. Femoral Derecho(®
Rechte Femurkomponente

Femoral Component / Comp. Femorale
#1Cemented - Right / Destro

£2022-07-31[to1] 2017 AS098 [ﬁsysmge £0]1700214

Cemented Use Only

Comp. Femorale Droite(§J)
Comp. Femoral Direi(o

82022-07-31[qty] 1 [STERILE[EO] [Limacorporate Sp.a. |

L

(01)08033390083089(17)220731

[REF]16511.09.110

Q) s e i - e X500
Q@ =~ @B K mm A PHYSICA KR - CoCrMo %
By FEET e 5?3’3’5’;323‘ Dt ety e

,,,,, S $2022-07- 31 - 2017 AS098 [STERILE[EO|1700214
o e IR E
Ouice
[T .-?\:;m?‘ ol e e ;ﬁ“
K3
Limacorporate S.p.A. - Via Nazionale, 52 c € |||I||"" ”| “II"IIII"IIM”"IIMI
el e bl e i 0123 d Limacorporate S p.A. - Via Nazionale, 52 C€
33038 Villanova di San Daniele - Udine - Italy 0123
COUPLE ONLY
WITH LINERS:
A #1-2-3 KR RIGHT
6531.50.1 XX
6531.50.2XX
WARN I NG 6531.50.3XX
XX:ALL THICKNESSES
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SECTION 2 — EXAMPLE OF LABELS FOR CR FEMORAL COMPONENTS

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

6513.09.110 Lt
PHYSICA CR - CoCrMo

R 3651 3.09.110
PHYSICA CR - CoCrio
Femaoral Component | Comp. Femorale

#1 CR Cemented - Right / Destro
Right Femoral Comp.
Coemp. Femeorale Dlslm

Femoral Component / Comp. Femorale
#1 CR Cemented - Right / Destro

2020-10-31[LeT2015 ASOEC[STERILE[EO] 1500322

Comp. Femoral Dereche
Rechte Femurkomponente(J§
Comp. Femorale Droite Q)

MWWWMWW
A

(0118033390087 407 (171201031

Comp. Femoral Direitog)

-l
Cemented Use Only
82020-10-31[gty] 1 [sTERILE[EC| [Limacorporate Sp.a. |

Do mof wee if

@ s @ miL K I o eewees [REF]6513.09.110 %00
Rl PHYSICA CR - CoCrMo 2
2 ieBy  [REF] Petersnce T Kiep dry Femoral Component / Comp. Femorale
. #1 CR Cemented - Right / Destro
[o] worimeer AN couton LI G i §2020-10- 31 [cot015 ASOEC[STERILE[EO] 1500322
DB o I ORI A RO b

nocoponte SpA Vet 2 C& III\IIIII\II \IIIII\IIIIHIIIIIIHIIIIIII
e S e (T
COUPLE ONLY
WITH LINERS:
& #1-2-3CR
6533.50.1XX
6533.50.2XX
WARNING 6533 50.3XX
XXCALL THICKNESSES

ol e - corplirg gfe?“iczzk:ilgn method
6513.09.110 |#1 |R (Right) |#1-2-3 1XX,2XX,3XX EtO, Gamma rays
6513.09.120 [#2 |R (Right) |[#1-2-3-4 1XX,2XX,3XX,4XX EtO, Gamma rays
6513.09.130 [#3 |R (Right) |#1-2-3-4-5 |1XX,2XX,3XX,4XX,5XX |EtO, Gamma rays
6513.09.140 |#4 |R (Right) |#2-3-4-5-6 |2XX,3XX,4XX,5XX,6XX |EtO, Gamma rays
6513.09.150 |[#5 |R (Right) |#3-4-5-6-7 |3XX,4XX,5XX,6XX,7XX |EtO, Gamma rays
6513.09.160 |#6 |R (Right) |#4-5-6-7-8 |4XX,5XX,6XX,7XX,8XX |EtO, Gamma rays
6513.09.170 |#7 |R (Right) |#5-6-7-8-9 |5XX,6XX,7XX,8XX,9XX |EtO, Gamma rays
6513.09.180 |#8 |R (Right) [#6-7-8-9-A |6XX,7XX,8XX,9XX,AXX |EtO, Gamma rays
6513.09.190 [#9 |R (Right) [#7-8-9-A 7XX,8XX,9XX,AXX EtO, Gamma rays
6513.09.1A0 |[#10 |R (Right) |#8-9-A 8XX,9XX,AXX EtO, Gamma rays
6513.09.510 [#1 |L (Left) [#1-2-3 1XX,2XX,3XX EtO, Gamma rays
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ol R corplirg étper;“iczzk:ilgn method
6513.09.520 [#2 |L (Left) |#1-2-3-4 1XX,2XX,3XX,4XX EtO, Gamma rays
6513.09.530 |[#3 |L (Left) |#1-2-3-4-5 |1XX,2XX,3XX,4XX,5XX |EtO, Gamma rays
6513.09.540 |#4 |L (Left) |#2-3-4-5-6 |2XX,3XX,4XX,5XX,6XX |EtO, Gamma rays
6513.09.550 [#5 |L (Left) |#3-4-5-6-7 |3XX,4XX,5XX,6XX,7XX |EtO, Gamma rays
6513.09.560 |#6 |L (Left) |#4-5-6-7-8 |4XX,5XX,6XX,7XX,8XX |EtO, Gamma rays
6513.09.570 |#7 |L (Left) |#5-6-7-8-9 |5XX,6XX,7XX,8XX,9xX |EtO, Gamma rays
6513.09.580 |[#8 |L (Left) |#6-7-8-9-A |BXX,7XX,8XX,9XX,AXX |EtO, Gamma rays
6513.09.590 [#9 |L (Left) [#7-8-9-A 7XX,8XX,9XX,AXX EtO, Gamma rays
6513.09.5A0 |[#10 |L (Left) |#8-9-A 8XX,9XX,AXX EtO, Gamma rays
Example of labels for the first code

[REF]6513.09.110 [REF]16513.09.110 00

PHYSICA CR PHYSICA CR - CoCrMo PHYSICA CR - CoCrMo

Femoral Component | Comp. Femorale

#1 CR Cemented - Right / Destro
Right Femoral Comp.

Comp. Femorale D“tm
Comp. Femoral Daret:hc
Rechte Femurkomponente(J§
Comp. Femorale Droite[fJ
Comp. Femoral Di reimw

.
Cemented Use Only
£2020-10-31[gty] 1 [STERILE[EC| [Limacorporate Sp.a. |

Keap away
from sunlight

Do not wse if e
Single use ® package g kY
in damaged L]

e o e
LoT Lot Number & Caution

iU Consuit
i -n:wlwr!!

L Temperature limit

Kzep dry

Sterikzed

vy
TR [Fo) E“‘
Ciudde:

Stordzed

d [T TR ® ] using
TaSabon
T
Limacorporate S.p.A. - Via Nazionale, 52 c € -E-
33038 Villanova di San Danigle - Udine - taly 0123 ~

Femoral Component / Comp. Femorale
#1 CR Cemented - Right / Destro

2020-10-31[0112015 ASOEC[STERILEEEO]1500322

IIII\I\II\ MR A
T

(0108033390087 407 (171201031

[REF]16513.09.110
PHYSICA CR - CoCrMo
Femoral Component / Comp. Femorale

#1 CR Cemented - R|ght# estro

2020-10-31 D15ASOEC TERIL EG1500322

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

AN

WARNING

COUPLE ONLY 4]
WITH LINERS:

#1-2.3CR
6533.50.1 XX

6533.50.2XX
6533.50.3XX

XXCALL THICKMNESSES
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SECTION 3 - EXAMPLE OF LABELS FOR PS FEMORAL COMPONENTS

Data Legend

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

e PPN

REF 100 19.U
PHYSICAPS

QF
-)
-)
<)

Cemented Use Onl

82022-03-31 | [STERILE[EOQ]| [Limacorporate Sp.a. |

PHYSICA PS - CoCrMo
Femoral Component / Comp. Femorale
#1Cemented - Right / Destro

Right Femoral Comp.Z)
Comp. Femorale Destro(j
Comp. Femoral Derecho®
Rechte FemurkomponenteJ3
Comp. Femorale Droite
Comp. Femoral Direito@)

) Do not use i
Segle use package
s damaged
L o g
or Lot Number A Coaution

sy IFUConsut
[Aﬂ Insfructions J Marsactures
~ foruse

=3 Keep away 9
AN vomsmignt 4 | Tomperanae it

T Keep dry

Sterized

ST e
BERIETEY epvytene
Onide

Sterized
BTN E] using

rradation

i 0
Limacorporate S.p.A. - Via Nazionale, 52 c € ]
33038 Villanova di San Daniele - Udine - ltaly 0123 :

6515.09.110 00
PHYSICA PS - CoCrMo

Femoral Component / Comp. Femorale

#1Cemented - Right / Destro

82022-03-31 [t61]2017 ASO3R[STERILE[EC| 1700081

T

(01)08033390095495(17)220331

[REF]6515.09.110 %00
PHYSICA PS - CoCrMo :
Femoral Component / Comp. Femorale

#1Cemented - nght/ Destro

§2022-03-31 [L0T]2017 ASO3R [STERILE[EC] 1700081

[
LI

NI
I Limacorporate S.p A. - Via Nazionale, 52 ( E

!(Ilil)
33038 Villanova di San Daniele - Udine - Italy 0123

AN

WARNING

COUPLE ONLY
VITH LINERS:

#1-2-3PS
6535 50.1XX

B6535.50.2XX
6535 50.3XX

HXALLTHICKNESSES

. . Applicable
ol R R/ L ceupling Sterilization method
6515.09.110 (#1 |R (Right) |#1-2-3 1XX,2XX,3XX EtO, Gamma rays
6515.09.120 (#2 |R (Right) |#1-2-3-4 IXX,2XX,3XX,4XX EtO, Gamma rays

6515.09.130 |#3 R (Right) |#1-2-3-4-5 | 1XX,2XX,3XX,4XX,5XX EtO, Gamma rays

6515.09.140 |#4 R (Right) |#2-3-4-5-6 | 2XX,3XX,4XX,5XX,6XX EtO, Gamma rays

6515.09.150 |#5 |R (Right) |#3-4-5-6-7 |3XX,4XX,5XX,6XX,7XX |EtO, Gamma rays

6515.09.160 |#6 |R (Right) |#4-5-6-7-8 |4XX,5XX,6XX,7XX,8XX | EtO, Gamma rays

6515.09.170 |#7 |R (Right) |#5-6-7-8-9 |5XX,6XX,7XX,8XX,9XX |EtO, Gamma rays

6515.09.180 [#8 |R (Right) |#6-7-8-9-A |6XX,7XX,8XX,9XX,AXX | EtO, Gamma rays

6515.09.190 [#9 |R (Right) |#7-8-9-A | 7XX,8XX,9XX,AXX EtO, Gamma rays

6515.09.1A0 |#10 |R (Right) |#8-9-A 8XX,9XX,AXX EtO, Gamma rays

6515.09.510 |#1 |L (Left) |#1-2-3 1XX,2XX,3XX EtO, Gamma rays
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. : Applicable

Code B ey Sterilization method
6515.09.520 |#2 |L (Left) #1-2-3-4 1IXX,2XX,3XX,4XX EtO, Gamma rays
6515.09.530 |#3 |L (Left) #1-2-3-4-5 | 1XX,2XX,3XX,4XX,5XX | EtO, Gamma rays
6515.09.540 |#4 |L (Left) #2-3-4-5-6 | 2XX,3XX,4XX,5XX,6XX | EtO, Gamma rays
6515.09.550 |#5 |L (Left) #3-4-5-6-7 | 3XX,4XX,5XX,6XX,7XX | EtO, Gamma rays
6515.09.560 |#6 |L (Left) #4-5-6-7-8 | 4XX,5XX,6XX,7XX,8XX | EtO, Gamma rays
6515.09.570 |#7 |L (Left) #5-6-7-8-9 | 5XX,6XX,7XX,8XX,9XX | EtO, Gamma rays
6515.09.580 |#8 |L (Left) #6-7-8-9-A | BXX,7XX,8XX,9XX,AXX | EtO, Gamma rays
6515.09.590 |#9 |L (Left) #7-8-9-A 7XX,8XX,9XX,AXX EtO, Gamma rays
6515.09.5A0 |#10 |L (Left) #8-9-A 8XX,9XX,AXX EtO, Gamma rays
Example of labels for the first code

[REF]16515.09.110 [REF] 6515.09.110 00

PHYSICA PS

PHYSICA PS - CoCrMo

Femoral Component / Comp. Femorale
#1Cemented - Right / Destro

Right Femoral Comp.ZJ
Comp. Femorale Destro(j
Comp. Femoral Derecho

Rechte Femurkomponenle@
Comp. Femorale Droite §J
Comp. Femoral Direito@}

Cemented Use Only

82022-03-31 EE] 1 [STERILE[EQ] [Limacorporate Spa. |

Do not use 3¢ ’
2k Keep away
® Sege use :.;:\9: .l_\ from sunight ‘ Temperature kmit
2 ety el
Sternzed
T Usne
Lot Number A Cauticn Bl ["m

IFU Consut Steriized
[:i itnichons Maritactres BTERETE] using
for ui

rradation

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

PHYSICA PS - CoCrMo
Femoral Component / Comp. Femorale
#1Cemented - Right / Destro

82022-03-31[L07]2017 AS03R[STERILE[EO] 1700081

A e
T

(01)08033390095495(17)220331

[REF]6515.09.110
PHYSICA PS - CoCrMo

Femoral Component / Comp. Femorale
#1Cemented - nght/ Destro

§2022-03-31 [CoT]2017 ASO3R [STERILE[EO] 1700081

R0 J ITAE

(ol!tlslsllulllg llomtl ||I|||| " ||| I Il
Ileacorporale S.p.A. - Via Nazionale, 52

L!«Ilt’n
33038 Villanova di San Daniele - Udine - Italy

0123

WARNING

COUPLE ONLY
WITH LINERS:

#1-2-3PS
6535 .50.1XX

6535.50.2XX
6535 50.3XX

HXALLTHICKNESSES
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SECTION 4 - EXAMPLE OF LABELS FOR PEGS FOR PS FEMORAL
COMPONENTS
[REF]6515.09.900 [REF16515.09.900 @
PHISKAPS P”Ys“;’;im PHYSICA PS - CoCrMo

Perno Femorale PS

PS Femoral PegE)
Perno Femorale PS[j
Tetén Del Femoral PSE)
PS Fermuzapfenl3

Plot Fémoral PS[@)

2 Pieces in 1 Pack Peg Femorais PS{@}
82021-11-30[aty] 1 [STERILE[ R] [Limacorporate Spa. |

PS Femoral Peg
Perno Femorale PS

82021-11-30[C21] 2016 15127 [STERILE[ R|1600296

L
T

(01)08033390100021(17)211130

® s o i Pl [REF]6515.09.900 %00
g <iem R donapes . fomuniont 4 | Tempershure ot PHYSICA PS - CoCrMo %
- i PS Femoral Peg
o e [ SR e ay Perno Femorale PS

Stertzes 82021-11-30 [LOT] 2016 15127 [STERILE[ R|1600296

[LOT] Lot Number A Cavticn ST EE i A | I |||||

O«
ol e
ce P T
Limacorporate S.p A. - Via Nazionale, 52 :
33038 Villanova di San Daniele - Udine - Italy 0123 3 —‘mor::::::sz;'::s.pk Vi ealoraleita I3
d 33038 Villanova di San Daniele - Udine - Italy 0123
No wamings

Applicable

Code Sterilization method

6515.09.900 | Beta rays, Gamma rays
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SECTION 5—-EXAMPLE OF LABELS FOR TIBIAL PLATES

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

@36522.15.010 6522 15.010 00
PHYS:ioR PHYSICA Knee - TI6A4Y + UHMWPE 3 ot
24l b il 40 PHYSICA Knee - Ti6AI4V + UHMWPE
#1 Cemented / Cementato Fixed Tibial Plate/Piatto Tib.Fisso
Size Fixed Tibial Plate(@ #1 Cemented / Cementato
Piatto Tibiale Fisso[fj
#1 oo T @ §2022-08-31[51] 2016 07574 [STERILE[ R|1700256

Fix Tibiaplateaull§ |||‘I|I||”
Plateau Tibial Fixe({)
%n(‘)e;lze.doléi?n&] 1/[STERILE| R]| [Uma:;;;r;::::g I"|"|"|||"III|I|I|II|”|""III

(01)08033390088350(17)220831

O
D) s (@) T K oy s [REF]6522.15.010 200
Q) s @ mim’ K mwmn o - PHYSICA Knee - Ti6AI4V + UHMWPE 3
O e s . Fixed Tibial Plate/Piatto Tib.Fisso
& e[S T v #1 Cemented / Cementato
Stenized 82022-08-31 - 2016 07574 |STERILE| R |1700256
e [OOSR
Oxide
IFU Consutt Sterdced
m] LT:W” ‘ e S iradiation smom
R 3
Limacorporate S p.A. - Via Nazionale, 52 ( € A IIIIInl “l 'TE“" mllllﬂ
SRR YISO, K8 S0 DA < L. ety 0123 = leacorporate S.p.A. - Via Nazionale, 52 C€
33038 Villanova di San Daniele - Udine - Italy 0123
No warnings
: Applicable
Code Size | PP

Sterilization method
6522.15.010 |#1 |Betarays

6522.15.020 |#2 |Betarays
6522.15.030 |#3 |Betarays
6522.15.040 |#4 |Betarays
6522.15.050 |#5 |Betarays
6522.15.060 |#6 |Betarays
6522.15.070 |#7 |Betarays
6522.15.080 |#8 |Betarays
6522.15.090 |#9 |Betarays
6522.15.0A0 | #10 |Betarays

Example of labels for the first code




X LimaCorporate

Annex 6.1
Orthopaedic ¢*motion
Rev.3 Page 10/25
-53’5522-1 5.010 v SicA e oy s e REE 6522.15.010 00
) oo Tt PlataPiaio Th Fisa PHYSICA Knee - TiAI4V + UHMWPE
#1 Cemented / Cementato Fixed Tibial Plate/Piatto Tib.Fisso
Fixed Tibial Plate( #1 Cemented / Cementato
Piatto Tibiale Fisso[fj
#1 Plato Tibial Fijo{@ 82022-08-31[Lo1] 2016 07574 [STERILE[ R |1700256
I
Plateau Tibial Fixe(g) bt
Cemented Use Only Prato Tibial Fixo)

82022-08-31[qty] 1 [STERILE[ R] [Limacorporate Spa. |

) . Donotused  _MC yeeo gy
® Snge use :oum _‘L\ froem suniight ‘ Teenpecature lmt
W e -l
Sterized
Lot Number A Couton ST 0,
Ounde
IFU Consutt Sterdzed
for use radaton
Limacorporate S.p.A. - Via Nazionale, 52 C€

33038 Villanova di San Daniele - Udine - ltaly 0123

(01)08033390088350(17)220831

[REF]6522.15.010

PHYSICA Knee - Ti6Al4V + UHMWPE
Fixed Tibial Plate/Piatto Tib.Fisso

#1 Cemented / Cementato

$82022-08-31 2016 07574 [STERILE[ R]

ST
 NTaTAmii

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

=

1700256

No wamings
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SECTION 6 — EXAMPLE OF LABELS FOR KR LINERS

Data Legend

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

showed in the table below)

[R£]6531.50.110

PrvRICA KR

PHYSICA KR - UHMWPE

UHMWPE Size Tivial Liner / Inserto Tibiale
#1 H.10mm - RightDestro

#1 Right Tibial LinerE)

R Inserto Tibiale Destro[j

R/L Inserto Tibial Derecho&

Rechtes Tibial Inlay23

Insert Tibial Droite[§)

Polietileno Tibia Direito@)

£2022-06-30[aty]| 1 [STERILE[EC] [Limacorporate Sp.a. |

Donctuse f .
® Siergle use package -5 :;'n":;"’;_l ] | Temsecanre kot
s damaged L
7] Reecence :
g Use By REF] Somter T Keep dry
Stentzed
waing
OT | Lot Number A Cauton (LI o AR
Once
ey IFU Consunt Sterized
L\i] Instnactions Mantachree BTEWLE | 7] weing
for use eracaton

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

[REF]6531.50.110 00
PHYSICA KR - UHMWPE

Tibial Liner / Inserto Tibiale

#1 H.10mm - Right/Destro

82022-06-30[072016 AT1KH[STERILE[EO|1700207

I L1111
L T

(01)08033390087629(17)220630

[rREF]6531.50.110
PHYSICA KR - UHMWPE

Tibial Liner / Inserto Tibiale
#1 H.10mm - Right/Destro

§2022-06-30 [LOT]2016 AT1KH STERILE[EC|1700207

NIRRT
T

01)08033390087629(17)2206.

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

COUPLE ONLYE!]
WITH FEMORAL
COMPONENTS:
#1-2-3 KR RIGHT

6511.09.110
WARNING | | &i300150
Coels S Sepling éfe?“iczzk:ilgn method
6531.50.110 |#1 #1-2-3 110,120,130 EtO
6531.50.111 |#1 #1-2-3 110,120,130 EtO
6531.50.112 |#1 #1-2-3 110,120,130 EtO
6531.50.114 |#1 #1-2-3 110,120,130 EtO
6531.50.116 |#1 #1-2-3 110,120,130 EtO
6531.50.120 |#1 #1-2-3 110,120,130 EtO
6531.50.210 |#2 #1-2-3-4 110,120,130,140 EtO
6531.50.211 |#2 #1-2-3-4 110,120,130,140 EtO
6531.50.212 |#2 #1-2-3-4 110,120,130,140 EtO
6531.50.214 |#2 #1-2-3-4 110,120,130,140 EtO
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Code Size Coupling App!i_cab!e
Sterilization method
6531.50.216 |#2 #1-2-3-4 110,120,130,140 EtO
6531.50.220 |#2 #1-2-3-4 110,120,130,140 EtO
6531.50.310 |#3 #1-2-3-4-5 110,120,130,140,150 |EtO
6531.50.311 |#3 #1-2-3-4-5 110,120,130,140,150 |EtO
6531.50.312 |#3 #1-2-3-4-5 110,120,130,140,150 |EtO
6531.50.314 |#3 #1-2-3-4-5 110,120,130,140,150 |EtO
6531.50.316 |#3 #1-2-3-4-5 |110,120,130,140,150 |EtO
6531.50.320 |#3 #1-2-3-4-5 |110,120,130,140,150 |EtO
6531.50.410 |#4 #2-3-4-5-6 | 120,130,140,150,160 |EtO
6531.50.411 |#4 #2-3-4-5-6 120,130,140,150,160 |EtO
6531.50.412 |#4 #2-3-4-5-6 120,130,140,150,160 |EtO
6531.50.414 |#4 #2-3-4-5-6 | 120,130,140,150,160 |EtO
6531.50.416 |#4 #2-3-4-5-6 120,130,140,150,160 |EtO
6531.50.420 |#4 #2-3-4-5-6 | 120,130,140,150,160 |EtO
6531.50.510 |#5 #3-4-5-6-7 130,140,150,160,170 | EtO
6531.50.511 |#5 #3-4-5-6-7 | 130,140,150,160,170 |EtO
6531.50.512 |#5 #3-4-5-6-7 | 130,140,150,160,170 |EtO
6531.50.514 |#5 #3-4-5-6-7 130,140,150,160,170 |EtO
6531.50.516 |#5 #3-4-5-6-7 | 130,140,150,160,170 |EtO
6531.50.520 |#5 #3-4-5-6-7 130,140,150,160,170 | EtO
6531.50.610 |#6 #4-5-6-7-8 140,150,160,170,180 |EtO
6531.50.611 |#6 #4-5-6-7-8 140,150,160,170,180 |EtO
6531.50.612 |#6 #4-5-6-7-8 140,150,160,170,180 |EtO
6531.50.614 |#6 #4-5-6-7-8 140,150,160,170,180 |EtO
6531.50.616 |#6 #4-5-6-7-8 140,150,160,170,180 |EtO
6531.50.620 |#6 #4-5-6-7-8 | 140,150,160,170,180 |EtO
6531.50.710 |#7 #5-6-7-8-9 150,160,170,180,190 |EtO
6531.50.711 |#7 #5-6-7-8-9 150,160,170,180,190 |EtO
6531.50.712 |#7 #5-6-7-8-9 | 150,160,170,180,190 |EtO
6531.50.714 | #7 #5-6-7-8-9 150,160,170,180,190 |EtO
6531.50.716 |#7 #5-6-7-8-9 | 150,160,170,180,190 |EtO
6531.50.720 |#7 #5-6-7-8-9 150,160,170,180,190 |EtO
6531.50.810 |#8 #6-7-8-9-10 | 160,170,180,190,1A0 |EtO
6531.50.811 |#8 #6-7-8-9-10 |160,170,180,190,1A0 |EtO
6531.50.812 |#8 #6-7-8-9-10 |160,170,180,190,1A0 |EtO
6531.50.814 |#8 #6-7-8-9-10 | 160,170,180,190,1A0 |EtO
6531.50.816 |#8 #6-7-8-9-10 |160,170,180,190,1A0 |EtO
6531.50.820 |#8 #6-7-8-9-10 | 160,170,180,190,1A0 |EtO
6531.50.910 |#9 #7-8-9-10 170,180,190,1A0 EtO
6531.50.911 |#9 #7-8-9-10 170,180,190,1A0 EtO
6531.50.912 |#9 #7-8-9-10 170,180,190,1A0 EtO
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Code Size Coupling App!i_cab!e
Sterilization method
6531.50.914 |#9 #7-8-9-10 170,180,190,1A0 EtO
6531.50.916 |#9 #7-8-9-10 170,180,190,1A0 EtO
6531.50.920 |#9 #7-8-9-10 170,180,190,1A0 EtO
6531.50.A10 |#10 #8-9-10 180,190,1A0 EtO
6531.50.A11 |#10 #8-9-10 180,190,1A0 EtO
6531.50.A12 |#10 #8-9-10 180,190,1A0 EtO
6531.50.A14 |#10 #8-9-10 180,190,1A0 EtO
6531.50.A16 |#10 #8-9-10 180,190,1A0 EtO
6531.50.A20 |#10 #8-9-10 180,190,1A0 EtO
6532.50.110 |#1 #1-2-3 510,520,530 EtO
6532.50.111 |#1 #1-2-3 510,520,530 EtO
6532.50.112 |#1 #1-2-3 510,520,530 EtO
6532.50.114 |#1 #1-2-3 510,520,530 EtO
6532.50.116 |#1 #1-2-3 510,520,530 EtO
6532.50.120 |#1 #1-2-3 510,520,530 EtO
6532.50.210 |#2 #1-2-3-4 510,520,530,540 EtO
6532.50.211 |#2 #1-2-3-4 510,520,530,540 EtO
6532.50.212 |#2 #1-2-3-4 510,520,530,540 EtO
6532.50.214 |#2 #1-2-3-4 510,520,530,540 EtO
6532.50.216 |#2 #1-2-3-4 510,520,530,540 EtO
6532.50.220 |#2 #1-2-3-4 510,520,530,540 EtO
6532.50.310 |#3 #1-2-3-4-5 |510,520,530,540,550 |EtO
6532.50.311 |#3 #1-2-3-4-5 |510,520,530,540,550 |EtO
6532.50.312 |#3 #1-2-3-4-5 |510,520,530,540,550 |EtO
6532.50.314 |#3 #1-2-3-4-5 |510,520,530,540,550 |EtO
6532.50.316 |#3 #1-2-3-4-5 |510,520,530,540,550 |EtO
6532.50.320 |#3 #1-2-3-4-5 |510,520,530,540,550 |EtO
6532.50.410 |#4 #2-3-4-5-6 | 520,530,540,550,560 |EtO
6532.50.411 |#4 #2-3-4-5-6 | 520,530,540,550,560 | EtO
6532.50.412 |#4 #2-3-4-5-6 | 520,530,540,550,560 | EtO
6532.50.414 |#4 #2-3-4-5-6 | 520,530,540,550,560 | EtO
6532.50.416 |#4 #2-3-4-5-6 | 520,530,540,550,560 | EtO
6532.50.420 |#4 #2-3-4-5-6 | 520,530,540,550,560 |EtO
6532.50.510 |#5 #3-4-5-6-7 | 530,540,550,560,570 |EtO
6532.50.511 |#5 #3-4-5-6-7 | 530,540,550,560,570 |EtO
6532.50.512 |#5 #3-4-5-6-7 | 530,540,550,560,570 |EtO
6532.50.514 |#5 #3-4-5-6-7 | 530,540,550,560,570 |EtO
6532.50.516 |#5 #3-4-5-6-7 | 530,540,550,560,570 | EtO
6532.50.520 |#5 #3-4-5-6-7 | 530,540,550,560,570 | EtO
6532.50.610 |#6 #4-5-6-7-8 | 540,550,560,570,580 |EtO
6532.50.611 |#6 #4-5-6-7-8 | 540,550,560,570,580 |EtO
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el i corplrg éfer;:;iczzk:ilce)n method
6532.50.612 |#6 #4-5-6-7-8 | 540,550,560,570,580 |EtO
6532.50.614 |#6 #4-5-6-7-8 | 540,550,560,570,580 |EtO
6532.50.616 |#6 #4-5-6-7-8 | 540,550,560,570,580 |EtO
6532.50.620 |#6 #4-5-6-7-8 | 540,550,560,570,580 |EtO
6532.50.710 |#7 #5-6-7-8-9 | 550,560,570,580,590 |EtO
6532.50.711 |#7 #5-6-7-8-9 | 550,560,570,580,590 |EtO
6532.50.712 |#7 #5-6-7-8-9 | 550,560,570,580,590 |EtO
6532.50.714 |#7 #5-6-7-8-9 | 550,560,570,580,590 |EtO
6532.50.716 |#7 #5-6-7-8-9 | 550,560,570,580,590 |EtO
6532.50.720 |#7 #5-6-7-8-9 | 550,560,570,580,590 | EtO
6532.50.810 |#8 #6-7-8-9-10 |560,570,580,590,5A0 |EtO
6532.50.811 |#8 #6-7-8-9-10 |560,570,580,590,5A0 |EtO
6532.50.812 |#8 #6-7-8-9-10 |560,570,580,590,5A0 |EtO
6532.50.814 |#8 #6-7-8-9-10 |560,570,580,590,5A0 |EtO
6532.50.816 |#8 #6-7-8-9-10 |560,570,580,590,5A0 |EtO
6532.50.820 |#8 #6-7-8-9-10 |560,570,580,590,5A0 |EtO
6532.50.910 |#9 #7-8-9-10 570,580,590,5A0 EtO
6532.50.911 |#9 #7-8-9-10 570,580,590,5A0 EtO
6532.50.912 |#9 #7-8-9-10 570,580,590,5A0 EtO
6532.50.914 |#9 #7-8-9-10 570,580,590,5A0 EtO
6532.50.916 |#9 #7-8-9-10 570,580,590,5A0 EtO
6532.50.920 |#9 #7-8-9-10 570,580,590,5A0 EtO
6532.50.A10 |[#10 #8-9-10 580,590,5A0 EtO
6532.50.A11 |#10 #8-9-10 580,590,5A0 EtO
6532.50.A12 |#10 #8-9-10 580,590,5A0 EtO
6532.50.A14 |#10 #8-9-10 580,590,5A0 EtO
6532.50.A16 |#10 #8-9-10 580,590,5A0 EtO
6532.50.A20 |#10 #8-9-10 580,590,5A0 EtO
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Example of labels for the first code

[ReF]6531.50.110 [REF] 6531.50.110 00
PHYSICAKR PHYSICA KR - UHMWPE PHYSICA KR - UHMWPE
BRNE ;“:m’":e;hm Tibial Liner / Inserto Tibiale

#1 Right Tibial LinerE) #1 H.10mm - Right/Destro

R Inserto Tibiale Destro(@) £2022-06- 30-2016 AT1KH[STERILE[EO]1700207

Inserto Tibial DerechoS
Hio  reensTowind L1111

Insert Tibial Droite[§)
Polietileno Tibia Direito{@

£2022-06-30[aty] 1 [STERILE[EQ] [Limacorporate S.pa. |

e gl 3. Keepowny g
-2 NEL ature et
® Siegje use beckage AN vomumign '] [Temwecsnre
Reterence Y
g wesy  [REF] NSNS S ey
Stertized
Lot Number A o T 0,
Once
IFU Consult Stericed
I £] instactions Mantacsrer BTRE | A] wsing
for use radaton

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

liimlﬁi|In||||"°i||I|m||||Ti

(01)08033390087629(17)220630

[rREF]6531.50.110
PHYSICA KR - UHMWPE

Tibial Liner / Inserto Tibiale
#1 H.10mm - Right/Destro

82022-06-30 [LOT]2016 AT1KH STERILE[EO|1700207

WM
T

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

WARNING

COUPLE ONLYE!]
WITH FEMORAL
COMPONENTS:
#1-2-3 KR RIGHT

6511.09.110
6511.09.120
6511.09.130
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SECTION 7 — EXAMPLE OF LABELS FOR CR LINERS

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

[RiF]6533.50.110 [REF] 6533.50.110 00
PH\ S'2422 :mgﬁx f:‘se ‘;:mi PHYSICA CR - UHMWPE
UHMWPE 1 R Aomn Tibial Liner / Inserto Tibiale
Size Tibial LinerE) #1 H.10mm
#1 Inserto Tibiale@  25020-06- 30-2015 AT02Z [STERILE[EC] 1500206
Inserto Tibial®
H10 Tibial Inlay3
Insert Tibial G
_rorsenoon@ ] |||||u|||u|I||u|||||I|I
£2020-06-30 [aty] 1| [STERILE[EQ] [[Limacorporate Spa. | (01)08033390088374(17)200630
® Sege use pawn A ey " i [REF]6533.50.110
ol s
T ibial Liner / Inserto Tibiale
e [ T M e #1 H.10mm
tomser A o TR w008 §2020-06-30 [LOT]2015 AT02Z STERILE £0]1500206
- ulion alesale Ethylene

orey  IFU Consult Storkzed
[ -xr.mn . Mo tacnre BIHETR] csng

sradaton

3390038 74(1

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

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

COUPLE ONLYBs1

WITH FEMORAL
COMPONENTS:
| FFTANDRIGHT

#-2-3 CR
6513.09.110-510

WARNING || 8513.08.120-520

6513.09.130-530

Applicable
Code Size |H |Coupling Sterilization

method
6533.50.110 |#1 | 10 |#1-2-3 110,120,130,510,520,530 EtO
6533.50.111 |#1 | 11 |#1-2-3 110,120,130,510,520,530 EtO
6533.50.112 |#1 | 12 |#1-2-3 110,120,130,510,520,530 EtO
6533.50.114 |#1 | 14 |#1-2-3 110,120,130,510,520,530 EtO
6533.50.116 |#1 | 16 |#1-2-3 110,120,130,510,520,530 EtO
6533.50.120 |#1 | 20 |#1-2-3 110,120,130,510,520,530 EtO
6533.50.210 |#2 | 10 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6533.50.211 |#2 | 11 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6533.50.212 | #2 | 12 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6533.50.214 |#2 | 14 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
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Applicable
Code Size |H |Coupling Sterilization
method
6533.50.216 |#2 | 16 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6533.50.220 |#2 | 20 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6533.50.310 |#3 | 10|#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 |EtO
6533.50.311 |#3 | 11 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6533.50.312 |#3 | 12 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 |EtO
6533.50.314 |#3 | 14 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6533.50.316 |#3 | 16 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 |EtO
6533.50.320 |#3 | 20 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 |EtO
6533.50.410 |#4 | 10 |#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 |EtO
6533.50.411 |#4 | 11 |#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 |EtO
6533.50.412 |#4 | 12 |#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 |EtO
6533.50.414 | #4 | 14 |#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 |EtO
6533.50.416 |#4 | 16 |#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 |EtO
6533.50.420 |#4 | 20 |#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 |EtO
6533.50.510 |#5 | 10 |#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 |EtO
6533.50.511 |#5 | 11 |#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 |EtO
6533.50.512 |#5 | 12 |#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 |EtO
6533.50.514 | #5 | 14 |#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 |EtO
6533.50.516 |#5 | 16 |#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6533.50.520 |#5 | 20 |#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 |EtO
6533.50.610 |#6 | 10 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 |EtO
6533.50.611 |#6 | 11 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 |EtO
6533.50.612 |#6 | 12 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 |EtO
6533.50.614 |#6 | 14 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6533.50.616 |#6 | 16 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 |EtO
6533.50.620 |#6 | 20 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 |EtO
6533.50.710 |#7 | 10 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 |EtO
6533.50.711 |#7 | 11 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6533.50.712 |#7 | 12 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 |EtO
6533.50.714 | #7 | 14 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 |EtO
6533.50.716 |#7 | 16 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6533.50.720 |#7 | 20 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 |EtO
6533.50.810 |#8 | 10 |#6-7-8-9-10 | 160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6533.50.811 |#8 | 11 |#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6533.50.812 |#8 | 12 |#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6533.50.814 |#8 | 14 |#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6533.50.816 |#8 | 16 |#6-7-8-9-10 | 160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6533.50.820 | #8 | 20 | #6-7-8-9-10 | 160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6533.50.910 |#9 | 10|#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6533.50.911 |#9 | 11 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
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Applicable
Code Size |H |Coupling Sterilization
method
6533.50.912 (#9 | 12 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6533.50.914 |#9 | 14 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6533.50.916 (#9 | 16 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6533.50.920 |#9 | 20 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6533.50.A10 | #10 | 10 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6533.50.A11 | #10 | 11 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6533.50.A12 | #10 | 12 | #8-9-10 180,190,1A0,580,590,5A0 EtO
6533.50.A14 | #10 | 14 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6533.50.A16 | #10 | 16 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6533.50.A20 | #10 | 20 | #8-9-10 180,190,1A0,580,590,5A0 EtO
Example of labels for the first code
[REF]6533.50.110 [REF]6533.50.110 =
PHYSICACR PHYSICA CR - URMWPE PHYSICA CR - UHMWPE
UHWPE s Tibial Liner / Inserto Tibiale
Tibial LinerE) #1 H.10mm
#1 Inserto Tibiale(fj 020-06-30[to1] 2015 AT02Z STERILE[EO|15|
Inserto Tibial®) i
H10 Tibial Inlay3
Insert Tibial @
_rowena oo IIITATINIIGNT
£2020-06-30[aty] 1 [STERILE[EO] [Limacorporate Spa. | (01)08033390088374(17)200630
) ssinie il T A T [REF]16533.50.110
. s
A ibial Liner / Inserto Tibiale
g Use By W] Nomber T Keep dry #1 H 10
e N oo S 22020-06-30 [Lo1]2015 AT02Z STERILEIEC] 1500206

radation (20)00(240)9653350

Limacorporate S p A. - Via Nazionale, 52 c ( gy‘*‘ lllllll | ul“”l" |"l|l|||||||
33038 Villanova di San Daniele - Udine - Italy 0123 pe=y (i % (01)08933 3900

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

COUPLE ONLYEs1]

VWITH FEMORAL
COMPONENTS:
LEFTANDRIGHT

#1-2-3 CR
6513.08.110-510

WARNING | 6&513.00.120-520

6513.09.130-530
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SECTION 8 — EXAMPLE OF LABELS FOR PS LINERS

Data Legend

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

[R:F16535.50.110

PHYSICA FS
UHMWPE

Size
) #1
" HA10

PHYSICA PS - UHMWPE
Tibial Liner / Inserto Tibiale
#1 H.10mm

Tibial LinerE)
Inserto Tibiale(§3
Inserto TibialE
Tibial Inlay(3

Insert Tibial@
Polietileno Tibial@

£2022-07-31[aty] 1/ [STERILE[EQ] |Limacorporate Spa. |

® e @

Do nct use if
package
is camaged

)YJ Lot Namber A Caution
.. U Consut
m Ictons. ‘ Marwsactrer

£
TN

Tx«om

Sterized

> ] using
20t [0 emyrene

Onde

Keep awa:
from sunight

‘l Temperature kit

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

6535.50.110 00
PHYSICA PS - UHMWPE

Tibial Liner / Inserto Tibiale

#1 H.10mm

2022-07- 31 [©712016 AT1YU[STERILE[ED]170023

T

(01)08033390095693(17)220731

[REF]6535.50.110
PHYSICA PS - UHMWPE
Tibial Liner / Inserto Tibiale
#1 H.10mm

§2022-07-31 [Lo1]2016 AT1YU[STERILE[EC| 1700232

AT A

(20)00(240)96535501100(1016AT1YL(91)1700232(92)1

AT R

(01)08033390095%

L:macorporale S.p.A. - Via Nazionale, 52 CE
33038 Villanova di San Daniele - Udine - Italy 0123

COUPLE ONLYEZ1

WITH FEMORAL
COMPONENTS
LEFTANDRIGHT

#1-2-3 PS

6515.09.110-510

WARNING || s515.00.120-520

8915089830-530

Applicable
Code Size | H |Coupling Sterilization

method
6535.50.110 |#1 | 10|#1-2-3 110,120,130,510,520,530 EtO
6535.50.111 | #1 | 11 |#1-2-3 110,120,130,510,520,530 EtO
6535.50.112 | #1 | 12 |#1-2-3 110,120,130,510,520,530 EtO
6535.50.114 | #1 | 14 |#1-2-3 110,120,130,510,520,530 EtO
6535.50.116 |#1 | 16 |#1-2-3 110,120,130,510,520,530 EtO
6535.50.120 |#1 | 20 |#1-2-3 110,120,130,510,520,530 EtO
6535.50.210 | #2 | 10|#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6535.50.211 |#2 | 11 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6535.50.212 | #2 | 12 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6535.50.214 |#2 | 14 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
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Applicable
Code Size |H | Coupling Sterilization
method
6535.50.216 | #2 | 16|#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6535.50.220 | #2 | 20 |#1-2-3-4 110,120,130,140,510,520,530,540 EtO
6535.50.310 | #3 | 10 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6535.50.311 |#3 | 11|#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6535.50.312 | #3 | 12 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6535.50.314 | #3 | 14|#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6535.50.316 | #3 | 16 |#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6535.50.320 | #3 | 20|#1-2-3-4-5 |110,120,130,140,150,510,520,530,540,550 | EtO
6535.50.410 | #4 | 10|#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 | EtO
6535.50.411 | #4 | 11|#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 | EtO
6535.50.412 | #4 | 12|#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 | EtO
6535.50.414 | #4 | 14|#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 | EtO
6535.50.416 | #4 | 16|#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 | EtO
6535.50.420 | #4 | 20|#2-3-4-5-6 |120,130,140,150,160,520,530,540,550,560 | EtO
6535.50.510 |#5 | 10|#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6535.50.511 | #5 | 11|#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6535.50.512 | #5 | 12|#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6535.50.514 | #5 | 14|#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6535.50.516 |#5 | 16|#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6535.50.520 | #5 | 20|#3-4-5-6-7 |130,140,150,160,170,530,540,550,560,570 | EtO
6535.50.610 | #6 | 10|#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6535.50.611 | #6 | 11|#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6535.50.612 | #6 | 12|#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6535.50.614 | #6 | 14 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6535.50.616 |#6 | 16 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6535.50.620 | #6 | 20 |#4-5-6-7-8 |140,150,160,170,180,540,550,560,570,580 | EtO
6535.50.710 | #7 | 10|#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6535.50.711 | #7 | 11|#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6535.50.712 | #7 | 12|#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6535.50.714 | #7 | 14|#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6535.50.716 | #7 | 16 |#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6535.50.720 | #7 | 20|#5-6-7-8-9 |150,160,170,180,190,550,560,570,580,590 | EtO
6535.50.810 | #8 | 10|#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6535.50.811 |#8 | 11|#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6535.50.812 | #8 | 12|#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6535.50.814 | #8 | 14 |#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6535.50.816 | #8 | 16 |#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6535.50.820 | #8 | 20 |#6-7-8-9-10|160,170,180,190,1A0,560,570,580,590,5A0 | EtO
6535.50.910 |#9 | 10|#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6535.50.911 | #9 | 11|#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
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Applicable
Code Size | H |Coupling Sterilization

method
6535.50.912 |#9 | 12 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6535.50.914 | #9 | 14 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6535.50.916 |#9 | 16 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6535.50.920 |#9 | 20 |#7-8-9-10 |170,180,190,1A0,570,580,590,5A0 EtO
6535.50.A10 [ #10 | 10|#8-9-10 180,190,1A0,580,590,5A0 EtO
6535.50.A11 | #10 | 11 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6535.50.A12 | #10 | 12 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6535.50.A14 | #10 | 14 |#8-9-10 180,190,1A0,580,590,5A0 EtO
6535.50.A16 | #10 | 16|#8-9-10 180,190,1A0,580,590,5A0 EtO
6535.50.A20 | #10 | 20|#8-9-10 180,190,1A0,580,590,5A0 EtO

Example of labels for the first code

[ReF16535.50.110

PHYSICA PS PHYSICA PS - UHMWPE

UHVWPE Tibial Liner / Inserto Tibiale
#1 H.10mm

Tibial LinerE)

Inserto Tibiale(§3

Inserto Tibial®

Tibial Inlay (3

Insert Tibial@

Polietileno Tibiall@)

£2022-07-31[aty] 1 [STERILE[EQ] [Limacomorate Sp.a. |

#1
H10

3 Do not use if
Q) soowne package Ko, | Temcecneeims
18 Camaged
R el
Steriized
OF | Lot Namber A Cauton STeeE]E) Etnytene
Ow
. U Consurt Stertized
Lﬂ Mansactrer FHE ] u

Instructions sing
for use rmadiaton

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

6535.50.110
PHYSICA PS - UHMWPE
Tibial Liner / Inserto Tibiale
#1 H.10mm

HII
T

(01)08033390095693(17)220731

[ReF]6535.50.110
PHYSICA PS - UHMWPE
Tibial Liner / Inserto Tibiale
#1 H.10mm

00

§2022-07-31 [Lo1]2016 AT1YU[STERILE[EC] 1700232

(20)00(240)965355

O T

(01)0803339009569.

IR |

[

501100(10)16AT1YU(91)1700232(92)1443

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

WARNING

COUPLE ONLYE71]
WITH FEMORAL
COMPONENTS:
LEFTAND RIGHT

#.-2-3 PS

6515.09.110-510
6515.09.120-520
6515.09.130-530

€

Udine - ltaly 0123
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SECTION 9 — EXAMPLE OF LABELS FOR TIBIAL STEMS

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

[EGSSO 15.020 6590.15.020 00
preSies :’_HYS'SCﬁ:mKM 'TT@AF‘V PHYSICA Knee - Ti6AI4V
T eSS e Tibial Stem / Stelo Tibiale
L Size Tibial Stem (@) L.20mm
A A L 20 Stelo Tibiale(@ £2022-02-28[t1] 2017 00100 [STERILE[ R|1700039
Vastago Tibial®
Il TousenrD LI
VY Tige Tibial@ tllﬁ]l r& i wﬁlilooozmz)uu
o | T
£2022-02-28[aty] 1| [STERILE[ R] |Limacorporate Sp.a. | (01)08033390088398(17)220228
Do not use e -y p
Q@ s @ F K o e [REr16590.15.020
. PHYSICA Knee - TiBAI4V
g Ry ol Tibial Stem / Stelo Tibiale
Bk L.20mm
() vmese AN couten  mEEETE A, 82022-02-28 [L01] 2017 00100 STERILE] R]1700039

Oxide
1PU Consult Steciced
[E nstructions. Mastachrer STERE [ R ] using
for use radiaton

(20)00{240)9659¢

N
Q[

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

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

398(17)220228

No warnings

Applicable
ol Stper:ilization method
6590.15.020 Beta rays, Gamma rays
6590.15.040 Beta rays, Gamma rays
6590.15.060 Beta rays, Gamma rays
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Example of labels for the first code

[REF]16590.15.020 6590.15.020 00
PHYSICA PHYSICA Knee - TIBAI4V PHYSICA Knee - Ti6AI4V
i TS S e Tibial Stem / Stelo Tibiale

Tibial StemE) L.20mm

L 20 Stelo Tiblale( 82022-02-28[07 2017 00100 [STERILE[ R|1700039
Vastago TibialE

s LA

Tige Tibial@ 1)1700039(92)1444

oo (AN

£2022-02-28[aty] 1 [STERILE[R] [Limacorporate Sp.a. |

Do not use b .
® Single use @ package -5 ::::::’w § Temeeranrn

g Use By [RFF] Reference T Keep dry
Stechzed

Lot Number A Couten ) 02,
Oxide

1FU Consult Stecized
DB nstructions Marutscturer SR R] using
for use radiaton

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

(01)08033390088398(17)220228

[REF]6590.15.020
PHYSICA Knee - TibAI4V
Tibial Stem / Stelo Tibiale
L.20mm

§2022-02-28 [LOT] 2017 00100 STERILE] R|1700039

[
T

L|macorporale S.p.A. - Via Nazionale, 52 C€
33038 Villanova di San Daniele - Udine - ltaly 0123

No wamings
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SECTION 10 - EXAMPLE OF LABELS FOR PATELLAR PROSTHESIS

Data Legend

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

PHYSICA Knee - UHMWPE
Patellar Prostheses/Protesi Rotulea

D.26mm H.7mm - Cemented Cementata
Patellar ProsthesisE)

[EF]6595.50.026
Size

D 26
H7

Cemented Use Onl

Protesi Rotuleaf)
Rotula Protesica®
Patella Protheselld

Prothese de Rotule(f)
Rotula Protesical@l

£2022-02-28[aty: 1 |STERILE[EC] [Limacorporate Spa. |

6595.50.026 00
PHYSICA Knee - UHMWPE

Patellar Prostheses/Protesi Rotulea

D.26mm H.7mm - Cemented/Cementata

82022-02-28[cTR016 ATINWSTERILE[EO]|1700036

JRRE A R

IIIII\I\HIIIIIIIII\ i

Do no' use f g p
Q) seveime ® P Z fmmm, o renvesnosns
E very  [REE] Nimer o oy
Sterfzed
10T | Lot Number A Caution Fitn i) :_";"’;"M
Onde
U Consult Stertized
I8  inssucsons Vordciwe  BTERTETR] using
for use FTacgaton
Limacorporate S.p.A. - Via Nazionale, 52 c €

33038 Villanova di San Daniele - Udine - Italy 0123

17)220228

PHYSICA Knee - UHMWPE
Patellar Prostheses/Protesi Rotulea
D.26mm H.7mm - Cemented/Cementata

£2022-02-28 [LOTP016 ATINW/STERILE[EC|1700036

1

[REF]16595.50.026 %oo

T

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

No wamings
Sl étpee::icz?it':ilgn method
6595.50.026 EtO
6595.50.029 EtO
6595.50.032 EtO
6595.50.035 EtO
6595.50.038 EtO
6595.50.041 EtO
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Example of labels for the first code
[REF16595.50.026
PHYSICA PHYSICA Knee - UHMWPE 6595.50.026 o
UHMWPE Patellar Prostheses/Protesi Rotulea PHYSICA Knee - UHMWPE
D.26mm H.7mm - Cemented Cementata Patellar Prostheses/Protesi Rotulea
P":"a’ P'°;“‘“'32 D.26mm H.7mm - Cemented/Cementata
rotesi Rotuleal
K2e Rotula Protesica@ 022-02- 28-01 6 AT1 N1 7000
H7 Patella Prothese(]3 ’Iml‘llull
Prothese de Rotule()
Cemented Use Onl Rotula Protesical@l

22022-02-28[aty] 1 [STERILEEO] [Limacorporate S.pa. |

IIIII\III!IIIIIIIIIIIIIIIIIIIIIII

Do not use @ oy »
® Single use ® package e Newmmwy f  Temperatice st

£ - from sunight

ZIN

Referersce _
D e ED A e

Serfred
Lot Number A Caution ST [ :_'O":
U Consut Swertized
[ oo g oo ST g
for use FTadaton
Tyt
Limacorporate S.p.A. - Via Nazionale, 52 c E

33038 Villanova di San Daniele - Udine - Italy

17)220228

PHYSICA Knee - UHMWPE
Patellar Prostheses/Protesi Rotulea
D.26mm H.7mm - CementedlCementata

£2022-02-28 [LOTP016 ATINW/STERILE[EC|1700036

I A

[REF]6595.50.026 %oo

T

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

No wamings




