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REFERENCES

STEMSYS Cementless Sans ciment Fracture
Cementless dual co‘thmg Poro_us Ti+HA Double Cementless HA Cc_mrmg Grichlasted Coridonig
revetement Ti + HA Hydroxyapatite
Std Collared  Lateralized Lat Collared Std Collared  Lateralized  Lat Collared
LOLS,Lotls | ‘standarl  Cohoil.  latdeslisd  Dabheshl OO S RGl et Ddbhuol Stdicoliared Sata Coll
size ftaille 7 % H45 007 *H73 007 LoT1
size [taille 8 %*H45008  *H45 C008 *H73008  *H73 CO08 Lot1 size/taille 8 ,tH73 TCO08
size [taille 9 H45 009 H45 C009 H45 1009  H45 LCO09 H73 009 H73 C009 H73 1009  H73 LCO09 size/taille 9 ++*+H73 TCO09
size [taille 10 H45010  H45C010 H451010 HAS1CO10 H73010  H73C010 H731010 H73lcoip  Size/faille 10 +wH73 TCO10
size ftaille 11 HA5011  H45C011  H45L011 HASLCO11  H73011  H73C011  H731011  H73Llco11  Size/taille 11wmeeH73TCO11
size [taille 12 HAS012  HASCO12  HASLO12  HASICO12  H73012  H73C012  H731012  H73icoy  Sre/faille 12xewH73TC012
size /taille 13 HA5013  HA5C013  H45L013 HA5LC013  H73013  H73C013  H731013 H73lco13  Size/taille 13 weeH73TCO13
size Jtaille 14 HAS014  HASCO14  HAS1014 HASLCO14  H73014  H73C014  H731014 H731co1a  Size/taille 14 %0aH73TCO14
size /taille 15 H45015  H45C015  H45L015  H451C015  H73015 H73C015  H731015 H73LlCo15  size/taille 15%eH73 TCO15
size ftaille 16 H45 016 H45 C016 H45 1016  H45 LC016 H72 016 H73 C016 H73 1016  H73LC0O16 size/taille 16 *++H73 TC016
size [taille 18 H45018  HA5C018  H451018 H451C018  H73018  H73C018  H731018 H731C018  size/taille 18 %++H73 TCO18
size /taille 20 H45 020 HA5 1020 H451C020  H73020  H73C020 HM731020 H731C020  size/taille 20w« H73 TCO20
Cemented A cimenter STEMSYS Revision
Shiny-Polished Split Collariess Split Collared  Distal Lock. L XL "
Poli-Brillant Fendue sans Fendue 3 Averreuill. Distal Lock. Distal Lock, . Lacking scrfaw .
Std. Lat. Collerette Collerette distal Averrouill. A verrouill. Vis de verrouillage
sizeftaille 9 H45S009 #%HA5SL009  size/taille 10 H45 RO10 HA5 RCO10 96/4.51g.20 H15 SC6020
size/taille 10 H45S010  HA5SLO10  size/taille 12 H45 RO12 H45 RCO12 HA5R112 HA5R112L HA5R112XL| 06/4.51g.25 H15 506025
sizeftaille 11 H45S011  HASSLO11  size/taille 14 H45 RO14 HA5 RCO14 H45 R114 96/4.518.30 H15 SC6030
size/taille 12 HAS5S012  H45SLO12  sizeftaille 16 H45 RO16 HA5 RCO16 H45 R116 06/4.51g.35 H15 SC6035
sizeftaille 13 H455013  H45SL013  size/taille 18 H45 RO18 HA5 RCO18 H45 R118 96/4.51g.40 H15 SC6040
sizeftaille 14  HA5S014  HA5SL014  sizeftaille 20 H45 R0O20 H45 RCO20 H45 R120 Lot 3, Lot 18
sizeftaille 15  HA55015  HA5SLO15

sizeftaille 16 H45 5016 H45 5L016 Femoral Heads Tétes Fémorales
sizeftaille 18 H45 5018

Description Size Taille Cat. N® Description Size Taille

* not validated for patients exceeding 75kgs (165ibs) Co-Cr / Chrome-Cobalt P28 7mm H10 1279 Composite Ceramic Composite @28-3.5mm H14 C1280
limite de poids patient a 75kgs Co-Cr / Chrome-Cobalt @28 -35mm  H10 1280 Composite Ceramic Composite @28 +0mm  H14 €1281
il Ilivr?wtitéagg%ce)%go{) é’t?gﬁ”éss%)%%edfng 80kgs (176lbs) Co-Cr [ Chrome-Cobalt @28 +0Omm  H10 1281 Composite Ceramic Composite @28 +3.5mm  H14 C1282
sexeke 0t validated for use with 128° NSA femoral stem C_O_{r / Chrome-Cobalt @28 +3.5mm  H10 1282 Composite Ceram:_c Cumpom_te $32 -4mm  H14 C1320
non compatible avec une tige fémorale latéralisée Co-Cr [ Chrome-Cobalt @28 +7mm H10 1283 Composite Ceramic Composite $32 +0mm  H14 C1321
a128’ *kk Co-Cr / Chrome-Cobalt @28 +10.5mm  H10 1284 Composite Ceramic Composite 32 +4mm  H14 C1322
ko }Z‘g%%ee(,jff iy for the femoral neck fracture at Co-Cr { Chrome-Cobalt @#32 -4mm  H101320 Composite Ceramic Composite @36-4mm  H14 C1360
indiquée uniquement pour la fracture du col Co-Cr / Chrome-Cobalt ©32 +0mm  H101321 Composite Ceramic Composite @36 +0Omm  H14 €1361
chez la personne agee Co-Cr [ Chrome-Cobalt ¢32 +4mm H10 1322 Composite Ceramic Composite @36 +4mm  H14 C1362
Co-Cr [ Chrome-Cobalt ?32 +8mm H10 1323 Composite Ceramic Composite P40-Amm  H14 C1400
STEMSYS instrumentation sets: Co-Cr [ Chrome-Cobalt @36 -4mm H10 1360 Composite Ceramic Composite @40 +0mm  H14 C1401
primary set, slotted revision set, and Co-Cr [ Chrome-Cobalt @36 +0mm H10 1361 Composite Ceramic Composite @40 +4mm  H14 C1402
distal OCki”gt[ig SetSTEMSYS . Co-Cr / Chrome-Cobalt @36 +4mm  H10 1362
:)r;g%lfeTee{:]ﬁaer:gg:’ révision fen-due, Co-Cr [/ Chrome-Cobalt ®36 +8mm H10 1363

et viseur de verrouillage distal. Lot 3. Lot 15. Lot 18

Mentions légales :
Les implants STEMSY'S sont des dispositifs médicaux implantables de classe Il indiqués pour les arthroplasties primaires totales (PTH) ou
Eam_elles (PIH) ou pour les révisions d'arthroplasties (PTHR) de la hanche selon la version. _ _ ) )

es implants STEMSYS sont pris en charge par I'assurance maladie sous certaines conditions. informations sur le site www.ameli.fr.
Le chirurgien est expressément invité a lire attentivement les instructions mentionnées sur la notice d'utilisation incluse dans le
conditionnement du DMI, ainsi que dans le manuel de technique opératoire délivré a la mise en place du produit ou disponible en
téléchargement sur le site www.evolutisfrance.com.

Materials | Matériaux :

ﬁe(rfentlesststtems: Titanium alloy TA6V according ISO5832-3 + gritblasted or Calcium Hydroxyapatite or T40 titanium + Calcium
lydroxyapatite . : : :

Cemented stems: High nitrogen content stainless steel according ISO5832-9 ) . .

Femoral heads: Co-Cr according ISO5832-12 or Pure alumina according ISO6474-1 or Composite Ceramic according ISO6474-2

Vacuum packaging. Gamma ray sterilised _ ) : :

Tiges sans ciment : Alliage de titane TAGV selon ISO5832-3 + corindonné ou Hydroxyapatite ou plasma titane T40 et Hydroxyapatite

Tiges cimentées : Acier inox a haute teneur en azote selon ISO5832-9 ) )

Tétes fémorales : Cr-Co selon 1SO5832-12 ou Alumine pure selon ISO6474-1 ou Céramique composite selon 1ISO6474-2

Conditionnement sous vide. Stérilisation gamma.

Evolutis Of

Avenue de la Libération, 42720 Briennon, France " )
: +33. (0)477.60.79.99 — Fax : +33. (0)477.60.79.90 www.evolutisfrance.com

(H46 432)

Dec 2017 / Réf. : Bl STEMSYS FP H46
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HIP

Bi-polar cup for hip hemi-plasty.
Positive offset for enhanced stability. (anti-capsizing)

Snap in Bi-polar cup

Bi-polar cup with locking ring

Dislocation avoidable ( daN.m)

Competition A Competition B Competition C MOONSTONE
Without ring With ring With ring With ring

MOONSTONE ©



CUP WITH RING

CUP WITHOUT RING

Ref. . Description Ref. Description

H35 2239 @39 for head 22 mm H35 R2843 | diam 43 for head 28 mm
H35 2241 @41 for head 22mm H35 R2845 | diam 45 for head 28 mm
H35 2243 @43 for head 22mm H35 R2847 | diam 47 for head 28 mm
H35 2245 @45 for head 22mm H35R2849 | diam 49 for head 28 mm
H35 2843 @43 for head 28mm H35R2851 | diam51 for head 28 mm
H35 2845 @45 for head 28mm H35 R2853 | diam 53 for head 28 mm
H35 2847 @47 for head 28mm H35 R2855 | diam 55 for head 28 mm
H35 2849 @49 for head 28mm H35R2857 | diam57 for head 28 mm
H35 2851 @51 for head 28mm H35 R2859 | diam 59 for head 28 mm
H35 2853 @53 for head 28mm

H35 2855 @55 for head 28mm

H35 2857 @57 for head 28mm

H35 2859 @59 for head 28 mm

Even sizes available on request

INSTRUMENTS CUP WITHOUT RING

INSTRUMENTATION FOR RING CUP —
= Ref Description
Ref. I?escrlptlon H52 033 Inlay press
e Al feires s H52 030 Inlay press a screw
H52 035 Mobile inlay impactor
H52 031 Pushing nozzle

INSTRUMENT SETS

Ref. Description
H36 001 Head mesurement
H36 002 Cup impactor nozzle
HO1 023 Cup impactor handle
H36 003 Measurement sheet
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Acetabular cup for Ceramic or Highly-
Crosslinked PEXEL® -E Polyethylene liner

Cupule acetabulaire a insert Céramique
_ ou Polyéthylene Hautement Reticulé
Evolutis PEXEL®-E




The FREELINER® acetabular cup for Total Hip Arthroplasty is designed for cementless

fixation to the bone, and enable 3 choices of friction bearing:

* moderately crosslinked PEXEL® polyethylene against a metal or a ceramic head,

= highly-crosslinked polyethylene with vitamin-E (PEXEL®-E) against a metal or a ceramic head,
* ceramic composite against a ceramic composite head.

The FREELINER® cup has been designed to ensure maximum safety duri n%_i|mplantation and
security for the patient when used with either polyethylene or ceramic liners. The cup is
uncompromisingly adapted to the different charactenstics of these 2 bearings:

» the inner surface of the taper is smooth and free of asperities to facilitate and secure the
insertion of the ceramic insert,

« the stability of the polyethylene insert is secured by 10 anti-rotational spurs and a locking ring
situated on the equator.

lLa c;.;oule acétabulaire FREELINERP est un composant de prothése totale de hanche destiné a
1X;

une fixation osseuse sans ciment, et compalible au choix avec 3 couples de frottement :
= polyethylene PEXEL® moderement reticule avec metal ou ceramique,

» polyéthylene vitaminé-E hautement réticulé (PexelP-E) avec métal ou céramique,

* ceramigue composite avec ceramique composite.

FREELINER® a été congue pour assurer le maximum de securnté de mise en place et
d'usage quelle soit associée avec un insert polyéthylene ou un insert céramique. La cupule a
éte adaplee aux cargcténstiques propres a chacun des couples de frottement : )

* Lintegrite de la portée conique a ete preservee pour securiser la mise en place et la fixation
de linsert ceramique.

» | a stabilité des inserts en polyéthylene est seécurisée par 10 ergots anti-rotation et un
bourrelet de clippage situé en avant de la portée conique.

PEXELEE
highly-crosslinked

polyetnyiene
with vitamin-£



» Choice of 3 friction bearings . .

* Primary stability enhanced by the high roughness of the coating
» Osseo-integration on highly porous substrate o to 70%)

» Safety and reproducibility of the surgical technique

 Choix parmi 3 couples de froftement

» Stabilite primaire induite GFar la rugosite de surface du revétement

« Osteointegration secondaire sur substrat hautement poreux (40 a 70%)
« Sécurité et reproductibilité de la technique dimplantation

Moderately crosslinked PEXEL®
polyethylene
ﬁ = - Moderately crosslinked at 40kGy max.

- VadUpac vaauum packagin ; . .
I8 e irer i s o Ceramic (Composite of Alumina and
\  -Anterior chamfer of 32° Zirconia)
’ - Inner @28mm Polyéthyis EBman - gompscts&ez of alé.gni,na anﬁ] zimmg?a'agﬂic
o olyethylene modéreme =P D GRSICR Wit EorsiRk Facis
réticulé PEXEL® Efctﬁgﬁrru Ec;rf rofation aligned with the equator
- Réiiculation moderée a 40kGy max. - Liner pratedied from "chipping” by the
- Conditionnement sous vide VacUpac peripheral border on the cup
- Mur posterieur antHuxation de 6mm - Inner @32, 36, and 40mm
.. Zg?}?{éﬁ?ﬁéﬁfﬁrw ooz Céramique (composite d'alumine

et zircone)
- Composite dalumine et de zircone
- Nowveau profi SLWZero a rayon constant
- Cenire de miation positionne sur féquateur
- insert protégé de f'ecaﬂa};e ("chipping") par
le é‘eg?fd p%n r\gjeénqtfr%fe acupule
; . - Dinteme 32, 36, et 40mm
Highly-crosslinked PEXEL®-E
palyethylene with vitamin-E
- Sequentially crosslinked UHMWPE at
100kGy max. _
=~ - VacUpac vacuum packaging
- Oxydation inhibited by cantent of 0.1%wt
of a-tocopherol (vitamin-£) blended in the
material before compression moldng
-with circumferential chamfer of 20°
3 - Imer @32 and 36mm

Polyéthyléne PEXEL®-E
hautement reticule a la Cup @ PEXEL PEXEL-E Ceramic
vitamine-E ) _ ) @ Cup. PEXEL PEXEL-E Ceramique
- UHMWPE reticule séquertielement a

_ 100kGy max. 44 (#) 28 (%

- Condtionnement sous vide VacUpac

- Inhibition de l'oxydation par adjonction 45 28 32 32
ge 0 ; Jowt %tf? a-focopherol nrgra}mmeuE) 48 28 32 32
'ans la poudre avart consaidation par

pressage a chaud (compression 50 e 22 36 36

molding) ” - 52 28 32 36 36

- Inserts sans débord avec chanfrein +

ciconférentiel de 20° . = o I 28 =

- @ interne 32 et 36mm 56 28 32 36 36 40
58 28 32 (% 36 36 40
60 28 324 36 36 40
62 28 32 (% 36 36 40
64 (%) 28 (%) 32 (¥ 36 (% 36 (%) 40 (%)
66 (*) 28 (4 32(% 36(% 36 (%) 40 (*)

Table: diameters and materials of available friction oo uples accordirg to the diamster of theshell.
I:-?).Eau : dametres et maiénaux des couples de follerment dsponibles en fonction du damete de la
CLple.
(): References available only on special request

Relferences dsponibles sur demande spécae

Freeliner® Freeliner ® Freeliner ® Freeliner ®

PEXEL 28 PEXEL-E 32 PEXEL-E 36 Ceramic 36



Hemispheric cup
Primary stability through a plasma spray high rough grade porous coatin
Dimensional press-fit from 1.26 to 1.66mm according to the diameter of the cup
Optional complementary fixation with screws (@6.0 cancellous selftapping):
-4 holesin the superiorgart of the cup on a constant bow of 120
-angular clearance of 20° for the screws
Cementless osseo-integration coating:
-BSBrn of caldum hydroxyapatite
-400 to B00um of porous titanium
Cupule hemispherigue ) -
Accroche primaire par revétement poreux a haute rugosité
Press-fit dimensionnel de 1,26 a 1,66mm selon le diameire de la cupule
Complément de fixation par vissage @6mm a profil spongieux autotaraudart :
- 4 trous de vis orientes dans le toit du colyle surun
arc constant de 120° ! _
- ampliude de debattement angulaire des vis de 20",
Revétement pour fixation secondaire sans ciment :
- 80um dhgdro)gfapame de calcium
- 400 a 600um de titane poreux

Reference Equatorial

diarnatas dameter Total i Revétement Revétement
s AMEREE pressFit " T40 HAP
Diametre de Diametre Bord % :
iy : total ; ; Coating Coating
réference réel equatorial
B
pa4 45,26 1,26 2,6 1 400pm 80pum
D46 47,46 1,46 2,6 1 500pum 80pm
P48 49,66 1,66 2,6 0 600pum 80pm
@50 51,66 1,66 2,6 4 600pum 80pum
@52 53,66 1,66 2,6 0 600um 80um
@54 55,66 1,66 2,6 1 600pm 80pm
@56 57,66 1,66 2,6 0 600pum 80um
@58 59,66 1,66 2,6 0 600pm 80pm
P60 61,66 1,66 2,6 0 600pm 80pm
= p62 63,66 1,66 2,6 0 600um 80um
o64 65,66 1,66 2,6 0 600pum 80um
@66 67,66 1,66 2,6 0 600um 80um
;ablle_: reference and true dimensions, press-fit value, offset of rotation center, and coaling thicknesses for each size of
regliner cup.

Tableau : dmensians de référence etrédles, valeur dupress-fit, offset du cenire deratation, et épaisseurs de revétermnent pour
chaque diametre de cupue Frealner.

Freeliner ®
Ceramic 40




The FREELINER® cup incdludes a 2.6mm
peripherical rim meant for:

- preventing the stem neck from impinging on the
inner edge of the ceramic liner,

- securing the fixation of the PEXEL®and PEXEL®-E
liners while preserving the integrity of the conical
seating.

La cupule FREELINER ® integre un rebord
equaltonial de 2,6mm dont la fonction est double :
-empécherle contact entre le col de la tige et le
bord de finsert céramique,

- maintenir et orienter les inserts PEXEL® et
PEXEL®-E tout en evitant d altérer la portee
conique dans la cupule.

+ Cup with no peripherical im
A):the siem neck impinges on
e ceramic liner = increased

failure risk (chipping)

= Cup with peripherical rim (B):
the stern neckimpinges on the
titanium rim = reducad failure

risk
. Comf/larison (C): less than 2°
of ROM reduction

* Cupule sans rebord equatorial
(A) : contact cal de tge sur
ceramique = risque accru de
failite sur "écaflage” (chipping)

* Cupule avec rebord équatonal
(B) : contact cal de tiye sur
cupule = risque décallage redut
= Comparaison (C) : réduction du
débattement inféneure a 2°

The instrumentation of the FREELINER® cup allows the operator to
preiimpact the liner on the table BEFORE introducing it into the
patient's acetabulum. This possibility helps to control the axis of
inroduction of the liner into the cup, to make sure the fixation taper is
clean and dry, and to eas_i(l%c_:alibratt_a the impaction force. ! ;

This surgical protocol which is specific to the FREELINER ®up has . Prehension of he cup l

and liner for a one-step

been developped in accordance with the Safety Reminder of the @ secured impadion.

ceramic material manufaciurer [1] which recommends to: Préhension de
* make sure that the acetabular cup and the ceramic insert are clean lensembie cupule et

insert pour une
dry and not dama?ed, impaction sécurisée en
» carefully assemble the components, 1 temps. »

= confirm proper assembly and then impad,

..I:

L'instrumentation de la cupule FREELINER ® permet de pré-impacter
I'nsert ceramique dans la cupule AVANT sa mise en place dans le
cotyle du patient. Ceci garantit une surface de fixation propre et
seche a linterface des 2 piéces, et facilite la mise en place de linsert
dans [axe de la cupuie et le dosage de son impaction.

Ce protocoke opératoire spéciiique a la cupule FREELINER ®est
conforme aux recommandations (Safety Reminder [1]) éditées par e
fabricant du materiau ceramique qui conseillent :

= de sassurerque la cupule et linsert ceramique sont
propres, secs et non abimes, .

* d'assembler les composants avec attention et de
verifier au doigt leur alignement,

» de confirmer le bon positionnement, puis dimpacter
dans laxe de la cupuie.

Impaction of the iner and the

%p directly into the packaging -
| foam
@. Impaction de insert el de la

cupule directerment dans la
mousse de conditionnement

inserts. Ceramtec GmbH, Medical Producis
] Germany. August 2014. o I
.ceramtec.convliies'mt_safely reminder insers enpdf




Lot 3, Lot 18

eeliner

& Ref. Liner e
Ref. Cup. 28 32 @36 @32 @36 40

UHMWPE @ XLPEweeg @=—== CERAMIC =9
"PEXEL" "PEXEL-E"

H754640 FREELINER cupl/cupule @46
H754840 FREELINER cup/cupule @48
H755044 FREELINER cup/cupule @50
H755244  FREELINER cuplcupule @52

H75 P4028 H75XE4032 H75 C4032

Dec 2017 / Réf. : Bl FREELINER DOC H76 (H76 430)

H75 P4428 H75XE4432 HT75 XE4436

matd'n Exam Ie fora 58mm cup, lheoolt,ur
ong the green |I|

Numeéro de référencement : 1507/EVOLUTIS/IPM/001

Acetabular screw / vis a cotyle

Length
Longag:eur Ref.

6.0 Screw/\Vis H15 SB6020
@6.0 Screw/Vis H15 SB6025
6.0 Screw/\is H15 SB6030
256.0 Screw/Vis H15 SB6035
6.0 Screw/Vis H15 SB6040
6.0 Screw/Vis H15 SB6045
6.0 Screw/Vis H15 SB6050

rl\.l'laenah Matériau N rMentlcns ie%ale N
g%_ TABV titanium alloy acaonding IS0 5832-3. Porous titanium Les im REELINER sontdes dispositifs médicaux
Calcum hdroxvapeatite coating implantables de classelll indiqués pour les arthroplasties
Sarew: TABV titanium alloy aocond 1S0O 5832 Enmarﬁs botalfséPTHr& de la harche.
Liner: UHMWFPE accordi ISO 1and 2, or Oomposne es implanis FREELINER sont pris en charge per I'assurance
Ceramic according SO maladie sous cetaines corditions. Pour plus de précision,
Padkaging: vacuum pad«sj and amma ray sterilized mercide vous rendre sur lesite waww. ameli.fr
Cupule : aliage de tiane .ASVserm 150 5832-3. Revéterment Le chirurgien est expressément invité a lire les instructions
bicouiche Tilane parelix el HAC mentonness sur la netice dutilisation incluse dars le
'v?s aﬁ‘:ﬁ:{? de titane TAGY selon IS0 5832-3 condionnement du DM, ainsi que le manuel detechrigue
IMWIPE selon 1SO 5834-1 ot 2 ou Céramnique operdo redoire délivré & lamise en place du produit ou disponible
oomposrte seltn 10 64 742 en téléchargement sur le site www. evolutisfrance com.
Condtonnement © embalage sous vide. Stédlisaton rayons
ganma.
. VAN J

‘Evolutis
Je de la Liberation, 42720 Briennon, France .
(0)477.60.79.99 — Fax : +33.(0)477.60.79.90 www.evolutisfrance.com
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Product Sheet

CAPITOLE®

Fiche Produit

www.evolutisfrance.com

Capitole R

Capitole T

Capitole |

Dual Mobility acetabuiar Cup for
primary and revision indlications

Cupule acetabulaire a
double mobilite pour
arthroplastie %nmalr_e_ou

() |




References

(H52 430)

CAPITOLE dual mobility acetabular cup

N

Cupule acétabulaire a double mobilité CAPITOLE E

Shell ¢ Cupule Press-fit | 2 pe.gs T Cementefd e Revision R Revision RA ;
2 plots T Cimenté C =)

945 H51 1245 H51 T245 H51 €045 - - ) o
947 H51 1247 H51 T247 H51 €047 H51 R247 H51 RA247 Capltole I o
949 H51 1249 H51 T249 H51 €049 H51 R249 H51 RA249 o
951 H51 1251 H51T251 H51 €051 H51 R251 H51 RA251 5
953 H51 1253 H51 T253 H51 €053 H51 R253 H51 RA253 EI
955 H51 1255 H51 T255 H51 €055 H51 R255 H51 RA255 =
957 H51 1257 H51 T257 H51 €057 H51 R257 H51 RA257 i
959 H51 1259 H51 T259 H51 €059 H51 R259 H51 RA259 ©
961 H51 1261 H51 T261 H51 C061 H51 R261 H51 RA261 Capitole T §
963 H51 1263 H51 T263 H51 R263 H51 RA263 »
965 - - H51 R265 - <

CAPITOLE dual mobility liner

Insert a double mobilite CAPITOLE

Inner ¢ Interne Inner ¢ Interne Inner ¢ Interne
Liner ¢ Insert
22.2PE 28 PE 28 Ceramic

945 H51 M2245 - -
047 H51 M2247 H51 M2847 - Capitole R
p49 H51 M2249 H51 M2849 -
851 H51 M2251 H51 M2851 H61 MA2850 3
¥53 H51 M2253 H51 M2853 HB61 MA2852 % \ &
855 H51 M2255 H51 M2855 H61 MA2854
957 H51 M2257 H51 M285? HB61 MA2856 a n
»59 H51 M2259 H51 M2859 H61 MA2858
P61 H51 M2261 H51 M2861 H61 MA2860 @ ﬂ
063 H51 M2263 H51 M2863 - .
P65 H51 M2265 H51 M2865 - CapItOIe RA

Instrumentation
Scretus and Pegs ) GATSIE
Vis et plots H52 9100

Description ¢ (mm) L. (mm) Cat N®

Cortical screw / Vis corticale 5 35 H16 S5035
Cortical screw / Vis corticale 5 40 H16 S5040
Cortical screw / Vis corticale 5 45 H16 S5045
Cortical screw / Vis corticale 5 50 H16 S5050
Cortical screw [/ Vis corticale 5 55 H16 55055
Cortical screw / Vis corticale 5 60 H16 S5060

Tripode pegs (set of 2) 7 15 51 P271S

Plots Tripode (par 2)

Mentions légales :

Les implantsgCAPITOLE sont des dispositifs médicaux implantables de classe Il indiqués pour les arthroplasties primaires totales (PTH) ou en révision (PTHR) de
la hanche selon la version. i . X i

Les implants CAPITOLE sont pris en charge Far l'assurance maladie.Informations sur www.amelifr. » _

Le chlrurg?len est expressément invité a lire attentivement les instructions mentionnées sur la notice d'utilisation incluse dans le conditionnement du DMI, ainsi que
le manuel de technique opératoire délivré a la mise en place du produit ou disponible en téléchargement sur le site www.evolutisfrance.com.

Materials | Matériaux : ) ) ) . )
ups: High Nitrogen Content Stainless steel according ISO 5832-9 coated with porous T40 and Calcium Hydroxyapatite

Liners: UHMWRPE according ISO 5834-1 & 2

Screws: Stainless steel according ISO 5832-1

Pegs: titanim alloy ( TAG\Q according ISO 5832-3 :

Packaging: Sterilized under Gamma irradiation, VacUpac packagin N .

Cupulés :Acier inoxydable a Haute Teneur en Azote selon ISO 5832-9 revétu T40 poreux et Hydroxyapatite

Inserts ;: UHMWPE selon ISO 5834-1 et 2

Vis : Acier inoxydable selon ISO 5832-1

Plots : alliage de titane (TAGV) selon ISO 5832-3 »

Conditionnement : Stérilisé sous rayonnement Gamma, conditionnement VacUpac

Evolutis

Avenue de la Libération, 42720 Briennon, France " .
+33, (0)477.60.79.99 — Fax : +33. (0)477.60.79.90 www.evolutisfrance.com
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Implants HACTIV® / CEMTIV® / REACTIV™ Iimplants

3
L I
Standard 135° Latero-varus 128° Standard 135° &
premiére intention premiére intention Révision >
Primary Standard |Primary Latero-varus Revision Standard 5
135° 128° 135° §
Neolaratis _ Nenlortin Fendue d Verrouillage A Cnleret't'a _
ke _ Cimenté i it Fendue. colerette.  Distal  Cimenté o
HAP : HAP , P %
. . . . 12
Taille/ 502 7 HA9 007 (1)(2) NA A A fia A fia NA NA ~
Taille / Siz¢ 8  HA49 008 (1)2) NA A NA A NA NA NA A g
Taille / 5122 9 H45 009 H49 CO9 H49 509 H49 LO09  Ha9 LCD9 A A wa na ‘:
Taille/ - 10 H49010 H49CI0  H49510 H49 1010 H49 LC10 NA A NA nA g
Taille/ 57 11 | H49011  H49C11  H49511 H49 1011 H49 LC11 A fia wa A
Taille /7= 12 HA9012  H49C12  H49512 H491012 H491C12 | H49R0D12 H49RCO12 H49 RC112 H49 SRCO12
Taille f 5i7¢ 13 H49 013 H49 C13 H49 513 H49 1013  HA9 LC13 NA HA NA A Lot4
Taille f i7¢ 14 HA49 D14 HAS C14 H49 514 H49 1014 HA9 LC14 HA9RO14 H49RCO14 HA9 RC114 HA9 SRCO14
Taille f 270 15 H4% 015 H49 C15 H49 515 H49 LO1S  H49 LC15 NA NA NA NA
Taille f 20 16 H45 016 H48 C16 H49 516 H49 1016 H49 LCi6 H49 RO16 H49 RCO16 H49 RC116 H49 SRCO1i6
Taille /<20 18 = H49018  H49C18 A H49 1018 HA9LCI8 | HA9RO1S H4A9 RCO18 H4Y RC118 H49 SRCO18
Taille/57c 20 | H49020 H49 €20 (1) na EH49 1020 (1) H49 LC20 (1) | HA9RO20 H49 RCOZ0 H49 RC120 H49 SRCO20

Vis de verrouillage
Locking screw

-2.0mm H111220 H10 1220 = @6.0 /4.5 25mm H15 5Ce025

@22 +0mm H111221 H10 1221 = @6.0/4.6 30mm H15 5C6030
+2.0mm H111222 H101222 = @6.0 /4.7 35mm H15 SCe035
Lotl, Lot4 -7mm H111279(M H101279( - @6.0 /4.8 40mm H15 SCe040
-3.5mm H111280 H101280 H14 C1280
@28 +0mm H111281 Hio 1281 Hi4 C1281
+3.5mm H111282 H10 1282 H14C1282
+7mm H111283 H10 1283 =
+10.5mm - H10 1284 (1E) -
-4mm H111320 H10 1320 H14 C1320
@32 +0mm H111321 H10 1321 H14C1321
+Amm H111322 H10 1322 H14 C1322
+Bmm H111323 H101323 -
-Amm - H10 1360 H14 C1360
?36 +0mm - H101361 H14 C1361
+4mm = H10 1362 H14 C1362
e . as e = Manche porte-rape
-4mm = = H14 C1400 adapté ; postéro-latéral,
@40 +omm - - 14 C1401 Choics of broach henile:
+Amm z = H14 C1402 postero-lateral, offset, or

anterior
(1) implants disponibles sur demande spéciale / implants available only on special request
2) limite de poids patient a 75kgs / not validated for patients exceeding 75kgs )
3) non compatible avec les tiges latéralisées a 128° / not validated for use with 128° lateralized stems

Instrumentation HACTIV®
Instrume_r_u_' _Set

Hactiv premiére intention H50 2100
Hactiv Revision base H50 9101
Complémentaire alésage i H50 9103
Viseur de verrouillage distal H38 9103

Mentions légales :

Les implan_tsq-iA_CTl_V, CEMTIV et REACTIV sont des dispositifs médicaux implantables de classe Ill indiqués pour les
arthroplasties primaires totales (PTH) partielles (PIH) ou pour les révisions d‘arthroplastie (PTHR) de la hanche selon la
version.

Les implants HACTIV, CEMTIV et REACTIV sont pris en charge par 'assurance maladie sous certaines conditions.
Informations sur le site wwww.ameli.fr. ) X ) . ) T

Le chirurgien est expressément invité a lire attentivement les instructions mentionnées sur la notice d'utilisation incluse
dans le conditionnement du DMI ainsi que le manuel de technique opératoire délivré a la mise en place du produit ou
disponible en téléchargement sur le site www.evolutisfrance.com.

Matériaux / Materials: . . .

Tiges HACTIV® et REACTIV™ revétues : alliage de titane TAGV selon ISO 5832-3 et HAP

Tiges CEMTIV® a cimenter : acier inox. a haute teneur en azote selon ISO 5832-9

Tétes fémorales : acier inox. a haute teneur en azote selon ISO 5832-9 ou alliage de chrome-cobalt selon ISO 5832-4
ou céramique d'alumine pure selon ISO 6474-1 ou ceraznglzqtée composite selon SO 6474-2

Vis de verrouillage : alliage de titane TAGV selon ISO 5
Conditionnement sous vide. Stérilisation rayons gamma.

Coated HACTIV® and REACTIV™

M stems :“titanium alloy TA6V according ISO 58%%§2+QCalcium Hydroxyapatite

Cemented CEMTIV® stems : high nitrogen content stainless steel according ISO ; )
Femoral heads : high nitrogen content Stainless steel according ISO 5832-9 or cobalt-chromium alloy according ISO
5832-4 or pure alumina ceramic according ISO 6474-1 or ceramic composite according ISO 6474-2

Locking screws: titanium alloy TA6V according ISO 5832-3

Vacuum packed. Gamma ray sterilised.

Evolutis

Avenue de la Libération, 42720 Briennon, France
fel: +33. (0)477.60.79.99 — Fax : +33. (0)477.60.79.90

www.evolutisfrance.com
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- 1|EvoCemse

NP7 Acrylic bone cement are indicated for immediate and long term
= fixation of metal and polyethylene orthopaedic implants
destined for use with cement.

Radiopaque and self curing cement available in both standard
(EvoCem® 1) and low viscosity (EvoCem® 3) either with or

without gentamycin antibiotic.

Antibiotic cement is suitable for the treatment of revision arthroplasties,
for septic replacements and for patients with infectious risks.

Choice of viscosity depending on the cement application mode

and site of implantation:

- standard viscosity: digital application on superficial surfaces of the bone,
- low viscosity: syringe application in deep bone cavities or diaphyseal

G 3 bones in association with a cement restrictor.

Ciment osseux acrylique indiqué pour la fixation immediate des prothéses articulaires en
métal ou en polyéthylene.

Ciment radio-opaque auto-durcissant en viscosité standard (EvoCem® 1) ou basse viscosité (EvoCem® 3).
Les 2 versions sont disponibles avec ou sans antibiotique : versions avec antibiotique indiquées pour les
arthroplasties de révision, les changements de prothéses sur sepsis et chez les patients a risque infectieux.

Choix de la viscosité utilisée en fonction du mode d'application et du site opératoire :

- viscosité standard : application manuelle sur les faces superficielles de l'os.

- basse viscosité : application a la seringue dans les cavités osseuses ou les diaphyses aprés mise en
place d'un obturateur a ciment.

Tableau de chronométrage

Digital application
Application manuelle

..........................................................................................................................................................

; Syringe apf)/icat/_'on
« Application a la seringue

Mélange Travail



- Fast curing acrylic bone cement (9 to
12mn depending on version)

- Short mixing and waiting phases
allow for longer working time

- Ciment acrylique osseuxa
durcissement rapide (9 a 12mn

- Low powder poévmer to liquid monomer
selon la version)

ratio : reduces vapor diffusion and
exothermic reaction

- Phases de mélange et de repos
écourtées pour un temps de
travail allongé

- Radiopaque agent: Barium sulphate

~ CHARACTERISTICS ~

- Ratio polymeére (poudre)/monomére
(liquide) reduit : reduction des
vapeurs de monomere et de
I'exothermie en phase de
durcissement

- Radio-opacifiant : sulfate de Barium

\
~ CARACTERISTIQUES ~

J

G163

Compressive strength (MPa) =70 112.7 116.7 100.4 108.9 Hzc

Résistance en compression (MPa)

Flex resistance strengifi (MPa) >50 69.3 68.8 65.8 63.3

Résistance en flexion (MPa)

Modulus of elasticity (MPa) >1800 3798 3699 3658 3874

Module d'élasticité (MPa)

Max. Temp during polymerisation {900 679 669 66.9 71 9

Temp. maximale de polymérisation

~ PERFORMANCE

The performances of the EvoCem® bone cement in compression, flexion, elasticity and exothermy are compared to the ISO 5933/2002 minimal requirements

Ll_es performances en compression, flexion, élasticité et exothermie des ciments EvoCem® sont comparées au exigences minimales de la norme 1ISO 5933/2002 y

Timing valid for use at 20°C (68°F) at room temperature
Valeurs indicatives pour une température ambiante de 20°C



Antibiotic "G" versions
Versions "G" antibiotiques

e )
» Local and immediate antibiotic release into the prosthetic

one Site
* Indications are limited to situations at risk of infection, removal
of implants due to infection, and revisions
» Gentamycin antibiotic (aminosides) offer a large spectrum of
gntl?/o_t/c protection against the most commonly occuring
acteria

,f)eaﬁc formulation: : ,

« flash release within the first hours of implantation
(0.8mg as early as 18h after implantation)

= continuous efficient diffusion on a long term basis

* each individual 40g dose contains the equivalent of 1g of
gentamycin base (gentamycin sulphate) an
results in a local concentration exceeding the MIC

(minimal inhibitory concentration)

» Traitement d'antibiothérapie locale directement sur le site
__dimplantation . : :
* Indications limitées aux risques infectieux, aux ablations sur
_sepsis, et aux révisions d'arthroplasties
» Antibiotigue gentamicine (famille des aminosides) pour son
efficacité a large spectre sur les bactéries les plus
courantes

Formulation sPeCIﬁque :

« flash release dans les premiéres heures
(0,8mg dés 18h dimplantation)

* maintien dune cinétique de relargage efficace a long terme

* chaque dose de 40g contient l'equivalent de 1g de
gentamicine base ;sulfate de gentamicine) pour
une concentration locale superieure a la CMI
(concentration minimale inhibitoire)

Preparation Mode Mode de préparation

1- Make sure to use a clean and dry bowl, and an undamaged or wom 1- S'assurer de la disposition d'un bol propre et sec, et d'une spatule
spatula non émousseée
2- Open the powder pouch with a pair of scissors 2- Ouvrir le sachet de poudre avec une paire de cisseaux
3- Grip the plastic tip and break the glass ampoule at its 3- Saisir 'embout plastique et casser I'extrémité de I'ampoule
redetermined breaking point 4- \/erser le contenu de 'ampoule dans le bol
4- Pour the liquid into the bow! 5- Verser immédiatement la poudre sur le liquide
5- Immediately pour the powder over the liquid 6- Mélanger lentement pendant 45"
6- Mix gently to avoid introduction of air bubbles, for 45" 7- Laisser reposer pendant 1'30"
7- Allow the cement to settle for130" 7bis- Pour les EvoCem® 3 et G3, verser immeédiatement dans la
7bis- For EvoCem® 3 and G3, immediately pour into the syringe and seringue
position the piston in the syringe body Tter- Repositionner le piston de la seringue et le pousser jusqu'a
7ter- Push the piston until the cement reaches the tip of the amener le ciment au ras de la canule
syringe, expelling the air 8- Lorsque le ciment n'adhére plus au gant, étendre/injecter le ciment
8- Once the cement no longer "sticks" to the gloves, spread/inject sur/dans l'os ou sur ['implant
the cement orvinto the bone or on the implant 9- Introduire/mettre en place limplant
9- Introduce the prosthesis 10- Impacter limplant
10- Impact the prosthesis with firm pressure 11- Retirer les excés de ciment a l'aide d'une curette
11- Remove the excess of cement with a curette 12- Compléter limpaction
12- Finalize pressurisation of the implant in the cement 13- Retirer les exces de ciment et nettoyer rigoureusement les faces
13- Remove excess cement and care ul/%/ clean around the implant de limplant
14- Once the cement begins to cure, further manipulation of the 14- Lorsque le ciment débute sa phase de polymérisation (les plis ne
cement is no longer possible s'estompent plus), impérativement arréter toute manipulation
9= Wait until complete curing of the cement as outlined in the time du ciment et de l'implant
chart 15- Attendre le durcissement complet du ciment



Recommandations for storage
- sterile products ready for use, pre-dosed
- do not use unless the packaging is intact | =
- single use, do not resterilise _ I \
- store in a clean dry room out of direct

light
- do not store above 25°C (77°F) oo

Recommandations de conservation
- produit stérile, prét a lemploi, pré doseé
- ne pas Uutiliser si lemballage est

endommagé o 25°C
- usage unique, ne pas restériliser 77E
- conServer a l'abri de la lumiéere directe

dans un lieu /Jropre et sec

us de 25°C

- ne pas stocker a p

FFHefeaarerhwaoces

Viscocity
Volume e Type Ref Code
Ciment
EvoCem 1 40gr. Standard Plain / Nature B01 401
EvoCem G1 40gr. Standard Gentamycin B01 401A
EvoCem G3 40gr. Low / Basse Gentamycin B01 403A
Bowl and Spatula / Bol et Spatule Non Sterile T060404
Material / Matériaux

Glass Ampoule: monomer (methyl-methacrylate, butyl-methacrylate, N-N dimethyl-p-toluidine and hydroquinone) sterilised by ultra-filtration and
ethylene oxyde after packagi/ng. ) ) ) B )
Pouch: polymer (polymethyl-methacrylate, benzoyl and barium sulphate, gentamycin sulphate for the G versions) gamma ray sterilised (25 KGy) in
double potich packaging.
Bowl and spatula in Polypropylene. _ » . L ) .
Ampoule : monomere (méthyl-méthacrylate, butyl-methacrylate, N-N dimethyl-p-toluidine et hydroquinone) stérilisé par ultra-filtration puis par
oxyde d'éthylene aprés conditionnement. . » . e
Sachet : polymere (polymétfayl—me’thacrylate, benzoyl et sulfate de barium, sulfate de gentamicine pour les versions G) sous double sachet stérilisé
gar rayonnement gamma a25KGy.

ol et'spatule en Polypropyléne.

Class llb (EvoCem® 1 & 3) and class Ill (EvoCem® G1 & G3) medical devices
Dispositifs médicaux de classe IIb (EvoCem® 1 et 3) et de classe Ill (EvoCem® G1 et G3)

Evolutis

www.evolutisfrance.com
Evolutis, 10 Place des Tuiliers,

\ 42720 Briennon, France

T T— Tel : +33. (0)477.60.79.99

00 Vic en Bigorres - France Fax : +33. (0)477.60.79.90
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REFERENCES

1+ PS or UC Condyles / Condyles PS ou UC

2+ PS or UC Inserts / Plateaux PS ou UC

3 « Fixed or Rotating Baseplate / Embases Fixe ou Rotatoire

4 - Cementless or Cemented versions / Versions Sans Ciment ou Cimentée
5 « 20 and 40mm Extension Keel / Quilles d'Extension 20 et 40mm

6 « Femoral and Tibial Augments / Cales Fémorales et Tibiales

PS | Postéro-Stabilisés
Cemented /| A cimenter

Cementless | Sans ciment Cemented [ A cimenter

R/D LIG R/D LIG R/D LiG R/D LIG A1z
G33 FPCDOO 333 FPCGO0 G33 FPRDOO G33 FPRGOO G33 FUCDOO G33 FUCGO0 G33 FURDOD G33 FURGOO @23 333 ROTO23
S2/T1 G33FPCDO1  G33FPCGOH G33 FPRDOY G33 FPRGO1 G33 FUCDO1  G33FUCGO1  G33FURDO1  G33 FURGO1 925 G33 ROTO025
Sz/T2 GI3FPCDO2 G33IFPCGO2  G33FPRDOZ  G33 FPRGO2 G33 FUCDO2  G3I3FUCG02  G33FURDD2  G33 FURGO2 @28 G33 ROTO28
5z/T3 G33 FPCDO3 533 FPCG03 G33 FPRDO3 G33 FPRGO3 G33 FUCDOD3 G33 FUCGO3 533 FURDD3 G33 FURGO3
Sz/T4 G3IFPCDMM  G33IFPCGO4  G3I3FPRDO4  G33 FPRGO4 G33 FUCDO4  G33FUCGO4 G33FURDO4  G33 FURGH4
. S5z/T5 G33FPCDO5 G33FPCG05 G33FPRDO5S  G33 FPRGOS G33FUCDO5  G33FUCGO5S  G33FURDOS  G33 FURGOS
5z/T6 (G33 FPCDO6 G33 FPCGO6 G33 FPRDOG 333 FPRGOG 533 FUCDOoe G33 FUCGOs 333 FURDOS G33 FURGOGE
Sz/T7 G33FPCDOY  G3I3FPCGOT  G33FPRDOT  G33 FPRGO7 G33 FUCDO7  G33FUCGOT  G33FURDOYT  G33 FURGO? Lot 11
Sz/T8 G33FPCDOB G33FPCG08  G33FPRDOE G233 FPRGOB G33FUCDO8  G33FUCGO8  G33FURDDB  G32 FURGOE
5z/T9 G33FPCDOS G33 FPCGO9 G33 FPRDO2 G33 FPRGO9 G33 FUCDOg G33 FUCGO9 G33 FURDOS G33 FURGOS
Fixed / Fixe Rotating / Rotatoire
Cemented | A cimenter Cementless | Sans ciment Cemented / A cimenter Cementless [/ Sans ciment
RID LIG R/D LIG RI/D LiG R/D LG
Sz/TO  G3I3TFCDOO  G33TFCGOO  G33 TFRODOO G33 TFRGOO G33 TMCDO0  G33TMCGOD  G33TMRDOD  G33 TMRGOD @13 1.20mm G33 aT1320
- Sz/T1  G33TFCDO1  G33TFCGO1  G33TFROOT  G33TFRGO1 @33 TMCDODY  G33TMCGO1  G33TMRDO1 633 TMRGO1 @13 1.40mm G33 QT1340
Sz/T2 G33TFCDOZ  G33TFCGO2  GI3TFRODO2Z  G33ITFRGO2  G33 TMCDODZ  G33 TMCGO02  G33TMRDO2  G33 TMRGoz @13 1.70mm G633 QT1370
Sz/T3 G33TFCDD3 G33TFCGO3 G33TFRDO3 (33 TFRGO3 G33 TMCDO3  G33TMCGD3  G33TMRDO3  G33 TMRGO3 P13 1.110mm G33 QT13110
Sz/T4 G33TFCDO4  GIITFCGO4  GIZTFRDO4  G33ITFRGO4 633 TMCDO4  G33TMCGO4  G33TMRDO4 G323 TMRGO4 @15 1.20mm G33 QT1520
Sz/T5 G33TFCDOS G33 TFCGOS G33 TFRDOS 333 TFRGO3 G33TMCDOS  G33TMCGDS  G3I3TMRDOS G333 TMRGOS @17 1.20mm (33 amv2o
5z/T6 G33TFCDO6 G33 TFCG06 G33 TFROOG G33 TFRGOG G33TMCDOE G33TMCG08  G33TMRDOE  G33 TMRGO6
Sz/TT7T GI3ZTFCDOT G33 TFCGOT G33 TFRDOT G33 TFRGOT G33 TMCDO7  G33 TMCGOT G33TMRDO7 G333 TMRGOT
52/T& G3a3TFCDO8 G333 TFCG08 G33 TFRDOS G33 TFRGO8 G33TMCDD8 G333 TMCE08  G33TMRDOE G533 TMRGOS
Fixed / Fixe Rotating / Rotatoire
PS | Postéro-stabilisé PS | Postdro-stabilisé UC f Ultra-congruent
h.12mm h.15mm h.12mm h.15mm h.18mm h.10mm h.12Zmm h.15mm
SzZ/TO G33 IFPO10 G33 IFPD12 G233 IFPO15 = G33 IMPO10 G33 IMPQ12 G33 IMP015 - G33 IMUD10 G33 IMU012 G33 IMUD1S
Sz/T1 G33 IFP110 G33 IFP112 G33 IFP115 G33IFP118 G33 IMP110 G33 IMP112 G33 IMP115 G33 IMP118 G33 IMU110 G33 IMU112 G33 IMU115
S22 G33 IFP210 G33 IFP212 G33 IFP215 G33 IFP218 G33 IMP210 G33 IMP212 G33 IMP215 G33 IMP218 B33 IMU210 G335 IMU212 G33 IMU215
Sz/T3 G33 IFP310 G33 IFP312 G33 IFP315 G33 IFP318 G333 IMP310 G33 IMP312 G33 IMP315 G33 IMP318 G33 IMU310 G353 IMU312 G353 IMU31S
" SzIT 4 G33 IFP410 G33 IFP412 G33 IFP415 G33 IFP418 G33 IMP410 G33 IMP412 G33 IMP415 G323 IMP418 G33 IMU410 G33 IMU412 G33 IMU415
" S2/T5 G33 IFPS10 G33 IFP512 G33 IFP515 G233 IFP518 G33 IMP510 G33 IMP512 G33 IMP515 G33 IMP&18 G33 IMUS10 G33 IMUS12 G33 IMUS15
8z/T6 G33 IFP&10 G33 IFPE12 G33 IFPE15 G33 IFP&18 G33 IMP&10 G33 IMP&12 G33 IMPE15 G533 IMPE18 G33 IMUs10 G33 IMUE12 G33 IMUB15
827 G33 IFPT10 G33 IFPT12 G33 IFPT15 G33 IFPT18 G33 IMPT10 G33 IMPT12 G33 IMPT15 G33 IMPT18 G33 IMUT1G G33 IMUT12 G33 IMUT15
Sz/T8 G33 IFP&10 G33 IFP812 G33 IFP815 G33 IFP818 G33 IMPE10 G33 IMP812 G33 IMPB15 G33 IMP818 G33 IMUB10 G33 IMUE12 G33 IMUB15
15z/TQ " : = S G33 IMP310 G323 IMP912 G33 IMP915 G233 IMP218 G33 IMUB10 G33 IMU912 G33 IMUZ1S

Tibial / Tibiale

Femoral / Fémorale

Distal / Distale Posterior | Postérieure

" h.5mm h.10mm h.4dmm h.8mm h.4mm h.8mm
S2/T.0 G33CT0S00  G33CT000 G33CFD400  G33CFDBO0  G33CFPA00  G33 CFPBOO
S2/T.1 G33cTosod  G33CTI00 G33CFD401  G33CFDBO1  GA3CFP4D1  G33 CFPBOY
5z/T.2 G33CT0S02  G33CT1002  GA3CFD402  G33CFDBO2Z  GI3CFP402  G33 CFPB0Z
Sz/T.3 G33CT0503  G33CT1003  G33CFD403  G33CFDBO3  G33CFP403  G33 CFPBO3
52T 4 (33 CTDA04 G33 CT1004 (33 CFD404 33 CFDBO4 G33 CFP404 (33 CFP804
SzJ/T.5 G3ICTOS05  G33CTI005  G3I3ICFD405  GIICFDBOS  G3I3CFP405  G33 CFPBOS
5z/T.6 G33ICTOS06 G33CTI006 G3I3CFDM06  G33CFDBO6  G3I3ICFP40B  G33 CFPBOG
Sz/T.7 G33CT0S07  G33CTI007  G33CFD407  GI3ICFDBO7T  G3I3CFPA07  G33 CFPBOT
Sz/T.8 G3I3ICTOS08  G33CTI008 GAI3ICFD40B  G33ICFDBDB  G3I3CFP40B  G33 CFPBO8

UC | Ultra-congruents
Cementless  Sans ciment

(G34 430)

Octobre 2016 / Ref.: BI_ROLFLEX TONIC FP G34

Materials:
Condyl?ls: CoCr according ISO5832-4 (cemented) or CoCr according ISO5832-4 coated with macroporous Ti
cementless
ibial Baseplate: CoCr aooordin_g]lSOSBSZJf (cemented) and UHMWPE according ISO 5834-1 & 2 or CoCr
according 1SO5832-4 coated with macroporous Ti éoementless) and UHMWPE according ISO 5834-1 & 2
Tibial Insert: PEXEL® UHMWPE according ISO 5834-1 & 2 and Stainless Steel according ISO 5832-1
Patella: PEXEL® UHMWPE according ISO 5834-1 & 2 and Stainless Steel according ISO 5832-1
Tibial keel: CoCr according 1ISO5832-12
Augment: CoCr according ISO5832-4 »
Vacuum packaging VacUPac®. Gamma ray sterilised.

Matériaux :

Condyles : CrCo selon ISO5832-4 (cimenté) ou CrCo selon ISO5832-4 revétu Ti macroporeux (sans cimeng

Embase tibiale : CrCo selon ISO5832-4 l(]c:menté et UHMWPE selon ISO 5834-1 et 2 ou CrCo selon ISO5832-4
: IHMWEPE selon ISO 5834-1 et 2

Plateau Tibial : EL® selon ISO 5834-1 et 2, et Inox selon 5832-1

Rotule : UHMWPE PEXEL® selon ISO 5834-1 et 2, et Inox selon 5832-1

Quille Tibiale : CrCo selon ISO5832-12

Cale : CrCo selon ISO5832-4 L

Conditionnement sous vide VacUPac®. Stérilisation gamma.

Evolutis

Avenue de la Libération, 42720 Briennon, France
2 +33. (0)477.60.79.99 — Fax : +33. (0)477.60.79.90

revétu Ti macroglczlrlm)l(/ Ebgr,gs Efji(ment) et

: Mentions Ieg.ales. e
Les implants ROLFLEX TONIC sont des dispositifs médicaux

|mﬁglan ables de classe Il indiqués pour les arthroplasties primaires totales
(PTG) de genou. .

Les implants ROLFLEX TONIC sont pris en charge par l'assurance
maladie sous certaines conditions. Pour plus de précision, merci de vous
rendre sur le site www.amelifr. . . L

Le chirurgien est expressément invité a lire les instructions mentionnées
sur la nofice d'utilisation incluse dans le conditionnement du DMI, ainsi que
le manuel de technique opératoire délivré a la mise en place du produit ou
disponible en téléchargement sur le site www.evolutisfrance.com.

www.evolutisfrance.com
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Introduction

Why set out to design a better knee system? Today, according to the latest
literature, nearly 20% of all patients are unhappy with their total knee
replacement due to residual pain, functional issues and early implant failure.

Superica Knee System is designed to answer the limitations of traditional
implants by delivering superior flexion stability, anatomic motion, and wear
-limiting design characteristics.

Stable Motion, Normal Function, Natural Feel

The Medial-Pivot Knee is uniquely engineered to reproduce a healthy knee's
stability and motion. With a stable, pivoting medial side and a lateral side that
rolls forward or backward throughout flexion, the SUPERICA MEDIAL PIVOT
Knee System is designed to feel and function like a natural knee.

ACL-PCL Substituting
High Conformity, Constant Radius, Unique Design.

The Medial-Pivot Knee features a highly conforming medial side that results
from a constant radius design. Reproducing the natural function and stability
of the ACL and PCL, this design is unique from every other less conforming
traditional knee system. It gives the MedialPivot Knee natural motion, so it
feels more like a normal knee.




Introduction

High Conformity
High Conforming Articulations, Stable Range of Motion, Fewer Revisions.

It is routine for patients to complain of instability following a traditional knee
replacement. Studies also clearly show instability to be the leading cause of early
revisions.By delivering a more secure, highly conforming articulation, the Superica Knee
System provides the kind of stability throughout the range of motion that patients seek.

Constant Radius

Natural Biomechanics,Anterior-Posterior Stability.

With a constant radius design, the new Knee System gives patients a more stable feeling
and more normal biomechanics. The constant radius in both the coronal and sagittal
planes is uniquely designed to mimic the movement of the natural knee. This is a
significant benefit over traditional multi-radius implants, which are typically less stable
and fail to deliver the same natural feeling to the patient.

With a constant radius femoral component featuring a highly congruent tibial insert,
the new Knee System also delivers superior stability in mid-flexion and prevents
anterior-posterior translation. The simple result is that the Superica constant radius
knee design has been documented in literature to achieve higher clinical function than
competitive multi-radius designs.

Only knee design with spherical geometry in
both sagittal and coronal planes.
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Feels Normal, Behaves Naturally, Functions Like the Human Knee.

With the increasingly active lives of patients today, they have come to demand and expect
an implant that feels normal and behaves naturally. The Superica MEDIAL PIVOT Knee
System has uniquely designed structures, contours and movements that look, feel and
function like the human knee. This is in stark contrast to traditional knee replacements
that do not possess design features similar to the human knee, and thus do not reproduce
performance that feels like a natural knee.

Equally important and essential to a normal feeling replacement is the Superica Knee
System global sizing profile. It helps assure a more natural fit that promotes normal
feeling functionality and higher guality of life.

Replicates ACL and PCL, Preferred Over All Other Designs,
More Natural Feeling.

One reason patients can tell the difference between their natural knee and a replacement
is soft tissue. One study found that our Medial-Pivot design, which effectively substitutes
for the ACL and PCL, is strongly preferred over all other designs (CR, PS, and
Mobile-Bearing).2

The Superica tibial insert features a high anterior and posterior lip which substitutes for
both cruciate ligaments and delivers a more normal feeling for the patient. The result is a
more natural feeling for patients that increases proprioception.

PCL stops
anterior slide

Lateral meniscus

allows motion Medial meniscus and concave

surface provide stability

ACL stops
posterior slide

Anatomic structure of the normal knee.

Lateral menisci path allows

for 159 of motion Medial posterior lip replaces ACL

and stops posterior translation

Medial meniscal “socket”
Medial anterior lip provides stability
replaces PCL and stops

anterior translation

Knee System replicates normal knee
structures to recreate natural function.




Intended Use

SUPERICA MEDIAL PIVOT instrumentation is designed to be applicable to both less-invasive
and standard total knee procedures. Therefore, surgeons should employ the technique
they are most comfortable with; be it medial parapatellar, subvastus or midvastus. With
the SUPERICA MEDIAL PIVOT instrumentation, the preparation of the femur and tibia can
be performed independently. This choice is left to the surgeon’s discretion.

Indications

COVISION Total Knee Systems are indicated for use in knee arthroplasty in skeletally
mature patients with the following conditions:

1. noninflammatory degenerative joint disease including osteoarthritis,
traumatic arthritis, or avascular necrosis;

2. inflammatory degenerative joint disease including rheumatoid arthritis;

3. correction of functional deformity;

4. revision procedures where other treatments or devices have failed; and
treatment of fractures that are unmanageable using other techniques.

SUPERICA Medial-Pivot Tibial Base and Insert Components are for use with
bone cement.




Surgical Technique

Proper surgical procedures and techniques are ultimately the responsibility of the operating medical
professionals. The following guidelines are furnished for informationl purposes only and relate
specifically to the use of the SUPERICA Total Knee Prosthesis instruments and trials by Covision.
Each surgeon must evaluate the appropriateness of the information provided based on his or her
personal training and experience.

1. Distal Femural Resection

Initiate an opening in the femoral canal with the 9.5mm (3/8") diameter drill bit. The hole may be
placed sligthly medial and anterior to the intercondylar notch. Insert the fluted IM reamer/rod into
the femoral canal, being sure to irrigate and aspirate several times to reduce the chance of a fat
embolus. Turn the reamer during insertion with the T-handle. FIGURE 1-2

FIGURE 1-2

Distal resection blocks are available in 9mm, 1Imm, and 13mm. Load the appropriate distal resection
block onto the distal resection paddle and lock them together by sliding the locking button to the
right (FIGURE 3).

Insert the distal resection paddle onto the valgus bushing The valgus bushing has both a “Left” and
"Right” side, and has three slots which allow 3°, 5°, or 7° of valgus. Ensure the “Left" side of the
bushing is superior for a left knee and the “Right"” side is superior for a right knee. Slide the valgus
alignment bushing down the IM rod until the distal resection paddle rests against the unresected
prominent distal condyle. Although rotation is not critical at this step, the distal resection paddle
features two lines which may be aligned with the epicondyles. | B in FIGURE 3 Lock the valgus
alignment bushing to the rod by turning the knurled knob until it is tight. The knurled knob is highly
geared. Only 1/4 turn allows to lock the jig rod. | C in FIGURE 3.

Pin the block to the anterior cortex with two headless pins through the “Std"” holes. Additional
fixation pins may be added through the divergent holes. | D in FIGURE 4 Slide left the locking button
to detach the resection block and remove the IM rod, distal resection paddle and valgus bushing.
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FIGURE 3 FIGURE 4 FIGURE 5

Related Instruments:

9.5mm (3/8") Diameter Dril Bit T-handle Reamer IM Reamer Rod
N\
Distal Resection Block Distal Resection Paddle Headless Pin

and Valgus Bushing

Re-cutting the Distal Femur

Insert the fluted IM reamer/rod into the femoral canal with the help of the T-handle . Load a distal
resection block (available in 9mm, lmm and 13mm onto the distal resection paddle and lock them
together. Insert the distal resection paddle onto the valgus bushing.Slide the 7Tmm distal spacer
against the interior face of the distal resection paddle until it clicks. | Ain When utilized, the distal
spacer will reduce the distal resection made by 7mm. (For example, it will allow a 2mm distal
resection when used with the 9mm distal resection guide.) Slide the reamer into the intramedullary
canal until the distal spacer contacts the distal femur. Pin the resection block in place with two
headless pins . Slide left the locking mechanism to detach the resection block and remove the IM
rod, distal resection paddle and valgus bushing. Perform the distal re-cut.



Precision Pointer

Make sure the caliper rests flat on
the distal surface

10
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2. Femoral Sizing and Rotation

NOTE: The caliper must be set for the appropriate knee. For example: If used on a right knee, the “Right”
marking must be facing the observer and the “Left"” marking should be against the bone. To set the caliper
for the opposite knee, remove the posterior feet, rotate the caliper and reinsert the feet.

Place the sizing caliper flush against the resected distal femur. Adjust the sizer so the posterior feet
rest against the posterior condyles. The stylus should be pushed proximally until it “clicks”. Each
click represents one femoral size. The stylus should be pushed until the number of clicks equals

the suspected femoral size.

The stylus size markings are read at the point where the stylus enters the back of the stylus holder. |
Ain FIGURE 6. The tip of the stylus should touch the most prominent aspect of the anterior cortex
just proximal to the lateral anterior condyle. While performing this check, pay attention to not push
on the caliper.

The femoral size is read through the windows in the anterior face of the sizing caliper. The resection
block preparation holes are drilled through the 3° holes with the 3.2 mm (1/8") drill bit which
features a collar at the correct depth. | FIGURE 7 This sets 3° of external rotation relative to the
posterior condylar axis.

In the severe varus or valgus knee, the posterior condylar axis may not be a reliable reference for
femoral rotation. Instead rotation may be set visually referencing the epicondylar line. If rotation
must be set visually, the caliper features a central window with crosshairs. Remove the posterior
feet and, with the caliper resting on the distal resection, the crosshair window should be aligned to
the epicondylar line. | FIGURE 8 Once aligned, the peg holes are drilled through the 0° holes. Once
holes are drilled, remove the sizing caliper and stylus assembly.

Medial Lateral

FIGURE 6 FIGURE 7 FIGURE 8

Related Instruments:

e pem—

Sizing Caliper 3.2mm (1.8") Dril Bit Sizing Stylus
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3. Anterior and Posterior Resections

NOTE: Take care to protect the collateral ligaments during resections.

Select the femoral resection block corresponding to the size indicated by the sizing caliper . If the femoral
size is found to be between sizes, the bigger size should be utilized, since this choice will not jeopardize
the option of downsizing . Place the pegs on the back of the femoral resection block into the holes drilled
through the sizing caliper.

The femoral resection blocks may be used to double-check the femoral size. The distance between the pin
outriggers on the sides of the block is the same width as the corresponding femoral component. | FIGURE 9
To confirm A/P size, an 8mm posterior resection gauge is available. It has the same thickness as the
posterior condyles of sizes 1through 5. When placed in the posterior slot of the resection block it is
possible to determine if the proper amount of posterior condyle will be resected. | FIGURE 9 To check the
risk of anterior notching the dual reference gauge should always be used. If it appears too much or too
little of the posterior condyles are being removed or there will be anterior notching, a 2mm re-drill guide
is available. | FIGURE 10 This allows the block peg holes to be re-drilled 2mm above or below the existing
holes. To utilize the guide, remove the femoral resection block and place the re-drill guide in the existing
holes. While maintaining pressure on the guide, re-drill through the appropriate holes and re-insert the
femoral resection block in the new drilled holes. These holes do not have to be in the same location as the
final implant pegs, which will be prepared with the femoral trials.

Knee Femoral Width

-«— Width for Sizes 2,3, or 4 —»

FIGURE 9

FIGURE10

Stabilize the resection block against the bone using 3.2mm (1/8") diameter pins on the medial and lateral
sides of the block. The tightening of the pins should be completed by using the T-handle in combination
with the threaded pin driver.

The resection is then performed in this recommended order: anterior cut (1), then the posterior cut (2)
followed by the posterior chamfer (3) and ending with the anterior chamfer (4). | FIGURE 11

NOTE: A narrow saw blade must be used for the chamfer resections.

After resections have been made, the pins are withdrawn. Assemble the resection block/femoral trial
extractor on the slaphammer and slide it on the resection block for extraction. | FIGURE 12
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(3
4

(2)

FIGURE 11

FIGURE 12

Related Instruments:

™ ey @

Femoral Resection Block Dual Reference Gauge Resection Gauge 2mm Re-drill guide

I_,.____.._.__.

Threaded Pin Driver T-handle Reamer Slaphammer 3.2mm (1/8") Diameter Pins) Resection Block/Femoral
Trial Extractor

In case it is determined a femoral downsizing is necessary for a proper balancing, position on existing
holes a smaller femoral resection block than the one previously used.

SUPERICA femoral components are designed to maintain a common distance from stabilizer pegs to the
anterior flange resection. Therefore you don't have to re-cut through the anterior slot.

Stabilize the resection block against the bone using 3.2mm (1/8") diameter pins on the medial and lateral
sides of the block. Proceed with the resection of the posterior cut, followed by the posterior and anterior
chamfer, as described in the “Anterior and Posterior Resections” chapter. |



Same width

as the femoral
implant

FIGURE 13

<€—— Pin Holes

4.8mm

E Drill Holes
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4. Trochlear Groove Resection

Select the trochlear groove resection block corresponding to the size indicated by the sizing
caliper. Place the trochlear groove resection block on the femur. | FIGURE 13 The width of the
block is the same M/L width as the femoral implant and dictates the final implant location. If the
trochlear groove resection block is indicating an overhanging, you'll need to switch to the
corresponding SUPERICA notch block specific trochlear groove resection block. | FIGURE 14

Some surgeons place the quide along the lateral edge of the femur to reproduce the natural
Q-angle. Stabilize the trochlear groove resection block against the bone using 3.2mm (1/8") pins
before resection. | A in FIGURE 14 The trochlear groove should be resected by using a 12.7mm
(1/2") sawblade on the angled surface and along the sides of the central portion of the block. If
your flexion/extension balance is correct, you can proceed with the preparation of the peg
holes for the femoral implant. Using the 4.8mm (3/16") drill bits drill through the distal holes of
the trochlear groove resection block. B in | FIGURE 14

NOTE: The peg holes for the implant can also be prepared during the femoral trialing step. If the
flexion/extension balance has not been properly achieved at this stage and a femoral re-cut is
necessary, the femoral resection block cannot be re-mounted onto the femur due to the 3.2 mm (1/8")
pegs on the back of the blocks once the 4.8mm (3/16") peg holes have been drilled.

Standard trochlear resection block: overhanging

FIGURE 14
Related Instruments:
- —_— e
i ?i- —————
—_—

Trochlear Groove Resection Block 3.2mm (1/8") Diameter Pins 4.8mm (3/16") Drill Bit

13
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FIGURE 15
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Extramedullary Tibial Resection

Position the ankle clamp of the extramedullary (EM) tibial resection guide against the lower
leg just proximal to the malleoli. | FIGURE 15 In case a more stable initial fixation is required,
the EM tibial resection guide can be assembled using the spiked component . Slide the
appropriate left or right tibial resection quide onto the quide and adjust the guide until the
resection slot is located a few millimeters below the lowest articular surface. | FIGURE 15 When
the vertical axis of the quide is parallel to the mechanical tibial axis, it is positioned for a 3°
posterior sloped resection. Attach the external alignment guide and slide the alignment rod
through the appropriate TL or TR (Tibia Left or Tibia Right) hole. If the rod is parallel to the
tibia, 3° slope is confirmed. | FIGURE 16

Drop the 2mm/10mm stylus into one of the holes on the resection guide and turn the resection
guide adjustment knob | A in FIGURE 16 until the proper resection is found. | FIGURE 16
Generally the stylus is set to resect 2mm from the most deficient side and/or 10mm from the
most prominent. Pin the resection guide to the proximal tibia through the “std” holes. The
alignment guide and rod can be used to check alignment to the ankle. If the resection guide is
detached, it can be moved distally 2mm if headless pins are used. Use of a divergent pin is
recommended to prevent the resection block from vibrating off the pins during resections.

| Bin FIGURE 16

FIGURE 16

The correct height of the cut is determined based on preoperative x-ray templating and
intraoperative status of the ligaments. A stylus is also available to help in determining the
resection level. Drop the stylus into the resection guide hole: the stylus is set to resect 2mm
from the most deficient side when it is positioned with the Omm arm towards the tibial
plateaux. It also features a 10mm arm which can be used to check the most prominent side.

| FIGURE 17

Set the quide to the Omm position to start. The height of the cut can be further fine tuned by
turning the proximal knob of the guide. | A in FIGURE 18 By rotating the knob clockwise, the
guide moves down.

For a proper stabilization of the quide, the spiked fixator can also be used. | FIGURE 19



FIGURE 17

Surgical Technique

| i ﬁ
FIGURE 18 FIGURE 19

Intramedullary Tibial Resection (Optional)

The 9.5mm (3/8") drill bit is used to penetrate the proximal tibia just posterior to the tibial
ACL footprint. Insert the fluted IM reamer/rod into the tibial canal with the help of the
T-handle. | FIGURE 20 Irrigate and aspirate several times to reduce the chance of a fat
embolus. The reamer/ rod should be inserted to at least the mid isthmus. Slide the tibial
alignment guide onto the IM reamer/rod and insert the appropriate tibial resection guide.

| FIGURE 21 Turn the locking screw to lock the quide to the IM reamer/rod. | A in FIGURE 21 Use
of a divergent pin is recommended to prevent the resection block from vibrating off the pins
during resections. | B in FIGURE 21

I

FIGURE 20 FIGURE 21




FIGURE 24

FIGURE 25
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Drop the 2mm/10mm stylus into one of the holes on the resection guide to set the desired
level of tibial resection. | A in FIGURE 22 Generally the stylus is set to resect 2mm from the
most deficient side and/or 10mm from the most prominent. Pin the resection guide to the
proximal tibia through the “std” holes. Before inserting a divergent pin, loosen the A/P
adjustment knob and move the resection guide as close as possible to the tibia. | B in FIGURE
22 To detach the guide, loosen the resection guide knob | C in FIGURE 22 and extract the IM
reamer/rod and alignment guide together. When the resection guide is detached from the
guide, the block can be moved 2 mm distally if headless pins are used. Varus/valgus angulation
can be checked to the ankle using the external alignment guide and rod . | FIGURE 23

FIGURE 22 FIGURE 23

Extension Gap Measurement

The extension gaps are measured following the tibial and the distal femoral resections. Select
the appropriate tibial base and mount it on the tibial base handle . With the knee fully
extended, insert the 10mm spacer block into the space between the femur and tibia. If the
spacer block does not fit in extension additional bone resection might be required . Use
progressively thicker spacer blocks until the appropriate tension is obtained. Slide the
external alignment rod through the hole to check alignment. FIGURE 24 If the 10mm spacer
block does not fit, use the minus 2mm spacer block to determine the amount of additional
bone resection required to achieve full extension.

2mm Resection Guide

The 2mm resection guide is generally employed for use on the distal femoral and proximal
tibial resections. To position the guide, place the anterior wings on the resected surface with
the resection slot abutting the edge of the surface. | FIGURE 25 Two divergent pin holes are
available for fixation.
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6. Tibial Sizing and Trial Reduction

Care should be taken to ensure the tibial plateau is completely flat after the resection is made.
A tibial base trial can be used to check the flatness of the surface.

NOTE: In all SUPERICA Total Knee Inserts, the tibial insert size must match the femoral implant size.
There are two tibial base sizes that can be used with any one size femoral component. For example a
size 3 femoral implant can be used with either a size 3 or 3+ tibial base. |table 1

Femur Insert Tibia
1 1 lor1+
2 2 20r 2+
3 3 3or3+
4 4 4 or 4+
FIGURE 26 5 5 5 or 5+

Assemble the appropriate trial tibial base to the trial base handle . The trial base is then
placed onto the resected surface of the tibia and properly aligned (generally to the medial
onethird of the tibial tubercle) to check overall coverage. If the tibial trial base size is too
small, a “plus size" will provide additional tibial coverage. Place the appropriate size femoral
trial on the distal femur using the femoral holder/driver . Insert the trial insert of appropriate
size and thickness onto the trial base . If not done during the patella preparation, prepare the
patellar peqg holes, as described in the Patella Preparation chapter. Place the selected trial
patella in place and complete the trial reduction. With the trial implants in place, perform an
evaluation of the full range of motion to determine the final implant position. | FIGURE 26 If
the final implant position is decided, the lines on the anterior portion of the tibial base can be
used for marking the tibia to aid with alignment of the tibial base component during final
implantation. | C in FIGURE 27

FIGURE 27

Reposition the tibial base trial and pin it to the tibia using short head anchoring pins through
the anterolateral and posteromedial holes. | A in FIGURE 28 The alignment rod can be
inserted through the handle to check alignment to the ankle. | B in FIGURE 28

FIGURE 28
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Table 2 | Instrument Sizing Matrix Table 2 should be used to determine the sizing compatibility of the instrumentation.

Tibial Base Trial Reamer Keel Punches
Attach the keel punch quide to the keel punch handle and secure it to the trial base by turning

sizel Line 1 Size 1/1+/2 the knurled handle. | FIGURE 29 Using the threaded punch handle and appropriate press fit
Size 1+/2 Line 1 Size 1/1+/2 keel punch, plunge through the guide until the punch is fully seated and the punch collar is
Size 2+/3 Line2 | Size 2+/3/3+/4 level with the edge of the guide. | A in FIGURE 30
Size 3+/4 Line2 | Size 2+/3/3+/4
Size 4+/5 Line 3 Size 4+/5/5+
Size 5+ Line 3 Size 4+/5/5+

Line 3
Line 2
Line1

FIGURE 29 FIGURE 30

In the event of hard tibial bone, before punching, prepare the entry hole for the tibial stem
using the 15 mm drill guide and the press fit reamer. | FIGURE 31 Referring to | FIGURE 31 and
Table 2, ream through the drill guide to the appropriate line indicated on the reamer.

FIGURE 31

Related Instruments:

S

EM Tibial Resection Guide Spiked Component Tibial Resection Guide External Alignment Guide Dual Reference Gauge Alignment Rod
Stylus Spiked Fixator 2mm/10mm Stylus Keel Punch Guide Keel Punch Handle Press Fit Keel Punch
Minus 2mm Spacer Block 10mm Spacer Block Spacer blocks (12mm - 25mm) Tibial Base Tibial Base Handle Alignment Rod



FIGURE 32

FIGURE 33

FIGURE 37
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7. Implants Insertion

Tibial Base Insertion

The tibial bone bed is cleaned and bone cement is prepared and introduced according to
standard recommendations. The inserter/extractor is utilized to implant the base by engaging
the insert locking dovetail and impacting with a mallet until fully seated on bone. The
monolithic tibial impactor can also be used to seat the tibial base. FIGURE 32

Optional: After the base has been inserted, the appropriate trial tibial insert can be used to
recheck ligament and soft tissue balancing. | FIGURE 33 An additional trial insert pin may be
placed through the trial insert into tibial base implant to provide a more secure construct
during final assessment of joint stability. | A in FIGURE 33

NOTE: The trial insert only engages the central locking detail and a gap will be Present along the
anterior periphery of the insert. | B in FIGURE 33

Tibial Insert Insertion

Initial seating is accomplished by pushing the insert as far posterior as possible with hand
pressure, paying special attention to engage the central dovetail and posterior captures of the
tibial base. For final seating of the insert, two options are available. The 45° insert impactor
may be utilized by placing the impactor tip in the anterior slot of the tibial insert. | FIGURES
34-35 and 38 The impactor handle should be at an angle slightly greater than 45°. Keeping the
impactor tip in the slot, decrease the angle of the impactor handle until the tip is felt to
impinge within the slot. This should be approximately 45°. While maintaining this 45° angle
relative to the tibial base, apply several strong mallet blows directing the insert posteriorly.
After the anterior edge of the insert has been pushed past the anterior capture of the tibial
base, it will automatically drop behind the anterior capture and the insert face will be flush
against the surface of the tibial base. | FIGURE 36

FIGURE 34 FIGU‘RE 35 FIGURE 36

Femoral Component Insertion

The femoral bone bed is cleaned and bone cement is prepared and introduced according to
standard recommendations. The femoral impactor is utilized for final seating of the femoral
component. | FIGURE 37




Surgical Technique

Patella Option

NOTE: Instead of utilizing a clamp for patellar resection some surgeons prefer a non-instrumented
technique.

With the leg extended, the patella is tilted to almost a 90° angle. The thickness of the patella is
measured with the patella sizing caliper. The 8mm resection depth gauge is attached to the
top of the resection guide with the lock screw. | A in FIGURE 38 Position the resection quide
jaws parallel to the articular margin and securely clamp the guide to the bone; ensuring the
gauge is contacting the apex of the articular surface. Remove the gauge and locking screw and
make the patellar resection. The amount of bone to be resected is determined by trying to
replicate with the patellar implant the thickness of the original patella and leaving at least
12mm of bone. | FIGURE 39

NOTE: The patellar peg holes may also be prepared after the tibial and femoral resections.

After having removed the resection guide, attach the appropriate drill guide to the patellar
clamp .| Ain FIGURE 40 The drill guides have grooves on their surfaces indicating the patellar
diameter options. The appropriate tri-peg or central peg reamer is used to prepare the peg
hole(s).

NOTE: The tri-peg patellae have the same peg patterns between sizes and can be easily changed
during trial reduction.

FIGURE 38 FIGURE 39 FIGURE 40

Related Instruments:

Femoral Impactor Trial Insert Trial Insert Pin Inserter/Extractor Tibial Impactor
Resection Depth Gauge Resection Guide Tri-peq Drill Guide Central Peg Drill Guide Patellar Clamp Tri-peg Reamer Central Peg Reamer

Postoperative Management
Postoperative care is the responsibility of the medical professional.
20
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Ordering Information

Superica Cemented Femoral Components

Code

65.5001
65.5002
65.5003
65.5004
65.5005

65.5101
65.5102
65.5103
65.5104
65.5105

Size

Left Size 1
Left Size 2
Left Size 3
Left Size 4
Left Size 5

Right Size 1
Right Size 2
Right Size 3
Right Size 4
Right Size 5

Lot 22

Superica Tibial Components (CoCr)

Code

65.5201
65.5202
65.5203
65.5204
65.5205

65.5301
65.5302
65.5303
65.5304
65.5305

Size

Size1
Size 2
Size 3
Size 4
Size 5

Size 1Plus
Size 2 Plus
Size 3 Plus
Size 4 Plus
Size 5 Plus
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Ordering Information

Superica Tibial Inserts

Code

65.5010
65.5012
65.5014
65.5017
65.5020
65.5025

65.5210
65.5212
65.5214
65.5217
65.5220
65.5225

65.5410
65.5412
65.5414
65.5417
65.5420
65.5425

65.5610
65.5612
65.5614
65.5617
65.5620
65.5625

65.5810
65.5812
65.5814
65.5817
65.5820
65.5825

65.5110
65.5112
65.5114
65.5117
65.5120
65.5125

65.5310
65.5312
65.5314
65.5317
65.5320
65.5325

65.5510
65.5512
65.5514
65.5517
65.5520
65.5525

65.5710
65.5712
65.5714
65.5717
65.5720
65.5725

65.5910
65.5912
65.5914
65.5917
65.5920
65.5925

Size

Left 10mm Sizel
Left 12mm Sizel
Left 14mm Ol
Left 77mm Sizel
Left 20mm Sizel
Left 25mm Sizel

Left 10mm Size2
Left 12mm Size2
Left 14mm Size2
Left 17mm Size2
Left 20mm Size2
Left 25mm Size2

Left 10mm Size3
Left 12mm Size3
Left 14mm Size3
Left 77mm Size3
Left 20mm Size3
Left 25mm Size3

Left 10mm Size4
Left 12mm Size4
Left 14mm Size4
Left 17mm Size4
Left 20mm Size4
Left 25mm Size4

Left 10mm Size5
Left 12mm Size5
Left 14mm Size5
Left 77mm Size5
Left 20mm Size5
Left 25mm Size5

Right 10mm Sizel
Right 12mm Sizel
Right 14mm Sizel
Right T7mm Sizel
Right 20mm Sizel
Right 25mm Sizel

Right 10mm Size2
Right 12mm Size2
Right 14mm Size2
Right 17mm Size2
Right 20mm Size2
Right 25mm Size2

Right 10mm Size3
Right 12mm Size3
Right 14mm Size3
Right 17mm Size3
Right 20mm Size3
Right 25mm Size3

Right 10mm Size4
Right 12mm Size4
Right 14mm Size4
Right 17mm Size4
Right 20mm Size4
Right 25mm Size4

Right 10mm Size5
Right 12mm Size5
Righti4mm Size5

Right T7mm Sizeb
Right 20mm Size5
Right 25mm Size5
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Ordering Information

Superica Xluhmwpe Inserts

Code

65.7010
65.7012
65.7014
65.7017
65.7020
65.7025

65.7210
65.7212
65.7214
65.7217
65.7220
65.7225

65.7410
65.7412
65.7414
65.7417
65.7420
65.7425

65.7610
65.7612
65.7614
65.7617
65.7620
65.7625

65.7810
65.7812
65.7814
65.7817
65.7820
65.7825

65.7110
65.7112
65.7114
65.7117
65.7120
65.7125

65.7310
65.7312
65.7314
65.7317
65.7320
65.7325

65.7510
65.7512
65.7514
65.7517
65.7520
65.7525

65.7710
65.7712
65.7714
65.7717
65.7720
65.7725

65.7910
65.7912
65.7914
65.7917
65.7920
65.7925

Size

Left 10mm Sizel
Left 12mm Sizel
Left 14mm Sizel
Left 17mm Sizel
Left 20mm Sizel
Left 25mm Sizel

Left 10mm Size2
Left 12mm Size2
Left 14mm Size2
Left 17mm Size2
Left 20mm Size2
Left 25mm Size2

Left 10mm Size3
Left 12mm Size3
Left 14mm Size3
Left 17mm Size3
Left 20mm Size3
Left 25mm Size3

Left 10mm Size4
Left 12mm Size4
Left 14mm Size4
Left 17mm Size4
Left 20mm Size4
Left 25mm Size4

Left 10mm Size5
Left 12mm Size5
Left 14mm Size5
Left 17mm Size5
Left 20mm Size5
Left 25mm Size5

Right 10mm Sizel
Right 12mm Sizel
Right 14mm Sizel
Right T7mm Sizel
Right 20mm Sizel
Right 25mm Sizel

Right 10mm Size2
Right 12mm Size2
Right 14mm Size2
Right 17mm Size2
Right 20mm Size2
Right 25mm Size2

Right 10mm Size3
Right 12mm Size3
Right 14mm Size3
Right 77mm Size3
Right 20mm Size3
Right 25mm Size3

Right 10mm Size4
Right 12mm Size4
Right 14mm Size4
Right 17mm Size4
Right 20mm Size4
Right 25mm Size4

Right 10mm Size5
Right 12mm Size5
Right 14mm Sizeb
Right T7mm Size5
Right 20mm Size5
Right 25mm Sizeb




Ordering Information

Superica Patellar Component

Code Size

65.5426 26mm
65.5429 29mm
65.5432 32mm
65.5435 35mm

:
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Ordering Information

Code Size

99.3148 Superica Femoral Cutter Guide Tray
99.3000 Superica Femoral Cutter Guide Size-1
99.3001 Superica Femoral Cutter Guide Size-2
99.3002 Superica Femoral Cutter Guide Size-3
99.3003 Superica Femoral Cutter Guide Size-4
99.3004 Superica Femoral Cutter Guide Size-5
99.3005 Trial Femur Extractor

99.3006 Headless Pin Puller

99.3007 8 mm Gauge For 4 in1Resection Guide
99.3008 @4.8 mm Femoral Peg Drill

99.3009 Superica Notch Block Size-1

99.3010 Superica Notch Block Size-2

99.3011 Superica Notch Block Size-3

99.3012 Superica Notch Block Size-4

99.3013 Superica Notch Block Size-5

99.3014 Knee Impactor/extractor

Code Size

99.3149 Superica Tibial Guide Tray-1
99.3015 Flexion Extension Gaps -2 mm
99.3016 Flexion Extension Gaps 10 mm
99.3017 Flexion Extension Gaps 12 mm
99.3018 Flexion Extension Gaps 14 mm
99.3019 Flexion Extension Gaps 17 mm
99.3020 Flexion Extension Gaps 20 mm
99.3021 Flexion Extension Gaps 25 mm
99.3022 Tibial Base Plate Size 1

99.3023 Tibial Base Plate Size 2/1+

99.3024 Tibial Base Plate Size 3/2+

99.3025 Tibial Base Plate Size 4/3+

99.3026 Tibial Base Plate Size 5/4+

99.3027 Tibial Base Plate Size 6/5+

99.3028 Tibial Base Plate Handle

99.3029 Keel Punch Guide Handle

99.3030 Tibial Impactor

99.3031 Tibia Base Extractor/impactor
99.3032 Keel Punch Handle

99.3033 Pressfit Keel Punch Size 1,1+, 2
99.3034 Pressfit Keel Punch Size 2+, 3, 3+, 4
99.3035 Pressfit Keel Punch Size 4+, 5, 5+, 6
99.3036 Oversize Keel Punch Size 1,1+, 2
99.3037 Oversize Keel Punch Size 2+, 3, 3+, 4
99.3038 Oversize Keel Punch Size 4+,5, 5+, 6
99.3039 Oversize Tibial Drill Sleeve
99.3040 Pressfit Tibial Drill Sleeve

99.3041 Pressfit Tibial Drill

99.3042 Oversize Tibial Drill

99.3043 Keel Punch Guide

99.3044 Insert Impactor

26
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Code

99.3150
99.3045
99.3046
99.3047
99.3048
99.3049
99.3050
99.3051
99.3052
99.3053
99.3054
99.3055
99.3056
99.3057
99.3058

Ordering Information

Size

Superica Tibial Guide Tray-2
External Aligment Guide Body
External Aligment Guide Extractor
Tibial Resection Guide Ankle Clamp
Tibial Resection Guide Long Shaft
Tibial Resection Guide Body

Tibial Resection Guide Short Shaft
Tibial Guide Left

Tibial Guide Right

Im Tibial Aligment Guide Modified
External Aligment Guide

2 mm Recut Guide

Tibial Stylus

External Check Rod

Screwdriver

Code

99.3151
99.3059
99.3060
99.3061
99.3062
99.3063
99.3064
99.3065
99.3066
99.3067
99.3068
99.3069
99.3070
99.3071
99.3072
99.3073
99.3074
99.3075
99.3076
99.3077
99.3078
99.3079
99.3080
99.3081
99.3082
99.3083
99.3084
99.3085

Size

Superica General Tray

3/8" Drill

11" Reamer Rod

Quick Connect T-handle

Valgus Aligment Guide Spacer 7 mm
Re-drill Guide

Femoral Sizing Caliper / Pin Hole - Handle
Femoral Sizing

Femoral Stylus

Valgus Aligment Guide

Valgus Aligment

Distal Resection Guide 9 mm

Distal Resection Guide 11 mm

Distal Resection Guide 9 mm - 13 mm
Thereaded Pin Driver

Pin Inserter

Dual Reference Gauge

Thereaded Stabilizing

Slap Hammer

Pin Caddy

Tibial Base Fixation Pin With Tapered Head
Flat Head Fixation Pin 45mm

80 mm Headless Fixation Pin Without Groove
125 Quick Disconnect Drill Bit

Drill Bits Only

Drill Bit 1/8" W/quick Disconnect 100mm
1/8" Drill Bit W/ Stop

Trial Tibial Insert Pin

27
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Ordering Information

Code Size

99.3152 Superica Femoral Trial Tray
99.3086 Trial Femur Left Size 1
99.3087 Trial Femur Left Size 2
99.3088 Trial Femur Left Size 3
99.3089 Trial Femur Left Size 4
99.3090 Trial Femur Left Size 5
99.3091 Trial Femur Right Size 1
99.3092 Trial Femur Right Size 2
99.3093 Trial Femur Right Size 3
99.3094 Trial Femur Right Size 4
99.3095 Trial Femur Right Size 5
99.3096 Femoral Impactor
99.3148 Femoral Holder Driver

28



N O S

Ordering Information

Code Size

99.3153 Superica Left Insert Trials Tray
99.3097 Trial Insert Left Size 110 mm
99.3098 Trial Insert Left Size 112 mm
99.3099 Trial Insert Left Size 114 mm
99.3100 Trial Insert Left Size 117 mm
99.3101 Trial Insert Left Size 210 mm
99.3102 Trial Insert Left Size 212 mm
99.3103 Trial Insert Left Size 214 mm
99.3104 Trial Insert Left Size 217 mm
99.3105 Trial Insert Left Size 310 mm
99.3106 Trial Insert Left Size 312 mm
99.3107 Trial Insert Left Size 314 mm
99.3108 Trial Insert Left Size 317 mm
99.3109 Trial Insert Left Size 410 mm
99.3110 Trial Insert Left Size 412 mm
99.3111 Trial Insert Left Size 414 mm
99.3112 Trial Insert Left Size 417 mm
99.3113 Trial Insert Left Size 510 mm
99.3114 Trial Insert Left Size 512 mm
99.3115 Trial Insert Left Size 514 mm
99.3116 Trial Insert Left Size 517 mm

Code Size

99.3154 Superica Right Insert Trials Tray
99.3117 Trial Insert Right Size 110 mm
99.3118 Trial Insert Right Size 112 mm
99.3119 Trial Insert Right Size 114 mm
99.3120 Trial Insert Right Size 117 mm
99.3121 Trial Insert Right Size 210 mm
99.3122 Trial Insert Right Size 212 mm
99.3123 Trial Insert Right Size 2 14 mm
99.3124 Trial Insert Right Size 2 17 mm
99.3125 Trial Insert Right Size 310 mm
99.3126 Trial Insert Right Size 312 mm
99.3127 Trial Insert Right Size 314 mm
99.3128 Trial Insert Right Size 317 mm
99.3129 Trial Insert Right Size 410 mm
99.3130 Trial Insert Right Size 412 mm
99.3131 Trial Insert Right Size 414 mm
99.3132 Trial Insert Right Size 417 mm
99.3133 Trial Insert Right Size 510 mm
99.3134 Trial Insert Right Size 512 mm
99.3135 Trial Insert Right Size 514 mm
99.3136 Trial Insert Right Size 517 mm
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Ordering Information

Code Size

99.3155 Superica Patella Tray
99.3137 End Mill Guides Single Post
99.3138 Parallel Clamp
99.3139 Clamp Seater
99.3140 Patella Trial Size 26
99.3141 Patella Trial Size 29
99.3142 Patella Trial Size 32
99.3143 Patella Trial Size 35
99.3144 Depth Gauges
99.3145 Clamp Assembly
99.3146 End Mills - Tri Post
99.3147 Patella Sizing Caliper
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M Accessories

Centralizer

Size Ref. Cat. No. Description Inner Dia. Outer Dia.

. Centralizer
Universal 1100-C Material: UHMWPE 8 10.5

Product Catalogue

Restrictor

Size Ref. Cat. No. Description Inner Dia. Outer Dia.

. Restrictor
Universal 1100-P Material: UHMWPE 8 9

ML
L]
Size Ref. Description Femoral ML (mm) /&\
S 5901-0002 60
M 5901-0003 AK Knee Joint Spacer Mold 65
L 5901-0004 70
ML

AK Hip Joint Spacer Mold

Size Ref. Cat. No. Hgﬂsj)a' Ste[“(n"ﬁ:)g‘h D
44t 5904-0044 44 175
48t 5904-0048 48 202 -
52# 5904-0052 52 216

Bone Cement Applicator

Bone cement applicator is the third generation
cement technic which is designed to inject cement
into intramedullary. This instrument may evenly
inject cement into femur during hip joint replacement
surgery.

Bone Cement Application Kit

The plastic made cement sleeve assemblies

| II are disposable for keeping bone cement. The
i system of devices may reduce possibilities of
microbial contamination of the bone cement;
also reduce the release of monomer vapors

into environment; optimize mixing of the cement
and make it possible for obtaining high and low

(. viscosity cement.

Tornado Disposable Surgical Lavage Unit

Tornado Disposable Surgical Lavage Unit is a

high quality, single use high pressure pulse lavage
system for arthroplasty surgery. The product

was developed with the specific requirements of
surgeons in mind.

Tornado Disposable Surgical Lavage Unit is a ready-
to-use product for joint arthroplasty and trauma
surgery. The system is pre-packed with irrigation
and suction nozzles which are customized for the
respective usage area. The purpose is to give the
surgeon different options to choose from, depending
on what kind of surgery he/she will perform.

55
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Rolfex TONIC: Basic Design
Considerations

Congruency

The congruency of the polyethylene components has been calculated to offer a maximum of
contact between the bearing surfaces of the polyethylement with the articulating metal
components. It includes the articulation between the condyles in both extension and flexion, and
the articulation between the patella and the trochlear groove.

Condyles and tibial insert:

The complete congruency in extension is achieved for both PS and UC types of articulation
when associated with a rotating bearing. In rotating bearings, the insert will always have the
same size as the condyles, therefore, there is no compromise on the congruency of the surface
contacts.

When selecting a fixed bearing prosthesis, and in order to reduce the stress induced by the
femoral rotation during flexion, the frontal radlii of the tibial insert have sligthly been increased to
allow for the intemal or external rotation of the condyles with the insert.

Femoro-tibial congruency:

The femoro-tibial congruency is
complete in the central section of
the prosthesis: the radius of frontal
plane is constant and egal for all
sizes of cong)/les and tibial inserts
at 52.5mm. Progressively, the
radius increases medially and
laterally to allow for matching of
sizes.

Patella and trochlear groove:

The design of the patellas is fully congruent with the trochlear groove for 50% of its surface.
This design combines a spherical center (radius of 16mm) and conical edges, so that the
congruency is preserved even when the patella is tilted and not completely parallel to the
condyles.

Patellar congruency:

Above: patellar plan is parallel
fo the condyles plan.
Congruency of 50% of patellar

surface. ) Patella parallel to condyles axis
Below: patellar plan is 53

deviated by 3° respective to ::.xr"—’g —

the condyles plan. - LS

Congruency remains at 50%
of patellar surface.

TN,

Patella out of condyles axis by 3°




Angulation of Patellar Groove

The Patellar groove is oriented at
6° with respect to the femoro-tibial
Joint line, which an?Ie, together with
a high lateral trochlear border,
provides a protection against the
lateral sub-dislocation of the patella
at the stage of patellar engagement
and at the early flexion process.

Dimensioning of the tibial inserts to limit rotational impingement

In all cases, the dimension of the tibial inserts (polyethylene) are adapted to the femoral
dimensions, especially in the M/L dimension.

This means that the dimensions of the tibial inserts are always smaller than the dimensions of
the tibial baseplate to avoid any impingement risk of the polyethylene insert with the surrounding
soft tissues (Lateral ligament, popliteous structures...).

Examples: the dimensions of the tibial baseplate size 4 are 71x46.5, and the corresponding
polyethylene insert measures 68x40: 3mm less in the M/L plan.

For the size 5, the respective dimensions are 74x49 and 71x41.5.

In addiition the tibial inserts are chamfered so that the insert will not exhibit sharp edges in cases
of contact with the surrounding structures.

The Rotating Tibial Insert
includes chamfers to soften
the impingement contact with
the surrounding tissues in
case of excessive rotation.

Dimensions of the tibial
insert and baseplate (Size 2
example): the tibial insert is
3mm more narrow in the M/L
plan than the tibial baseplate.
In addition, the chamfers
allow for a large dimension
tolerance in cases of
excessive rotation.




REFERENCES
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1+ PS or UC Condyles / Condyles PS ou UC

2+ PS or UC Inserts / Plateaux PS ou UC

3 « Fixed or Rotating Baseplate / Embases Fixe ou Rotatoire
4 - Cementless or Cemented versions / Versions Sans Ciment ou Cimentée

5 « 20 and 40mm Extension Keel / Quilles d'Extension 20 et 40mm

6 « Femoral and Tibial Augments / Cales Fémorales et Tibiales S

PS | Postéro-Stabilisés UC | Ultra-congruents
Cemented | A cimenter Cementless | Sans ciment Cemented [ A cimenter Cementless  Sans ciment

RID LG RI/D LIG R/D LG R/D LG =ilElie
G33 FPCDOO 333 FPCG00 G33 FPRDOO G33 FPRGOO G33 FUCDO0  G33 FUCGO0 G33 FURDOD G333 FURGOO @23 G33 ROT023

Oct 2020 / Ref.: EN_ROLFLEX TONIC Basic Desi

Sz/T1 G333 FPCDOM G33 FPCGO G33 FPRDOY G33 FPRGO1 G33 FUCD G33 FUCGO1 G33FURDOT G332 FURGO1 @225 G33 ROT025
Sz/T2 GIZFPCDO2  G3IIFPCGO2  G33FPRDOZ  G33 FPRGO2 G331 FUCDO2  GIZFUCGO2  G33FURDD2  G33 FURGO2 @28 G33 ROTO28

8z/T3 G3I3FPCDO3 G33FPCGE03  G33FPRDO3  G33 FPRGO3 G33FUCDO3  GI3IFUCGO3  G33FURDD3  G33 FURGO3
Sz/T4 GIIFPCDM  G33FPCGO4  G33FPRDO4  G33 FPRGO4 G33 FUCDO4  G33FUCGO4  G33FURDD4  G33 FURGO4
© 5z/T5 GI3ZFPCDOS G33FPCGO5  G33FPRDOS  G33 FPRGOS G33FUCDOS  G33FUCGOS  G33FURDOS G332 FURGOS
Sz/T6 G33 FPCDOE G33 FPCG08 G33 FPRDOG G33 FPRGO8 533 FUCDOoe G33 FUCGOE 333 FURDOB G33 FURGOE
Sz/M7 G33FPCDOY  G3I3FPCGOY  G33FPRDOT  G33 FPRGO7 G33 FUCDO7  G33FUCGOT  G33FURDOYT  G33 FURGO7
Sz/T8 GIIFPCDOB  G33FPCGO8  G33FPRDOE  G33 FPRGOB G33FUCDO8  G33FUCGOs  G33FURDDE G332 FURGOE
Sz/T9 G33FPCDO9 G33FPCGO9  G33FPRDO9  G33 FPRGOZ G33FUCDOS G33FUCGOS G33FURDOI  G33 FURGOS

Fixed / Fixe Rotating / Rotatoire
Cemented | A cimenter Cementless | Sans ciment Cemented [ A cimenter Cementless [/ Sans ciment
RID LIG RID LG R/D LIG R/D LIG
Sz/TO  G33TFCDOO G33 TFCGO0 G33 TFRDOO G33 TFRGOO G33 TMCDO0  G33 TMCGOO  G33TMRDOO  G33 TMRGOD @13 1.20mm G313 AT1320

Sz/M1 G33TFCDOY1  G33TFCGO1  G33TFRDOT  G33TFRGO1 @33 TMCDO1  G33 TMCGO1  G33TMRDO1 633 TMRGO1 @13 1.40mm G33 QT1340
Sz T2 G3I3TFCDOZ  G33TFCGO2  G33TFRODO2  G33TFRGOZ  G33 TMCDD2 (33 TMCGD2  G33TMRDOZ  G33 TMRGoz @13 1.70mm G633 QT1370
Sz T3 GI3TFCDO3 GIITFCGO3 G33TFROO3  G33TFRGOI @33 TMCDD3  G33 TMCGD3  G33TMRDOZ  G33 TMRGO3  #13 1.1 10mm 333 QT13110
5z/T4 G3I3TFCDO4  G33TFCGO4  G33TFRDO4  G33TFRGO4  G33 TMCDO4 G333 TMCGD4  G33TMRDO4  G33 TMRGO4 @15 1.20mm G33 QT1520
Sz/TH> G33TFCDOS G33 TFCGO0S G33 TFRDOS 533 TFRGOS G33TMCDO5 G233 TMCGOS GIZTMRDOS 333 TMRGOS 817 1.20mm G33 aT1720

5z/T6 G33TFCDO6 G33 TFCG06 G33 TFROOG G33 TFRGOG G33TMCDOE  G33TMCGDE  G33TMRDOE G333 TMRGOG
Sz/TT  GI3TFCDOT G33 TFCGOT G33 TFRDOT G33 TFRGO7 G33TMCDO7 G33TMCGOT G3I3TMRDO?  G33 TMRGOT
Sz/T8& G33TFCDO8  G33TFCGO8  G33TFRDO8 G633 TFRGOS G3ITMCDOS  GI3TMCGDE G33TMRDDE  G33 TMRGOS

Fixed | Fixe Rotating / Rotatoire

PS | Postéro-stabilisé PS | Postdro-stabilisé UC f Ultra-congruent
h.12mm h.15mm h.12mm h.15mm h.18mm h.10mm h.12Zmm h.15mm
SzZ/TO G33 IFPO10 G33 IFPD12 G233 IFPO15 = G33 IMPO10 G33 IMPQ12 G33 IMP015 - G33 IMUD10 G33 IMU012 G33 IMUD1S
Sz.M1 G33 IFF110 G33 1FP112 G33 IFP115 G33 IFP118 G33 IMP110 G33 IMP112 G33 IMP115 G33 IMP118 G33 IMU110 G33 IMU112 G33 IMU115
S22 G33 IFP210 G33 IFP212 G33 IFP215 G33 IFP218 G33 IMP210 G33 IMP212 G33 IMP215 G33 IMP218 G33 IMU240 G335 IMU212 G33 IMU215
S2/T3 G33 IFP310 G33 IFP312 G33 IFP315 G33 IFP318 G33 IMP310 G33 IMP312 G33 IMP315 G33 IMP318 G33 IMU310 G33 IMU312 G33 IMU315
" SzIT 4 G33 IFP410 G33 IFP412 G33 IFP415 G33 IFP418 G33 IMP410 G33 IMP412 G33 IMP415 G323 IMP418 G33 IMU410 G33 IMU412 G33 IMU415
" S2/T5 G33 IFPS10 G33 IFP512 G33 IFP515 G233 IFP518 G33 IMP510 G33 IMP512 G33 IMP515 G33 IMP&18 G33 IMUS10 G33 IMUS12 G33 IMUS15
8z/T6 G33 IFP&10 G33 IFPE12 G33 IFPE15 G33 IFP&18 G33 IMP&10 G33 IMP&12 G33 IMPE15 G33 IMPE18 G33 IMUs10 G33 IMUE12 G33 IMUB15
SzTT G33 IFPTI0 G333 IFPT12 G33 IFPT15 G33 IFPT18 G33 IMPT10 333 IMPT 12 G33 IMPT15 G33 IMP718 G333 IMUTAG G33 IMUT12 G33 IMUT15
Sz.T8 G33 IFF&10 G33 IFP812 G33 IFP815 G33 IFP818 G33 IMP&10 G33 IMP§12 G33 IMPB15 G33 IMP818 G33 IMUB10 G33 IMUE12 G33 IMUB15
18zTQ = . = S G33 IMPS10 G233 IMPg12 G33 IMP915 G323 IMP218 G33 IMUS10 G33 IMUg12 G33 IMU915

Tibial / Tibiale Femoral / Fémorale

Distal / Distale Posterior | Postérieure

" h.5mm h.10mm h.4mm h.Bmm h.4mm h.8mm
S2/T.0  G33CTOS00  G3I3CTI000  G33CFD400  GI3CFDBO0  G33CFPA0D  G33 CFPBOO
Sz/T.1  (33CT0501 G33CT0m G33 CFD4m G33 CFDaM G33 CFPAM G33 CFP801
Sz./T.2 (33 CT0502 G33 CT1002 G33 CFD402 G33 CFD802 G33 CFP402 G33 CFP802
Sz/T.3  G33CT0503 G33 CT1003 G33 CFD403 G33 CFD802 G33 CFP403 G33 CFP803
Sz2UT 4 G33 CTD504 533 CT1004 G33 CFD404 533 CFDB04 G33 CFP404 (33 CFP8D4
S2/T.5 ©33cTos0s G33 CT1005 G33 CFD405 G533 CFDB0s G33 CFP405 G33 CFP805
SzJ/T.6 (33 CT0506 G33 CT1006 G332 CFD408 G33 CFDB08 G33 CFP406 G33 CFP806
Sz/T.7 G33CT0507 G33 CT1007 G33 CFD407 G33 CFDBO07 G33 CFP407 G33 CFP807
533 CTD508 G33 CT1008 G33 CFD408 G33 CFD&0a G33 CFP408 G33 CFP808

Materials:

Condyles: CoCr according ISO5832-4 (cemented) or CoCr according ISO5832-4 coated with macroporous Ti
(cementless)

Tibial Baseplate: CoCr according ISO5832-4 (cemented) and UHMWPE according ISO 5834-1 & 2 or CoCr
according ISO5832-4 coated with macroporous Ti (cementless) and UHMWPE according ISO 5834-1 & 2
Tibial Insert: PEXEL® UHMWPE according ISO 5834-1 & 2 and Stainless Steel according ISO 5832-1
Patella: PEXEL® UHMWPE according ISO 5834-1 & 2 and Stainless Steel according ISO 5832-1

Tibial keel: CoCr according ISO5832-12

Augment: CoCr according ISO5832-4

Vacuum packaging VacUPac®. Gamma ray sterilised.

e des Tuiliers, 42720 Briennon, France .
‘ ,79.99 — Fax : +33. (0)477.60.79.90 www.evolutisfrance.com
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Minimally Invasive
Hip Surgery
Dedicated Instruments
Chirurgie Mini-Invasive
de Hanche

Evo |=U S + 6 Instruments dédié

=
.



Rasp Handles
Manches Porte-Rape

Double-Offset Antero-
Lateral Handle

Manche Antéro-Exteme
Double Offset

HO1 067 & HO1 068

g
- =
P UL &"’\,

40° Anterior Handle
Manche Antérieur a 40°

Cup Impaction Handles
Manches pour Cupule

Curved Handle for Standard Cup

Manche Courbe pour Cupule
Standard H76 001

Freeliner Pre-Set
Impaction Plate

Platine d'Impaction sur /
Table (Freeliner) \ /
9‘ P

H76 012 to/a H76 017

Dual Mobility Impaction Plate

Platine d'Impaction pour
Double Mobilité

H52 P45 to/a H52 P65

H01 065 | ! !@“‘»\’b o A
NG g
\.“‘ L
\_
HO1 067 & HO1 068

Lot 18

Curved Posterior Handle
Manche Postérieur Courbe

HO1 066

00

J

Curved Handle for
Pre-Set Impaction

Manche Courbe
Impaction sur
Table

H52 036

Curved Handle for Dual Mobility Cup

Manche Courbe pour Cupule a
Double Mobilité H52 036
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Retractors for Anterior Approach
Ecarteurs pour Vole Anteneure

Retractor AAN°1
Ecarteur VA N°1
HO01 148
Retractor AAN°2
Ecarteur VAN°2
HO1 149
Retractor AAN°3
Ecarteur VA N°3 - Elovat
emoral Elevator
HO1150 Anterior Approach
Retractor AAN°5 Retractor AAN°4 Elevateur Femoral
Ecarteur VA N°5 Ecarteur VA N°4 Voie Antérieure
HO01 152 HO01 151 HO01153
Charnley Frame

Cadre de Chamley

NARROW 25mm) Bent Hohmann Retractor
(2 lengths: 96 & 130mm)

Ecarteur Hohmann a Palette FINE (25mm)
(2 longueurs : 96 & 130mm)

HO01 046 - HO1 146

~\ Charnley Frame only

LARGE (40

Bent Hor(1mn$nr11)n Retractor Cadre seul HO1 041

(2 lengths: 96 & 130mm) Short Blade (Fixed) 2 lengths: 62 & 82mm
Ecarteur Hohmann Crochet Court (Fixe) 2 longueurs : 62 et 82mm

a Palette LARGE (40mm) HO01 043 - HO1 050
(2longueurs : 96 & 130mm) Long Blade (Adjustable) 2 lengths: 72 & 92

HO01 045 - HO1 145 ) Croghet Lon(g (J}%Z&aﬁé) 2e/gglgieurs 72 8 92mm

\ HO1 042 - HO1 044

Miscellaneous
| Divers
Beckmann Static Retractor
L.300mm H.50mm ) .
Ecarteur Statique Beckmann _ e Femoral Elevator
L.300mm H.50mm = / “L\’ Posterior Approach
B80 566 ) Elevateur Fémoral
Voie Postérieure
HO1 047

Femoral Starter
Queue de Rat

HO1 061 g "OffsetAcetabuIar

Reamer Handle
Manche de Fraise §
e a Cotyle Déecale &
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REFERENCES

Manche de Répe Courbe voie Post.

HO1 066

Mar?chel' O.f‘.g ﬁépe { 0_ vos E’_A."f_- HO1 065

!\,.r!anche .de ﬁc?pe Do ui.mf.e‘ofj.’ser vorel An r,iE..\frerr:?e 1401 067 & HO1 068

EreirT tati "Ch 'i 'l
ca _Efurs_ a .iq.urleltvpe arniey HO1 041

Palette reglabl Scarty tati 1.72 ou 82
i prai s T T

Pa.fet_l‘e- f.f,.we ;.:rft:r.ur é_carr?ur stiat;qt.xe. f.I. .sz ou&)mm} 101 043 & HO1 050

Ecnir.'l:e.ur? Ho_hinan:a a.p.aler.t.?_F.L.NE 25mm {1.96 ou 130mm) ol B R e

Ecarteur Hohmann & palette LARGE 40mm {196 ou 130mm)

HO1 046 & HO1 146

( I '

mpacteur Ct.;rpw’(t: ?Durbe a .Ga.cferte H52 036 =

o T pe—y

P{““"E_'_S ‘_’_O_”r_‘_"“_p_?mo" L H52 P45 a/to H52 P65

Platil 1 tion Sur Table Freeli
af ”_”f’s i .mplg.?c ;_?n ur:‘ :a ¢ rreelner H76 012 a/to H76 017

H76 001

Impacteur Cupule Courbe a Vis .

Tournevis pour Manche Cupule Courbe

b e tns H76 003 , —

Wé po:.f:ifv‘l'anche Cupuf.e C(?urbe 16 ooa llﬁ' E

Tige de version & 45°

H76 019

Ecarteur Voie Antérieure #1

HO1 148
f:'c.urt?urj Voie .An ?érieure. #2 HO1 149
Eca.rl‘eur Vole Antérieure #3 HO1 150
ECQ‘?‘['EHP’ VOJ‘IE ;.ml:'ém.aure. .#-'4 : HO1 151
ffarreur Voie pgﬂn térieure #5 HO1 152

\_ 5 Anterj proz etracto )

Elévateur Fémur voie POST.

HO1 047
ﬂfé.voreur .Ifém.ur u?{e: A{VT. Tl
aral Elevatc ! pro 7 -
gca{rteur Statique Beckmann .‘?'G(Jmm B20566 — \/{" i
Cl 1 tatic retractc Liimer =— ————— ‘1:)
tj.leeue de Rat A ({{{

Evolutis

[(i Evolutis
Avenue de la Libération, 42720 Briennon, France -
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GOALS

— Design rationale including the most recent scientific
knowledges:

Improved anatomic adaptation (dimensions, size adaptation)

Gender and or ethnic differences
Kinematics as physiologic as possible (roll-back + freedom in rotation)

Socio-cultural needs taken into account (Hi-Flex)
— Attractive instrumentation set, choice of technique and
training origins, and suitable for all levels of surgical skills
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GENERAL DESIGN
CHARACTERISTICS

— Large range
 tibia (9 sizes = 72 ref)
e femur (10 sizes = 80 ref)

* inserts (4 thicknesses = 94 ref)

— Reduced M/L dimensions
— Cemented or highly porous cementless

— Asymetrical tibial baseplates (lateral compartment shorter)
with conical keel and 2 wings

— Suitable with longer keels and tibial augments



PS VERSION

HI-FLEX

Combination of 3rd condyle and cam-post
kinematics

Engagement of cam-post at 47° with
congruent contact all through the flexion

Axial freedom femur/insert + 10°
Roll back of 9mm
Jump distance 13 to 19mm

Posterior de-coaptation of 1mm starting
120° with 2 points of contact (trimaran)
Compatibility femur:tibia n+1/n/n-1
Intra-condylar cage with low L x H
dimensions



CONDYLES

Dimensions Fémorales Rolflex TONIC

Taille/Size
0

O 00N B WN =

A-P
47,2
50,3
53
55,8
58,8
61,8
64,8
67,6
70,5
74,5

M-L
52
55
58
61
64
67
70
73
76
80

A-P/M-L
1,10
1,09
1,09
1,09
1,09
1,08
1,08
1,08
1,08
1,07

10mm

PS

8mm

10mm

ucC

8mm



BASEPLATES

Dimensions Tibiales Rolflex TONIC

Taille/Size A-P M-L A-P/M-L
0 37,5 58 1,55
1 40 62 1,55
2 42 65 1,55
3 44,5 68 1,53
4 46,5 71 1,53
5 49 75 153
6 51 77 1,51
7 54,5 81 1,49
8 57,5 85 1,48



BASEPLATES

* Mobile bearing:
— Symetrical insert on asymetric base plate
— Free axial rotation
— cylindro-conical peg @14mm h.19mm




BASEPLATES

* Fixed bearing:
— The symetrical insert is aligned on the anterior border of the baseplate
— The insert slides anterior to posterior on a dovetail joint
— Then locks on the anterior crenels

o
e



COMPATIBILITY
FEMUR-INSERT

Condyle UC Condyle PS

Insert UC Insert Insert PS Insert PS Insert PS
f ¢ & Siz ¢ & size N 1 size¢l\l size N*l

Mobile Mobile Mobile  Mobile Mobile Mobile  Fixed Fixed .Fixild .
size N-1 sizeN size2N  sizeN-1 sizeN sizezN SizeéN-1 sizeN Size N+



HIFLEX

— Engagement of cam at 47° on congruent contact at all degrees of flexion

— Roll back of 9mm at the post-cam point

— Jump distance of 13 to 19mm

— Posterior de-coaptation of 1mm from 120°
— Up to 140° flexion recorded



.’ e
(3 —

HIFLEX

— Design Rationale of the Rolflex TONIC PS

* (1) cam-post mechanism with early engagement forcing a roll-back
kinematic as soon as 47° of flexion.

* (2) a highly congruent contact between femoral condyle and tibial insert to
insure stability and reduction of contact stresses.

* (3) short tibial post with rounded edges and posterior placement: reduce
the potential conflict with the patellar tendon, reduces the post penetration
height in the intra-condylar notch, limit the anterior lever moment on the
tibial fixation.

* (4) alarge condylar cam and longer than both posterior condyles to induce a
femoro-tibial de-cooptation at high degrees of flexion.




COMPLEMENTS

Patellas
- @23
- @25
\—\6 v | . (28
Tibial keels @13
- |. 40mm - Hemi-Tibial
- . 70mm Metal tibial keels Augments
- L.120mm »m.;.g 1.20mm - Reversible
- @13mm - S1to S8
- @ 14mm - H5mm or 10mm

- @ 17mm



MATERIALS

 Condyles : CoCr according ISO5832-4 (cemented) or CoCr according 1SO5832-
4 with Ti macroporous coating (cementless)

* Baseplates: CoCr according 1ISO5832-4 (cemented) or CoCr according
ISO5832-4 with Ti macroporous coating (cementless) and UHMWPE
according 1SO5834-1 and 2

e Tibial inserts: UHMWPE PEXEL® according 1SO5834-1 and 2
e Patellas: UHMWPE PEXEL® according ISO5834-1 and 2

e Tibial keels: CoCr according ISO5832-12

 Augments: CoCr according 1SO5832-4



CEMENTLESS
FIXATION

Young Kyun Woo et al. [7] sees no radiologic or clinical complication associated
with cementless TKA implants, and publishes a 96.8% survival rates for
cementless TKA after 15.5 years of implantation.

Lass et al. [8] found less radiolucency around the baseplate in the
cementless group compared to a cemented group.

Mont et al. [9] in a meta-analysis has evidenced favorable survivorship of
cementless TKA with survivorship of 76% at 20 years versus 71% for their
cemented counterparts.

Stilling et al. [10] shows superiority in terms of migration of a 75-80% porosity
material (pores size 430um) over a 50% porosity material (pores size 200-300um)
in cementless fixation of tibial baseplates.



TI-GROWTH
COATING

Porosity 50-70%
Macropores up to 800pum
Thickness 600um

Pure Titanium

Plasma sprayed
(Eurocoating Spa. — It.)



INSTRUMENTATION

Options for multiple surgical techniques:
— linked or independants femoro-tibial cuts
— fixed or anatomic external rotation

— intra-medullar or posterior condylar rotation center
point

— intramedullar or extramedullar (tibial)

— anterior or posterior reference sizing

— orthogonal or flexum sagittal alignment



TIBIAL
INSTRUMENTATION

o
¢

— Tibia first
— 90° extra-medullar
alignement

— Posterior slope and varus
adjustment

— Millimetric adjustment of cut
— User-friendly



|

TIBIAL
INSTRUMENTATIO

Extra-
medullar
guide

1\1
4

guide




FEMORAL
INSTRUMENTATION

— Possible adjustments:

* Femoral valgus

* Orthogonal or flexum cut

* Anterior or posterior referencing
* Choice of 2 external rotations

— User-friendly (blue knobs for
quick locking/unlocking)

— A/P size evaluation, M/L
adaptation M/L, reference to
the epicondyles




FEMORAL
INSTRUMENTATION

— Linked (dependant) cuts:

* Ligamentary balance in
extension

* Adjustable spacer

Direct External Rotation

Anterior or posterior reference

Distal cut

Modular spacers to check for
extension/flexion
correspondance



FEMORAL
INSTRUMENTATION

— 4/1 resection guide
* Check for long axis

— Trials and intra-
condylar notch
* Trepan

e PSor UC trial
condyles



INSTRUMENTATION

FIECES ANATOMIQUES 2, 13050

Also available:
|
| |

4.0 mm 8.6 mm

Patient matched
cutting guides



SCIENTIFIC
GROUP

Pr Philippe MASSIN

Dr Jean-Marc DURAND

Dr Patrick VIALE

Dr Philippe MEIRE

Dr Jean-Luc COTTE

Dr Dominique HUGUET

Dr Frangois-Paul EHKIRCH
Dr Christophe JARDIN

CHU Paris Nord - Bichat
Clinigue Guillaume de Varye
Clinique Guillaume de Varye
Clinigue de Chatellerault
Polyclinique Sante-Marguerite
Polyclinique de l'atlantique

Clinigue des Maussins
Clinigue Des Ormeaux

PARIS

BOURGES
BOURGES
CHATELLERAULT
AUXERRE
NANTES

PARIS

LE HAVRE
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HACTIV / CEMTIV HIP
SYSTEM

The HACTIV uncemented primary femoral component is a fully HA coated titanium alloy stem, designed for
immediate mechanical stability and long term biological fixation (7).

Made in France by the g?roup ori inaIIK/responsibIe for the manufacture of one of the most clinically successful
hip designs interationally, the HACTIV has been widely used throughout Europe with excellent results (2).

The basis of the design is a trapezoidal proximal and mid section to give immediate rotational stability and
optimal metaphyseal fit.

e double taper longitudinal geometry with grooves that transfer load proximally ensure that the stem remains
locked against the dense bone of the calcar and greater trochanter.

Long term fixation is enhanced through bone ingrowth into the HA coating which is plasma sprayed on to the grit
blasted surface of the femoral component (3).

Physiological loading of the calcar region and trabecular ingrowth to the HA coating also prevent the ingress of
particulate matter, reducing the potential for osteolysis.

The CEMTIV femoral stem is the cemented version of the HACTIV. Made of High Nitrogen Content Stainless
Steel material with a smooth and polished surface, the CEMTIV is available in the same range of sizes and can
be implanted with the same instruments.

]'crhe HA|%T|\(/1/ CEMTIV Hip System offers stainless steel, cobalt chrome, pure alumina or composite ceramic
emoral heads.

HACTIV / CEMTIV Femoral Heads come in 22.2mm, 28mm, 32mm and 36mm and 40mm (ceramic only)
sizes.

1. Vidalain JP. Corail® Stem Long-Term Results Based upon the 15-Years ARTRO Group Experience. Fifteen
Years of Clinical Experience with Hydroxyapatite Coatings in Joint Arthroplasty, Ed. Springer, 217-224, 200

2. The Norwegian Arthroplasty Register. http:/Avww.haukeland.no/nrifeng/default. htm

3. Frayssinet, P, Hardly, D.; Hanker, J. and Giammara, B.: Natural History of Bone Response to
Hydroxyapatite-Coated Prostheses Implanted in Humans. Cells and Materials, Vol. 5, No. 2, 1995: 125-13

//
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L2
s imensi
/ | HACTIV / CEMTIV / REACTIV Dimensions

I D

I . Implants 135° STANDARD

| / Réf i

i I s Taille . Angle

ool REV REV Coll. REV. - e ‘

i / HACTIV HA MHH\;CoII. cEMTIV Feniae o Verrouil: Premiére int. Révision cco

I 7 HA9007 110 36.0 38.5 135°

|| 8 9008 i 115 B ES 135

I 9 HA9009  HA9CDOI  HA9 509 130 38.0 38.5 135°

| | 10 H49010  HA9COI0  H49 510 140 I sss T 1357

B 1 HA9011  HA9CO1l  HA9 SI1 145 _ 39.5 38.5 135°

| 12 HA9012  HADCO12  HA9S12 HAQROIZ  HA9 RCO1Z  HA9 RCI12 150 10 D 85 135t

| 13 HA9013  HA9CDI3  HA49 513 155 40.5 38.5 135°

| / 14 HAS 014  HASCO14  H49S14  HA9ROI4  HA9RCO14  HA9 RC114 160 200 [N 385 135°

| 15 HA9015  HA9CDIS  HA9 S15 165 - 41.5 38.5 135°

| / 16 HA9016  HA9CO16  HA9S16 HASROI6  HA9 RCO16  H49 RC116 170 210 N 85 135%

| 18 HA9018  H49 CD18 H43RO1Z  HA9RCO1E  HA9 RC11S 180 220 43.0 38.5 135°

| | 20 H49.020  H49 €020 (2 HA9 RO20  H49 RCO20  HA49 RC120 190 240 [N 385 135%

implants 128° LATERO-VARUS

I 9 H49 1009  H49 LCOOI 130 128"
10 H49 1010 HA49 LCO10 140 128°
11 H49 1011  H49 LCO11 145 128"
12 H49 1012 HA49 LCO12 150 128°
13 H49 D13 H49 LCO13 155 128
14 H49 1014  HA9 LCO14 160 128°
15 H49 L015  H49 LCO1S 165 128
16 H4g 1016  HA9 LCO16 170 128°
18 H49 1018  HA9 LCO18 180 128°
20 H49 1020 (2) H49 LC020 (2 190 51.0 42.0 128°

( y not validated for /Datients exceeding 75kgs
(2) implants available only on special request

HACTIV®
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(H50 4571)

Implants HACTIV® / REACTIV® Implants

8
I
. 2
%
Standard 135° . Latero-varus 128° Standard 135° § g
premiére intention | premiére intention Révision 5 5
Primary Standard \Primary Latero-varus Revision Standard ;",’% %
135° _ _ 135° 2 z
eiliTett _ N eltatts Fendug | Verraulilege l"\.l(:ollsr'em ?{;% “uj
i Cimenté Vs . Fenduz  colerette Distal Gmentg §§ &
HAP HAP §§ ~
| “ ! il 5SS p
Taille / 22 7 |HA9 DOT (1)i2) NA NA | NA NA NA NA NA NA §§ ‘:
Taille / 5i2c 8  |HA49 008 (1)(2) A A [ A | o HA A w | EF O\ Z
Taille / <72 9 HA9 009  HA9CO9  H49 SD9 H49 LO09  HA9 LCO9 na N na na )4 X ﬂ‘_ i
Taille/57+ 10 | HA9010 HA9CIO  HASSI0 | HASLO10 HASLCIO |  wa na oa w | =g —
Taille / “izc 11 H49 011 H49 C11 H49 S11 H49 1011  H49LC11 e NA na NA | g’% i=
Taille/s7c 12 | H49012  H49CI2  HL9512 | H49 1012 HA91C12 | HA9RO12 HAGRCO12 HA9RC112 H49 SRCBIZ! e ‘lE :
Taille / Size 13 H49 013 H49 C13 H49 513 H49 1013 H49LC13 A NA NA NA | Eé :
Taille f 5120 14 HA9 014 H49 C14 H49 §14 | H49 LO14 H49 LC14 i HA49 RO14 HA2 RCO14 H4A9RC114 HA49 SRCG].&! §§
Taille / Siz¢ 15 H49 015  H49C15  H49 515 H49 L015  H49 LC15 A NA na A 88
Taille / 577 16 HA9 016  H49C16  H49 516 | H49 1016 H49LC16 ! HAG RO16 H49 RCO16 HA9RC116 HAQSRCO16 32
Taille / 5ize 18 H49 018 HA49 C18 NA | H49 L018 H49LC18 HA9 RO18 H4% RC018 HA9RC118 HA9 SRCO18| gf;;
Taille /5 20 | HA9020 HA9C20()  wa  |H49 1020 (1) HA9 LC20(1) | HASRO20 HASRCO20 H49RC120 HA9 SRCO20| —a

-:-uullIlll“““"I""l"“lI

¢ e Cath Femoral broaches:
I = i Aoy - e B E—ime o choice of machined
Inox M3ONW / y P28 -3.5mm  H11 1280 AMumine / 2 28 -3.5mm H14 1280 bone—compactor
Inox M3ONW / Stinless Sie @28 +0mm H111281  Alumine/ 4 P28 +0mm  H14 1281 structure (picture) or
Inox M3ONW / \less St @28 +3.5mm  H11 1282 Alumine / @28 +35mm H14 1282 gg"lubcotl‘jfeed Sp’ked
Inox M3ONW / Stainlecs Ste @28 +7mm H11 1283 Céram. Composite / posit 1 @32 -4mm  H14C1320 ’
Chrome-Cobalt /= {1 @28 -tmm  H101279 Céram. Composite / e Cer #32 +0mm  H14 C1321
Chrome-Cobalt / © Chromit @28 -35mm  H10 1280 Ceéram. Composite / & Cerair @32 +dmm  H14 C1322
Chrome-Cobalt / i gl @28 +0mm  H10 1281 Céram. Composite / f e Cer #32 +8mm H14 €1323 ———
Chrome-Cobalt / I @28 +3.5mm H101282  Céram. Composite / P36 -4mm  H14 C1360 ( o
Chrome-Cobalt / Cobait Imiur @28 +7mm  H10 1283 Céram. Composite / 5 2P T @36 +0mm H14 C1361
Chrome-Cobalt / (o - m o3 @28 +10.5mm H10 1284 Ceéram. Composite / t @36 +4mm  H14 C1362
Chrome-Cobalt / ! @32 4mm H101320  Céram. Composite / ! Cet @36 +8mm H14 C1363 '_-’ ]
Chrome-Cobalt / LT @32 +0mm  H10 1321 ‘lif e
Chrome-Cobatt / /) @32 +4mm  H101322 = s
Chrome-Cobalt / f il @32 +8Bmm  H10 1323 1 "ﬂ:_‘——— >
r__ e ey
Instrumentation HACTIV® Instrument Set wso 9100
From top : postero-lateral,
Descriptic b et e Descriptic UG anteﬂorgpgroach, and lateral
: offset broach handle.
Plateau avec couvercte / 1 H50 9000 Rdpe Taille g / 1 H50 009
Manche porte-ripe / 2 HO1 009 Rape Taille 10 / 1 HSO D10
Ciseau évideur / 1 HO1 013 Rape Taille 11 / ¢ i H50 011
Chemise bt conique / 1 HO1 021 Rape Taille 12 / 1 H50 012
Impacteur a bout sphérique 1 HO1 023 Rape Taille 13/ 2 H50 013
Masse coulissante / 1 HO1 033 Rape Taille 14 / ¢ 1 H50 D14
Embout pousse-téte / 1 HO2 D01 Rape Taille 15 / E H50 015
Téte d'essai @28 -3.5mm 1 HOZ 2280 Rape Taille 16 / 2100 1 H50 016
Téte d'essai @28 +0mm 1 HO2 2281 Ripe Taille 18 / o0 1 H50 D18
Téte d'essai @28 +3.5mm 1 HO2 2282 Répe Taille 20 / % H50 020
Téte d'essai @28 +7mm 1 HO2 2283
Téte d'essal @32 -4mm 1 HOZ 2320 _ Numb Numb.
Téte d'essai @32 +0mm 1 HOZ 2321 i ! rticle:
Téte d'essai @32 +4mm 1 HOZ2 2322 2 HO1 D27
Impacteur de tige / 1 H38 022 1 HO1 048
Col d'essai 135° standard 1 H50 002 % HO1 D49
Col d'essai 128° latero-varus 1 H50 005 1 H36 002

Materials:

Coated HACTIV® and REACTIV™ stems : titanium alloy TA6V according ISO 5832-3 + Calcium Hydroxyapatite
Cemented CEMTIV® stems : high nitrogen content stainless steel according ISO 5832-9 ,
Femoral heads : high nitrogen content Stainless steel according ISO 5832-9 or cobalt-chromium alloy according ISO
5832-4 or pure alumina ceramic according ISO 6474-1 or ceramic composite according ISO 6474-2

Locking screws: titanium alloy TA6V according ISO 5832-3

Vacuum packed. Gamma ray sterilised.

Evolutis
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Dual Mobility Cemented
acetabular Cup and Protrusio cross-shell

Cupule acétabulaire a double
mobilite a Cimenter et Croix de
reconstruction
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press fit dual mobility cup

POLYETHYLENE

Crosslinked Polyethylene

CAPITOLE

Cemented dual mobility cup

10 years clinical use

(CAPTIV Dl(\f
_CAPITOLE

DUAL MOBILITY: A GUARANTEE OF STABILITY

www.evolutisfrance.com



CAPTIV DM :
Dual Mobility ensures a high degree of articular stability and large range of motion.
Primary stability is ensured by an excellent peripheral press fit.

CAPTIV specifications :

* The cups are made from nitrogen enriched M30 stainless steel : this steel is 40% more resistant
than 316L and much less prone to corrosion. It avoids the risk of galvanic corrosion with titanium
coating.

* The cup is entirely coated with a layer of 150 microns of porous titanium with a second coating
of 100 microns of osteoconductive hydroxyapatite

* Peripheral pressfit is proportional to size with an average of Imm.

* The pole is congruent with bone reamed, it is recommended to use the same size cup as the
reamer ensuring the press fit.

CAPITOLE :

A complete range of Dual Mobility cups :

press-fit and cemented Dual Mobility ensures a high degree of articular stability
and large ranges of motion.

CAPITOLE specifications :
The cemented CAPITOLE C cup has a mobile insert for enhanced stability in different indications.
» Stainless steel cup, mirror polished inside and on the outside.

* Reaming and cup size are size for size.

» The cup has incorporated spacers which guarantee a regular cement mantle according

to Charnley principles.

The peripheral rim is flanged which ensures correct centring of the cup and cement
pressurisation. The cement escapes via 3 vents.

Cement mantle and pressurisation is therefore of good quality.



MOBILE INSERT :

e The chamfered mobile insert is strongly retentive in order to prevent the head

from dislocating.

Test CRITT (Independent Laboratory) :105,5daN pull out (1 daN equivalent to 1Kg).

*The polyethylene sphere behaves like a big head of at least 40 mm which ensures a

large range of motion and stability which has been shown to be above 99,8%.

e Internal diameter for different heads. :

*Polyethylene for #28 mm heads.

* The range of sizes extends from @46mm to @62 mm (@47mm to @61mm Cemented).
Polyethylene wear of the retentive collar is reduced by the self
centring anti capsizing insert which automatically realigns itself
in the axis of constraints.

PEXEL® Polyethylene, "moderately crosslinked"

Ultra high molecular weight polyethylene (over 7 million), only made by extrusion.
Cross linkage is obtained by using a moderate level of irradiation of about 40 kGy
under vacuum.

Vac U Pac packaging is done under vacuum in a foil pouch free of oxygen,

(seal validation undertaken by the Laboratoire National d’Essai (LNE))

Wear test undertaken by CERAH laboratory on a CAPITOLE T cup with an aged polyethylene:

- After 5 000 000 de cycles, the amount of mass lost was 131,7 mg, which corresponds
to a penetration rate of 0,05 mm/year ; ie 5 times less than with standard polyethylene.

- The graph represents mass lost during walking cycles, getting up from a chair and stairs.
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References

CAPITOLE C dual mobility Cemented cup

Cupule a Cimenter a double mobilité CAPITOLE C

922.2 ¢ 28
Shell ¢ Cupule CAPITOLEC : .
PE Liner / Insert PE Liner / Insert

045 H51 C045 H51 M2245 -

047 H51 C047 H51 M2247 H51 M2847
949 H51 C049 H51 M2249 H51 M2849
051 H51 C051 H51 M2251 H51 M2851
953 H51 C053 H51 M2253 H51 M2853
@55 H51 C055 H51 M2255 H51 M2855
057 H51 C0O57 H51 M2257 H51 M2857
959 H51 C059 H51 M2259 H51 M2859
p61 H51 C061 H51 M2261 H51 M2861

Protrusio Cross-shell

Croix de reconstruction

For cemented cup g

Size / Taille Inner @ Interne Outer @ Externe CatN°®
Pour cupule ¢
046 <45 46 50 H13 046
850 46 - 49 50 54 H13 050
854 50-53 54 58 H13 054
958 54 -57 58 62 H13 058
962 58 -61 62 66 H13 062
Screws
Vis
Description g (mm) L. (mm) Cat N°

Cortical screw [/ Vis corticale 5 35 H16 55035
Cortical screw / Vis corticale 5 40 H16 55040
Cortical screw [/ Vis corticale 5 45 H16 55045
Cortical screw / Vis corticale 5 50 H16 55050
Cortical screw [/ Vis corticale 5 55 H16 55055
Cortical screw / Vis corticale 5 60 H16 S5060
Instrumentation i R o .
CAPITOLE

# Instrumentation

N
™
<
N
©
<

LOt 4, Lot 15

Jun 2019 / Ref: BI_DM Cemented FP H52

CAPITOLE
Straight Handle
Manche Droit
H52 9100

Instrumentation
Cross-shell
Croix de
reconstruction
H03 9102

Mentions légales :

Les imp\antsgacétabulaires CAPITOLE sont des dispositifs médicaux implantables de classe Ill indiqués pour les arthroplasties primaires totales (PTH) ou en
révision (PTHR) de la hanche selon la version. : R . X

Les Croix de reconstruction sont des dispositifs médicaux implantables de classe Ilb indiqués pour les révisions d'arthroplasties (PTHR) de la hanche.

Les implants CAPITOLE et Croix de reconstruction sont pris en charge par I'assurance maladie. Informations sur www.ameli.fr.

Le chirurgien est expressément invité a prendre connaissance des instructions mentionnées sur la notice d'utilisation incluse dans le conditionnement du DMI, ainsi
que celles portées sur le manuel de technique opératoire délivré a la mise en place du produit ou disponible en téléchargement sur le site www.evolutisfrance.com.

Materials | Matériaux : .

Cups: Stainless steel according ISO 5832-1

Liners: UHMWRPE according ISO 5834-1 & 2 ) ) ’

Cross-shell: Stainless stee acc_ordm%ISO 5832-1 with spacers in UHMWPE according ISO 5834-1 & 2
Screws: Stainless steel according ISO 5832-1 :

Packaging: Sterilized under Gamma irradiation, VacUpac packaging

Cupulés :Acier inoxydable selon ISO 5832-1

Inserts : UHMWPE selon ISO 5834-1 et 2

Croix de reconstruction : Acier |nox%dable selon ISO 5832-1 et spacers en UHMWPE selon ISO 5834-1 & 2
Vis : Acier inoxydable selon ISO 5832-1 »

Conditionnement : Stérilisé sous rayonnement Gamma, conditionnement VacUpac

Evolutis

10 Place des Tuiliers, 42720 Briennon, France
Tel ; +33. (0)477.60.79.99 — Fax : +33. (0)477.60.79.90

.evolutisfrance.com
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12/14 FEMORAL HEADS

Staindess Steel, Cobalt-Chwome , Ceramic

Stainless steel IS05832-9 standard Cobalt-Chrome 1IS05832-12 standard
Lotl, Lot 4 Lot 3, Lot 15, Lot 18

H11 1220 Stainless steel @ 22.2 mm short -2 H10 1220 Cobalt Chrome @ 22.2 mm short -2

H11 1221 Stainless steel @ 22.2 mm medium 0 H10 1221 Cobalt Chrome @ 22.2 mm medium 0

H11 1222 Stainless steel @ 22.2 mm long +2 H10 1222 Cobalt Chrome @ 22.2 mm long +2

H11 1279 Stainless steel @ 28 mm extra short -7* H10 1279 Cobalt Chrome @ 28 mm extra short -7*

H11 1280 Stainless steel @ 28 mm short -3.5 H10 1280 Cobalt Chrome @ 28 mm short -3.5

H11 1281 Stainless steel @ 28 mm medium 0 H10 1281 Cobalt Chrome @ 28 mm medium 0

H11 1282 Stainless steel @ 28 mm long +3.5 H10 1282 Cobalt Chrome @ 28 mm long +3.5

H11 1283 Stainless steel @ 28 mm extra long +7 H10 1283 Cobalt Chrome @ 28 mm extra long +7

H11 1320 Stainless steel @ 32 mm short -4 H10 1320 Cobalt Chrome @ 32 mm short -4

H11 1321 Stainless steel @ 32 mm medium 0 H10 1321 Cobalt Chrome @ 32 mm medium 0

H11 1322 Stainless steel @ 32 mm long +4 H10 1322 Cobalt Chrome @ 32 mm long +4

H11 1323 Stainless steel @ 32 mm extra long +8 H10 1323 Cobalt Chrome @ 32 mm extra long +8
H10 1360 Cobalt Chrome @ 36 mm short -4

Composite Alumina ISO 6474 standard H10 1361 Cobalt Chrome @ 36 mm medium 0

H10 1362 Cobalt Chrome @ 36 mm long +4

H14 C1280 Alumina Composite @ 28 mm short -3.5** H10 1363  Cobalt Chrome @ 36 mm extra long +8

H14 C1361 Alumina Composite @ 28 mm med 0**

H14 C1362 Alumina Composite @ 28 mm long +3.5** Alumina ISO 6474 standard

H14 C1320 Alumina Composite @ 32 mm short -3.5

H14 C1321 Alumina Composite @ 32 mm medium 0 H14 1280  Alumina Ceramic @ 28 mm short -3.5

H14 C1322  Alumina Composite @ 32 mm long +3.5 H14 1281  Alumina Ceramic @ 28 mm medium 0

H14 C1323  Alumina Composite @ 32 mm long +8* H14 1282  Alumina Ceramic @ 28 mm long +3.5

H14 C1360 Alumina Composite @ 36 mm short -4 i )

H14 C1361 Alumina Composite @ 36 mm med 0 il 820 e OEIEILS (5 62 M SRl

H14 C1362 Alumina Composite @ 36 mm long +4 A2 MRS (AN

H14 C1363  Alumina Composite @ 36 mm extra long +8** k1822 e R (A amm g

H14 C1400  Alumina Composite @ 40 mm short -4 e L

H14 C1401  Alumina Composite @ 40 mm med 0 AILIEE] AT CERATTE 5 98 i 2t

H14 C1402  Alumina Composite @ 40 mm long +4 by 181672 % Wi et (/98 i (6

H14 C1403 Alumina Composite @ 40 mm long +8**
* On request for stems sizes 6-7-8. **0n request only
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