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Russian text English text

1. HAMMEHOBAHWE MEAVWUWHCKOIO U3AENWNA (MWU) N ETO 1. MEDICAL DEVICE (MD) NAME AND

KTACCUDPNKALNA CLASSIFICATION
1.1 HaumeHoBaHue MW, mofenu nnn sapmaHTbl UCMONHEHNA MU 1.1 MD name, models or variations of MD
KomnoHeHT aHgonpoTesa Ta3obefpeHHoro cycraea Versafitcup: A component of the Versafitcup hip replacement:

Puc.1 Yawka BeptnyxHas CC TRIO/ Fig. Acetabular shell CC TRIO

Homep no  Ha3sBaHue Catalogue  Description

KaTanory Number
01.26.45.0040 Yawwka BeptnyxHasa CC TRIO gnametpom 40 01.26.45.0040 Acetabular shell CC TRIO 0 40
01.26.45.0042 Yawka Beptny>kHas CC TRIO gnametpom 42 01.26.45.0042 Acetabular shell CC TRIO 0 42
01.26.45.0044 Yawwka BepTnyxHas CC TRIO guameTtpom 44 01.26.45.0044 Acetabular shell CC TRIO 0 44
01.26.45.0046 Yaluka BepTny>kHaa CC TRIO gnameTtpom 46 01.26.45.0046 Acetabular shell CC TRIO 0 46
01.26.45.0048 Yawuka BeptnykHasa CC TRIO anameTtpom 48 01.26.45.0048 Acetabular shell CC TRIO 0 48
01.26.45.0050 Yawuka BeptnyxkHas CC TRIO gnametpom 50 01.26.45.0050 Acetabular shell CC TRIO 0 50
01.26.45.0052 Yawuka BeptnyxxHas CC TRIO gnameTtpom 52 01.26.45.0052 Acetabular shell CC TRIO 0 52
01.26.45.0054 Yawuka BeptnyxHas CC TRIO gnameTpom 54 01.26.45.0054 Acetabular shell CC TRIO 0 54
01.26.45.0056 Yaluka BeptnyxHasa CC TRIO gnametpom 56 01.26.45.0056 Acetabular shell CC TRIO 0 56
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01.26.45.0058
01.26.45.0060
01.26.45.0062
01.26.45.0064

Homep no
Kartanory
01.26.45.0070

Homep no
Karanory
01.26.45.1144

01.26.45.1146
01.26.45.1148
01.26.45.1150
01.26.45.1152
01.26.45.1154
01.26.45.1156

Yawka septny>kHaa CC TRIO gnameTtpom 58
Yawwka septnyxHasa CC TRIO grnametpom 60
Yawka septny>kHaa CC TRIO gnameTtpom 62
Yawwka septny>kHada CC TRIO gnametpom 64

01.26.45.0058
01.26.45.0060
01.26.45.0062
01.26.45.0064

Acetabular shell CC TRIO 0 58
Acetabular shell CC TRIO 0 60
Acetabular shell CC TRIO 0 62
Acetabular shell CC TRIO 0 64

Puc.2 3arnywka ans vawku septayxHoin CC TRIO / Fig.2 Acetabular shell CC TRIO screw plug

Ha3BaHue

3arnyuwka gns Yawku septnyxHoin CC TRIO

Catalogue
Number
01.26.45.0070

Description

Acetabular shell CC TRIO screw plug

Puc.3 Yawwuka BepTtnyxHas CC TRIO 6e3 oteepctuii / Fig.3 Acetabular shell CC TRIO No-Hole

Ha3BaHue

Yawuka BeptnyxHast CC TRIO 6e3 0TBepCTUin AnameTpom 44
Yawka BepTny>kHas CC TRIO 6e3 oTBepcTuii anameTpom 46
Yawuka BeptnyxxHas CC TRIO 6e3 0TBEpCTUiA AnameTpom 48
Yawka BepTny>kHas CC TRIO 6e3 oTeepcTuii gnameTpomM 50
Yawka BepTny>kHas CC TRIO 6e3 oTBepcTuiA AnameTpom 52
Yawka BepTny>kHas CC TRIO 6e3 oTBepcTUil arameTpoM 54
Yawka BepTny>kHas CC TRIO 6e3 oTBepcTuii AnameTpoM 56
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Catalogue
Number
01.26.45.1144

01.26.45.1146
01.26.45.1148
01.26.45.1150
01.26.45.1152
01.26.45.1154
01.26.45.1156

Description

Acetabular shell CC TRIO No-Hole 0 44
Acetabular shell CC TRIO No-Hole 0 46
Acetabular shell CC TRIO No-Hole 0 48
Acetabular shell CC TRIO No-Hole 0 50
Acetabular shell CC TRIO No-Hole 0 52
Acetabular shell CC TRIO No-Hole 0 54
Acetabular shell CC TRIO No-Hole 0 56



01.26.45.1158
01.26.45.1160
01.26.45.1162
01.26.45.1164

Yawuka BeptnyxHas CC TRIO 6e3 oTBepcTuiA gnameTpom 58
Yawka Beptny>kHas CC TRIO 6e3 oTBepcTuiA AnameTpom 60

Yawka BepTnykHasd CC TRIO 6e3 0TBepcTMil AnameTpom 62
Yawka BepTny>kHas CC TRIO 6e3 oTBepcTuii gnameTpom 64

01.26.45.1158
01.26.45.1160
01.26.45.1162
01.26.45.1164

Acetabular shell CC TRIO No-Hole 0 58
Acetabular shell CC TRIO No-Hole 0 60
Acetabular shell CC TRIO No-Hole 0 62
Acetabular shell CC TRIO No-Hole 0 64

Puc.4 3knagpiw nnockuii PE HC; Bknaablw 3akpbIiThili inkecupoBaHHbiii PE - C/ Flat PE HC Liner; Hooded PE HC fixed Liner

Homep no
KaTasnory
01.26.2233HCT

01.26.2837HCT
01.26.2839HCT
01.26.2844HCT
01.26.2848HCT
01.26.2852HCT
01.26.3239HCT
01.26.3244HCT
01.26.3248HCT
01.26.3252HCT
01.26.3644HCT
01.26.3648HCT
01.26.3652HCT

01.26.2233HCAT

01.26.2837HCAT Bknagpliw 3aKpbITbln hKCMpOBaHHbI PE HC anametpom 28 /

Ha3BaHue

Bknagbiw nnockuii PE HC gnametpom 22.2 / AZ

Bknagbiw nnockuii PE HC gnametpom 28 / B
Bknagbiw nnockuii PE HC gnametpom 28/ C
Bknagbiw nnockuii PE HC gnametpom 28 /E
Bknagpiw nnockuii PE HC gnametpom 28 / F
Bknagpiw nnockuii PE HC gnametpom 28 / G
Bknagbiw nnockuii PE HC gnametpom 32/ C
Bknagbiw nnockuin PE HC anametpom 32/ E
Bknaabiw nnockuii PE HC gnametpom 32/ F
Bknagbiw nnockuii PE HC guametpom 32/ G
Bknagbiw nnockuii PE HC anameTtpom 36 / E
Bknagpiw nnockuii PE HC amnametpom 36 / F
Bknaabiw nnockuii PE HC gnametpom 36 / G

BknagblLl 3aKpbITbIil GKcMpoBaHHbIi PE HC grameTpom 22.2

IAZ

B
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Catalogue
Number
01.26.2233HCT

01.26.2837HCT
01.26.2839HCT
01.26.2844HCT
01.26.2848HCT
01.26.2852HCT
01.26.3239HCT
01.26.3244HCT
01.26.3248HCT
01.26.3252HCT
01.26.3644HCT
01.26.3648HCT
01.26.3652HCT

0L26.2233HCAT
01.26.2837HCAT
01.26.2839HCAT

Description

Flat PE HC Liner 0 22.2/ AZ

Flat PE HC Liner 0 28 / B

Flat PE HC Liner0 28/ C

Flat PE HC Liner0 28/ E

Flat PE HC Liner 0 28 / F

Flat PE HC Liner0 28/ G

Flat PE HC Liner0 32/C

Flat PE HC Liner0 32/E

Flat PE HC Liner0 32/F

Flat PE HC Liner0 32/ G

Flat PE HC Liner0 36/E

Flat PE HC Liner0 36/F

Flat PE HC Liner0 36/G

Hooded PE HC fixed Liner 0 22.2/ AZ
Hooded PE HC fixed Liner0 28/ B
Hooded PE HC fixed Liner 0 28/C



01.26.2839HCAT
01.26.2844HCAT
01.26.2848HCAT
01.26.2852HCAT
01.26.3244HCAT
01.26.3248HCAT

01.26.3252HCAT

Homep no
KaTtanory
01.26.46MB
01.26.48MB
01.26.50MB
01.26.52MB
01.26.54MB
01.26.56MB
01.26.58MB

BbCnagplill 3aKpbITbIl hMKcUpoBaHHbI PE HC guametpom 28 /
CB:K}'Ia,CI,bILU 3aKpbITbI hKcnpoBaHHbIN PE HC anameTpom 28 /
EKﬂa,U,bILLI 3aKpbITbI (IMKcMpoBaHHbI PE HC anameTtpom 28 /
EKJ‘Ia,CI,bIUJ 3aKpbITbIA (nKcMpoBaHHbIM PE HC grametpom 28 /
CB;KJ'Ia,CI,bILIJ 3aKpbITbIN (UKCcMpoBaHHbIN PE HC grameTpom 32 /
EKJ‘Ia,CI,bILLI 3aKpbITbIN nKcuposaHHbIi PE HC grametpom 32 /
EKI‘Ia,EI,bILLI 3aKpbITbI (nKcrpoBaHHbI PE HC gnametpom 32 /
G

01.26.2844HCAT
01.26.2848HCAT
01.26.2852HCAT
01.26.3244HCAT
01.26.3248HCAT
01.26.3252HCAT

Hooded PE HC fixed Liner0 28/ E
Hooded PE HC fixed Liner0 28/ F
Hooded PE HC fixed Liner0 28/ G
Hooded PE HC fixed Liner0 32/E
Hooded PE HC fixed Liner0 32/F
Hooded PE HC fixed Liner0 32/G

Puc.5 Yawka septnyxHas / Fig.5 Acetabular shell

Ha3BaHue

Yallka BepTny>KHaa fuameTpom 46
Yallka BepTny>KHaa fuameTpom 48
Yallka BepTny>kHada guametpom 50
Yallka BepTnyXHas fuaMeTpom 52
Yallka BepTny>KHaa anameTpom 54
Yalllka BepTNyXHasa AMaMeTpom 56
Yallka BepTiy>KHaa anameTpom 58
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Catalogue
Number
01.26.46MB

01.26.48MB
01.26.50MB
01.26.52MB
01.26.54MB
01.26.56MB
01.26.58MB

Description

Acetabular shell 0 46

Acetabular shell 0 48
Acetabular shell 0 50
Acetabular shell 0 52
Acetabular shell 0 54
Acetabular shell 0 56
Acetabular shell 0 58



01.26.60MB  YaluKa BepT/y>KHasa gnameTpom 60
01.26.62MB  Yaulka BepT/y>KHas gnameTpom 62
01.26.64MB  YallKa BEpPT/y>KHasA gnameTpom 64

Homep no
Katanory
01.26.2246MHC

01.26.2248MHC
01.26.2250MHC
01.26.2252MHC
01.26.2254MHC
01.26.2256MHC
01.26.2258MHC
01.26.2260MHC
01.26.2262MHC
01.26.2264MHC
01.26.2848MHC
01.26.2850MHC
01.26.2852MHC
01.26.2854MHC
01.26.2856MHC
01.26.2858MHC
01.26.2860MHC

01.26.60MB  Acetabular shell 0 60
01.26.62MB  Acetabular shell 0 62
01.26.64MB  Acetabular shell 0 64

Puc.6 Bknagpiw agoiiHoi nogsmxHocTn HC / Fig.6 Double Mobility HC Liner

Ha3BaHue

Bknagpnn aBoiHoM noasmxHocTn HC auameTpom 46 / 22.2
Bknaabiw ABONHON noasvkHocTM HC anameTtpom 48 / 22.2
Bknaabiw ABOMHOM noasvkHocTM HC amnameTtpom 50 / 22.2
Bknagbiw ABOMHOM noasmkHocTn HC anameTtpom 52 / 22.2
Bknagbiw ABOMHON noasvkHocTM HC guameTpom 54 / 22.2
BknagpIww ABoiHOM noasvxHocTn HC auametpom 56 / 22.2
Bknagpnn ABoiHon noasvxHocTn HC grnameTtpom 58 / 22.2
Bknagbnn aoitHon noasvkHocTn HC amametpom 60 / 22.2
Bknagbnn aBoiHoi nogsvkHocTn HC gruameTtpom 62 / 22.2
Bknagbnn aBoiHoi noasvxHocTn HC grnameTtpom 64 / 22.2
Bknagpbiw ABOMHON noasvkHocTn HC grameTtpom 48 / 28
Bknagbnn aBoiHoin nogsvkHoctn HC grnameTtpom 50/ 28
Bknagbnn gBoiHoi nogsvkHoctn HC gruameTtpom 52 / 28
Bknaabiw ABoiHoNM noaswHocTn HC grnameTtpom 54 / 28
BknagpIww aoriHo noaskHocT HC amnametpom 56 / 28
Bknagbnn gBoiHou nogswkHoctn HC gruameTtpom 58 / 28
Bknagbnn gBoiHol nogswkHoctn HC gruameTtpom 60 / 28
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Catalogue
Number
01.26.2246MHC

01.26.2248MHC
01.26.2250MHC
01.26.2252MHC
01.26.2254MHC
01.26.2256MHC
01.26.2258MHC
01.26.2260MHC
01.26.2262MHC
01.26.2264MHC
01.26.2848MHC
01.26.2850MHC
01.26.2852MHC
01.26.2854MHC
01.26.2856MHC
01.26.2858MHC
01.26.2860MHC

Description

Double Mobility HC Liner 0 46/22.2
Double Mobility HC Liner 0 48/22.2
Double Mobility HC Liner 0 50/22.2
Double Mobility HC Liner 0 52/22.2
Double Mobility HC Liner 0 54/22.2
Double Mobility HC Liner 0 56/22.2
Double Mobility HC Liner 0 58/22.2
Double Mobility HC Liner 0 60/22.2
Double Mobility HC Liner 0 62/22.2
Double Mobility HC Liner 0 64/22.2
Double Mobility HC Liner 0 48/28
Double Mobility HC Liner 0 50/28
Double Mobility HC Liner 0 52/28
Double Mobility HC Liner 0 54/28
Double Mobility HC Liner 0 56/28
Double Mobility HC Liner 0 58/28
Double Mobility HC Liner 0 60/28



01.26.2862MHC  Bknagpiww ABoiHoi noasmxHoctn HC anametpom 62 / 28 01.26.2862MHC  Double Mobility HC Liner 0 62/28
01.26.2864MHC  Bknagbnn gsoviHow nogsmxkHocTn HC gruaveTtpom 64 / 28 01.26.2864MHC Double Mobility HC Liner 0 64/28

I

Puvc.7 BYHT ry6uaTblii KOCTHbIN C MI0CKOV ronoBkoi gnametpom 6.5 / Fig.7 Cancellous tone screw flat head 0 6,5

Homep no  HasBaHue Catalogue  Description
KaTtanory Number
01.26.65.20  BWHT ry6uaTblil KOCTHbIA C MIOCKOW ronoBKOi AuameTpom 6.5 01.26.65.20  Cancellous bone screw flat head 0 6,5 L 20
AnHol 20 01.26.65.25  Cancellous bone screw flat head 0 6,5 L 25
01.26.65.25  BWHT ry6uaTtblii KOCTHbI C MIOCKO FOMOBKO AvameTpoMm 6.5 01.26.65.30  Cancellous bone screw flat head 0 6,5 L 30
AnHon 25 . . . 01.26.65.35  Cancellous bone screw flat head 0 6,5 L 35
01.26.65.30  BMWHT rybuatblil KOCTHbIA C MOCKOW rofIoBKOW AuvameTpom 6.5 01.26.6540 Cancellous bone screw flat head 0 6.5 L 40
AnnHoii 30 PSS '
01.26.65.35  BWHT ry6uatblii KOCTHbI/ C NIOCKO TOMIOBKON AnMaMeTpom 6.5 01.26.65.45  Cancellous bone screw flat head 0 65 L 45
Aol 35 ; _
01.26.65.40  BWHT ry6uaTblii KOCTHbIA C M/I0CKOM rOMIOBKOM AnameTpom 6.5 Scope o supply.
[MHON 40 DeVIce? 1pcs.
01.26.65.45  BWHT ry6uatbiii KOCTHbI/A C MIOCKOW FOMOBKOW AuameTpom 6.5 In_structlon for use - 1,pCS'
o Stickers for the patient's card - 6 pcs.
ANnHON 45
KOMMIEKTHOCTb: The following names may be used for medical devices: product,

medical device, MD, device, implant, implantable device,
prosthesis, endoprosthesis, hip endoprosthesis, acetabular shells,
liners, screws, Versafitcup, and combinations of these names
(e.g., Versafitcup implants).

- N3penve -1 .
- VIHCTpyKUMA N0 NpYMeHeHunto - 1 wr.
- CTUKepbl Ana KapTbl NauuveHTa - 6 LWT.

[Janee no TeKCTy AN MeAULMHCKUX WU3AENUA MOryT GbiTb UCTOMNb30BaHbl CrefyoLive
HaVMEHOBaHWS: M3aenve, MeauUuMHCKoe wu3denue, MW, YCTPOIACTBO, WMMMAHTAT,
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MMNaHTUPYeMoe YCTPOICTBO, NPOTe3, 3HAOMPOTES, SHA0NPOTE3 Ta306epeHHOr0 CyCTaBa,
yalKn  BepTAYXHble, BKMagblww, BUHTHI, Versafitcup, a Takke Kom6uHauuu
BblLLIENEepPeYNCIEHHbIX Ha3BaHUIA (Hanpumep nmnnaHTaTsl Versafitcup).
1.2. Knaccumnkauua MA

MeauLMHCKOe 13aenve 0THOCUTCA K Knaccy pucka 3.

Tvn v gNTeNbHOCTL KOHTaKTa C OPraH13MOM Ye/l0BEKa —13Ae/INA MOCTOAHHOIO KOHTaKTa
(6onee 30 CyTOK) C MATKMMM N KOCTHBIMW TKaHAMM.

KpaTHOCTb MPUMEHEHMS MEAULIMHCKOTO U34eNNA - U3AeNne OAHOKPATHOrO NPUMEHEHNS.
IHBa3MBHOCTb —MeULIMHCKOE U3feNne HBa3MBHOE, BBOAUMOE XMPYPrMYECKUM MyTEM.
CTepunbHOCTb - MeAULMHCKOE MU3LeNne CTepUnbHOE.

MprMeHeHNe AN HKM3HEHHO BaKHbIX OpraHoB (Cepaue, LUeHTpanibHas cuctema
KpOBOOOpaLLeHUs, LeHTpasbHas HepBHas CUCTeMa) - W3JeNne He WMMeeT KOHTaKT ¢
YXM3HEHHO BXXHbIMY OpraHamu.
2. HA3HAYEHWVE MEAMLIMHCKOIO U3AENNA U MPUHLUMMbI AENCTBUA

KomnoHeHTbl 3HAoMNpoTe3a Ta3obefpeHHoro cycrasa Versafitcup npefHasHaueHbl s

MPOTE3VMPOBaHNSA BEPTIY>KHOW BMafuHbl MPW MOSHON WM YaCTUYHOW apTPOnIacTmke

Ta300e/jpeHHOro cycTasa, NyTeM 3aMeHbl MOBPEXEHHOro Ta3obeApeHHOro cycrasa npu

NePBUYHON WU PEBU3NOHHOIN OnepaLmn.

3, MOKA3AHNA N TPOTUBOIMOKASAHNA K TIPUMEHEHUO MK WU
BO3MO>XHbIE MOBOYHbLIE 3P PEKTbI

3.1. MNoka3aHuA

3HponpoTe3bl TazobeapeHHOro cyctasa Versafitcup npegHasHaveHbl 419 UCNO/b30BaHUA
npu TOTa/lbHOW apTponiacTuke Ta300eApeHHOro cycraea, A4 MEPBUYHOW WK
PEBU3NOHHOI onepaLun.

ToTanbHas apTponiacT1Ka Ta306epeHHOro CycTaBa NoKasaHa B CNeayroLmX ciyyasx:

- CunbHaa 60nb W/MnM  HepaboTOCMOCOBGHOCTL CyCTaBa B pe3ynbTaTe apTpos3a,
TpaBMaTUYeCcKOro apTputa, PeBMaTOMAHOrO NOMMAapPTPUTa WU BPOXAEHHOW AMChasvum
Ta306epeHHOro CycTaBa.

- ABaCKY/ISIPHbIA HEKPO3 rO/I0BKN 6ePeHHON KOCTW.
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1.2. MD classification

The medical device belongs to risk class 37 _ IEIT"
Type and duration of contact with the human body - products in
constant contact (more than 30 days) with soft and bone tissues.
Frequency of medical product use - single-use product.
Invasiveness - a medical device is invasive and is administered
by surgical way.

Sterility - medical device is sterile.

Use for vital organs (heart, central circulatory system, central
nervous system) - the product has no contact with vital organs.
2. INTENDED USE AND PRINCIPLE OF OPERATION

The components ofthe Versafitcup hip replacement are designed
for use in total or partial hip arthroplasty by replacing the
damaged hip joint, in primary or revision surgery.

3. INDICATIONS AND CONTRAINDICATIONS FOR
MD USE AND POSSIBLE ADVERSE EFFECTS
3.1. Indications

Hip endoprostheses Versafitcup are designed to be used in total
hip arthroplasty, for primary or revision surgery. Total hip
arthroplasty is indicated in the following cases:

- Severely painful and/or disabled joint as a result of arthrosis,
traumatic arthritis, rheumatoid polyarthritis, or congenital hip
dysplasia.

- Avascular necrosis of the femoral head.

- Acute traumatic fracture of the femoral head or neck.



- OcTpblii TpaBMaTHYECKHI NEpesIoM roJIOBKH HIIH 1IeHKH 6enpa.

- Heynaya npeabinyueit onepaiyy Ha Ta300€IpEHHOM CYCTaBe: PEKOHCTPYKIIHS CYCTaBa,
BHYTPEHHAA ¢uKcaums, apTpoje3, YaCTHYHAsA apTpOIIaCTHKa Ta300eJpeHHOro CycTaBa,
3HAONPOTE3HPOBaHHE HIIH TOTAbHAsA apTPOILIACTHKA Ta300eApeHHOro CycTasa.

HUsnenne npennasHaueHo s 3aMeHBbl MOBPEXAECHHOro Ta3obeapeHHOro cycrapa, KOraa
KOCTHbIH 3amnac J0CTaTO4YEH, C LE/IbIO YBEIHYEHHS MOABHXHOCTH MALlHEHTA H YMEHbILICHHA
6onu. Ona npeaHasHauyeHa Ul MALMEHTOB, KOTOPbIE B CHJIy OTHOCHTEJIBHO MOJIOAOro
BO3pacTa MJM MOBLILICHHOrO YPOBHA aKTHBHOCTH HE€ MOIXOAAT Ui TPaIHLIHOHHOM
TOTaJIbHON apTPOIUIACTHKH Ta306€IpeHHOro CycTasa.

OHI0MPOTE3HPOBAHHE NOKA3aHO B CJICAYIOLIHX CyYasX:

- CunbHas 6OJb W/HMIM NOBPEXAEHHOCTh CYCTaBa B pe3yibTaTe MNEPBHYHOIO HJIH
BTOPHYHOTO apTPHTA, a TAKXKE MOXKET pacCCMAaTPHBATHCA MPH BOCTIAIHTEILHOM apTPHTE HIIH
BPOXICHHOMN IMCINIa3HA.

- ABacKyJISIpHBIH HEKPO3 roJIOBKH OepeHHO#H KOCTH, €CNIH OCTABLIMHCA KOCTHBIH 3amac
JOCTaTO4€EH.

- Failure of previous hip surgery: joint reconstruction, internal
fixation, arthrodesis, partial hip arthroplasty, hip resurfacing
replacement, or total hip arthroplasty.

The device is designed for use in resurfacing replacement to
provide increased patient mobility and reduced pain by replacing
the damaged hip joint, when bone stock is adequate. It is
designed for patient who, due to their relatively younger age or
increased activity level, may not be suitable for traditional total
hip arthroplasty.

Resurfacing replacement is indicated in the following cases:

- Severely painful and/or disabled joint as a result of primary or
secondary arthritis, and it can be considered in inflammatory
arthritis or congenital dysplasia.

- Avascular necrosis of the femoral head if remaining bone stock
is adequate.

3.2. IporHBonoKazaHus

[MpoTHBONOKa3aHHA /UIS 3HAONPOTE30B Ta3o0eapeHHOro cycrasa Versafitcup ABaAOTCA
CTaHAAPTHBLIMH  NPOTHBOMOKA3aHMAMH  JUIA  TOTAJILHOTO  JHAONPOTE3HPOBAHHA
Ta300eApeHHOro CycTasa:

- Ocrpaﬂ, CHCTCMHasA HJIH XpOHHYCCKanA HHd)eKl.lHJI.

- CkenleTHas He3penocTb.

- Tskenbiii MbIIIICYHBIH, HEBPOJIOTHYECKHH, COCYAUCTBIA AeQHLHT HIH JIPYTHE NAaTOJNOTHH
NOPaXEHHOH KOHEYHOCTH, KOTOPbIE MOTYT HapyIUHTh GYHKLHIO HMILJIAHTATA.

- CocTosiHHE KOCTHOM TKaHH, KOTOPOE MOXET HapyUIHTh CTAOHILHOCTDL HMIJIAHTATa.

K cneun¢uueckuM NpoTHBONOKa3aHHAM JUIA 3aMEHBI NTPOTE3a TAK)KE OTHOCATCH:

- Taxenvii cnyyaii peBMaTOMOHOrO MOJHAPTPHTa HJIH BPOXACHHA IHUCILIA3HsA
Ta306eApEeHHOro cycTasa.

- [TauneHTHI C OCTEOHEKPO30OM HIIH aBACKYJIIPHBEIM HEKPO30M C KDHTHYECKHM MOPAKEHHEM
rOJIOBKH O€lpeHHOH KOCTH.

- [TaneHTH ¢ OCTPLIM TpaBMaTHYECKHM NEpesioMoM LieHKH beapa.

3.2. Contraindications

Hip endoprostheses Versafitcup contraindications are the
standard contraindications for total hip replacement:

- Acute, systemic or chronic infection.

- Skeletal immaturity.

- Severe muscular, neurological, vascular deficiency or other
pathologies of the affected limb that may compromise the
function of the implant.

- Bone condition that may compromise the stability of the
implant.

Specific contra-indications for resurfacing replacement also
include:

- Severe case of rheumatoid polyarthritis or congenital hip
dysplasia.
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- Taxkenas p,edpopmau,vm FONOBKU W LLIENKN U HeﬁﬂaFOI'IpI/IFITHOG COOTHOLLEHWNE roJIoBKN
W LLIEAKN, KOTOPOE MOXXET HapyLNUTb CTabu/IbHOCTb MMMNJIaHTaTa.

- MauneHTbl ¢ MHOXECTBEHHbIMU KUCTamMWn TO/I0BKM 6e,qpeHH017| KOCTW, KOTOpPblE MOIyT
HapyLnNTb CTabWNbHOCTb MMMNAHTaTa.

MCUXMYECKME NN HEPBHO-MbILLIEYHbIE PACCTPOIACTBA MOTYT CO3AaTb HEMPUEMEMBIA PUCK
AN NaLyeHTa U CTaTb UCTOYHMKOM MOC/eONepaLMOHHbIX OCMOXHEHWUIA. Xupypr HeceT
OTBETCTBEHHOCTb 3a TO, YT0Obl Yy NauuMeHTa He O6bl0 W3BECTHOW anneprum Ha
MCMOMb3yeMble MaTepuarbl.

3.3. Mo604Hble 3(hdheKTbl

O6uyme:

- CMeLLeHmMe npoTesa, 4acTo CBA3aHHOE C BbILLEeYNOMAHYTbIMY (DakTopamu.

- PaHHee wnn nosfgHee pacliaTtbiBaHWE KOMMOHEHTOB MpOTe3a, 4acTo CBfA3aHHOE C
BbILLIEYNOMSAHYTLIMY (haKTOpamMu.

- YCTaI0CTHOE paspyLueHne 6eipeHHOr0 CTePXKHS, YaCTo CBSA3aHHOE C BbILLEYNOMSAHYTbIMA
(hakTOpamu.

- VI3HOC NONM3TMNIEHOBOrO KOMMOHEHTA WAW MepesioM KepamMuUyecKoro BKagpllla Wnm
rOMI0BKW, YaCTO CBA3AHHbIE C BbMUEYNOMSAHYTLIMU (PaKTopamu.

- N3HOC 1nn BbICBOOOXAEHVE VOHOB M3 MET/IIMYECKNX OMOPHbLIX MOBEPXHOCTEN, 4acTo
CBSAI3aHHbIE C BbMMNEYNOMAHYTbIMM (PaKTopamu.

- PaHHAA nn no3aHas nHgekums.

- Heliponatun. VIH(pakIMHUYeCKoe MNopaxkeHWe HepBa, Bbi3BaHHOE XMPYPruyecKon
TpaBMOW.

- TkaHeBble peakLmu, 0CTe0IN3 U/UNK pacLlaTbiBaHUe UMMNJIAHTATA, BbI3BaHHbIE KOPPO3Mel
MeTasIna, annepruei, 0CKONKaMm U3HOCa UK PbIX/IbIMU YacTULAMU LIEMEHTA.

- Yponornyeckme oCnoXxHeHus.

- bonb.

MepronepayoHHbI NepPUOA:
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- Patients with osteonecrosis or avascular necrosis critically
involving the femoral head.

- Patients with acute traumatic fracture of the femoral neck.

- Severe deformity of head and neck or unfavourable head/neck
ratio that may compromise the stability of the implant.

- Patients with, multiple cysts Df the femoral

compromise the stability of the implant. z

Mental or neuromuscular disorders may create an unacceptable
risk to the patient and can be a source of postoperative
complications. It isthe surgeon’s responsibility to ensure that the
patient has no known allergy to the materials used.

3.3. Adverse effects

General:

- Prosthesis displacement, often related to the above-mentioned
factors.

- Early or late loosening of the prosthetfc components, often
related to the above-mentioned factors.

- Fatigue failure of the femoral stem, often related to”*he above-
mentioned factors.

- Wear of the polyethylene component or fracture ofthe ceramic
liner or head, often related to the above-mentioned factors.

- Wear or ion release of the metallic bearing surfaces, often
related to the above-mentioned factors.

- Early or late infection.

- Neuropathies. Infraclinical lesion of a nerve, due to surgical
trauma.

- Tissue reactions, osteolysis and/or implant loosening caused by
metal corrosion, allergy, wear debris, or loose cement particles.
- Urological complications.

- Pain.



- llepdopanus yaurky.

- Ilepdopauus nuapuza GeapeHHOM KOCTH, TpEIIMHA WIH TNEPENIOM, KOTOPhIA MOXET
noTpeboBaTh BHYTpeHHEH QHKCalHH.

- Ilepenom TpoxanTepa.

- INoBpexaenune cocynos (NoaAB3AOMHOMA, 0OTypaTopHO# H 6epeHHOM apTepHii).

- BpeMeHHO€E MM NMOCTOAHHOE NOBpEXIeHHE HEPBOB (6elpeHHOro, 0OTYpaTOPHOro HIIH
CEJIANTIIHOrO).

- MoaBLIBHX MM BBIBHX Ta300€ApEeHHOro CycTaBa H3-3a HEMpaBHIBHOrO BbIOOpa pasmepa
WIH  HENpaBMIbHOW KOHQHMIypauMH MpoTe3a, HENPaBHJIBHONO  PacroIOKEHHS
KOMNOHEHTOB W/HJIK APAGIOCTH MbILUL H COCAHHHTENLHON TKaHH.

- Y UIHHEHHE WIIK YKOPOYEHHE ONepaTHBHON CTOPOHBI.

HenocpeacreenHbiii nocaeonepanHonHbli nepHoa:

- Cepneuno-cocyaucTnie 3aboneBanus, Bkuodas Tpom0o3 BeH, 3MGonuio M HHpapkr
MHOKapza.

- FemaTroma u/unu 3aMe/ICHHOE 3aXHBIICHHE.

- [THeBMOHMA W/WIIHK aTaneKTas.

- [ToaBbIBMX MJIH BLIBHX.

Io3nunii nocneonepanHonnblii nepuoa:

- BuiBUX TpoxaHTepa B pe3yabTaTe Ype3MEPHOIO HaNPsHKEHHA MbILIL HIIH NEPETPYy3KH.

- O6octpenne mnpobneM ¢ KOJICHOM H TrOJICHOCTONOM HIICH/IATEPANbHOH HJIH
KOHTpaJlaTepalibHOH KOHEYHOCTH, BhI3BAHHOE pasHHIleH B JUIMHE HOr, CMEIICHHEM
6enpeHHOlN KOCTH W/HIIH MBILIEYHBIM JCHHIMTOM.

CMEIIIEHHEM H/HIIH MBIIEYHBIM JEHIATOM.

- TMepenom GenperHoi KOCTH MAH BEPTAYKHOH BNAIMHLI B pe3yibTaTe TPaBMbl WM
neperpy3kH, 0CoGeHHO H3-3a TUIOXOro COCTOSHHA KOCTHOH TKaHW B pe3yJbTaTe TAXeJIOoH
¢opMbl  OcTeonoposa, nedekToB KOCTHOW TKaHH B pe3yabTaTe THKENoH QopMbl
ocreonopo3a, JAepeKTOB  KOCTH B pe3yiabTaTe  MNpelblaylled  OomnepalM,
NoC/leonepalHOHHONA pa3BEPTKH HH Pe30pOLHH KOCTH.

- Pe3opbuus KkocTH, KOTOpas MOXeT TOBPeAHTb (QHKCALHIO HIH MPHBECTH K
pacLiaTbIBAHHIO HMIJIAHTATa.

Peroperative:

- Cup perforation.

- Femur diaphysis perforation, crack or fracture that may require
internal fixation.

- Trochanter fracture.

- Vascular damage (iliac, obturator and femoral arteries).

- Temporary or permanent nerve damage (femoral, obturator or
sciatic nerve).

- Subluxation or dislocation of the hip joint due to wrong size
selection or wrong prosthesis configuration, malposition of the
components and/or laxity of the muscles and connective tissue.
- Lengthening or shortening of the operative side.

Immediate postoperative:

- Cardiovascular disorders, including vein thrombosis,
embolism, and myocardial infarction.

- Haematoma and/or delayed healing.

- Pneumonia and/or atalectasis.

- Subluxation or dislocation.

Late postoperative:

- Avulsion of the trochanter resulting from excessive muscle
tension or overloading.

- Aggravation of the problems with the knee and ankle of the
ipsilateral or contralateral limb caused by difference in leg
length, femur

displacement and/or muscular deficiency.

- Fracture of the femur or acetabular cup resulting from trauma
or overloading, especially because of poor bone stock resulting
from severe osteoporosis, bone defects resulting from previous
surgery, peroperative reaming or bone resorption.

- Bone resorption which may damage the fixation or result in
implant loosening.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




4 NHPOPMALUWMA ONOTEHUWMANBHBIX MOTPEBUTENAX MU

N YKASAHWA MO MCMNOJTIb3OBAHNIKO
4.1 TloTeHuManbHble noTpebutenn MU

MW npeaHasHa4vyeHbl A0na MCnosb30BaHUA KBaﬂl/I(bVILI,VIDOBaHHbIMI/I cnegnasinCtaMmn B
06nacTun 3a4paBooxXpaHeHus.

CI'IeLI,VIaI'IVICTbI 30PaBOOXPaHEHNA  OOJIKHbI NMETb MOJIHOE npeactaB/eHNE O
npeanosaaraeMom MCrosb3oBaHNN NMPOAYKTa N UCMNOJIb3YEMbIX XUPYPIrNYECKNX METO4axX, a
TaKXXe MPOMNTY COOTBETCTBYHOLLLYHO NMOArOTOBKY.

I/I3,u,enm| MOTYT HasHa4aTbCA N UMMNAHTUPOBATLCA TO/IbKO MEANLNHCKUMA pa60THVIKaMl/I,
NMEIOLLMMIU 3aKOHHOE paspeLleHmne Ha NpoBeAeHNe Takoro poja onepawuii.

MeanumMHCKne paboTHUKWN: XMPYPr-opTones, X1pypr-TpaBMaTonor

4.1. YKa3zaHusi N0 UCMNo/1b30BaHUIO

MpeaonepaumoHHbIi aTan

Xupypr [O/MKEH NPOBEPUTb BO3MOXHbIE (DU3MYECKME OFpaHMYEHMS MaLMEHTa, a Takxke
06CyAUTb C HAM BCe IETanu NpoLieaypbl 1 NPOTe3MPOBaHKs. B xofe o6cyXaeHns cneayeT
PAcCMOTPETb OFpPaHMuYeHUs MPOLUeaypbl M OrpaHUYeHusi, HaknafblBaeMble BblGPAHHbLIM
MMMNaHTaToM. [Ns MOBbILIEHVS LIAHCOB MalueHTa W30eXaTb OCNOXHEHWUIA cresyeT
yKasaTb (haKTopbl, KOTOPblE MOryT OrpaHU4YKUTb PaBoTOCMOCOGHOCTb U CTaGWIbHOCTD
VMMNNaHTaTa, Hanpumep, YPoBeHb akTUBHOCTM, BEC MNaLMeHTa. Heo6XoauMocTb CiefoBaTh
nocneonepaumMoHHbIM UHCTPYKLMAM, AaHHbIM XUPYProM, A0MKHA ObiTb MOMHOCTbIO
MOHSATA NaLEHTOM.

3anac cTepu/bHbIX WMMMAHTATOB MOAXOASLIEr0 pa3mepa [O/KEH ObiTb B HaMuMM 1
MPOBEPEH BpayYoM Mepes onepauyeit.

O6paLeHune
UTo6bl n36exaTb LapanviH Uav NoBPeXAeHNA UMMIAHTATOB, C HAMMW CNefyeT obpalaTses
C MakCUMa/lbHOM OCTOPOXHOCTHIO KBA/IM(IMLMPOBAHHOMY MEPCOHaNy U B YCNOBUAX, FAe
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4. INFORMATION ON POTENTIAL USERS OF

MD AND DIRECTIONS FOR USE
4.1 Potential users of MD

The products are intended for use by qualified personnel.

Health care professionals must have a thorough understanding of
the intended use of the product and the surgical techniques used,.
and must be qualified through appropriate training.

The products can be prescribed and implanted only by a health
care professional legally authorized to perform this type of
surgery.

Medical professionals: orthopedic surgeon, trauma surgeon

Preoperative phase

The surgeon should verify possible patient physical limitations
and mental deficiencies and he should also discuss with the
patient all the details of the procedure and prosthesis. The
discussion should consider the limitations of the procedure and
the constraints imposed by the selected implant. The factors
which could limit the performance and stability of the implant,
e.g. level of activity, patient’s weight, should be set out to
improve the patient’s chances to avoid complications. The
necessity to follow the postoperative instructions given by the
surgeon should be fully understood by the patient.

A stock of sterile implants of suitable sizes should be available
and checked by the operator before surgery.

Handling
To avoid scratching or damaging the implants, these should be
handled with the utmost care by qualified personnel and in an



KOHTPOJIHPYIOTCS FHITHEHHYECKHE
HEMOBPEXKACHHOMH YIaKOBKe.

ycaous. HWMmnnaHtatel cneayer XpaHMTh B

Xupyprudeckas TeXHHKa

Xupypr nomxeH ObITb TIOJHOCTBIO O3HAaKOMJEH C XHPYPrHY€CKOH TEXHHKOI.
JononuutensHas uHPOpMalMs O XHPYpPrudeckoi TexHuke (Opoumopa M BHAEO) M
NPOAYKLHH NpeAOCTaBIgeTCS No 3anpocy. OueHb BaXHO THIATENbHOE NPENONEPALIHOHHOE
NJaHMpOBaHHE, TOATBEPXKIAEHHOE PEHTTEHOBCKHMH CHMMKaMH. J[lna 6osbluMHCTBa
MMIUIAHTATOB HMEIOTCA PEHTTCHOBCKHE 11a0/IOHBI.

environment where conditions of hygiene are controlled. The
implants should be kept in their undamaged packages.

Surgical technique

The surgeon should be fully familiar with the surgical technique.
Supplementary information about the surgical techniques
(brochure and video) and products are available on request.
Careful preoperative planning, documented by X-rays, is
essential. X-ray templates are available for most implants.

Pacmupenne

INocne BHIMONHEHHsA OCTEOTOMHH eikn Geapa, obHaXHTE H NMOATOTOBLTE BEPTAYXKHYIO
BNAAMHY ¥ YAQITHTE OCTEOPHTBI.

HaunnTe Paciunpenne ¢ noMouibio BEPTAYXHBIX pacCIIHPHTENEH.

UneanvHas ock pa3BepTku MMeeT HakioH 40°/45°, u anteBepcua 15°/20° (aHTeBepcHs
pEKOMEHJyeTCs I 3aHHX NOAXO/0B).

Reaming

After performing an osteotomy of the femoral neck, expose and
prepare the acetabular cavity and remove osteophytes.

Start reaming with the acetabular reamers.

The ideal reaming axis has an inclination of 40°/45°, and an
anteversion of 15°/20° (Anteversion recommended for posterior
approaches).

15° 20

Puc.8 Paciunpenne / Fig.8 Reaming
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PacluMpeHne BEPTYXXHOW BMafWHbl HAYMHAETCS C CAMOr0 MasleHbKOrO PacLUMpUTENs U
YBE/IMUMBAETCS C LUArOM B 2 MM, MOKa He GyeT nosydyeHa WAeabHO MpaBU/bHas
nonycepuyeckas nofocTb, NPy HaMUMM KPOBOTOUaLLIEN CYBXOHAPaNbHOW KOCTM.

BHUMAHWE

Bo BpeMsi OKOHYaTENNbHOIO PacLUMpPeHNs M36erante N3MeHEeHUs OCU PacLUMPUTENs YTOObI
He cAenaTb NoAroTOBIEHHOE /TOXKE OBa/IbHbIM,

4TO MOXKET NOBNNATL UAWN NPEAO0TBPATUTL NEPBUYHYIO NOCALKY MMMNNaHTaTa.
M03a60TbTECH O COXPaHEHWUW, HACKONbKO 3TO BO3MOXHO, KOCTHOFO 3araca A0 YPOBHS
nepefHein 1 3aHein KOMOHH.

KOCTHble paclumpuTeniM MOryT OblTb COXpaHeHbl NS 3amnofIHEHWUS MYCTOT MeXay
MMMNIAaHTaTOM W BEPTNYXXHOW BragnHON.

Mpo6HbIe UCNbITaHUS
YCTaHOBATE MNPOOHYHD Yallky TOro ke
MHOTrO(hYHKLMOHANbHYI PYKOSTKY.

BcTaBbTe NPOOHYK YallKy B PAacCBEP/IEHHYH MOM0CTb, YTOObl OUEHUTb T[NYOUHY W
OpMEHTaLMIO BEPTNYXXHOIO KOMMOHEHTA.

AnameTpa, 4YTO W NocneaHAa Ha

Reaming of the acetabulum starts with the smallest reamer and
increases in increments of 2 mm, until a perfectly regular
hemispherical cavity has been obtained, in the presence of
bleeding subchondral bone.

WARNING

During final Tetfningz-avoid~ch”i*hg fhi® reamer axis, in adel”
not to make The prepared bed oval, which may affect or prevent
primary seating of the

implant.

Take care to retain, as far as possible, the bone stock up to the
level of anterior and posterior columns.

Bone reamings may be saved for void filling between implant
and acetabulum.

Trials

Assemble the trial cup of the same diameter as the last reamer
onto the multifunction handle. -
Insert the trial cup into the reamed cavity in order to estimate the
depth and the orientation of the acetabular component.

Puc.9 MpobHble ncnbitaHus / Fig.9 Trials
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Kax pacunpuTeny, Tak H npoSHele Hallku HMEIOT nojiycdeprueckyio GpopMmy, B TO BpeMs
KaK HMIUIAHTaThl HMEIOT JJUIMIITHYECKYI0 (OpMy M 3KBAaTOPHAIBHO PaCIHPAIOTCH,
obecneunBas XOpoITy1O NEPBOHAYAIBLHYIO NPHXUMHYIO (PHKcallHIO.

Kak uMnnaHTar, Tak M npoOHas Haiika HMeEIOT nogseM Ha 5°. Merku Ha npoGHO# wainke
COOTBETCTBYIOT METKaM Ha BEPTIY)XHOH BNaJHHE, KOTOphle MOMOTAlOT ONpEAENHTH
BEPXHIOIO YaCTh MOKPLITHA.

IIPUMEYAHME: Ecnu npobnas yamka HectabuiabHa MM NeEpBHYHas CTaOMIIBHOCTD
COMHHTENbHA, OCOOCHHO NpPH HAIHYHH TMJIOXOro KayecTBa KOCTH, MOXHO BhIOpaTh
npobHy10 yamky 60nbIero pasmepa, 1460 ¢ AONONHHTENLHBLIM BEPTIIYHM PAaCUIHPCHHEM,
1u6o 6e3 Hee.

Both the reamers and trial cups are hemispherical, whereas the
implants are elliptical and equatorially expanded, providing a
good initial press-fit.

Both the implant and trial cup have a 5° raise. The marks on the
trial cup correspond to the marks on the acetabular shell, that
help to identify the coverage top.

NOTICE: If the trial cup is not stable or primary stability is
doubtful, especially in the presence of poor bone quality, it is
possible to choose a larger trial cup size, either with or without
additional acetabular reaming.

HMnakuus BepT.IyXHOH BNaiHHbI

[Tocne ynoBneTBopHTENLHOrO HCNBITAHUA OKOHYATENIbHBIA BEPTIYXKHbIH BKJIAZbILI MOXET
6bITh ycTaHOBNEH. OKOHYaTeNbHBIH pa3zMep BEPTIIYXHOI BnaauHbl 6yaeT TakHUM XKe, KaK H
OKOHYaTeNbHbIA pa3Mep npoOHoN wamku. OmHako BepTnyXHasd BMNAJAHHA HEMHOIO
yBeJIH4YeHa, 4ToObl 06ecneyHTh MaKCHMATLHOE MPHIIETaHHeE.

CobepHTe pyKOATKY yAapHOro MeXaHH3Ma C BEPTJIYXKHO# BNIaAMHOMH 110 NONHOH (HKCaLMH,
4yTOObl HE MOBPEANTb pe3b0y BHHTa yJapHOro 3jeMEHTA BO BpeMs WMMNakuHH. BaaBure
MMIAHTAT N0/l HY)KHbIM YTJIOM OPHEHTALIHH B NOArOTOBJIEHHYIO BEPTIYXXHYIO BNAJHHY.

Impaction of the acetabular shell

After a satisfactory trial the final acetabular shell can be
positioned. The definitive acetabular shell size will be the same
as the final trial cup size. However, the acetabular shell is
slightly oversized in order to allow a

maximum press-fit.

Assemble the impactor handle with the acetabular shell until it
is completely locked in order not to damage the impactor screw
thread during

the impaction. Impact the implant at the desired angle of
orientation into the prepared acetabulum.
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Hukorna He HCHonb3yfTe pYKOATKY YAAapHOrO MEXaHH3Ma NOC/He HMNAKUMH Jult
BNpAaBIeHHS HIH BpPAlllcHHsS BEPTIYXHOH BMNAJHHBI, YTOOBI HE MOBPEAHTH pe3bboBOi
koHe. [Tpu HEOGXOAMMOCTH HCIONB3YHTE TOJMLKO HMIIAKTOP AJIA KOPPEKUMH BEPTIYXHOM
BIaJHHBI B cOope C

MHOroyHKUHOHaNbHO# pykosTko#i. HaHocuTe ynmapel no BEpTIIYXHOH BHAgHHE C
NoMOIbIO MOJIOTKA, M0KA OHA He cTaHeT abcomoTHO cTabuwibHOM. CHHMHTE PYKOATKY
YAApPHOrO MEXaHH3Ma.

BHUMAHHE

[Mocne MMNakiIMK BEPTIYXHOH BNamHHbl ybeauTech, 4TO oCcTeO(HTHI OLUIH NMpPaBHILHO
yAaneHsl, 9To6b1 H36exkaTh MO60ro yieMICHHA.

B cnyuasx HecTaGHILHOCTH NPOGHOM 9allIKH WIIM COMHEHHH B NEPBHYHON CTaOMIBHOCTH,
MOXHO 106aBUTL BHYTpHBEPTIYXHbIe BUHTH (TosbkO Ans Versafitcup CC Trio).

JUIA MMILTAHTALIHA BEPTITYXXHBIX BHHTOB IMPOCBEPIHTE OTBEPCTHA B 000/I09KE HCIONMB3Yys
cBepiio @ 3,2 MM H HanpasJAIOIIYIO 1S CBEpJia.

Never use the impactor handle after the impaction to reposition-|
or rotate the acetabular shell, in order not to damage the threaded |
end. If needed, use only the acetabular shell correction impactor,
assembled with the multifunction handle. Impact the acetabular
shell with the aid of a hammer, until it is completely stable.
Remove the impactor handle.

CAUTION

After impaction of the acetabular shell, ensure osteophytes have
been properly removed in order to avoid any impingement.

In cases of trial cup instability or doubt of primary stability, it is
possible to add intra acetabular screws (for Versafitcup CC Trio
only).

To implant acetabular screws, drill through the shell holes using
a @ 3.2 mm drill bit and a drill guide. Use the hooked depth
‘gauge in order to measure the drilling depth and select a self-
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cnonb3yiite rnyouHoOMep ¢ KPHOUYKOM, YTOObI 3MepUTb TyOUHY CBEP/IEHUS U BblbepuTe
CaMOHape3atoLLMin BUHT COOTBETCTBYHOLLENA ANMHbI (C NAIOCKOW rofoBko n 0 6,5 mm).
3akpyurBaHune NPoON3BOANUTCA C NMOMOLLbIO YHUBEPCA/IbHON LLECTUIPaHHON OTBEPTKM.

/A 1 S

tapping screw of appropriate length (with flat head and 0 6.5
mm).

Screwing is performed with the aid of a universal hexhead
screwdriver.

1

11 YcTaHOBKa BepTNy>KHbIX BUHTOB / Fig.l 1 Acetabular screws setup

McnbiTaHna Ha yCTOI\/'I‘-II/IBOCTb

OumncTUTE BHYTPEHHIOKO NMOBEPXHOCTb BEPT/YXKHOM BMAaANHbI.

Cobepute MHOMOMYHKLMOHAIbHYHO PYKOATKY C MPO6HbLIM BKIaAbILLEM
COOTBETCTBYIOLMM pasmepy BEPTNY)XHOW BMaguvHbl W AvameTpy ronoBku Gegpa.
YCTaHOoBUTe y3e/ B BEPTNYXXHYHO BNaguHy. OTKpYTUTe MHOTOMYHKLUNOHaIbHYHO PYKOATKY
N yMeHbLUUTE 6epo, YTOObI NPOBEPUTL CTAOUNBHOCTbL CYCTaBa U A/IMHY KOHEYHOCTW.
Mocne NpoBepPKM 1 TECTUPOBAHUA NOABVKHOCTM, CTabUIbHOCTU CyCTaBa U A/IMHbI HXKHENR
KOHEYHOCTW, yaannTe NPo6HbIA BKIaAbILL C MOMOLLbHO

MHOMO(YHKLMOHAIbHOW PYKOATKN.”

Mo3nuUMOHMpPOBaHNE OKOHYATEIbHOMO BKablLla
OnpefeneHHbli  BKNaaplW [O/MKEH ObiTb BblbpaH B COOTBETCTBMM C  KOHKPETHOWA

OYKBEHHO KOAMPOBKMW, BHYTPEHHWUIA AvameTp BKNafpllla OyAeT TakuM e, Kak 1y
BbIGPaHHOI FONOBKY.
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Stability test

Clean the interior surface of the acetabular shell. Assemble the
multifunction handle with the trial liner corresponding to the
acetabular shell size and femoral head diameter.

Position the assembly in the acetabular shell. Unscrew the
multifunction handle and reduce the hip in order to test the joint
stability and limb length.

After checking and testing mobility, joint stability and lower
limb length, remove the trial liner with the aid of the
multifunction handle.

Positioning of definitive liner

The definitve liner must be chosen following the specific letter
encoding,

the internal diameter of the liner will be the same as the head
chosen.



Mepea YCTaHOBKOW BKMafbllla OYUCTUTE BHYTPEHHIOK MOBEPXHOCTb BEPTYXKHOM
BMaAuMHbI, TLWATENbHO YAanuTe BCe KOCTHbIE OCTATKM M OCTATKU TKaHeld, 4Tobbl N3bexaTb
MOBPEXAEHWIA, KOTOPble MOTYT MOCTaBUTb MO/ YrPo3y MEXAHUYECKYIO OMOpY.

Mo3numnMoHMpoBaHNe OKOHYaTe/IbHOro BKAagbliwa ns CBMIMMa

OKoHuaTeNbHbIM  BKNagbll 13 CBMIM3 MOHTMpYeTCd Ha MHOro(yHKLMOHAIbHOM
PYKOSITKE Bcerfa BMecTe C MMMaKUMOHHON LWainboin Ana (UKCMpOBaHHOIO BKAAbILIA,
COOTBETCTBYHOLLENA AnaMeTPy rofI0BKN AUaMeTpy v TUNY BbIOpaHHOIO BKIaAbILLA.

C6opka ycTaHaBNMBAETCA B BEPT/IY>KHYHO BNaguHYy.

MPUMEYAHWE:

Ha Bknagbiwm Highcross Henb3s BO3AECTBOBATb C MOMOLLbLI YNAOTHUTENbHbIX LUAlb.
L[5 BbINOMHEHWS OKOHYaTeNIbHON MMNaKumMm cobepute cepy Ans ynIoTHeHWS BKIagpla
COOTBETCTBYHOLLIEr0 AnaMeTpa C NOMOLLbH MHOFOGYHKLMOHANbHOW PYKOSTKN. BcTaBbTe
cthepy B BKnadplll W 3adMKCUPYIATe BKMafblll Ha MeCTe YAapoM MO/OTKa B OCEBOM
HanpaBNeHUN.

HaHocuTe ypapbl MO BKAadbllly W3 CBEPXBbICOKOMOEKYNSPHOIO MOAN3TUNEHA C
MOMOLLbKO MONOTKa, A0 NOMHON uKcaumm. CHAMUTE MHOTOYHKLMOHANbHYH PYKOSITKY C
YNIOTHUTENbHON LLANBON.

|_|O3VILI|I/IOHI/IDOBaHI/Ie OKOHYaTE/IbHOIro KepaMmn4yeckoro BKsagblLia

AKKypaTHO W BPYYHYIO YCTaHOBWTE KepaMUYEeCKWUid BKMadblll MO OCU BepT/yXXHOM
BraAuHbl. MOXHO WMCMOMb30BaTh MPUCACHIBAOLLMIA KONMMAYOK, YTOGbI MaHMMyIMpOBaTh
KEepaMMYeCKUMY BKMadbllLamn, He MNpuKacascb K HWM. [TpoBepbTe, MpPaBWIbHO N
YCTaHOB/IEH BKIagbmm.

AN TOro 4Tto6bl MPOKOHTPONMPOBATL MPABUILHOCTb YCTAHOBKM — KEePaMUYECKUX
BK/IafblLLeli: NpoBepbTe, UTO6bI BHELLHWIA 060/ BEPT/Y>KHOI BMafiMHbl TOUHO COBMajan ¢
BHELLIHUM 06010M BKNafblLLIa.

BHVMAHWVE
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Before inserting the liner clean the interior surface of the
acetabular shell, carefully remove any bone debris and tissue
residues to avoid damage that could compromise the mechanical
bearing.
Positioning of definitive UHMWPE liner

The definitive™ orir-fte"
multifunction handle always together with the impaction washer
for the fixed liner corresponding to the head diameter and type
of liner chosen.

The assembly is positioned in the acetabular shell.

NOTICE:

Highcross liners cannot be impacted with impaction washers. In
order to perform a final impaction, assemble the liner impaction
sphere of correct diameter with the multifunction handle. Insert
the sphere into the liner and

fix the liner into place by exerting a hammer stroke in the axiah
direction.

Impact the UHMWPE liner with the aid of a hammer, until
completely fixed. Remove the multifunction handle with its
impaction washer.
Positioning of definitive ceramic liner

Carefully and manually place ceramic liner in the acetabular
shell axis. A suction cap is available to manipulate ceramic liners
without touching them. Check whether the liner has been
positioned correctly. Inorder to control the correct placement for
the ceramic liners: check that the outside rim of the acetabular
shell is exactly aligned with the outside

rim ofthe liner.

CAUTION



He pexoMeHayeTcs HMILIAHTHPOBATh KEPAMHYECKHIH BIUIAZIBILI, €CIIH YallKa pacnosiokeHa
CJIMIIKOM BEPTHKANbHO, HaNlPHMep, €C/IH HAKJIOH cocTaBiseT 6onee 45°.

B cnysae HenpaBHJIBHOrO NO3HIMOHHPOBaHHS KEPAMHYECKOrO BKJIAABIINA, H3BJIEKHTE
BKJI[IBIII C TOMOLIBIO CHHETO KOJINayKa JUlst OTCAaChIBAHHA H YCTAHOBHTE €ro 3aHoBo. Ecin
BKJIaZIbILI YCTAHOBJIEH NPaBHIILHO, 3apHKCHPYHTE €ro B KOHEYHOM MOJIOXKEHHH BJIaB/IMBas
ero GosbimuM nanbueM. s npoBelieHHs OKOHYATENbHOH MMNAaKLMHK cobepHTe BKJIALBI
BAABIKBasA cephl HY)KHOMO JHAMETPa C NMOMOLIBIO MHOrOYHKIIMOHAIBHONO MEXaHH3Ma.
BcraBbTe chepy B BK1aabil H 3adHKCUpyiiTEe BKIAIBIL HA MECTE HAHOCA JIETKHE YAaphl
MOJIOTKOM B OCEBOM HalpaBJICHHH.

It is not advised to implant a ceramic liner if the cup placement
is too vertical, e.g. if the inclination is greater than 45°.

In case of incorrect positioning of the ceramic liner, remove the
liner with the blue suction cap and reposition it properly. If the
liner is positioned correctly fix it in the final position by pushing
it in with the thumb.

In order to perform a final impaction, assemble the liner
impaction sphere of correct diameter with the multifunction
straight impactor. Insert the sphere into the liner and fix the liner
into place by exerting a slight hammer stroke in the axial
direction.

Iloceonepannonnslii yxoa n nabaonenne

Xupypr nomxeH npeAynpeauTh NaHEHTOB O HEOOXOAHMOCTH KOHTPOJIHPOBaTh YPOBEHb
aKTHBHOCTH M M30erarb Ype3MepHLIX Harpy30K Ha 3aMEHEHHBIH cycTaB. XHPYPr NOKeH
03HAKOMMThH MALMEHTOB C MEPaMH NPEAOCTOPOXHOCTH, KOTOpble Heobxoaumo cobmonars
BO BpeMs yNpaKHEHHil, JICUCHHS M OrpaHHYEHHiHl B JEATENbHOCTH, C JIOOBIMH
OrpaHHYCHHSMH, YKa3aHHBIMH Ha 3THKETKE, a TakXKe ¢ BO3JCHCTBHEM MarHHTHBIX MOJEH.
[MauneHTy HeoOXxoaMMO COOOIIHMTH, YTO MMIUIAHTAThl MOTYT NOBJIHATL Ha PE3YJILTAaTHI
koMnbloTepHoi#i Tomorpaduu (KT) uin MarHuTHO-pe3oHaHcHO# ToMorpagpun (MPT).
PekomeHayeTcs nepuoauteckoe HabmoaeHHE H PEHTTEHOBCKHE CHUMKH Ul CPAaBHEHHA C
COCTOSHHEM Cpa3y NoOCJ€ ONepalHH, a TakKXKe A MNPOrHO3MPOBAHHA CMEINCHHS,
pacluaTblBaHHA W T.A. HMIUIaHTaTa. Ype3McpHble (QH3HYECKME Harpy3kH, TpaBMbl
OnepHpOBaHHLIX KOHEYHOCTEH MOTYT CTaTh NPAYMHON paHHEro 0TKa3a apTPOIUIACTHKH H3-
3a CMEleHHs, NepesioMa H/HH H3Hoca HMIUTaHTaTa. Ecnin 310 nponsouwo, Heobxoaumo
NMOMECTHTh NAllWEHTa NoA HaGMOJcHHE, OUEHHTh BO3MOXHOE NpPOrpECCHPOBaHHE
YXYALIEHHS ¥ B3BECHUTh MOJIb3Y PAaHHEH PEBH3HH.

Postoperative care and follow-up

The surgeon should caution the patients to control their level of
activity and avoid excessive loads on the replaced joint. The
surgeon should make the patients aware of the precautions to be
taken during exercises, treatments and limitations on activities,
any limitations reported on the label, as well as exposure to
magnetic fields. The patient must be told that implants can affect
the results of computer tomography (CT) or magnetic resonance
imaging (MRI) scans.

Periodic follow-up and X-rays are recommended to make
comparisons with the immediate postoperative condition and
anticipate implant displacement, loosening, etc. Excessive
physical activity, and operated limb traumas may cause early
failure of the arthroplasty through implant displacement, fracture
and/or wear. If the case occurs, it is necessary to place the patient
under supervision, evaluate the possible progression of the
deterioration, and weigh the benefit of early revision.

4.3 Ycaosus npumenenua/nkenayataunn MU

YcnoBus okpyxatoleii cpeabl: 3nauenns temnepatypbi orHocaTcs k CanllnHy 2.1. 3678-
20, npunoxeHnue 3.

YcnoBus sKCnlyaTallum:

BnaxHocts 100%, TeMneparypa 32-42 °© C, kak B 4eJIOBEYECKOM TeJl€.

4.3 Use/operation conditions of MD

As for environmental conditions: Temperature figures refer to
SanPiN 2.1. 3678-20, appendix 3.
As for operation conditions:
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Humidity is 100% and temperature is 32-42°C as it is inside a
Tabnuua 1 Ycnosus npumeHeHus/akennyataumm MU human body.

Y CcnoBus OKpYXXaroLLen cpeabl . .
Py t PEA Environmental conditions

Egﬁ;:;::;pa giTZ f”eungzzt;'é yenosi HumiditX No special conditions
. TeTtpEranlré;=*"- . From 21 °C to 24°C__
fl/iij:)eBHmmﬂeakcnnyaTaumm HeT cneuanbHbIxX ycnosuit Pressurg — i No " cial conditions
BnaxxHOCTb 100% (l_)lper_falﬂon conditions 100%
mnidity - 0
Temneparypa Or32°C Ao 42°C o Tempera%:ure From 32 °Cto 42 °C
flanenne HeT CreumanbHbIX yenosih Pressure No special conditions

5. OMNCAHME OCHOBHbIX ®YHKLUWNOHAJIbHbIX 3IEMEHTOB MW / DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
5.L O6uyee onncaHne pyHKLMOHanbHbIX anemeHToB M / General description of functional elements of MD

B Tabnuue 2 mMoAenbHble psabl U3AENWIA, ANs KOTOPbIX COOTBETCTBYET TOT WM WMHOW BHELUHWIA BWUA W OMWCaHWe, 3anmucaHbl B BUfe: MepBoe U3denvie
MOZEe/bHOIO psiaa rnocnefiHee U3Aenne MofenbHOro psifa cornacHo NyHKTY 1.1 BbINUCKMN 13 TEXHUYECKO JOKYMeHTaLumn. .

Mpumep: Yawka BeptnyxHasa CC TRIO gnameTtpom 40 -... - Yawka Beptny>kHad CC TRIO aguametpom 64

In Table 2, the product lines for which one or another appearance and description correspond are written in the form: the first product of the line  the last
product of the line according to point 1.1 oftechnical file.

Example: Acetabular shell CC TRIO 0 40 - ... - Acetabular shell CC TRIO 0 64

Tabnmua 2. O6uiee onvcaHne PyHKUMOHaNbHbLIX 3neMeHToB MW / Table 2. General description of functional elements of MD
BHelwHuIA BUg/Appeararice HanmeHoBaHMe 1 KpaTKoe onuncaHme nusaenms Name of MD and its general description
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Pnc.12/Fig.12

Yamxka sepriayxuas CC TRIO auamerpom 40 - ... -
Yamxka Beprayxuas CC TRIO anamerpom 64
KoMnoHeHT ToTamsHOro mpote3a Ta30beapeHHOro
CycTaBa, KOTOpHIi  MCHNONB3YeTCA Ul  3aMEHH
BEpTAYXHOH BnaguHbl. KOMIIOHEHT COCTOHT H3 BHEIIHEH
000J104KH; B Hee BCTABJIAETCS BKJIAZLII H3 NIOJTHMEPHOTO
HJIH KepaMHM4YeCKOTO MaTepHana, a Takke BHHT KOCTHLIHA
rybuareiifi ¢ miockoif  ronoskod.  KoHCTpyKuus
KOMIOHEHTa orpaHHyeHa. OH QHKCHpYyeTCs C MOMOLIbIO
Ouonornyeckoi GpHKcanuy.

Acetabular shell CC TRIO @ 40 - ... - Acetabular shell CC
TRIO O 64

A component of a total hip joint prosthesis that is used to
replace the acetabulum. The component comprises an outer
shell; a liner of polymer or ceramic material is inserted in it,
and Cancellous bone screw flat head. The design of the
component is constrained. It is fixed by biological fixation.

Puc.13/Fig.13

3araymka ans wamkn BeprayxHoit CC TRIO
KoMmnoneHT ToTaJbHOrO npoTte3a  Ta3o0EAPEHHOIO
CycTaBa, KOTOpPHIi  HMCNOAB3yeTCA Ul 3aMEHHI
BEPTIyXHOH BnaguHbl. KOMIIOHEHT BCTaB/IAETCA B YalIKY
BepTayxHyro CC TRIO.

Acetabular shell CC TRIO screw plug

A component of a total hip joint prosthesis that is used to
replace the acetabulum. The component is inserted in
Acetabular shell CC TRIO.

'?Hc.l4/Fig.14 :

Yamka Beprayxknas CC TRIO 06e3 oreepcrnii
anaMerpom 44 - ... - Yamka Bepriryxknas CC TRIO 6e3
oTBepcTHIl AHaMeTpoM 64

KoMnoHeHT TOTanbHoro mporte3a Ta300eApPEHHOro
CycTaBa, KOTOpPbIf  HMCMONB3YEeTCH  JUIA  3aMEHHI
BEpPTJIYXHO#H BnaauHbl. KOMIIOHEHT COCTOMT H3 BHEIIHEH
000JI04KH, B KOTOPYIO BCTaBIfETCA BKJaAull H3
TIOIAMEPHOrO  HWJIH  KEPaMHYECKOro  MarepHaia.
KoHCTpyknus KOMIIOHEeHTa orpaHu4eHa. PUKcHpyercs ¢
NoMoLIbI0 GHOJIOrHYECKOH PHKCALMH.

Acetabular shell CC TRIO No-Hole @ 44 - ... - Acetabular
shell CC TRIO No-Hole O 64

A component of a total hip joint prosthesis that is used to
replace the acetabulum. The component comprises an outer
shell; a liner of polymer or ceramic material is inserted in it.
The design of the component is constrained. It is fixed by
biological fixation.
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PHC.17/Fig.I7

Bknagbiw nnockuin PE HC guameTtpom 22.2/AZ - ... -
Bknagbiw nnockuit PE HC anametpom 36/G (Puc.15);
Bknagbill 3aKpbITbldi  (UKcMpoBaHHbIn PE HC
anameTpom 22.2 /AZ - ... > BKnagbllw 3aKpbITbll
(hukcnposaHHblin PE HC guametpom 32/G (Puc.16)
KOMMOHeHT  TOTa/lbHOrO  MpoTe3a  Ta306eipeHHOro
cycTaBa,  KOTOpbI  MCMNOMb3yeTca AN 3aMeHbl
BEPT/NY>KHOW BNaguHbl. KOMMNOHEHT npefAcTaBnseT coboi
BHYTPEHHWI  BKNadplll;  BCTaBsSeTC B YallKy
BepTnyXHyto CC TRIO. KOHCTPYKUMA KOMIMOHEHTA
orpaHuyeHa.

Yallka BepTnyXHaa AnameTtpom 46 - ... - Yawka
BEPTNYXHad auameTpom 64

KOMMOHeHT  TOTa/IbHOrO  MpoTe3a  Ta300efpeHHOro
CycTaBa, KOTOpPbIA  UCMOMb3yeTcd AN 3aMeHbl

BEPT/Y>KHOIN BNaAnHbl. KOMMNOHEHT COCTOUT M3 BHELLHENA
0060/104KM; B Hee BCTaB/SAETCA BKIaApIW M3 NOMMEPHOTO
NN KePaMUYECKOro martepuasna.

3penns faHHOro MOAENbHOTO psfa NMo KOHCTPYKLMM
MOrYT GbITb KaK OrpaH14YeHHbIMM, TaK U
HeorpaHM4eHHbIMK. PuKcaums ocyLecTBAAETCA
nocpeacTBOM 6MOIOMMYECKON (hnKcaumm
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Flat PE HC Liner 0 22.2/AZ - ... - Flat PE HC Liner 0
36/G (Fig.15);

Hooded PE HC fixed Liner 0 22.2/AZ -... - Hooded PE HC
fixed Liner 0 32/G (Fig.l6)

A component of a total hip joint prosthesis that is used to
replace the acetabulum. The component is an inner liner
polymer; that inserted in Acetabular shell CC Light and
Acetabular shell CC. The design of the component is
constrained.

Acetabular shell 0 46 - ... - Acetabular shell 0 64

A component of a total hip joint prosthesis that is used to
replace the acetabulum. The component comprises an outer
shell; a liner of polymer or ceramic material is inserted in it.
All devices of this range can be both constrained and
unconstrained by construction. The fixation is provided
through biological fixation.



Bxaaasim aBoiinoit noasmxuHocth HC amamerpom
46/22.2 - ... - Bknaasim apoiiHoit noasmxHocTH HC

AnameTpom 64/28
KoMnoHeHT ToTanbHOro mnpote3a Ta3obexpeHHOro
CycTaBa, KOTOPBIA  HMCNOJNB3yeTCs JUIA  3aMEHBI

BepTNyXHO#H BnaauHbl. KOMNOHEHT npeacrasnser coboii
BHYTPEHHHH BKJIa/ibllll, KOTOPLIA BCTABJIETCS B YallKY
BEPTIYXHYI0. KOHCTpyKuMS KOMIIOHEHTa HE HMeeT
OrpPaHHYEHHH.

Puc.18/Fig.18

Double Mobility HC Liner @ 46/22.2 - ... - Double Mobility
HC Liner O 64/28

A component of a total hip joint prosthesis that is used to |
replace the acetabulum. The component is an inner liner
polymer; that inserted in Acetabular shell. The design of the
component is unconstrained.

BuHT ry0uartbiii KocTHBIH ¢ nuaockoii roJioBkoi
auamerpom 6.5 mnammoidi 20 - ... - Bunt ry6uarniii
KOCTHBI# ¢ NJ10cKo# roJioBkoii JuaMeTpom 6.5 ninnoi

45
KoMnoHeHT ToTanpHOro nporte3a Ta3o0eApEeHHOro
CycTaBa, KOTOpBIii  HCNONb3yeTcA  JJIA  3aMEHb

BEPTYXHOH BnaauHbl. KOMIIOHEHT BCTABJIAETCS B HalIKY
Puc.19/Fig.19 epriryxHyto CC TRIO.

Cancellous bone screw flat head @ 6,5L 20 - ... - Cancellous
bone screw flat head 0 6,5 L 45

A component of a total hip joint prosthesis that is used to
replace the acetabulum. The component is inserted in
Acetabular shell CC TRIO.

5.2 Bo3MOXHOCTb H MEeTOAbl HHTErpPalHH ¢ APYTHMH MEeAHIHHCKAMHA
H3deJHAMH

Heobxoanmo co6atogaTh MHCTPYKLHMH MO HCNOAb30BaHHIO KOHKPETHOH MPOXYKLMH,
onMcaHHble Npou3BoauTesieM. IIpOM3BOANTENL HE HECeT OTBETCTBEHHOCTb 3a IMOOBIE
OCJIOXKHEHHS, BO3HHKIIHE B pe3ylbTaTe CMEIIHBaHHA JCTalNeid HIM B pe3yabTare
MCII0JIL30BaHHS H3NENHHA OPYTHX NPOHU3BOAUTENCH.

Komnanus Medacta International S.A. He HeceT OTBETCTBEHHOCTH 3a HCNOJIb30BaHHE
KOMIMIOHEHTOB CBOMX HMIUIAHTaTOB B KOMOHHAllMH € KOMIIOHEHTaMH JIpYroro
npousBoauTeNs (eciM HHOe He YKazaHo komnaHuedi Medacta International S.A. B
XMPYPrH4YeCKOH TEXHHKE), IO3TOMY Mbl HE COBETYEM HCI0/Ib30BaTh TAKHE KOMITOHEHTHI.
Bo3MoxHbie KOMOHHAlIMM KOMIOHEHTOB HMMIUIaHTaToB Medacta International S.A.
yKa3aHbl B TEXHHKE [1POBECHHS ONepalunH.

KomnoHenTsl mnpoTe3a Ta300eapeHHOrO CycTaBa HHKOrAa He JOJDKHbI IIOBTOPHO
MMILIAHTHPOBATLCA. XOTA BHEIIHE HMIUIAHTAT MOXKET BbIIIAAETh HENOBPEXKACHHBIM, B HEM

5.2 The possibility and ways of integrating with
other medical devices

The manufacturer's instructions for use of the specific product
must be followed. The manufacturer is not responsible for any
complications resulting from mixing parts or from the use of
products from other manufacturers.

Medacta International S.A. is not responsible for the use of its
implant components in combination with a component from
another manufacturer (unless otherwise specified by Medacta
International S.A. in the surgical technique), therefore we advise
against such a use.

The possible combination of Medacta International S.A.
implants components is given in the surgical technique.

N

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




MOryT MOSBUTLCA MUKPOCKOMUYECcKMe AedieKTbl, KOTOpble MOryT npuBecT K nonomke The components of ahip prosthesis should never be reimplanted.
MMnnaHTata. Onepupylowmii XUpypr [AO/MKEH 3HaTb, 4TO fdaxe oyeHb ManeHbkoe While an implant may appear undamaged, microscopic
MOBEPXHOCTHOE MOBPEX/JEHWUE, BbI3BaHHOE, Harnpumep, OCTPbIM WHCTPYMeHTOM wm imperfections may occur and cause implant failure. The
3NEeKTPOKayTEPOM, OCOOEHHO Ha LLeKe HOXKW, MOXET NOBAMATL Ha BbIHOC/IMBOCTb HOXKWM ~ Operating surgeon has to be aware that even a very small
1 NPUBECTU K NepenomMy. Beerga ncrnonb3yiite NpobHbIA NpoTe3 B NPobHbIX Lensax. Hu npu  superficial damage, caused for instance by a sharp tool or
Kakux 06CTOATE/IbCTBAX He afanTUpyiTe U He U3MEHAWNTE NPOGHbIE NPOTE3bI. electrocautering, psTrit>.ulalyr™ iR,
influence on the endurance ofthe ktem anH”an lead to fracture.
Always use a trial prosthesis for trial puiposes. Never adapt or
alter trial prostheses.
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Bknagbiw / Liner OnameTp OnameT s Yawikum Beptny>kHoi / 0 Acetabular shell

"0noBKM 42 44 46 48 50 52 54 56 58 60 62
/ 0 Head
CBMIM3 Mnockuin / 22 AZ
UHMWPE Flat 28 B C C E F F F G
32 E E F F F G
CBMI3 3aKpbIThlii 22 AZ
(hMKCUpPOBaHHbIN / 28 B C C E E E F F F G
UHMWPE Hooded 32 E E E F F F G
Kepamunueckne / 28 B C C E E E F F F G
MECTACER 32 C C E E E F F F G
36 E E E F F F G
40 F F F G
Bknagblw NnocKunii 22 AZ
PE HC / Highcross 28 B (o (3 E E E F F F G
Flat 32 C C E E E F F F G
36 E E E F F F G
Bknagblw 3aKpbITbIl 22 AZ
(hMKcnpoBaHHbIl PE 28 B C C E E E F F F G
HC / Highcross 32 E E E F F F G
Hooded
6. OMNCAHWE COCTABHbIX YACTEN MW 6. DESCRIPTION OF MD PARTS
He npumeHnmo — Non-appHcable
7.0MNCAHWME npuHaanex HocTeli 7. DESCRIPTION OF ACCESSORIES
He npumeHnmo Non-applicable .
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8. AAHHBIE O MAPKMPOBKE MW /8 DATA ABOUT LABELING OF MD

Ha camom 13genvm ¢ noMoLLbHo rpaBUpPOBKN MOXKET ObITb YKa3aHa cregytowas nHgopmaums / The following information can be indicated on the device

Tabnuua 3. 3Ha4yeHNs CMMBO/OB, YKa3aHHbIX Ha OpUrMHaNIbHON MapkKupoBke ynakoBku / Table 3. Interpretation of symbols used on the original label
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Tal

®

A

using engraving:

norotun npoussoautens / manufacturer logo;
Homep no Katanory / REF number;

o Homep naptum / LOT number;
pasMep nmMnnaHtata/implant size
RIGHT - npasbiii, LEFT - neBbli;

M3rotoBuTtesnb

Jarta n3rotosneHus

3anpeT Ha NOBTOPHOE
NPUMEHEHNE

He cTepununsoBaTb
MOBTOPHO

OcCTOpOXHO, 0bpaTuTe
BHMMaHWe Ha
npunararoLmecs K
N30eNNH0 OKYMEHTbI
Ob6patuntecs K
WHCTPYKLMKX MO
akcnayartayum

Manufacturer

Date of manufacture

Do not reuse

Do not resterilize

Caution, read the
accompanying
documents

Consult instuctions to
use
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> =

LOT

REF

SN

He ponyckatb
BO3[EeNCTBUSA
CO/IHEYHOr O CBeTa
bepeyb OT Bnarun

Mpeaen TemnepaTypsbl
He ncnonb3oBaTh npu

NoBPEXAEHNN YNaKOBKA

Vcnonb3oBartb Ao
(Frrr-MM-A)

Koga naptum

Howmep no Katanory

CepuiiHbIA HOMep
PagnauynoHHasn
cTepunsaums

CTepunu3saLus OKCuaom
aTUNEHa

HecoBmectumo ¢ MPT

Do not expose to
sunlight

Store in a dry place
Temperature limit
Do not use if package is

damaged

Use by (YYYY-MM-
DD)

Lot number

Reference number

Serial number
Sterilization by radiation
Sterilization with

ethylene oxide

MR Unsafe



Konnuectso Number of Units

|QTY]
Made in CpenaHo B Made in
EBponeiickoe European Conformity
CE 0476 COOTBETCTBME
GTIN "no6anbHblin HoMeEp Global Trade Item
TOBapHON No3nLMK Number

Tabnuua 4. 3HavyeHNs CMMBO/IOB, YKa3aHHbIX CTUKepax Ana kapTbl nauneHTa/ Table 4. Interpretation of symbols used on stickers for the patient's card

3anpeT Ha NOBTOpPHOE Do not reuse
npUMeEHEHNE

Wcnonb3osatb fo (MTT- Use by (YYYY-MM-DD)

MM-[1)
|LOT| Kog naptum Lot number
REF Homep no katanory Reference number
é’l‘IHI/I(Kl PaanaumnoHHas Sterilization by radiation
cTepunmn3aums
EBponelickoe European Conformity
Ce 0476 COOTBETCTBUE
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GTIN

I'nobanbHuii HOMep
TOBAapHO# MO3HUHH

Global Trade Item Number

8.1. Cpok roaHocTH, CPOK CAYXObI

CpOK FOAHOCTH JJIA BCEX HMILJIAHTATOB COCTABJIAET S JIET.

8.1. Shelf life, use by date

Shelf life for all devices is 5 years.

8.2. ®opma NOCTaBKH

DuaonpoTessl TazobeapenHoro cycrasa Versafitcup

8.2. Form of supply

Hip endoprostheses Versafitcup.

HaumeHoBaHHe

Kon-Bo

Name Qty

B notpeGuTesnbckoit ynakoBke coaepxarcs:

Consumer package contains:

DKCrulyaTallHOHHas 10KyMEHTalHA

Instruction for Use Booklet /
IFU

HUnauBnayanbHas crepuibHas ynakoska (ITaker
Tyvek):

Individual sterile package 1
(Tyvek Pouch)
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CTuKepsl ANA KapThl MAIHEHTA

Stickers for the patient's card

Hapenne

Device
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9. NEPEMEHDb PHCKOB

Ipouecc ynmpannmenMa puckaMu B KommaHun Medacta * International (Menakra
Unrepnamponan C.A.) cootserctpyer cranaapry EN ISO 14971:2012.

9. LIST OF RISKS

Medacta’s Risk Manageriient process is in accordance with EN
1SO 14971:2012.

10. CBEAEHHUA O BEPHOHKAITHH H BAIUJAIIMH MHA

IMpoussoantens paspabaTeBaeT Bce NMpOAYKTH B cooTBercTBHH ¢ EN ISO 13485,
Memmuackoe ofopynosanwe - CHcTeMBl MEHEIDKMEHT2 KadecTBa. Hanenms
CNPOCKTHPOBAHK, pa3paboTansl, M3IrOTOBNCHH H YNaKOBAHEI B COOTBCTICTBHH ©
YTBEpXACHHRIME CTAHJADPTHHIMH ONEPAIHOHHBIMH IPOLEAYPAMH H  MPOLCCCAMH
JIOKYMEHTHPOBaHUA.

10. DATA ABOUT MD VERIFICATION AND
VALIDATION

The manufacturer develops ali products in compliance with EN
ISO 13485, Medical Devices — Quality Management Systems.
The devices were designed, developed, manufactured and
packaged in accordance with validated standard operating
procedures and good documentation processes.

11. IEPEYEHb MATEPHAJIOB XKKXHBOTHOT'O H (HJ/IN)
YEJOBEYECKOI'O NPOUCXOXKAEHHA

He npumennmMo

11. LIST OF MATERIALS OF ANIMAL AND
(OR) HUMAN ORIGIN

Non-applicable.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




12. NH®POPMALUUMNA O NPOBEAEHHbBIX UCTTBITAHNAX,
MPOTOKONAX UCMbITAHUN, AHANTN3E MONYYEHHbIX

OAHHDbIX

N3nenus BblAepXXaim WUCMbITaHUS MO BepudMKauMyM M BanugauMu W yaoBMeTBOPSIOT

TpEﬁOBaHI/IFIM cnegyrowmnx ctaHoapToOB:

Ta6nuua 5. MepeyeHb MeXayHaPOAHO HOPMATUBHOI AOKYMEHTALMY

CTaHaapT/AOKyMeHT
93/42/EEC

2005/50/EC

MOCT ISO 13485-2017
FOCTPMCO 19011-2021

21 CFR YacTtb 820

SOR/98-282

DINEN 1041-2013

OnwucaHwne

OVNPEKTVBA COBETA 93/42/EEC oT 14 nioHs
1993 roga no sonpocy

MeAULMHCKOro 060pyoBaHmuA

ONPEKTUBA KOMWCCIIM 2005/50/EC ot 11
aBrycra 2005 roga o peknaccugukaumm npoTesos
Ta300epeHHOr0, KOMIEHHOro 1 M1eYeBoro CycTaBoB
B pamkax AupekTtnebl CoBeta 93/42/EEC o
MeLNLUNHCKUX N3[eNnax

N3nennsa meguumHckne. CUCTEMbl MEHEL)KMEHTA
KayecTBa. TpeboBaHWsA AN Leneit perynnposaHns
PyKoBoZfLLMe YKa3aHNA Mo NPOBeLeHNIO ayanTa
CUCTEM MeHeIKMEHTa

YnpasneHne no KOHTPOKO 3a NPoAyKTamMu v
nekapcteamu - MeguumHckue usgenus; Tekywas
HafneXalas NPon3BOACTBEHHAA NPaKTUKa
(CGMP); 3akntounTtenbHOe NpaBusio - 7 OKTAOPSA
1996 .

KaHagckue npasuna no MeguumMHCKUM U3LeNnam,
ony6nnKoBaHHble MUHUCTEPCTBOM
34paBooxpaHeHnsa KaHaabl

W3pennsa meamumnHckme. NHgpopmayms,
npeaocTasnsemas N3roToBUTeNem
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12. INFORMATION ON THE TESTS CARRIED
OUT, TEST REPORTS, ANALYSIS OF THE

OBTAINED DATA

The devices have passed verification and validation tests and
meet the requirements of the following standards:

Table 5. List of international standards and documents

Standard/
Document
93/42/EEC

2005/50/EC

ISO 13485

ISO 19011

21 CFR Part 820

SOR/98-282

Description

COUNCIL DIRECTIVE 93/42/EEC
14 June 1993 concerning medu
devices

COMMISSION DIRECTS
2005/50/EC of 11 August 2005 on t
reclassification of hip, knee a
shoulder joint replacements in 1
framework of Council Directi
93/42/EEC concerning medicat4es«
Medical devices -- Quality managem<
systems -- Requirements for regulate
purposes

Guidelines  for  quality and
environmental management systei
auditing

Food and Drug Administration
Medical Devices; Current Go
Manufacturing Practice (CGMP); Fii
Rule - October 7, 1996

Canadian Medical Devices Reguiatic
as published by Health Canada



I'OCT 1SO 14971-2011

H3nenns meauunnckue. [puMenenue
MEHE/DKMEHTa PHCKA K MEAHIIMHCKHM H3JE/HAM

'OCT P UCO 14155-2014

Knunnueckue HecnenoBaHUs MEeIHIIMHCKUX
u3zgenuii as genopeka. O6mue tpeboBanus

MEDDEYV 2.7/1

Knunnyeckas oneHka: pyKoBOACTBO JUls
NPOU3BOANTENEH H HOTUPHIIMPOBAHHBIX OPraHOB B
COOTBETCTBHH ¢ qupekTHBaMH 93/42/EEC n
90/385/EEC

ASTM F2091

CranaapTHas cnieuMuKalus Ha BEpPTIyKHbIE
npoTe3bl

ASTM F1820

CTaHaapTHBIN METOJ MCNILITAHHUA 1A ONMpPEAENCHHA
CHJIBI OCEBOTO IEMOHTaXXa MOJY/IbHOIO

BEPTJIY)KHOIO YCTPOHCTBA

FDA PykxoBoactso Ne 1328

PyxoBoacTBo no cnennaisHOMY KOHTPOIIO KJlacca
1I: MeTtayuiononuMepHBIii niaH 6ecLieMEHTHbIHA
npoTte3 Ta300eIPEHHOr0 CyCTaBa ¢ OrPaHHYCHHAMH;
PYKOBOZACTBO M1 NpoMbIlieHHocTH U FDA

EN 1041 Information  supplied by Tne
manufacturer with medical devices

UNI CEI EN ISO "~ | Medical devices - Application of risk

14971 management to medical devices

ISO 14155 Clinical investigation of medigal
devices for human subjects - Gopd
clinical practice

MEDDEYV 2.7/1 Clinical evaluation: a guide jor
manufacturers and notified bodies under
directives 93/42/EEC and 90/385/EEC

ASTM F2091 Standard Specification for Acetabular
Prostheses

ASTM F1820 Standard Test Method for Determinipg

the Axial Disassembly Force of|a
Modular Acetabular Device

IYAKUSHOKUKI PekoMeHaaLKH 10 YTBEPXKACHHIO NPOTE30B
Yeeaomnenne Ne0306001 Ta300eipeHHOro0 HMIUIaHTaTa

PaboTta c JOKyMEHTOM O pe3yabTaTax KJIHHHYECKHX
YAKUSHOKUHATSU HCCNIeNOBaHHUH, KOTOpBIH NpuiaraeTcs K 3asaBKe Ha
YBenomnenne Nel100800 "woHHH" (ono6peHne) 11 OPTONEANUYECKHX

HMIIAHTATOB

FDA Guidance nr. 1328

Class II Special Controls Gui e
Document: Hip Joint Metal/Polymjer
Constrained Cemented or Uncemented
Prosthesis; Guidance for Industry aphd
FDA

'OCT P UCO 5832-1-2010

HUmnnaHTaThl s XUpyprui. Merajuinyeckue
martepuaibl. Yacts 1. Ctanb Koppo3HOHHO-CTOHKAs
(1epikaBetownas) nepopMupyemas

['OCT P UCO 5832-3-2020

HWMmnnanTtaTel ans xupypruu. Merannnueckue
matepuanbl. Yactb 3. JlepopMupyeMblii cnjlaB Ha
OCHOBE THTaHa, 6-aTIOMHHUS U 4-BaHaaud

IYAKUSHOKUKI - . A
Notification No. ﬁ:plr:!;al Guidelines for Prosthetic Hip
0306001 P
YAKUSHOKUHATSU H?m.dlmg of the docume.nt about the
. . clinical study results that is attached pn
Notification No. ) ..
100800 the shonin (approval) application for
orthopaedic implant products
Implants for surgery - Metallic
ISO 5832-1 materials — Part 1: Wrought stainlgss

steel
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roct PWNCO 5832-9-2009

FOCT P NCO 5834-1-2015

FOCT P NCO 5834-2-2014

ASTM F2924

ISO 13779-2

ISO 13779-3

ISO 13779-4

NF S 94-091

ASTM F3127

ASTM F 2459

mnnaHTatbl gna Xxmpyprun. Metannnyeckue
maTepuanbl. Yactb 9. CTanb KOPPO3NOHHO-CTOMKaA
(Hep>kaBetoLLas) geopMmpyemas C MoBbILLEHHbIM
cofiepXaHvem asoTa

MIMnnaHTaThl Ana xvpypruu. NonnatuneH
CBEPXBbLICOKOW MOMIEKYNAPHOW Macchl. YacTb 1
MopoLLKOO6pa3HsbIii

VimnnaHTaTbl Ansa Xupypruun. NonvatnneH
CBEPXBbLICOKOW MOSIEKYNAPHOM Macchl. YacTb 2.
NnTeiHble opmbl

CraHfapTHasa crneunpukaums Ha agauTUBHOE
NPOW3BOACTBO TUTaHa-6 aNtoMUHUA-4 BaHaAMA
MeTOZOM MOPOLLIKOBOr0 Harnas/ieHNs
MMnnaHTaTbl gns Xvpyprv. MmapokcuanaTur.
YacTb 2. NoKpbITUA 13 TMAPOKCHManaTuTa,
HaHOCVMble TEPMUYECKUM HarbleHUEM
VimnnaHTaTbl 418 Xupyprun. I'vapokcnanatuT.
YacTb 3. XMMUYECKMIA aHaIM3 1 onpegenieHne
KO3(h(hMuUMeHTa KpUCTaNIMYHOCTM 1 ha30BOiA
YMUCTOTbI

MmnnaHTaTel 4nsa xvpyprv. I'mapokcnanaTur.
YacTtb 4. OnpegeneHne NpoYHOCTU CLenneHns
NOKPbITUA

Banmpawums o4MCTKN opTOoneanyecknx
VIMNIAHTATOB Mepes OKOHYaTe/IbHON YNaKOBKOM
CraHfapTHOe pyKOBOZACTBO MO Ba/iMaaluu
MPOLIECCOB OYMCTKM, UCMO/b3yeMbIX MpK
NMPOU3BOACTBE MELULIMHCKMX N3LeNNiA
CTaHAapTHbIA METOA UCMbITaHWNSA ANS U3BNEYEHNS
OCTaTKOB U3 METa/IIMYECKUX MEANLIMHCKNX
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ISO 5832-3

ISO 5832-9

ISO 5834-1

ISO 5834-2

ASTM F2924

ISO 13779-2

ISO 13779-3

ISO 13779-4

NF S 94-091

ASTM F3127

Implants for surgery - Metal ic
materials - Part 3: Wrought titanium 6-
aluminium 4- vanadium alloy.

Implants for surgery - Metal ic
materials - Part 9: Wrought hi
nitrogen stainless steel.

Implants for surgery - Ultra-hi
molecular weight polyethylene - Part 1
Powder form.

Implants for surgery - Ultra-high
molecular weight polyethylene - Part 2:
Moulded form.

Standard Specification for Additive
Manufacturing Titanium-6 Aluminun-
4 Vanadium with Powder Bed Fusior
Implants for surgery - Hydroxyapatiti | —
Coatings of hydroxyapatite.

Implant for surgery - Hydroxyapatite -
Part 3: Chemical analysis and
characterization of crystallinity aad
phase purity

Implants for surgery - Hydroxyapatih '—
Determination of coating adhesion
strength

Validation du nettoyage des impla lts
orthopediques avant conditionneme nt
final

Standard guide for validating cleaniy
processes used during the manufacti ire
of medical devices



USP <788>

EBponeiickas hapmakores
OCT 1SO 10993-1-2011

MOCT 1SO 10993-5-2011

MOCT ISO 10993-11-2011

MOCT 1SO 10993-12-2015

MOCT 1SO 11607-1-2018

MOCT I1SO 11607-2-2018

ASTMF88/F88M

KOMMOHEHTOB N 1X KOMIMYEeCTBEHHOMO OMpeaeneHuns
C NOMOLLbIO rPaBUMETPUYECKOrO aHam3a

TecT Ha cofiep)XaHuvie TBEPAbIX YacTUL, B UHBEKLMAX
A9 NapeHTepasibHbIX MpenaparoB 60/1bLLIOro
obbema

9-0e nsgaHue

N3penna megmumHekre. OueHkKa 61o1orMyeckoro
[eCcTBUA MeAULUUHCKNX n3genmin. Yactb 1 OueHka
N nccnepoBaHns

N3penuna meguumnHckme. OueHka 61oornyeckoro
[eACTBUA MeAULMHCKUX n3gennin. Yactb 5.
WccnefoBaHns Ha LUMTOTOKCUYHOCTb: METOAbI in
vitro

N3penuna meguumnHckme. OueHKa 61o1ornyeckoro
AEVCTBNA MeANUMHCKNX n3gennin. Yactb 11
WccnepoBaHms 0OLLETOKCUYECKOTO AeNCTBUS
N3genuna megmumHckme. OueHKa 6MonormMyeckoro
JeCTBUA MeaULMHCKNX n3genuin. Yactb 12.
MpuroToBneHne Npob 1 KOHTPO/IbHbIE 06pasLbl
YnakoBKa /18 MeAULMHCKUX N3NNI,
noanexamx PUHULLIHON cTepunmnsauun. Yactsb 1
TpeboBaHWs K maTepuanam, 6apbepHbIM cUcTEMaM
AN CTEPUNN3ALMN 1 YNAKOBOYHbIM CUCTEMaM
YnakoBKa A/t MeAULMHCKUX U3LENNiA,
nogsexawynx GUHULLHOW cTepuamsaumn. Yactb 2.
TpeboBaHMA K BangaLmm npoLeccos
(hopMUpOBaHUA, repMeTU3aLnn N C60PKK
CTaHfapTHbIA METOA UCMbITaHWS Ha NPOYHOCTb
YNNOTHEHUA TMOKMNX BapbepHbIX MaTepuanos
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ASTM F 2459

USP <788>

Pharmacopoeia
Europea
ISO 10993-1

ISO 10993-5

ISO 10993-11

ISO 10993-12

USP<151>

ISO 11607-1

ISO 11607-2

Standard Test Method for Extract!ng
Residue  from  Metallic  Medi( al
Components and Quantifying “Ta
Gravimetric Analysis

Particulate Matter in Injections test fora
Large Volume Parenteral (LVP)

9th Edition

Biological evaluation of medi(al
devices —Part 1. Evaluation and testi y
within a risk management system
Biological evaluation of medii:al
devices - Part 5. Tests for in vilro
cytotoxicity

Biological evaluation of medical
devices —Part 11: Test for systenr:iC
toxicity

Biological evaluation of medic:al
devices - Part 12: Sample preparati Dn
and reference materials

Evaluation of pyrogens Pyrogen t :st
procedure

Packaging for terminally sterilizsd
medical devices —Part 1. Requiremei its
for materials, sterile barrier systems aid
packaging systems

Packaging for terminally sterilizsd
medical devices —Part 2: Validati in
Requirements for forming, sealing aid
assembling processes



ASTMF 1886/F1886M

ASTMF 1929

ASTMF 1980

MOCTPUNCO 14644-1-

2017

FTOCTPUNCO 14644-2-
2020

FTOCTPUCO 14644-3-
2020

MOCTNCO 14698-1-2005

FOCT NCO 14698-2-2005

FOCTPNCO 15223-1-
2020

CTaHAapTHbLIN METOA UCNbITaHUA 4115 onpeaeneHns
LLeNIOCTHOCTK MIOTHOCTU MEAMLMHCKOW YNaKOBKM
nyTeM BU3yaslbHOro 0CMOTpa

CTaHAapTHbIA METOZA UCNbITaHNA ANns
06HapY>KeHNs YTeUKN YNIOTHEHWS B MOPUCTOM
MeAMLMHCKOW YNakoBKe nyTem NpPOHNKHOBEHUA
KpacuTens

CraHgapTHOe pyKOBOACTBO MO YCKOPEHHOMY
CTapeHuto CTepUsbHbIX 6apbepHbIX CUCTEM NS
MeANLMHCKNX W3LeNniA

UncTble NOMeLLEHNS U CBA3AHHBIE C HAMU
KOHTpo/iMpyemble cpeapl. Yactb 1. Knaccugukayms
YMCTOTbI BO3AyXa N0 KOHLEHTPpaLUN YacTuLy
UncTble NOMeLLEHNS Y CBA3AHHbIE C HAMK
KOHTpoNMpyeMble cpedpbl. HYacTb 2. TeKyLuumia
KOHTPO/b 419 MOATBEPXKAEHUSA MOCTOAHHOIO
COOTBETCTBMA YNCTOTbI BO3AYXa MO KOHLEHTpaLmMK
yacTuy

YncTble NomeLLeHNsa 1 CBA3aHHbIE C HAMU
KOHTponupyemble cpefbl. Yactb 3. MeToabl
NCMbITaHWIA

YncTble NOMeLLEHUA 1 CBA3aHHbIE C HAMU
KOHTpO/MpyeMble cpebl. KOHTposb
onosarpssHeHuin. Yactb 1 O6ume NpuHUMMbI 1
MeTo/pbl

UncTtble NoMeLLeHNs 1 CBA3aHHbIE C HUMU
KOHTpOMpyeMble cpeabl. KOHTposb
ono3arpsisHeHui. Yactb 2. AHa/IM3 JaHHbIX 0
bro3arpssHeHNax

CunMBONbI, NPYMEHSEMbIE NMPU MapKUpoBaHUK
MEeANLUHCKNX W3AEeNNIA, HA 3TUKETKAX U B
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ASTMF 88/F88M

ASTMF 1886/

F1886M

ASTM F 1929

ASTMF 1980

ISO 14644-1

ISO 14644-2

ISO 14644-3

ISO 14698-1

ISO 14698-2

Standard test method for seal strength of
flexible barrier materials

Standard Test Method for Determini jg
Integrity of Seals for Medical Packagi ig
by Visual Inspection

Standard Test Method for Detecti g
Seal Leaks in Porous Medi<al
Packaging by Dye Penetration

Standard guide for accelerated aging of
sterile barrier systems for medi( al
devices

Clean rooms and associated control! ed
environments air  cleanline ss
classification

Clean rooms and associated control! sd
environments - Part 2: Specifications or
testing and monitoring to prove
continued compliance with 1SO 146" 4-
1

Clean rooms and associated control! sd
environments - Part 3: Test methods
Clean Rooms and associated control! sd
environments -  Biocontaminati )n
control - Part 1: General principals a id
methods

Clean Rooms and associated control! sd
environments - Biocontaminati LLI
control - Part 2: Evaluation aid
interpretation of biocontamination da a



21 CFR YacTb 801

MOCT ISO 11135-2017

MOCT 1SO 10993-7-2016

MOCT ISO 11138-2-2012

MOCT ISO 11137-1-2011

MOCT ISO 11137-2-2011

FOCTPUCO 11137-3-
2008

MOCT 1SO 11737-1-2012

COMNPOBOANTENBHOW AOKYMeHTaumn. Yacts 1
OCHOBHble TpeboBaHMA

Ynpas/ieHne no KOHTPO/IKO 3a NMPOAYKTaMu n
NnekapcTBamu - MapkunpoBka MegnUNHCKNX
n3nenuii Yactsb 801

CTepunmsaums MeguLMHCKON NPOAYKLUNN.
ATnneHokema. TpeboBaHMA K pa3paboTke,
Ba/IMAaLMN N TEKYLLEMY YNpaBIeHUIo NpPoLLEeCcoM
CTEPUNN3ALUN MEANLIMHCKUX M3AENWIA

N3penna meamumHcekme. OugHKa 61o1ornyeckoro
[EeNCTBUSA MeAULMHCKNX n3Lennid. YacTb 7.
OcTaToyHoe cogepXkaHue aTUNeHoKcKaa nocne
cTepunmsaymn

CTepunmsaums MegnumMHCKOM NPOAYKLMUN.
bronornyeckne nHamMkaTopsbl. Yactb 2.
Buonornyeckne MHANKaTopbl AN8 CTepumnsalmm
OKCWJO0M 3TWNeHa

Crepunusauns MegULMHCKOM NPOAYKLMN.
PagnaunoHHas ctepunmsayma. Yacts 1
TpeboBaHWs K pa3paboTke, BaIngaummn n TekyLemy
KOHTPO/IK0 MpoLecca CTepunmsaunm MeguLmMHCKNX
n3gennia

CTepunmnsaums MeguUMHCKOM NPOLYKLMUN.
PafvaunoHHas cTepunmnsaumns. Yactb 2.
YCTaHOB/IEHUE CTEPUIN3YIOLLEN J03bI
Crepunusaums MegULMHCKOM NpoayKumnu.
PagnaunoHHas ctepununsauma. Yactb 3.
PYyKOBOZCTBO MO BONpocam J03UMeTpumn
CTepunumsaums MeAULUHCKNX U3AENNIA.
Mwukpobuonorunyeckme Metogpl. Yactb 1 OueHka
nonynaumMm MMKpPOOPraHM3MoB Ha NPOAYKLMK
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ISO 15223-1

21 CFR 801

ISO 11135

ISO 10993-7

ISO 11138-2

ISO 11137-1

ISO 11137-2

ISO 11137-3

ISO 11737-1

Medical devices - Symbols to be us3d
with medical device labels, labelli
and information to be supplied””

Food and Drug Administration —
Medical Devices Part 801 labelling
Sterilization of health care products
Ethylene oxide - Part 1. Requiremei Its
for development, validation and routine
control of a sterilization proeess ;br
medical devices.

Biological evaluation of medi(.al
devices - Part 7: Ethylene oxide
sterilization residuals

Sterilization of health care products
Biological indicator - Part 2: Biologi( al
indicators  for  Ethylene  oxiie
sterilization processes

Sterilization of health care products
Radiation —Part 1. Requirements 1br
development, validation and routiae
control of a sterilization process br
medical devices.

Sterilization of health care products
Radiation - Part 2: Establishing 1lhe
sterilization dose.

Sterilization of health care products
Radiation - Part 3; Guidance )n
dosimetric aspects.

Sterilization of medical devices
Microbiological methods — Part I



roct ISO 11737-2-2011

FOCTPUCO 14630-2017

MOCT P UCO 21534-2013

FOCTPNCO 21535-2020

FOCT P UCO 7206-1-2005

FTOCTPUCO 7206-2-2013

FOCTPUCO 7206-10-
2005

FOCTPUNCO 14242-1-
2020

Crepunusaums MegULMHCKNX N3LEeNNA.
Mwukpobrnonornyeckme metogbl. Yacts 2.
icnbiTaHWS Ha CTepUNbLHOCTL, MPOBOAMMbBIE NPK
Ba/mMAaLMum npoLLeccos cTepuansaunm
VIMnnaHTaTbl XMpypruyveckmne HeakTmeHble. OOLLmMe
TpeboBaHWA

MMnnaHTaTbl XUpypruvyeckmne HeakTUBHbIE.
VimnnaHTaTbl ANs 3aMeHbl CyCTaBoB. HYacTHble
TpeboBaHuA

MiMnnaHTaTbl XMPYPruyeckme HeakTUBHbIE.
MimnnaHTaTbl ANa 3aMeHbl CycTaBoB. CneunanbHble
Tpeb0oBaHUA K UMMNaHTaTam 415 NpoTe3npoBaHns
Ta306epeHHOro cycTaBa

IMnnaHTaTbl AN XUpyprun. SHA0NPOTesbI
Ta306epeHHOro0 cycTaBa YaCTUUHbIE U TOTa/IbHbIE.
YacTb 1. Knaccugmkaums n 0603HaveHne pasmepos
MIMnnaHTaTbl 418 Xupyprun. SHA0NPOTEsbI
Ta306epeHHOro0 cycTaBa YaCTUUHbIE U TOTa/IbHbIE.
YacTtb 2. CycTaBHble MOBEPXHOCTU, U3rOTOB/IEHHbIE
N3 METAI/IMYECKNX, KepaMUUYEeCKUX N NOIMMEPHbIX
marepuasnos

MmnnaHTaTbl 419 XMpyprun. SHA0NPOTEsbI
Ta300epeHHOro cycraBa YaCTUYHbIE U TOTA/IbHbIE.
YacTtb HO.OnpegeneHve conpoTmBIEHUSA
CTaTUYECKOW Harpy3ke MOAY/bHbIX 6epeHHbIX
ro/I0BOK

MmnnaHTatbl 4na Xvpypruum. V3Hoc ToTalbHbIX
3HI0MNPOTE30B Tazo0beApeHHOro cycrasa. Yactb 1
[MapamMeTpbl Harpy>keHns 1 nepemMeLleHnsa ang
MCMbITaTeNbHBIX MaLLMH 1 YCIOBUS OKPYXKatoLLen
Cpefbl Npu UCNbITaHUK
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ISO 11737-2

UNI EN I1SO 14630

ISO 21534

UNI EN ISO 21535

ISO 7206-1

ISO 7206-2

ISO 7206-10

ISO 14242-1

Determination ofa population of mici O-
organisms on products

Sterilization of medical devices
Microbiological methods —Part 2: Te its
of sterility performed in the validati 31
of a sterilization process.

Non-active surgical implants - Gene al
requirements

Non-active surgical implants - Jo nt
replacement implants - Particuar
requirements

Non-active surgical implants - Jo nt
replacement implants — Sped Ic
requirements for hip - joint replaceme nt
implants

Implants for surgery - Partial and to al
hip joint prostheses - Part I
Classification and designation of
dimension.

Implants for surgery - Partial and to al
hip joint prostheses - Part 2
Avrticulating surfaces made of metall c.
ceramic and plastics materials.

Implants for surgery —Partial and to al
hip-joint prostheses -- Part O
Determination of resistance to staic
load of modular femoral heads

Implants for surgery - Wear of total h]p-
joint prostheses - Part 1. Loading aid
displacement parameters for we [T



FOCTPUCO 14242-2-

2020

FOCTPUCO 6474-1-2014

ASTM F543

ASTM F732

ASTM F897
ASTM FI 147

ASTM FU 60

ASTM FI 185

ASTM FI 854

ASTMF1978

MIMnnaHTaTbl Ang Xupyprun. MI3Hoc ToTaslbHbIX
3HA0NPOTE30B Ta30befpeHHOro cycrasa. Yactb 2.
MeTogbl U3MepeHuii

VimnnaHTatbl gna Xupyprun. Kepammnyeckue
MaTepuasbl. YacTb 1. Kepamuyeckue matepuasibl Ha
OCHOBE OKCMAa altOMUHNSA BbICOKON YMCTOTb!
CraHfapTHas crneumpukaumns 1 MeToAbl UCTIbITaHWNA
ANA MeTaIMYeCKOro MeAuLMHCKOro KOCTHOTO
BUHTA

CTaHAapTHbI MeTOA, UCMbITaHWUS Ha U3HOC
MoSIMMEPHbIX MaTePUanoB, UCNONb3YeMbIX B
npoTesax o6Lyero cycrasa

CTaHfapTHbI MeTog, U3MepeHUs (PPETTUHT-
KOPPO3UW NAacTUH U BUHTOB /19 OCTEOCUHTE3a
CTaHfapTHbIV MeTOZ, UCMNbITaHWUS Ha pacTsXKeHne
MOKPbITUIA 13 (hocthaTa KaslbLmsi 1 METAINHECKNX
MOKPbITHI

CTaHfapTHbIN MeTof, UCMbITaHWS Ha YCTaNoCTb Npu
casure n n3rnbe Kanbunin-hoctaTHbIX U
MEeTa/ININYECKNX MEAULMHCKNX MOKPbITUIA
CraHgapTHas cneymguKaumsa coctasa
KepaMn4yeckoro rmapokcuanarura ans
XUPYPruyecknx MMnIaHTaToB

CTaHAapTHbIA METOA UCMbITaHUS )15
CTEPEeOIOrMYeCKO OLEHKIN NMOPUCTOrO NOKPbITHS
Ha MeULNHCKUX UMMNIaHTaTax

CTaHAapTHbI MeToZ, UCNbITaHUA ANA N3MePeHNs
CTOMKOCTW K UCTUPAHWIO MEeTaIINYECKMX
MOKPbLITWUIA TEPMUYECKOIO HambIIEHUS C MOMOLLbHO
abpasmsa Tabepa
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ISO 14242-2

ASTM F543

ASTM F732

ASTM F897

ASTM F 1044

ASTM FI 147

ASTM FI 160

ASTM FI 185

ASTM F 1854

testing machines and correspondiy
environmental conditions for test
Implants for surgery - Wear oftotal h p-
joint prostheses - Part 2: Methods of
measurement

Standard  Specification and T st
methods for Metallic Medical Bone
screw

Standard Test Method for Wear Testi
of Polymeric Materials Used in To gl
Joint Prostheses.

Standard Test Method measuri jg
Fretting Corrosion of Osteosynthe ;is
Plates and Screw

Standard Test Method for Shear Testi y
of Calcium Phosphate Coating aid
Metallic Coatings

Standard Test Method for Tens le
Testing of Calcium Phosphate Coatin gs
and Metallic Coatings

Standard Test Method for Shear aid
Bending Fatigue Testing of Calciim
Phosphate and Metallic Medi(:a
Coatings

Standard Specification for Compositi in
of Ceramic Hydroxyapatite for Surgi( al
Implants

Standard Test Method for Stereologi( al
Evaluation of Porous Coating in
Medical Implants



PykosogacTteo FDA

ASTM F2503-13

ASTM F2052

F2182

F2213-06

ASTMF1580

PYyKOBOACTBO A/ MPOMBILLAEHHOCTY MO
TECTUPOBaHUIO METIINYECKMX NMOKPLITUNA,
HaHOCKMbIX MJ1a3MEHHbIM HarblIeHMEM Ha
opToneAnyeckne UMNIAHTaTbl, 419 NOLAEPXKKM
nepecmoTpa TpeboBaHWIi K NOCNENPOAaKHOMY
Haazopy

CTaHaapTHasA npakTnKa MapK1UpoBKN MEAULIMHCKNX
N34eNnin n apyrux npeaMeToB Ans obecneyeHns
6e30MNacHOCTY B MarHUTHO-PEe30HAHCHOI cpefe
CTaHAapTHbIA METOA UCMbITaHUSA ANS U3MEPEHNS
MarHUTHO-UHAYLMPOBAaHHOM CU/bl CMELLLEHNS Ha
MeANLMHCKNX YCTPOCTBAX B Cpefe MarHUTHOro
pe3oHaHca

CTaHAapTHbIA METOA UCMbITaHUA 419 U3MePEHUs
MHAYLMPOBaHHOIO PaanoYacToTON Harpesa Ha
MacCMBHbIX UMMIaHTaTax uan B6M3N HUX BO
BPeMsi MarHUTHO-PE30HAHCHOM TOMOrpaui
CTaHAapTHbIA MeTOZ, UCNbITaHWIA ANt N3MEPEHNS
MarHWTHO-MHAYLUMPOBAHHOIO KPYTALLEro MOMeHTa
Ha MeMLMHCKNX YCTPOCTBaxX B Cpese MarHUTHOro
pe3oHaHca

CTaHpapTHas cneyuguKaums Ha NopoLLKK TUTaHa
1 cnnaea TUTaH-6 aNntOMUHWIA-4 BaHaauin Ans
MOKPbITUS XMPYPrUYECKUX UMN/IaHTaTOB
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ASTM F1978

FDA Guidance

ASTM F2503-13

ASTM F2052

F2182

F2213-06

ASTM F 1580

Standard Test Method for Measuritig
Abrasion Resistance of Metal ic
Thermal Spray Coating by Using tle
Taber Abraser

Guidance for Industry on the Testing of
Metallic Plasma Sprayed Coatings on
Orthopaedic  Implants to  Supp >it
Reconsideration  of Post-marl et
Surveillance Requirements

Standard Practice for Marking Medi<.al
Devices and Other Items for Safety in
the Magnetic Resonance Environment
Standard test method for measurem< nt
of magnetically induced displacemt nt
force on medical devices in tle
magnetic resonance environment
Standard test method for measuremt nt
of radio frequency induced heating J1
or near passive implants duriag
magnetic resonance imaging

Standard test method for measuremt nt
of magnetically induced torque on
medical devices in the magnetic
resonance environment

Standard Specification for Titanium aad
Titanium-6  Aluminium-4  Vanadiiim
Alloy Powders for Coatings of Surgi<nl
Implants



13. TPEBOBAHMUS BE3OIIACHOCTH H 39PEKTUBHOCTH MH
13.1. lIpeaynpexnenns

Ycnex onepaiuy 3aBUCHT OT co00IeHUS NTPEAOCTAaBICHHON ONEPaTHBHOM MPONEXYPHI H
NpaBHILHOTO  HCMOJIB30BAHHSA  MPENOCTABIAEMbIX  HHCTPYMEHTOB,  CMEUHAIBLHO
pa3paboTaHHLIX /Ul JAHHOTO THMNA UMIUIaHTaToB. [l noATBepXAeHHs Bbibopa pasMepoB
H NpoBepkH (YHKLUHOHAIBHOCTH CYCTaBa HEOOXOIMMO HCIOJb30BaTh HCMBITATEBHOE
obopynosanue.

[TonuaTHIEHOBBIE KMIUIAHTATHI IEPEA OTepallHeii CleayeT XpaHHTh HE MEHeEe 3 4acoB NpH
temneparype 20°C (+/- 3°C). 3anpemaercs NOBTOpHas HMIUIAHTALUA KOMIIOHEHTOB
TazobeapeHHoro J3HAonpore3a. B To BpeMs Kak HMIJIAHTAaT MOXET Ka3aTbCH
HENOBPEXAEHHLIM, MOT'YT BO3HHKHYTb MHUKPOCKONHYecKHe nedexThl Win acdopmaluy,
KOTOpbIE€ NPHBEAYT K HEHCNPABHOCTH MMIIaHTaTa. Ha 3THKeTKe MOryT OhITh yKa3aHHI
HEKOTOpbIE OrPaHHYEHHS; XHPYPT AO/DKEH NPHHATD 3TY HHGOPMALIHIO BO BHHMaHHE NepeN
HMIUIAHTAlHEH.

Cnenywolide YCJIOBHS MOTYT BbI3BaTh YPE3MEPHYIO Harpy3Ky Ha TMOPaKEHHYIO
KOHEYHOCTb, Mo/iBEpras nauneHTa 6osableMy pHCKy:

Oxxupenune HIH H3OBITOYHBIH BeC

Pyunas pabora

HHTEeHCcHBHAA CNOPTHBHAA AEATEILHOCTD

Bhicoku# ypoBeHb aKTHBHOCTH

BeposiTHOoCTh nanenus

AJTKOTOJIM3M HJIH HapKOMaHHA

Jlpyrue npensarcTBHs, KOTOpPbIE MOTYT NOCTaBUTh MOA Yrpo3y HCXO OfEpalluy

Crnenyoluye ycnoBHs 3aTpyaHAIOT (HKCALHIO NpoTe3a Ta300eAPEHHOro CycTaBa:

Ilporpeccupyiouimii oCTeonopo3 HIH HEJOCTATOK KOCTHON TKaHH
Mertabonnyeckne HapylleHHs HJIH CHCTEMHOE MEJHKaMEHTO3HOE  JICYEHHE,
NpHBOAMALIHE K TOCTENEHHON MNOTepe KOCTHOH NOMIEPXKKH InpoTe3a (HanpHmep,
caxapHbifi Haber, le4eHne CTEpOHAAMH H T.1.)

e PaccesHHas MM MecTHas HHQEKIIHS B aHaMHe3e

13. MD SAFETY AND EFFECTIVENESS

REQUIREMENTS
13.1. Warnings

The success of the operation depends on compliance with the
operative technique supplied, and the proper use of the
instrumentation supplied which is specially designed for that
range of implants. The trial instrumentation must be used to
confirm the choice of sizes and verify the functionality of the
joint.

Polyethylene implants should be stored for at least 3 hours at
20°C (+/- 3 °C) before the operation. The components of a hip
endoprosthesis should never be reimplanted. While an implant
may appear undamaged, microscopic imperfections or
deformations may occur and cause implant failure. The label can
indicate some limitations, the surgeon should take this
information into consideration before implantation.

The following conditions, individually or together, may cause
abnormal loading of the affected limb, exposing the

patient to greater risk of a hip arthroplasty failure:

Obesity or excessive weight of the patient

Hard manual work

Intense sporting activity

High level of activity

Probability of falling

Other handicaps which could compromise the outcome of the
operation.

The following conditions, individually or together, will make
fixation of the implants challenging:

e Advanced osteoporosis or insufficient bone stock

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




e 3nayuTenbHble AedOpPMalHM, NPENATCTBYIOLIME TPaBHIBHOH (HKCALUHH HIIH
YCTaHOBKe IpoTe3a

OnyXoJIH ONOPHBIX KOCTHBIX CTPYKTYP

AJuteprudeckre peakiiHH Ha MaTepHaslbl MPOTE3a HIIH LEMEHT

TxaneBasi peak{Hs Ha KOPPO3HIO HMIUJIAHTATA HIIK €ro0 H3HOC.

®DyHKUHOHANbHAS HENPHUTOHOCTh JIPYTHX CYyCTaBOB.

Metabolic disorders or systemic medications leading to
gradual loss of bone support for the prosthesis (e.g.

diabetes mellitus, treatment by steroids, immunosuppressive,
etc.)

History of disseminated systemic or local infection

Significant deformities preventing correct fixation or
placement of the prosthesis

Bone tumors in the limb to be operated

Known hypersensitivity to the prosthesis materials or cement
Tissue reaction to implant corrosion or wear debris
Alcoholism or drug addiction

Functional incapacity of the other joints.

13.2. 3asaBaenue oTHOocHTeabHO MPT

WUMmunanTaTel koMnaHuu MejakTta He GbUIH NPOTECTHPOBAHLI HAa HArpeB, ABHKCHHE HIIH
onpeJie/icHHE XapaKTEPUCTHK YCJIOBHOTO CTaTyca B CpEA€ MAarHHTHOTO pe3OHaHca.
Be3onacHocTs mMIUlaHTaToB B cpeae MPT HeusBecTHa, ¥ CKaHMpOBaHHE MALMEHTOB, Y
KOTOPAIX YCTAHOBJIEH HMIUIAHTAaT, MOXET MPHBECTH K TPaBMaMm.

13.2. MRI statement

P— ——

Medacta implants have not been tested for heating, migration, or
to determinate the specifications for conditional status in the MR
(magnetic resonance) environment. The safety of the implants in
the MR environment is unknown, and the scanning of patients
who have the implant may result in patient injuries.
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14. AHOOPMAIMA O JEKAPCTBEHHBIX IIPEIIAPATAX H
(UWIH) PAPMAIEBTHUYECKHUX CYBCTAHIINSIX B COCTABE
MH

He npumeHuMoO

14. INFORMATION ABOUT MEDICINES AND
(OR) PHARMACEUTICAL SUBSTANCES
INCLUDED IN MD

Non-applicable

15. OIMCAHHUE METOJA CTEPHJIM3ALIUH

[Tpoaykuus nocraBnsercs B cTepuabHOM Buje. CTepHiH3alMsg C HCNOJIb30BAHHEM
3ITHJICHOKCH1Aa HJTH paHalluH.

[pouecc crepwiH3alliM TNPHIOREH /Ul CTEPHIH3ALMH KOMIIOHEHTOB Ha YpPOBHE
rapaHTHpoBaHHO# crepunbHocTH 10-6 (SAL). Bamnpnanus Owsina mnposeleHa B
cooTBeTcTBHH co ctanaapToM EN ISO 11135:2014 ¢ ucnons3oBanneM «KoHCEpBaTHBHOrO
onpe/esneHHs CMEPTHOCTH B NPOLIECCE CTEPHITH3ALIMH — H3OBITOYHOTO NIOIX0NAY.

15. DESCRIPTION OF STERILIZATION
METHOD

Products are supplied sterile. Sterilized using ethylene oxide or
radiation.

The sterility assurance level (SAL) for the subject sterile
product(s) has been established at 10 as required by EN ISO
11135: 2014.

16. BAJIMIAIIMA TTPOLECCA YHNAKOBBIBAHHA (ECJIH MH

NOCTABJSIETCA B CTEPHJIBHOM BH/IE)

CrepunibHas ynakoBKa BaJIMIMPOBaHa Ha COXpaHeHHe Ge3onacHOCTH M ctepuasHocTH MH
NPH TPAHCTIOPTHPOBKE H XPaHEHHH [0 KOHIIa YCTAHOBJICHHOIO CPOKa FOAHOCTH.

16. PACKAGING PROCESS VALIDATION (IF MD IS
SUPPLIED STERILE)

Sterile packaging is validated to preserve the safety and sterility
of MD during transportation and storage until the expiration
date.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




17. HHOOPMALIUA O NNTPOLECCE ITIPOEKTHPOBAHHAI,
PA3PABOTKE H BAJIMIAIMH NTPOT'PAMMHOI'O
OBECIIEYEHMS, UCITOJIB3YEMOI'O B MH

He npumeHuMo

17. INFORMATION ABOUT DESIGNING,
ENGINEERING, AND VALIDATION OF
SOFTWARE USED IN MD

Non-applicable

18. TPEBOBAHMSA K TEXHHYECKOMY OBCIYXXHBAHHIO H
PEMOHTY MH

He npumennmo

18. REQUIREMENTS FOR TECHNICAL
SUPPORT AND REPAIROFMD -~

Not applicable

19. HH®OPMAIIHNSA OB YJAJIEHHNH H H3BJIEYEHHH
HUMILIAHTATOB

Ecnu HeoOXOAMMO YHQJMTh BKJIAAbII H3 YalDKH BEPTIYXKHOH, TO mnpeanaraercs
HCIOJIb30BaTh CEAYIOLIHH METO, HCIIOJIB3YIOLIHI BHHTHI ry0uaThie KOCTHbIE:

* Halinute cBepno 3.2 MM H NPOCBEPIHTE OTBEPCTHE B KYTOJI BKIaAbIlIa H3beras y4acTKOB
C OTBEPCTHAMH B KOPIIyCe YalIKH.

* Ucnonb3yiiTe BUHT ry0uaThiii KOCTHBIN H BBEUTE €ro B OTBEpCTHE. 3aBOpauHBaiiTe BUHT
BpPYUHYIO, IT0Ka BKJIA/IBII HE BbIAAET U3 KOPITyCca YalllKH.

[lpu ynanenuu BKAagblina GyAbTE OCTOPOXHLI, YTOOBI HE MOBPEAMTH CTOMOPHBIH
MEXaHH3M BHYTPH YallKH.

UHCcTpyMeHTH U 3HIONPOTE30B TasobenpeHHoro cycraBa Versafitcup moryt OuITh
MCMOJIL30BaHbI Ul H3BJIEYEHHA HallKH BEPTIYXKHOH H BHHTOB. Urobbl ynanuTs BHHTHI
rybuarble KOCTHBIE, MOXHO HCIOJIb30BaTh PYKOATKY C XPanoBbIM MEXaHH3MOM BMECTE C
OTBEPTKOM, YTOOK OTKpYTHTh HX. Ecni o6onoyxa BepTiyHOH BnamHHbl ocnabliicHa, ee
MOXHO YAQJIMTh C MOMOLIBIO PYKOATKH MMnakropa. [lns xopowo 3adpuKCHpOBaHHBIX
yaleKk BEPTJIYXHBIX CJEAYeT HCIONb30BaTh CHNEUHANBHBIE HHCTPYMEHTHl IS
PEeBH3HOHHOH XHPYPrHH, KOTOPbIE NPEAOCTABILAIOTCA MO 3aIpocy.

19. INFORMATION ABOUT IMPLANT
REMOVAL AND EXTRACTION

If a liner must be removed from the Versafitcup shell we
recommend using the Bone screw method:

* Locate the 3.2 mm drill bit and drill a hole into the dome of the
liner avoiding the areas of the shell hole areas.

» Use a cancellous bone screw and insert it inside the hole. Drive
the screw by hand until the liner is lifted out of the shell.

While removing the liner, take care to avoid damaging the shell
taper or its locking mechanism.

The Versafitcup instruments can be used for the removal of the
acetabular shell and screws. To remove the cancellous bone
screws you can use the ratchet handle together with the
screwdriver to unscrew them. If the acetabular shell is loose you
can use the impactor handle to remove it. For well fixed
acetabular shells you should use specific revision
instrumentation, available on request.
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200 YCNnoBumAa TPAHCMNOPTUPOBKW N XPAHEHINA

YNakKoBKW AO/MKHbI XPaHUTLCA B MPOX/IaAHOM, CyXOM MecTe, BAa/IM OT CO/THEYHOrO CBeTa.

Tabnuua 6. Ycnosus TpaHCMOPTUPOBKMK:

HavnmeHoBaHue Jwnana3oH

Temnepartypa Ot -29 °C po +60 °C
OTHOCUTENbHAsA BNaXXHOCTb OT1 30 % 8o 85 %
ATMmOC(epHoe JaBneHune HeT cneunanbHbIX Tpe6oBaHMI

Tabnmua 7. YCNnoBust XpaHeHus:

HavnmeHoBaHue Jwvana3oH

Temnepartypa Ot -29 °C po +60 °C
OTHOCKTENbHAA BNAXKHOCTb OT1 30 % po 85 %
ATMOC(epHoe faBneHne HeT cneymanbHbIX TpeboBaHMi

21. NOPAAOK N YCNOBUNA YTUANIALUNN NI
YHUUTOXEHUWA M

W3penve oTHocuTCca K Knaccy B B COOTBETCTBMM C KJ'IaCCl/I(*)VIKaLWIEI‘/JI MEANLNHCKNX

0Txof0B. [locne mMocneaHero WUCMOMb30BaHWUS W3AeNMe W ero YnakoBKy HEo6X0AMMO

yTUNU3MPOBaTb B COOTBETCTBUM C  [JOKYMEHTMPOBAHHbLIMM
MPOU3BOAUTENS U FOCYAAPCTBEHHBIMU TPEGOBAHMAMMN.
He3sarpsisHeHHas ynakoBKa nepepabaTbiBaeTcsl Kak 6bITOBbIE OTXOAbI.
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Ans

20. CONDITIONS OF TRANSPORTATION AND
STORAGE

The packages must be stored in a cool, dry place, away from
sunlight.

Table 6. Transportation conditions:

Designation Range

Temperature -29 °C to +60 °C
Relative humidity 30% to 85%
Barometric pressure No special conditions

Table 7. Storage conditions:

Designation Range

Temperature -29 °C to +60 °C
Relative humidity 30 % to 85 %
Barometric pressure No special conditions

21. MD DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical
waste. After last use the product and its package must be
disposed of in accordance with documented procedures for
manufacturer and state requirements.

Uncontaminated packaging is recycled as household waste.



22.TAPAHTHA H PEKJIAMALIHA

[Tpor3BoANTEND OATBEPKAALT COOMOACHHE BCEX OOA3ATENLHEIX NOKANLHLIX TpeGopanuit
K H3/IC]IHIO H FapaHTHHHLIM O0f3aTeNbCTBAM, JTO BRLIOYACT, HO HE OIPaHHHMHBACTCH,
YCTAHORJICHHYIO OTBETCTBEHHOCTH H rapaHTHHHBIC O0S3aTENHCTBA B COOTBETCTBHH C
3aKOHO/IATENECTBOM 00 OTBETCTBCHHOCTH 3a KAYeCTBO H3AC/MA, NPHMEHHEMOM Ha
NOKANLHOM YPOBHE.

Lienecoofpa3sHocTs HCMONB30OBAHMA JAHHOTO MEIHUHMHCKOrO U3ENAA IS XakoH-mubo
KOHKPETHO# XHpYprudeckoit mnpoueAypbl AOMKHA ONPEACHATLCK MOML3OBATENEM B
COOTBETCTBHH € HHCTPYKUHAMH IO SKCIUTYATAIIHH MPOH3BOAUTENS.

22. WARRANTY

Manufacturer confirms the compliance with all mandatory local
product liability and warranty obligations. This includes but is
not limited to the mandatory liability and warranty obligations
under the product liability act applicable at local level.

Suitability for use of this medical device_for any particular
surgical procedure should be determined by the user in
conformance with the manufacturer’s instructions for use.
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23. HAMMEHOBAHHE H IOPHIWYECKHH AXPEC
MPOM3BOAUTEJS MH H YIIOJJHOMOYEHHOTO
IPEJCTABHTEJISI IPOA3BOAUTEJIS B POCCHM

PA3PABOTYHK:
Medacta International S.A. (Menaxta Autepuaunonan C.A.)

NMPOU3IBOAHTEJID:
Medacta International S.A. (Menaxra HaTepraunonan C.A.)

MECTO IMPOH3BOJACTBA:
Ynuua Pernsa
CH-6874 Kacrems C. Ilbetpo

iseftuapus

Bua Anna Pocca
CH-6862 Pankare
[Iseitnapus

YIIOJHOMOYEHHON NNPEACTABHTEJD MPOM3BOAUTEJIA B POCCHH:
O6ICCTBO ¢ OrpaHM4YEHHON OTBETCTBEBHOCTHIO «CIELHANN3UPOBAHHBIA UCHTP
MeauugHckux npoektoB (000 «CLIMII»)

115114, r. Mocksa, BH. Tep. T. MyHHIMnanbubii okpyr Jlanunopckmii, Jlepbenenckan
Habepexnan, A. 7. ¢. 16, oM. 4

+7495 181 75 05

https://regmt.ru

23. NAME AND LEGAL ADDRESS OF
MANUFACTURER AND AUTHORIZED
REPRESENTATIVE IN RUSSIAN
FEDERATION

DEVELOPER: MEDACTA INTERNATIONAL S.A.
MANUFACTURER: MEDACTA INTERNATIONAL S.A.

PLACE OF PRODUCTION:
Strada Regina

CH-6874 Castel San Pietro
Switzerland

Via Alla Rossa

CH-6862 Rancate

Switzerland

AUTHORIZED REPRESENTATIVE OF
MANUFACTURER IN RUSSIA:

Limited Liability Company "Specialized Center for Perspective
Projects” (LLC "STsMP")

115114, Moscow, ext. ter. Danilovsky municipal district, emb.
Derbenevskaya, 7 building 16, room 4

+7 495 181 75 05

https://regmt.ru/
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INPHIAOXEHME / ATTACHMENT

Texnu4deckue xapaxrepucTuxa MH / Technical characteristics of MD

| Texunueckue xapaxrepucruxn MH / Technical characteristics of MD
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Puc.l WMmnnaHtaTel Versafitcup Yalwka septnykHas CC TRIO gnametpom 40, Yawka BeptnyxkHas CC TRIO gnametpom 42, Yawka BeptnykHas CC TRIO
AnameTtpoM 44, Yawka BepTnyxHaa CC TRIO anameTtpom 46, Yawka septnyxHas CC TRIO aguametpom 48, Yawuka BeptnyxHaa CC TRIO guametpom 50, Yallka
BepTy>kHaa CC TRIO agnameTtpom 52, Yawwka Beptny>kHaa CC TRIO gnameTtpom 54, Yawika BeptnykHas CC TRIO anameTtpom 56, Yawika Beptay>kHada CC TRIO
AnameTtpom 58, Yawika septnyxxHaa CC TRIO gnametpom 60, Yawka sBeptnyxHas CC TRIO guameTtpom 62, Yawika BeptnyxkHaa CC TRIO guametpom 64

Fig.l Implants Acetabular shell CC TRIO 0 40, Acetabular shell CC TRIO 0 42, Acetabular shell CC TRIO 0 44, Acetabular shell CC TRIO 0 46, Acetabular shell
CC TRIO 0 48, Acetabular shell CC TRIO 0 50, Acetabular shell CC TRIO 0 52, Acetabular shell CC TRIO 0 54, Acetabular shell CC TRIO 0 56, Acetabular shell
CC TRIO 0 58, Acetabular shell CC TRIO 0 60, Acetabular shell CC TRIO 0 62, Acetabular shell CC TRIO 0 64

Tabnuua 1. TexHuyeckume xapaktepuctukm / Table 1 Technical characteristics
HanmeHoBaHue TexHUYeCKMe XapaKTepUCTUKN U3Lenns

n3genus
Name of MD Technical characteristics of MD
Yawika [vameTp BHYTpeHHel yacTn nmnnaHTata D1 ¢ gonyckamu (Mm) / Inner part diameter DI of the implant with tolerances (mm): 29.08""o

BepT/y>kHaa CC BxogHoli anameTp nmnnantata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 33* %
TRIO gnametpoMm  [uameTp BHYTpeHHei yacTu umnnanTara D3 ¢ gonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 29.94+0.05

40 Ovametp nvmnnanTara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 14.10+0.05

[vameTp BHelHei yacT umnnaHTata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 42.3'* %o
Acetabular shell BHeLwHWiA gnameTp oTBepcTMs MMnnaHTata D6 ¢ gonyckamm (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 62"®"0
CC TRIO O 40 BHYTpeHHWIA AnameTp 0TBepCTUS MMNaHTata D7 ¢ gonyckamm (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1"0

BHewHuii gnametp nmnnaHtara D8 ¢ gonyckamu (mm) / External diameter D8 of the implant with tolerances (mm): 40.70+0.10
Bbicota umnnadtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 23.1+0.2

Bbicota mnnaHtata H2 ¢ gonyckamum (Mm) / Height H2 of the implant with tolerances (mm): 17.78'~

Bbicota mnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 11.75" ‘®

Bbicota umnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4™%

Pe3bba M nmnnaHTara/ Thread M of the implant: M10x1.5

Yron HaknoHa umnnaHtata 01 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55.(I'5'

Yron HaknoHa Kpas nmnnaHTata 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): 5" o
LLIepoxoBaTtocTb Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (fim): < 2

Macca umnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 27+£1.35
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Yamka JlnameTp BHyTpeHHe# gacTH uMiuianTata D1 ¢ nonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 29.08*09%
BepriyxHas CC Bxomnoit muamerp nmnnantara D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 33*005,
TRIO nuamerpoM | JlnameTp BHyTpeHHeit yacTn nMrUtanTata D3 ¢ nomyckami (MM) / Inner part diameter D3 of the implant with tolerances (mm): 29.9420.05
42 Juamerp umnnantara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 14.10+0.05

JlnameTp BHelIHe# yacTH uMNIanTata DS ¢ gonyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 44301,
Acetabular shell BHelwunuii IMamMeTp oTBEpCTHs MMIUIanTaTa D6 ¢ nonyckamu (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2*%
CC TRIO @ 42 BHyTpeHHuik IMaMeTp OTBepcTHA MMIUTaHTaTa D7 ¢ fonyckamu (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1'%,

BHewnuit nuamerp nmnnantara D8 ¢ nonyckamu (MMm) / External diameter D8 of the implant with tolerances (mm): 42.70+0.10

Bricota umnnanTara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 24.11+0.20

Boicota umnnanTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 17.78*919,

Bricora umnnanTara H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 1 1.75%019,

Bricota umnnanTata H4 ¢ nomyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4*%%

Pe3p6a M umnnantara / Thread M of the implant: M10x1.5

Yron HakioHa uMnnanTara ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°% s

Yron HakiloHa Kpas ummianTata ©2 ¢ gonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 5'C5

lllepoxoBatocTs Ra umnnanTtara (Mxm) / Roughness Ra of the implant (um): <2

Macca umnnanrara ¢ gonyckams (r) / Mass of the implant with tolerances (g): 34+1.7
Yammka JlnameTp BHyTpeHHe# yacTi uMnianTara D1 ¢ monyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 32.56%%,
BepriyxHas CC | Bxonsoii muamerp ummnnantara D2 ¢ nonyckamu (MM) / Entrance diameter D2 of the implant with tolerances (mm): 371095,
TRIO anamerpom | JlnameTp BHyTpenHei uacT umnnantata D3 ¢ monyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 33.42+0.05
44 JnameTp nmnnantara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 16.10+0.05

Acetabular shell
CCTRIO O 44

JIuameTp BHeuHel yacTH nMnnanTara DS ¢ nomyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 46.3%1,
BHeluHuii AMaMeTp OTBEPCTHA HMIUIaHTaTa D6 ¢ monyckamu (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2
BuyTpennuii AnaMeTp OTBEpCTHA MMMIaHTaTa D7 ¢ nonyckamu (MM) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.17%1,
Buewnuit auamerp uMnnantara D8 ¢ nonyckamu (mm) / External diameter D8 of the implant with tolerances (mm): 44.70+0.10

Beicota umnnantata Hl ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 25.13+0.20

Boicora umnnanTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 19.78%019,

Bricora umnnanTtara H3 ¢ monyckamu (Mm) / Height H3 of the implant with tolerances (mm): 13.3 1+019,

Bricota umnnantata H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4*%%

Pe3nb6a M umnnanrtara / Thread M of the implant: M10x1.5

YroJ HakloHa uMnnanTata ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°% os:
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Yron HaknoHa kpas umnnaHTara 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): o«
LLIepoxosatocTb Ra nmnnaHTara (Mkm) / Roughness Ra of the implant (pm): < 2
Macca nmnnaHTata ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 36+ 1.8
Ualuka [namveTp BHyTpeHHel YacT umnnaHtata D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 34.48"®Vo
BepT/y>KHas CC BxogHoit gnameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 390
TRIO gnametpom  [wvameTtp BHYTpeHHel yacT uMmnnaHtara D3 ¢ gonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 35.34+0.05

46 OnamveTp nvnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 17.80+0.05

[vnameTp BHewHel yacTn umnnaHTtata D5 ¢ gonyckamn (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 48.3""o
Acetabular shell BHewHWIA anaMeTp oTBEPCTUA MMMnaHTaTa D6 ¢ gonyckamu (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2 ‘o
CCTRIOO 46 BHyTpeHHWIA gnameTp oTBepCcTMS umnnaHTata D7 ¢ gonyckamu (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm):

BHewHWIA gnameTp nMmnnadTtata D8 ¢ gonyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 46.70+0.10
Bbicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.15+0.20
Bbicota umnnaHTarta H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 20.08"*°
Bbicota nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm):
Bbicota nmnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 44®&bo
Pe3bba M umnnaHtata/ Thread M of the implant: M1 Ox1.5
Yron HaknoHa nmnnadTtata 01 c¢ gonyckamu (°) / Angle of inclination 01 of the implant with tolerances (°): 18°55'®\\s'
Yron HaknoHa Kpas umnnaHTtata 02 ¢ gonyckamu (°) / Angle of edge inclination 02 ofthe implant with tolerances (°): 5%,
LLIepoxoBaTtocTb Ra umnnaHtarta (MkM) / Roughness Ra of the implant (y1): <2
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45
Yaluka [nameTp BHYyTpeHHen yacT umnnanTata D1 ¢ gonyckamu (Mm) / limer part diameter D1 of the implant with tolerances (mm): 34.48" *%o
BepTny>xHas CC BxogHoi gnameTp umnnadtata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 39'* Vo
TRIO gnametpom  [vameTp BHYTPeHHeln YacTu uMmnnaHTaTta D3 ¢ gonyckamm (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 35.34+0.05

48 Ounawvetp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 17.80+0.05

[nameTp BHeLLHel YacTv uMnaadTata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 53.27%*
Acetabular shell BHeLUHKIA AnameTp oTBepcTus UMnnaHTaTa D6 ¢ gonyckamu (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2°°*
CCTRIOO 48 BHYTpeHHUIA AnameTp oTBepcTus uMnnadTara D7 ¢ gonyckamu (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1°°*

BHewwHwin gnameTp umnnaHTtata D8 ¢ gonyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 48.69+0.10
Bbicota umnnaHTtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26.18+0.20
Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 20.08"®"%
BbicoTa mnnaHTaTta H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 13.55""v%
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Bricora umnnanrtara H4 ¢ nonyckamu (MM) / Height H4 of the implant with tolerances (mm): 4+08,

Pe3p6a M nmnnanrara / Thread M of the implant: M10x1.5

Yron naknoHa ummianTara ©1 ¢ gomyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55 C s
Yron HakJIoOHa Kpas uMILTaHTaTa ©2 ¢ nonyckami (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 5
IllepoxoBaTrocts Ra uMnnanrara (Mxm) / Roughness Ra of the implant (um): <2

Macca umrianrara ¢ gonyckaMu (r) / Mass of the implant with tolerances (g): 49+2.45

Yamka JlnameTp BHyTpeHHeil yacTi ummnanTara D1 ¢ qonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 39.10*00%,
peprayxHasi CC | BxoaHoii auamerp umnnantara D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 4499,
TRIO nuamerpom | JluameTp BHyTpeHHei yacTh uMmianTata D3 ¢ nonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 39.90+0.05
50 Jnametp umnnantata D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 19.4+0.05

JlnameTp BHemHe# yactu umMnanTata DS ¢ nonyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 55.14*019,
Acetabular shell BHelHui JHaMeTp OTBEPCTHA MMMUIanTaTa D6 ¢ nomyckamu (MM) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2"%'o
CC TRIO © 50 BuyTpennuii nnameTp otBepcTus MMIanTara D7 ¢ nonyckamu (M) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1'%

Buewnuii anametp nmnnantata D8 ¢ nonyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 50.73+0.10

Bricora umnnanrara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27.22+0.20

Boicota umnnanTtata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 22.3*%!¢

Bricota umnanTara H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 14.7*%!¢

Bricota umnianTara H4 ¢ nonmyckamu (Mm) / Height H4 of the implant with tolerances (mm): 3.5%%,

Pe3n6a M nmnnanrara / Thread M of the implant: M10x1.5

Yron HakiioHa MMIUIanTaTa ®1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°” oes-

Yron Hak/I0Ha Kpasi HMIL1aHTaTa ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 5% ¢

1llepoxosatocTh Ra uMnnanrara (MkM) / Roughness Ra of the implant (um): <2

Macca umnnanrara ¢ aonyckamu (r) / Mass of the implant with tolerances (g): 69+3.45
Yamka JlnameTp BHyTpenHeii uactu ummantara D1 ¢ zonyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 39. 10995
BeptayxHas CC BxonHoi amamerp umnnanrtara D2 ¢ nonyckamu (MM) / Entrance diameter D2 of the implant with tolerances (mm): 441005,
TRIO nnamerpom | JluameTp BHyTpeHHeit yacTu uMnianTata D3 ¢ nonyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 39.90+0.05
52 Juametp umnnantara D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 19.40+0.05

JlnameTp BHewHeH yacT umnnanTata DS ¢ nonyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 57.09%019,
Acetabular shell Buewunuii iMameTtp orBepcTHs MMILUIaHTaTa D6 ¢ nonyckamu (MM) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2*%
CC TRIO 9 52 BHyTpennuit anaMerp otBepcTHs uMILianTara D7 ¢ nonyckamu (MM) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1'%1,

Buewnnii anametp umnnantata D8 ¢ nonyckamu (MM) / External diameter D8 of the implant with tolerances (mm): 52.72+0.10
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Yalika
BepTyXHasa CC
TRIO gnameTpom
54

Acetabular shell
CCTRIOO 54

Yallka
BepTy>kHas CC
TRIO gnametpom
56

Bbicota umnnaHTata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 28.25+0.20

Bbicota umnnaHTarta H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 22.3"®*%

BbicoTa umnnaHtata H3 ¢ gonyckamn (mm) / Height H3 of the implant with tolerances (mm): 14.7®%

Bbicota nmnnaHTarta H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4"Vo

Pe3bba M nmnnaHtarta/ Thread M of the implant: M10x1.5

Yron HatotoHa umnnaHtata 01 ¢ gonyckamu (®/ Angle of inclination 01 of the implant with tolerances (°): 18°55®°.0'%

Yron HaknoHa Kpas nmnnadtata 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): 5" a«
LLIepoxosatocTb Ra nmnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 69+3.45

[vameTp BHyTpeHHei YacTu umnnanTata D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 39.10"° %
BxogHoii gnameTp nmnnaHTata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 4™"®&v

[nameTp BHYTpeHHel yacT nmnnadTata D3 ¢ gonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 39.90+0.05
OnameTtp umnnaHtara D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 19.40+0.05

[nameTp BHellHen yacTn umnnaHtaTa D5 ¢ gonyckamu (mm) / Outer part diameter D5 of the implant with tolerances (mm): 59.04”
BHelwHWiA gnameTp oTBepcTust uMmnnaHTata D6 ¢ gonyckamu (mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2
BHYTpeHHWIA grameTp oTBepcTMs nMnnaHTara D7 ¢ gonyckamu (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1/
BHewwHuii gnameTp nmnnaHTata D8 ¢ gonyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 54.71+0.10

Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.8+0.2

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 22.3" %

Bbicota umnnaHTtaTta H3 ¢ gonyckamu (mm) / Height H3 of the implant with tolerances (mm): 14.7~ "o

BbicoTta umnnaHTarta H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4o

Pe3bba M nmnnaHtata/ Thread M of the implant: MIOxI.5

Yron HaknoHa nmnnaHTata 01 ¢ gonyckamu (°) / Angle of inclination 01 of the implant with tolerances (®): 18°55'"0»%

Yron HaknoHa Kpast umnnaHtata 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): 52" (f
LLIepoxoBatocTb Ra umnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 8 9 + 4 .4 5

[vameTp BHyTpeHHen yacTn nmnnadTara D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 42.46'@X
BxopgHoii gnametp nmnnadTara D2 ¢ gonyckamu (M) / Entrance diameter D2 of the implant with tolerances (mm): 48

[namveTp BHYyTpeHHeR YacTn umnnanTata D3 ¢ gonyckamu (MMm) / Inner part diameter D3 of the implant with tolerances (mm): 43.26+0.05
OnameTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 22.80+0.05

[nameTp BHelHel YacTn umnnaHtata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): ‘0
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Acetabular shell
CC TRIO 9 56

BHemmnuii mmameTp oTBepcTHs MMnianTata D6 ¢ nomyckamu (MM) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2'%
BuyTpennuii imameTp oteepcTHa MMITanTata D7 ¢ nonyckamu (MM) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1,
Bremwnuii anamerp umnnanTara D8 ¢ nomyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 56.70+0.10

Boicota umMniantara H1 ¢ monyckamu (MM) / Height H1 of the implant with tolerances (mm): 30.17+0.30

Bricota uMnuianTata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24.2*%'o

Boicota nmMnnanTata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 16.6*%1y

Bricota nMmnanTata H4 ¢ nomyckamu (Mm) / Height H4 of the implant with tolerances (mm): 47%%

Pe3p6a M ummnanrara / Thread M of the implant: M10x1.5

Yron nakiona uMnanTtara ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55 T s

Yron HakI0OHa Kpas uMIUTaHTaTa ©2 ¢ nonmyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 505
Hlepoxosarocts Ra ummnanrara (Mkm) / Roughness Ra of the implant (um): <2

Macca umMnnanrara ¢ fonyckamu (r) / Mass of the implant with tolerances (g): 89+4.45

Yamxka
BeprayxHas CC
TRIO agnamerpom
58

Acetabular shell
CCTRIO O 58

Jlnametp BHyTpeHHeH acTH nMmianTata D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 42.46"%%,
Bxoanoii nuametp uMniantata D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 48+005,

JlnameTp BHYTpeHHeil yacT uMmanTara D3 ¢ monmyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 43.26+0.05
Jlnametp umnnanrata D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 22.80+0.05

JluameTp BHelHeii yacTH umILtanTata DS ¢ nonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 62.9
BHemnuii aMameTp oTBepcTHA MMIIaHTaTa D6 ¢ nonyckamu (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2'0%1,
BHyTpeHHuii AHaMeTp oTBepCTHA MMILTaHTaTa D7 ¢ nomyckamu (MM) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1%%1,
BHewnnit auamerp nmnnanTata D8 ¢ nonyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 58.69+0.10

Bricora umnnanTara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 31.2+0.3

Bricota uMnnanTata H2 ¢ nonyckamu (MM) / Height H2 of the implant with tolerances (mm): 24.27%

Bricota umnnanTata H3 ¢ nonmyckamu (Mm) / Height H3 of the implant with tolerances (mm): 16.6"%o

Bricora umniantata H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4+08,

Pe3sba M umnnanrara / Thread M of the implant: M10x1.5

Yron HakyoHa uMnianTara ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°7 ges:

Yron HakoHa Kpas HMIUtanTaTa ©2 ¢ gonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 505 g
IllepoxoBatocTh Ra uMnanTara (MkM) / Roughness Ra of the implant (um): <2

Macca umnuianTara ¢ fonyckamu (r) / Mass of the implant with tolerances (g): 109+5.45

6*0. 100

Yamxa
BepTiyxHas CC

JlnameTp BHyTpeHHeit yacTu umnnanTara D1 ¢ nonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 42.46%0%%
BxomHo# anamerp umnnantata D2 ¢ nonyckamu (M) / Entrance diameter D2 of the implant with tolerances (mm): 48%%
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TRIO gnametpom  [inameTp BHYTpeHHel yact umnnaHtata D3 ¢ gonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 43.26+0.05

60 Ounametp nmnnadtata D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 22.8+0.05

[namveTp BHelwHel YacT nmnnaHTarta D5 ¢ gonyckamm (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 64.927®%
Acetabular shell BHewwHwWin gnameTp oTBEpCcTUS MMnnaHTata D6 ¢ gonyckamm (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 62/®’0
CC TRIOO 60 BHyTpeHHMI gnameTp oTBepcTUa nMmniaHtara D7 ¢ gonyckamu (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm): (

BHewHwnin gnameTp nmnnaHtaTta D8 ¢ gonyckamu (mm) / External diameter D8 of the implant with tolerances (mm): 60.68+0.10
Boicota umnnaHTata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 32.2+0.3
Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24.2'"o
Bobicota umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 16.6"®
Bobicota umnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4'A %o
Pe3bba M umnnarTarta / Thread M of the implant: MIOxI .5
Yron HaknoHa nmnnadtata 0 1 ¢ gonyckamu (°) / Angle of inclination 01 of the implant with tolerances (°): 18 °55 " s-
Yron HaknoHa Kpast umnnaHtara 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): ®
LLIepoxoBaTocTb Ra nmnnaHtarta (Mkm) / Roughness Ra of the implant (pm): <2
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 109+5.45
Yallka [nameTp BHYTpeHHen YacTn nmnnaHtata D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 45.65"®%
BepTyXHaa CC BxogHoii gnametp nmnnadTara D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 52* %
TRIO gnameTtpom  [nameTp BHYTpeHHel yacTi umnnaHtata D3 ¢ gonyckamu (mm) / Inner part diameter D3 of the implant with tolerances (mm): 46.45+0.05

62 OvnameTtp umnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 21.30+0.05

[nameTp BHelHel yacTu nmnnaHtata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 66.89"®
Acetabular shell BHelHWIA anameTp oTBEpPCTUA MMNnaHTaTa D6 ¢ gonyckamu (Mm) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2'* o
CCTRIOO 62 BHyTpeHHWIA anameTp oTBepCTMS umnnaHTata D7 ¢ gonyckamn (Mm) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1\

BHewwHwin guameTp umnnadTtata D8 ¢ gonyckamu (Mm) / External diameter D8 of the implant with tolerances (mm): 62.72+0.10
Bbicota mmnnaHtata HIl ¢ gonyckamu (mm) / Height Hlof the implant with tolerances (mm): 34.46+0.30

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2of the implant with tolerances (mm): 28°®%

Bbicota nmnnaHtara H3 ¢ gonyckamu (mm) / Height H3of the implant with tolerances (mm): 19.05*°

BbicoTa umnnaHTaTta H4 ¢ gonyckamu (Mm) / Height H4ofthe implant with tolerances (mm): 47°«

Pe3bba M nmnnaHtata/ Thread M of the implant: MIOxI .5

Yron HaknoHa nMmnnadtata 01 cgonyckamu (°) / Angle of inclination 01 ofthe implant with tolerances (°): 18®55*¥pb-

Yron HaknoHa kpaa nmnnaHTata 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): 6" ®
LLIepoxoBartocTb Ra umnnaHTara (Mkm) / Roughness Ra of the implant (pm): < 2
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Macca umnanrara ¢ gomyckamu (r) / Mass of the implant with tolerances (g): 129+6.45

Yamrka
BepTiyxHas CC
TRIO nuamerpom
64

Acetabular shell
CCTRIO O 64

JluameTtp BHyTpeHHeil yacTh uMmiantara D1 ¢ aonyckamu (MMm) / Inner part diameter D1 of the implant with tolerances (mm): 45.65005,

BxonHoi#t anameTp ummaanTara D2 ¢ noryckamu (M) / Entrance diameter D2 of the implant with tolerances (mm): 52%%

JluameTp BHyTpeHHe# acTu nmnnanTata D3 ¢ nonyckamu (M) / Inner part diameter D3 of the implant with tolerances (mm): 46.45+0.05
Jlnametp umnnantara D4 ¢ nomyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 21.30+0.05

Jlnamerp BHewHei# yacTh uMnianTara D5 ¢ gonyckamu (MMm) / Outer part diameter D5 of the implant with tolerances (mm): 68.86101%
Buemnnii nnameTp oTBepcTHs HMmanTata D6 ¢ monyckamu (MM) / Outer diameter D6 of the implant’s hole with tolerances (mm): 6.2
BuyTpennuii anamerp otepcTHs uMmianTata D7 ¢ nonyckamu (MM) / Inner diameter D7 of the implant’s hole with tolerances (mm): 8.1*%1,
Buemmnuit anametp umnnantata D8 ¢ nonyckamu (MM) / External diameter D8 of the implant with tolerances (mm): 64.71+0.10

Bricora ummnanTara H1 ¢ nonmyckamu (Mm) / Height H1 of the implant with tolerances (mm): 35.47+0.30

Boicora ummianTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 28*%o

Boicota umnnanTata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 19.05*%1%

Bricora umnnantara H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4+08,

Pe3p6a M umnnanTara / Thread M of the implant: M10x1.5

Yron Haxnona umnianTata ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°" .5

Vron Hak0Ha kpas MMILIanTata ©2 ¢ nonyckams (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 6*% ¢
IllepoxoBarocTs Ra ummnanrtara (MkM) / Roughness Ra of the implant (um): <2

Macca umnuanrara ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 129+6.45
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ch. 3,5 +0,05

Puc.2 MMmnanrar Versafitcup 3arnymixa ana wamksu seprayxtoit CC TRIO

Fig.2 Implant Versafitcup Acetabular shell CC TRIO screw plug

Pesnba nmmnanTata / Thread of the implant: M10x1.5

O6mas BHCOTa MMILIARTaTa ¢ Romyckamu (MM) / Height of the implant with tolerances (mm): 4.5%24,,

JInameTp uMnTanTaTa ¢ gomyckamu (MM) / Diameter of the implant with tolerances (mm): 8°.0

PasMep MECTHIPAHHUKA HMILIAHTATA ¢ Aomyckamu (MM) / Size of the implant’s hexagon with tolerances (mm): 3.5*%1%,¢,05
BricoTa mecTarpaHEHKa AMINAHTATA ¢ gonyckamu (MM) / Height of the implant’s hexagon with tolerances (mm): 2.5+0.1
Jinmna pe3sbn uMnnanTata ¢ gomyckamu (M) / Length of thread of the implant with tolerances (mm): 3+0.1

Pazgmyc xpHBH3HB HMILTAHTAaTa ¢ Aionyckamu (MM) / Radius of curvature of the implant with tolerances (mm): 11+0.2
[Llepoxosarocts Ra ummnanTara (Mxm) / Roughness Ra of the implant (pm): <2
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Macca uMnnanTara ¢ gonyckamn (r) / Mass of the implant with tolerances (g): 5+0.25

A-A [2:1)

a0

Oleo

A “ha

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Puc. 3 UmnnanTarel Versafitcup Yamxa seprnyxnas CC TRIO 6e3 orBepcthii anamerpom 40, Yauika seprnyxuas CC TRIO 6e3 orsepethit anamerpom 42, Yamka
BepTayxHast CC TRIO 6e3 otBepcTuii nnametpom 44, Yamka sepriyxHas CC TRIO 6e3 orsepctuit amamerpom 46, Yamka seprayxHas CC TRIO 6Ge3 otepcruit
auametpom 48, Yawuka BepriayxHnas CC TRIO 6e3 orBepcthii anamerpom 50, Yamka Beprimyxnas CC TRIO 6e3 oreepctuit amamerpom 52, Yamka Beptmyxnas CC
TRIO 6e3 orBepcthit anametpom 54, Yamka septiayxnas CC TRIO 6e3 orBepcThit auamerpom 56, Yaika seprnyxuas CC TRIO 6e3 otBepctuit anamerpom 58,
Yamka BeprayxHas CC TRIO 6e3 otsepctuit anamerpom 60, Yamka septiayxHas CC TRIO 6e3 orBepctuit auamerpom 62, Yamka sepriyxHas CC TRIO 6e3
OTBepCTHit 1MameTpoM 64

Fig.3 Implants Acetabular shell CC TRIO No-Hole @ 44, Acetabular shell CC TRIO No-Hole @ 46, Acetabular shell CC TRIO No-Hole O 48, Acetabular shell CC
TRIO No-Hole @ 50, Acetabular shell CC TRIO No-Hole @ 52, Acetabular shell CC TRIO No-Hole @ 54, Acetabular shell CC TRIO No-Hole @ 56, Acetabular shell
CC TRIO No-Hole @ 58, Acetabular shell CC TRIO No-Hole @ 60, Acetabular shell CC TRIO No-Hole © 62, Acetabular shell CC TRIO No-Hole @ 64

Ta6nuua 2. Texuuyeckne xapakrepuctuky / Table 2. Technical characteristics

HaumeHnoBanue TeXHUYECKHE XapaKTEPUCTHKH H3JEIHSA

H3NeUs

Name of MD Technical characteristics of MD

Yamka BepTiyxHas | JluaMeTp BHyTpeHHe# yacTh umnnanTata D1 ¢ nomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 32.56*°%,
CC TRIO 6e3 BxosHoi imaMetp ummutanTata D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 37*%%,

OTBEPCTHiA JlnameTp BHyTpeHHel yacTH uMIUtanTata D3 ¢ nonmyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 33.42+0.05
IuaMeTpoM 44 Huamerp nmnnanrara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 16.10+0.05

JuameTtp BHeLIHelH yacTH umiUianTata D5 ¢ monyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 46.3%'¢
Acetabular shell CC | Buemnnit quamerp nmnnanrara D6 ¢ nonyckamu (Mm) / External diameter D6 of the implant with tolerances (mm): 44.70+0.10
TRIO No-Hole @ 44 | Bricora umnnanTara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 25.13+0.20

Boicota uMmnanTata H2 ¢ nomyckamu (Mm) / Height H2 of the implant with tolerances (mm): 19.78%%19%

Bricora umnnanTara H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 13.31%%19

Bricora ummiantata H4 ¢ momyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4'°%,

Pe3p6a M umnnanrtara / Thread M of the implant: M10x1.5

Yron naxiona ummianTara ©1 ¢ nomyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55" ges-

Yron Hak/IoHa Kpas uMmiuianTata ©2 ¢ nomyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 5% ¢
[IlepoxoBaroctb Ra ummnanTara (MkMm) / Roughness Ra of the implant (upm): <2

Macca nmmuianTara ¢ Jonyckamu (r) / Mass of the implant with tolerances (g): 36+1.8
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Yaika BepTiIyXKHas
CC TRIO 6e3
OTBEPCTHH
IHaMeTpoM 46

Acetabular shell CC
TRIO No-Hole O 46

JlnaMeTp BHYTpeHHeH YacTH HMILIanTaTa D1 ¢ nonyckamn (MM) / Inner part diameter D1 of the implant with tolerances (mm): 34.48*0%%,
Bxonnoii nnamerp umnnantata D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 39*005,

JlnaMeTp BHyTpeHHel yacTi HMmLIanTata D3 ¢ nonyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 35.3440.05
Jlnamerp umnnantara D4 ¢ nonmyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 17.80+0.05

JInameTp BHeluHeli yacTH umnanTara DS ¢ nomyckamu (MM) / Outer part diameter DS of the implant with tolerances (mm): 48.3%1,
Buemmnuii nuameTp nmniantara D6 ¢ nonyckamu (Mm) / External diameter D6 of the implant with tolerances (mm): 46.70+0.10

Beicota nmnnanTtara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 26.15+0.20

Bricota nmnnanTata H2 ¢ nonyckamu (MM) / Height H2 of the implant with tolerances (mm): 20.08*%19%

Beicora umMnnanTata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 13.55*019,

Beicota umnnantara H4 ¢ nomyckamu (mm) / Height H4 of the implant with tolerances (mm): 4*%%,

Pe3r6a M umnnantara / Thread M of the implant: M10x1.5

Yron Haknona umnnanTara ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°% os-

Yron HakoHa kpas uMIIaHTata ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 5705 e
IllepoxoBatocts Ra umrutantara (MkMm) / Roughness Ra of the implant (um): <2

Macca umnianTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45

Yainka BepTinyxHas
CC TRIO 6e3
OTBEPCTHH
anameTpom 48

Acetabular shell CC
TRIO No-Hole © 48

JlnameTp BHyTpeHHeH vacTh uMmianTata D1 ¢ gonmyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 34.48"9%,

BxozHo# auamerp umnnantara D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 39*%%,
Jlnamerp BHyTpeHHe# yacTn uMnnanTata D3 ¢ nonyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 35.34+0.05
Jlnametp umnnantata D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 17.80+0.05

JlnameTp BHelHeii yacTh umruianTata DS ¢ nonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 53.2*0%1,
Buewmnuit anametp umnnantara D6 ¢ nonyckamu (Mm) / External diameter D6 of the implant with tolerances (mm): 48.69+0.10
Beicota uMnnantata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 26.18+0.20

Boicota ummnnanTata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 20.087019%

Bricota ummnanTata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 13.55*919

Bricora umnnantata H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4+08,

Pe3nba M umnnantara / Thread M of the implant: M10x1.5

Yron HaknoHa umMnianTara ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°% es-

Yron HakloHa Kpas uMnnanTtaTa ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 505
LllepoxosatocTs Ra nmmnanTtara (Mkm) / Roughness Ra of the implant (um): <2

Macca uMnnanTata ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45
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Yamxa BepTyRHax
CC TRIO 6e3
OTBEPCTHHA
mameTpoM 50

Acetabular shell CC
TRIO No-Hole @ 50

JRuamerp suyrpenneli yactu ummnanrtata D1 ¢ gomyckamu (MMm) / Inner part diameter D1 of the implant with tolerances (mm): 39, 10755,
Bxoaroit muametp umiutanTara D2 ¢ gomyckamu (MM) / Entrance diameter D2 of the implant with tolerances (mm): 44199,

Jluamerp BayTpenneii yactn umnuantata D3 ¢ aomyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 39.90+0.05
Juamerp uMmianTata D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 19.410.05

Iuamerp sHemHeli uacTn uMmanTara D5 ¢ nonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 55.14*-19,
Buemunii apamerp amuantara D6 ¢ aonyckamu (Mm) / External diameter D6 of the implant with tolerances (mm): 50.73x0.10

Bricora mMmnaaTata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27.22+0.20

Bricora umnnantata H2 ¢ nonyckamu (M) / Height H2 of the implant with tolerances (mm): 22:3*%%" ‘ .-

Bricota ummnanTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 14.7*%

Bhicota umnnanTara H4 ¢ monyckamu (Mm) / Height H4 of the implant with tolerances (mm): 3.5*0%,

Pe3rn6a M mMmianTata / Thread M of the implant: M10x1.5

Vron naknona aMiuiantara 01 ¢ aonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (*): 18°55°% s

Vron HaKToHa kpas uMmianTaTa 62 ¢ gomyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 5% ¢
[lepoxoparocTs Ra amMmuiagraTa (MxM) / Roughness Ra of the implant (um): <2

Macca amunantara ¢ aomyckamd (r) / Mass of the implant with tolerances (g): 69+3.45

Yamrka BEpTIyKHAA
CC TRIO 6e3

OTBEpPCTHH
auameTpoM 52

Acetabular shell CC
TRIO No-Hole @ 52

HAnametp BRYTpennel vacTa aMiiartara D1 ¢ aonyckamu (M) / Inner part diameter D] _of the implant with tolerances (mm): 39. 10*"‘03 :
Bxoznoit auametp ummnmantara D2 ¢ aonycxamu (Mm) / Entrance diameter D2 of the implant with tolerances {mm): 44+995,

Juametp BHyTpeHHeH 9acTi uMmiantata D3 ¢ nomyckamm (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 39.90+0.05
Juamerp umnnantata D4 ¢ xomyckamu (MMm) / Diameter D4 of the implant with tolerances (mm): 19.40+0.05

Juametp premueli uacta uumanTata DS ¢ nomyckamu (Mm) / Outer part diameter D5 of thg g -._; at with tolerances (mm): 57.09*%%
Bremunii nuamerp ammiantata D6 ¢ apmyckanm (M) / External diameter D6 of the iifiplATi SR NIRECES (rimi): 52.7240.10

Bericora ummnanTata H1 ¢ gomyckamm (Mm) / Height H1 of the implant with tolerances (mm): 28 251:0 20

Bsicota uMunanTara H2 ¢ monyckamu (M») / Height H2 of the implant with tolerances (mm): 22.3*%1,

Beicora ummiantara H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 14.7""-'0

Beicora ammianTara H4 ¢ aonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 408,

Pe3s6a M umnianTara / Thread M of the implant: M10x1.5

Vron raxnona ammnanTata 61 ¢ monmyckamn (%) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°" o5

Vron RakiIona kpas nMiUianTara ©2 ¢ zomyckamu (°) / Angle of edge inclination @2 of the implant with tolerances (°): 5% ¢
Hlepoxosatocts Ra uMnnanrara (Mkm) / Roughness Ra of the implant (um): <2

Macca uminanTara ¢ sonyckams (r) / Mass of the implant with tolerances (g): 69+3.45
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Yaiuka BepTiIy)KHas
CC TRIO 6e3
OTBEPCTHH
anameTpoM 54

Acetabular shell CC
TRIO No-Hole O 54

JlnameTp BHyTpeHHe# yacTu umiutanTata D1 ¢ gomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 39.10%095
BxozHoit mameTp umuianTata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 44%%%

JlnaMeTp BHyTpeHHe# yacTh umiuianTata D3 ¢ nomyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 39.90+0.05
Jlnametp umnnanrtara D4 ¢ nomyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 19.40+0.05

JluameTp BHewHeH yacTh uMiLUianTara DS ¢ gomyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 59.04*019,
Brewnnii nnamerp uMnnantata D6 ¢ nonyckamu (M) / External diameter D6 of the implant with tolerances (mm): 54.71+0.10

Beicora uMnanTata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 22.8+0.2

Bricora umnnanTara H2 ¢ nomyckamu (MM) / Height H2 of the implant with tolerances (mm): 22.3*%1,

Bricora umnnanrara H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 14.7*%

Bricora ummnanrata H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4*08,

Pe3s6a M umnnanrara / Thread M of the implant: M10x1.5

Yron Hakiona nMmnanTara ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°" =5

Yron HakIoHa Kpas uMILianTata ©2 ¢ aonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 505
IllepoxoBatocTh Ra umiutanTara (MkM) / Roughness Ra of the implant (um): <2

Macca umnuanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 89+4.45

Yawka BepTiyxHas
CC TRIO 6e3
OTBEpPCTHH
aHameTpoM 56

Acetabular shell CC
TRIO No-Hole @ 56

JluameTp BHyTpeHHel yacTH umnnantata D1 ¢ nonyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 42.46*0%,

Bxozanoii auamerp uMnnantata D2 ¢ nonyckamu (M) / Entrance diameter D2 of the implant with tolerances (mm): 48*9%,
JlnameTp BHyTpeHHe# yacTH uMmtanTata D3 ¢ nonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 43.26+0.05
JInamerp umnnanrara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 22.80+0.05

Jnamerp BHelHelt yacTh umnaantara DS ¢ nonyckamu (MM) / Outer part diameter DS of the implant with tolerances (mm): 6170
Buemnnit auamerp umnianTata D6 ¢ nomyckamu (Mm) / External diameter D6 of the implant with tolerances (mm): 56.70+0.10
Bricora umnnanTtata H1 ¢ nonyckamn (Mm) / Height H1 of the implant with tolerances (mm): 30.17+0.30

Bricora nmnantara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24.2*01,

Bricota umMnnanTara H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 16.6*%1

Bricora nmnnianTara H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4+08,

Pe3n6a M umnnanTara / Thread M of the implant: M10x1.5

Yron HakioHa uMItanTata ©1 ¢ nonyckamu (°) / Angle of inclination @1 of the implant with tolerances (°): 18°55°% ps:

Yron HaknoHa kpas uMIianTata ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 505
llepoxoBatocTh Ra umnnantara (MxM) / Roughness Ra of the implant (um): <2

Macca umnnanTara ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 89+4.45
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YaluKa BepTay»XHas
CC TRIO 06es3
OTBEPCTUI
AnameTtpom 58

Acetabular shell CC
TRIO No-Hole 0 58

Yallka BepTny»Has
CC TRIO 6e3
OTBEPCTUM
AnameTpom 60

Acetabular shell CC
TRIO No-Hole 0 60

[vameTp BHYTpeHHei YacTu umnnanTara D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 42.46""%o
BxogHoilt anametp nmnnaHtata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 48™

[nameTp BHYTpeHHel yacTn nmnnaHtara D3 ¢ gonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 43.26+0.05
Ovnametp umnnanTtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 22.80+0.05

[unameTp BHeLLHei yacT nmnnaHtata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 6296*®%
BHewHwnin gnameTtp nmnnaHtaTta D6 ¢ gonyckamn (mm) / External diameter D6 of the implant with tolerances (mm): 58.69+0.10

Boicota umnnanTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 31.2+0.3

Bbicota umnnaHTaTa H2 ¢ gonyckamu (Mmm) / Height H2 of the implant with tolerances (mm): 24.2*® o

Bobicota umnnaHTata H3 ¢ gonyckamn (Mm) / Height H3 of the implant with tolerances (mm): 16.6” 'o

Bbicota umnnaHTarta H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4®%

Pe3bba M umnnantara / Thread M of the implant: M 10x15

Yron HaknoHa umnnaHTarta 01 ¢ gonyckamu (°) / Angle of inclination 01 of the implant with tolerances (°): 18°55'M s’

Yron HaknoHa Kpas umnnadTata 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (°): 5" o
LLIepoxoBatocTb Ra umnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 109+5.45

[nameTp BHYTpeHHel yacT umnnaHTata D1 ¢ gonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 42.46"\o
BxopgHon guameTp nmnnaHtata D2 ¢ gonyckamun (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 48™ *%

[OunameTp BHYTpeHHen yacT nmnnadTata D3 ¢ gonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 43.26+0.05
Onamvetp nvnnarntata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 22.8+0.05

[nameTp BHeLWHeR yacTn umnnaHTaTa D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 64.92%
BHewHnn gnameTp umnnaHTata D6 ¢ gonyckammn (mm) / External diameter D6 of the implant with Iblefances (mm): 60.68+0.10

Bobicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 32.2+0.3

Bobicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24.2'* "o

Bobicota umnnaHTaTta H3 ¢ gonyckamm (Mm) / Height H3 of the implant with tolerances (mm): 16.6"* *o

Bbicota nmnnaHtata H4 ¢ gonyckamu (mm) / Height H4 of the implant with tolerances (mm): 4o

Pe3bba M umnnanTata/ Thread M of the implant: MIOXxI.5

Yron HaknoHa umnnaHtata 01 ¢ gonyckamu (®/ Angle of inclination 01 of the implant with tolerances (°): 18°55®*""\5’

Yron HaknoHa kpas umnnaHTara 02 ¢ gonyckamm (°) / Angle ofedge inclination 02 of the implant with tolerances (°): 5" d*
LLIepoxoBartocTb Ra umnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 109+5.45
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Yamka BepTayxHas
CC TRIO 6e3
OTBEPCTHH
auameTpoM 62

Acetabular shell CC
TRIO No-Hole @ 62

JlnameTp BHyTpeHHel yacTH uMnnanTara D1 ¢ nonyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 45.65'0%5,
Bxoanoit muamerp ummuiantata D2 ¢ nomyckamu (MM) / Entrance diameter D2 of the implant with tolerances (mm): 527005,

JlnameTtp BHyTpeHHeii yacTH uMmianTata D3 ¢ nonyckamu (MM) / Inner part diameter D3 of the implant with tolerances (mm): 46.45£0.05
Jlnamerp ummnantara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 21.30+0.05

JlnameTp BHelHei yacT uMIanTara DS ¢ nonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 66.8
Brewmnnii anameTp ummantata D6 ¢ nonyckamu (Mm) / External diameter D6 of the implant with tolerances (mm): 62.72+0.10
Bricora umMnnanTara H1 ¢ nonmyckamu (MMm) / Height H1 of the implant with tolerances (mm): 34.46+0.30

Bricota ummianTata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2804

Bricota umnnanTara H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 19.05*019,

Bricora umnnantata H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4+08,

Pe3s6a M umnnanrara / Thread M of the implant: M10x1.5

Yron HaknoHa umIiaHTara ©1 ¢ gonyckamu (°) / Angle of inclination @1 of the implant with tolerances (°): 18°55 T s

Vron Haw/loHa kpas nMILIaHTaTa ©2 ¢ nomyckami (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 6* ¢-
IllepoxoBatocTs Ra uMIutanTata (MkM) / Roughness Ra of the implant (um): <2

Macca umnnanrara ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 129+6.45

9+0.|00

Yauika BepTi1yXHas
CC TRIO 6e3
OTBEPCTHH
nHaMeTpoM 64

Acetabular shell CC
TRIO No-Hole © 64

JlnameTp BHyTpeHHe# yacTi HMmianTata D1 ¢ nonyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 45.6570%,

BxoaHoii auameTtp uMiviantata D2 ¢ nonyckamu (MMm) / Entrance diameter D2 of the implant with tolerances (mm): 52%005,

JlnameTp BHyTpeHHeiji yacTh uMmiantata D3 ¢ nonyckamu (Mm) / Inner part diameter D3 of the implant with tolerances (mm): 46.45+0.05
Jlnametp umnnantara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 21.30+0.05

Jlnamerp sHewmed yacTh nMnnantata DS ¢ nonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 68.86"%
Bhewnnii nuamerp nmnnantata D6 ¢ nonyckamu (MM) / External diameter D6 of the implant with tolerances (mm): 64.71+0.10
Beicora uMnnanTara H1 ¢ nomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 35.47+0.30

Boicora umnnanTtara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2801,

Bricora umnnantara H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 19.05%01%

Bricora umnnanTara H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 4*08,

Pe3n6a M umnnantara / Thread M of the implant: M10x1.5

Yron Hakjiona uMnnanTata ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 18°55°% s

Yron HakloHa Kpas MMILTaHTaTa ©2 ¢ monyckami (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 6'"% ¢
IllepoxoBatocth Ra umMnnanTata (MkM) / Roughness Ra of the implant (um): <2

Macca umnnanTara ¢ aonyckamu (r) / Mass of the implant with tolerances (g): 129+6.45
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Pac.4 HMnnanratsl Versafitcup Bxnagemn miocknit PE HC anamerpom 22.2/AZ, Brnapsun nnockuit PE HC muamerpom 28/B, Brnagsan anockiit PE HC aamnerpom
28/C, Bxnagpmn nnockuii PE HC muamerpom 28/E, Bxaansim nnocxuit PE HC muamerpom 28/F, Brnageim miockutt PE HC auamerpom 28/G, Bxnansan nnockuit
PE HC muamerpom 32/C, Bxnansnn nnockuii PE HC auamerpom 32/E, Brnaasim nnocknit PE HC mnamerpom 32/F, Braagsumn nnocknti PE HC anametpoM 32/G,
Bnagpim mnocknit PE HC auamerpom 36/E, Brapsm mnocxuit PE HC auamerpom 36/F, Brnaasun riockuit PE HC mmamerponm 36/G
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Fig.4 Implants Versafitcup Flat PE HC Liner @ 22.2/AZ, Flat PE HC Liner @ 28/B, Flat PE HC Liner O 28/C, Flat PE HC Liner @ 28/E, Flat PE HC Liner © 28/F,
Flat PE HC Liner @ 28/G, Flat PE HC Liner @ 32/C, Flat PE HC Liner @ 32/E, Flat PE HC Liner @ 32/F, Flat PE HC Liner @ 32/G, Flat PE HC Liner @ 36/E, Flat
PE HC Liner O 36/F, Flat PE HC Liner @ 36/G T s T T N

Ta6nuua 3. Texunueckue xapakrepucTuku / Table 3. Technical characteristics

HaumeHoBaHHe u3nenus TexHuyeckHe XapaKTEPHCTHKH H3ACIHA

Name of MD Technical characteristics of MD

Bitanenn miockuit PE HC | Bremnuii anamerp ummnnantata D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 29.61+0.10
IuaMeTpoM 22.2/AZ Buewnnii auamerp umnnantara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 32.41%10

BuyTpenHnuii anameTp uMnnanTara D3 ¢ aomyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 22.40%520
Flat PE HC Liner @ 22.2/AZ | Boicota umnnanTata H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances (mm): 17.60%0.10

Bricota umMnianTtara H2 ¢ nonycxamu (Mm) / Height H2 of the implant with tolerances (mm): 12.77%.10

Yron HakiioHa uMIUTaHTaTa ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 1 19%,

Yron HaknoHa uMILIaHTaTa ©2 ¢ nomyckami (°) / Angle of inclination ©2 of the implant with tolerances (°): 91

CdeprunocTs MMILIaHTaTa HMAaHTaTa (MKM) / Sphericity of the implant (um): < 100

lilepoxoBatocTs Ra umMmantara (MxM) / Roughness Ra of the implant (um): <2

Macca umnuianTara ¢ gjonyckamu (r) / Mass of the implant with tolerances (g): 201

Bxnagei niockuin PE HC | Brewnuii auamerp umnnantara D1 ¢ nonmyckamu (M) / External diameter D1 of the implant with tolerances (mm): 33.10+0.10

auametpom 28/B Buewnuii anamerp nmnnanTtata D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 36.41%0.10
BuyTpennuii amamerp uMnnantata D3 ¢ nonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30%0.20
Flat PE HC Liner © 28/B Buicota nmMnnanTtara H1 ¢ nomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 19.70%.10

Beicota umnnanTarta H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.29%.10

Yron HakoHa uMmrutanTata ©1 ¢ nponyckamn (°) / Angle of inclination ©1 of the implant with tolerances (°): 1 19%,

Yron Hak1oHa uMmiuiatTara ©2 ¢ nonyckamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9+1
CdepruHocTs MMIIaHTaTa umianTata (MkM) / Sphericity of the implant (um): < 100

lllepoxopatocTs Ra uMiuianTata (MkM) / Roughness Ra of the implant (um): <2

Macca uMnnanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 20+1

Binaaeiu nnockuit PE HC | Buewnuit anamerp umnnantara D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 35+0.1

auamerpom 28/C Buewnuii anametp nmMnnantara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 38.41%10
BryTpeHHuii anameTp ummiantata D3 ¢ nonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 28.30%020
Flat PE HC Liner © 28/C Bricota umnnanTtata H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances (mm): 20%,
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Bobicota umnnanTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.62%,i0
Yron HaknoHa uMmnnaHtata ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (®): 119%.i
Yron HaknoHa umnnaHtara ©2 ¢ gonyckamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9t1
CdhepuryHoCTb MMNIaHTaTa MMnaHTata (MKM) / Sphericity of the implant (pm): < 100
LLIepoxosatocTb Ra umnnaHTara (Mkm) / Roughness Ra of the implant (pm): < 2
Macca nmnnaHTata ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 25+1.25
Bknagbiw nnockuii PE HC  BHewHuii gnameTp umnnanTata D1 ¢ gonyckamu (mm) / External diameter D1 of the implant with tolerances (mm): 39.59+0.10

AnaveTtpom 28/E BHewHunin gnameTp umnnaHtata D2 ¢ gonyckamun (Mm) / External diameter D2 of the implant with tolerances (mm): 43.57%.i0
BHyTpeHHWIA gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30%,20
Flat PE HC Liner 0 28/E BbicoTa umnnanTata H2 ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.1%,i

BbicoTa mnnaHTaTta H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 15.81®.0.i0
Yron HaknoHa nmnnaHTara ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 119%,i
Yron HaknoHa umnnaHtara ©2 c gonyckamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9+1
CopepuuHocTb nmnnanTara (Mkm) / Sphericity of the implant (pm): < 100
LLIepoxoBatocTb Ra umnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 2
Macca nmnnaHTata ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 25+1.25
Bknagbiw nnockuii PE HC  BHewHwuii gnametp nmnnaHtata D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 42,96+0.10

AnamveTpom 28/F BHewwHwin gnameTp umnnaHtata D2 ¢ gonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 47.57%.i0
BHyTpeHHWIA grameTp umnnadTata D3 ¢ gonyckamum (Mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30% 2o
Flat PE HC Liner 0 28/F Bbicota umnnaHTata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 24%.i

Bbicota umnnaHTara H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 17.72®4).io

Yron HaknoHa umnnaHtata ©1 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 119%.i

Yron HaknoHa umnnaHtata ©2 ¢ gonyckamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9+1

CdhepyyHOCTb MMNaHTaTa umnaHTara (MKv) / Sphericity of the implant (pm): < 100

LLIepoxoBatocTb Ra umnnaHTtata (MKM) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTaTta ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 30+1.5
Bknagenn nnockui PE HC  BHewwHwiA gnameTp nmnnaHTata D1 ¢ gonyckamu (mm) / External diameter D1 of the implant with tolerances (mm): 46.15+0.10
Anametpom 28/G BHewHunin gnametp nmnnaHTara D2 ¢ gonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 51.57%.t0

BHyTpeHHWI gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30%.20
Flat PE HC Liner 0 28/G Boicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 27.90%.i0

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 20.21®.0,i0
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Yron HaknoHa uMIUtaHTata ©1 ¢ nonyckamu (°) / Angle of inclination @1 of the implant with tolerances (°): 1 19%,

VYron HaknoHa uMnianTara ©2 ¢ nonyckamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9+1
CepuyHOCT: HMIIaHTaTa MMTaHTaTa (MkM) / Sphericity of the implant (um): <100~~~ 7 -
IllepoxosatocTs Ra uMmuianTara (MkM) / Roughness Ra of the implant (pm): <2

Macca umnnanTara ¢ fonyckamu (r) / Mass of the implant with tolerances (g): 30+1.5

Bxnaabviu nnockuit PE HC
Inametpom 32/C

Flat PE HC Liner @ 32/C

Brewnni anamerp ummnantata D1 ¢ nomyckamu (M) / External diameter D1 of the implant with tolerances (mm): 34.99+0.10
Buewnuii anamerp umnnanrara D2 ¢ nonyckamu (MM) / External diameter D2 of the implant with tolerances (mm): 38.41%.10
BHyTpeHHRii inameTp umiutantata D3 ¢ nomyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 32.30%20
Beicota umnaantarta H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 20%0.10

Bricota nMniantata H2 ¢ nonyckamu (MM) / Height H2 of the implant with tolerances (mm): 14.62%0.10

Vron HakJIoHa uMnanTata ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 1 19%,

Yron HaknoHa uMIUianTara ©2 ¢ nonyckamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9+1

CdepnunocTs MMNNaHTaTa HMNaHTaTa (MKM) / Sphericity of the implant (um): < 100

IllepoxopatocTs Ra nMnanTara (MkM) / Roughness Ra of the implant (um): <2

Macca uMmIanTaTa ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 35+1.75

Bxnaaein nnockuit PE HC
nuaMetpoM 32/E

Flat PE HC Liner @ 32/E

Buewnuii anamerp uMnnantara D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 39.59+0.10
Brewnuii anamerp ummnantata D2 ¢ nomyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 43.57%.10
BuyTpennuii anametp umnnantara D3 ¢ nonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 32.30%20
Beicora umnnantata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 22.1%

Bhicota ummnanTata H2 ¢ nonyckamu (M) / Height H2 of the implant with tolerances (mm): 15.81%.10

Yron HakIoHa uMIutaHTaTta ©1 ¢ nonmyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 1 19%,

Yron HakioHa uMnanTara ©2 ¢ nonyckamy (°) / Angle of inclination ©2 of the implant with tolerances (°): 9+1

CdepuunocTs HMIIaHTaTa umMaHTara (MkM) / Sphericity of the implant (um): < 100

LLlepoxoBatocTs Ra nMnnanTara (Mxm) / Roughness Ra of the implant (um): <2

Macca umnnanTarta ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 35+1.75

Bxnaasin nnockuiit PE HC
nnamerpom 32/F

Flat PE HC Liner O 32/F

Brewnuil anameTp uMmianTata D1 ¢ nonyckamu (MM) / External diameter D1 of the implant with tolerances (mm): 42.96+0.10
Buewnwii auamerp uMnnantara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 47.57%.10
BuyTpenuuii anamerp ummiantara D3 ¢ nonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 32.30%20
Beicora uMnnanTara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 24%,

Beicota umnnanTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 17.72%0.10

Yron HakioHa ummnaHTata ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 1 19%,
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Yron HaknoHa umnnaHTara 02 c¢ gonyckamu (°) / Angle of inclination 02 of the implant with tolerances (°): 9t1

ChepyyYHOCTb MMMNaHTaTa UMaHTaTa (micm) / Sphericity of the implant (pm): < 100

LLIepoxoBartocTb Ra nmnnaHTtata (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTarta ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 35+L75
Bknagpilw nnockuiA PE HC  BHewwHwii anameTtp umnnantata D1 ¢ gonyckamm (Mm) / External diameter D1 of the implant with tolerances (mm): 46.15+0.10
AnamveTpom 32/G BHewHuii guameTp umnnaHtata D2 ¢ gonyckamu (mm) / External diameter D2 of the implant with tolerances (mm): 5L57®.0.i0

BHyTpeHHWIA gnameTp umnnaHtata D3 ¢ gonyckamu (mm) / Internal diameter D3 of the implant with tolerances (mm): 3230”020
Flat PE HC Liner 0 32/G Bobicota umnnaHtata HI ¢ gonyckamn (Mmm) / Height HI of the implant with tolerances (mm): 27.90%.t0  .Imb

BbicoTa mnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 20.12®.0,i0

Yron HaknoHa nmnnadtata 01 ¢ gonyckamu (®/ Angle of inclination 01 of the implant with tolerances (®): 119%.i

Yron HaknoHa nmnnaHtata 02 ¢ gonyckamu (°) / Angle of inclination 02 of the implant with tolerances (°): 9+1

ChepyyHOCTb MMNaHTaTa umnadTata (Mkm) / Sphericity of the implant (pm): < 100

LLlepoxoBatocTb Ra nmnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTata ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 35+1.75
Bknagpiw nnockuii PE HC  BHewwuHwii gnameTp umnnantata D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 39.59+0.10
AnaveTtpom 36/E BHewwHwnin gnameTp umnnaHtata D2 ¢ gonyckamu (mm) / External diameter D2 of the implant with tolerances (mm): 43.57%.i0

BHyTpeHHUIA fuameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 36.30%,20
Flat PE HC Liner 0 36/E Bobicota nmnnartata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.104).10

Bbicota umnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 15.814).10

Yron HaknoHa nvnnardtata 01 ¢ gonyckamu (°) / Angle of inclination 01 of the implant with tolerances {):;,449ie.i

Yron HaknoHa nvmnnaHTtata 02 ¢ gonyckamu (°) / Angle of inclination 02 of the implant with tolerances (“"IC A1 " “

ChepyyHOCTb MMMNaHTaTa MMnaHTara (Mkm) / Sphericity of the implant (pm): <100

LLIepoxoBatocTb Ra nmnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 2

Macca umnnaHTara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 38+1.9
Bknagpiw nnockuii PE HC  BHewwHwii gnameTp nmnnadTata D1 ¢ gonyckamm (Mm) / External diameter D1 of the implant with tolerances (mm): 42.96+0.10

Anametpom 36/F BHewwHWin gnameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 47.57%.i0
BHyTpeHHWIA gnameTp nmnnanTata D3 ¢ gonyckamn (Mm) / Internal diameter D3 of the implant with tolerances (mm): 36.30%,20
Flat PE HC Liner 0 36/F Bbicota umnnanTara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24*"\io

Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 17.72%.i0
Yron HaknoHa nmnnadtata 01 ¢ gonyckamu (°) / Angle of inclination 01 ofthe implant with tolerances (°): 119%.i
Yron HaknoHa nvnnadtata 02 ¢ gonyckamu (°) / Angle of inclination 02 ofthe implant with tolerances (°): 9+1
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CéeprunocTs MMIUIAHTaTa MMnaHTaTa (MKM) / Sphericity of the implant (um): < 100
LllepoxosatocTs Ra uMmnantaTa (MkM) / Roughness Ra of the implant (pm): <2
Macca uMmianTara ¢ gomyckamu (r) / Mass of the implant with tolerances (g): 38+1.9

- -y - st = -

Bxnagumn mnocknit PE HC
aunameTpoM 36/G

Flat PE HC Liner @ 36/G

Bremmunit muametp ummuanrara D1 ¢ nonyckamn (mm) / External diameter D) of the implant with tolerances (mm): 46.15+0.10
Bremmuit auametp aMmnantata D2 ¢ aonyckamu (MM) / External diameter D2 of the implant with tolerances (mm): 51 07%.10
BHyTpeHHHi araMeTp uMmnaHTara D3 ¢ nonyckamu (M) / Internal diameter D3 of the implant with tolerances (mm): 36.30%20
Bricota nunnanTara H1 ¢ nonycikamn (MM) / Height HI of the implant with tolerances (mm): 27.90%.10

Bricota mMnnantara H2 ¢ aonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 20.12%.10

Vron HakioHa HMIaRTaTa ©1 ¢ gomyckami (°) / Angle of inclination ©1 of the implant with tolerances (°): 119,

Yroa Hakiona nmnnanTara ©2 ¢ zomycxamu (°) / Angle of inclination ©2 of the implant with tolerances (°): 9x1

Cdepuunocts mMnnanTara HMianTara (MxM) / Sphericity of the implant (um): < 100

IllepoxoBarocts Ra uMnnanTata (MkM) / Roughness Ra of the implant (um): <2

Macca ammutanTara ¢ gomyckamu (r) / Mass of the implant with tolerances (g): 38+1.9
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D1

Puc.5 Uannaxnratst Versafitcup Bxnagsmn saxprrsii pukcupopanssti PE HC anamerpom 22.2/AZ, Biuranenn 3axpuithiit puxcuposansusdi PE HC qmamerpom 28/B,
Biaagm saxpursili duxcrposanunidi PE HC mmamerpom 28/C, Brnagenn 3akperreii dukcupoannnii PE HC mmamerpom 28/E, Brmasnim 3akphITHi
duxcuposannmii PE HC muamerpom 28/F, Brnaasnn 3axpumsii puxcaposannbiii PE HC juamerpom 28/G, Bxnansin 3axpsiteill puxcuposannsit PE HC nrameTpoM
32/E, Brnansun 3axpeiteitt puxcupopannsii PE HC auamerpom 32/F, Bxaaapin 3akpoirsiit guxcuposannsii PE HC mmamerpom 32/G
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Fig.5 Implants Versafitcup Hooded PE HC fixed Liner @ 22.2/AZ, Hooded PE HC fixed Liner @ 28/B, Hooded PE HC fixed Liner @ 28/C, Hooded PE HC fixed Liner
© 28/E, Hooded PE HC fixed Liner @ 28/F, Hooded PE HC fixed Liner @ 28/G, Hooded PE HC fixed Liner @ 32/E, Hooded PE HC fixed Liner @ 32/F, Hooded PE

HC fixed Liner O 32/G

Tabnuua 4. Texunuyeckne xapakrepuctuku / Table 4. Technical characteristics

HaumeHoBanue usnenus

Texnunyeckne XapaKTCPHCTHKH H3ACIHA

Name of MD

Technical characteristics of MD

Bxnaneim 3aKpBITHIA
¢uxcupoBannbii PE HC
InametpoM 22.2/AZ

Hooded PE HC fixed
Liner © 22.2/AZ

Buewnuii tuamerp umnnanTata D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 29.61+0.10
Buewnnit nuamerp ummnanTata D2 ¢ nonmyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 32.41%.10
BHyTpenunit nnametp ummanTata D3 ¢ gonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 22.40%20
Bricora uMnnantara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 21.60+0.10

Bhicota nmnanTata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 17.60%0.10

Baicota nmnnanTata H3 ¢ nonyckamu (mm) / Height H3 of the implant with tolerances (mm): 12.77°%.10

Yron Hak/oHa uMmianTata ©1 ¢ gonyckamH (°) / Angle of inclination ©1 of the implant with tolerances (°): 119%0,)

Yron nakiona xkpas uMniantara @2 c gonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 28+1
Yron HaknoHa uMmiantara ©3 ¢ nonyckamu (°) / Angle of inclination ©3 of the implant with tolerances (°): 9+1

Coeprunocts uMiuiantara (MkM) / Sphericity of the implant (um): < 100

IlepoxoBarocth Ra nMiuianTara (MkM) / Roughness Ra of the implant (um): <2

Macca umnnanTara ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 20+1

Bxnasbinm 3aKpBITHIH
¢ukcupoBanubii PE HC
anametpoM 28/B

Hooded PE HC fixed
Liner @ 28/B

Buemmnuii nuamerp umnnanrara D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 33.10+0.10
Buewnuit nuamerp umnnanrara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 36.41%.10
BuyTpennuit anamerp ummnanrtara D3 ¢ nonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 28.30%020
Bricota umMnnanTara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 23.70+0.10

BricoTa uMmuianTata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 19.70%0.10

Bricota umnnanTtata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 14.29% 10

Yron HakoHa uMnnanTata ©1 ¢ nomyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 1 19%,

Yron nakJioHa Kpas umiuiantata ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 28+1
VYron HaknoHa uMniaaHTarta ©3 ¢ gonyckamu (°) / Angle of inclination ©3 of the implant with tolerances (°): 9+1

Coepnutocts uMmnianTata (MkM) / Sphericity of the implant (um): < 100

lllepoxoBatocTh Ra uMmnanTata (MkM) / Roughness Ra of the implant (um): <2

Macca umnnanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 20+1
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Bknagpiww 3aKpPbITbIN
(hmKcmpoBaHHbIn PE HC
Anametpom 28/C

Hooded PE HC fixed
Liner 0 28/C

Bknagbi 3aKpbITbIN
(hmkcmpoBaHHblii PE HC
AnaveTpom 28/E

Hooded PE HC fixed
Liner 0 28/E

BknagblLu 3aKpbITbIN
(hmkcupoBaHHbIn PE HC
AnaveTtpom 28/F

Hooded PE HC fixed
Liner 0 28/F

BHewwHui gnametp nmnnaHtara D1 ¢ gonyckamu (mm) / External diameter D1 of the implant with tolerances (mm): 35+0.10
BHelwHWin gnameTp umnnaHTata D2 ¢ gonyckammn (mm) / External diameter D2 of the implant with tolerances (mm): 38.41%;t0
BHyTpeHHWIA anameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30%.20
Bbicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24+0.10

Bbicota umnnaHtata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 20%. 1

Bbicota nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 14.62%, 10

Yron HaknoHa umnnaHTata 01 ¢ gonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (®): 119%.i

Yron HaknoHa Kpas umnnaHtara 02 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implant with tolerances (®): 28+1
Yron HaknoHa nmnnadTtata 03 ¢ gonyckamu (°) / Angle of inclination 03 of the implant with tolerances (°): 9+1

CdbepmyHocTb mmnnaHtata (MkMm) / Sphericity of the implant (pm): < 100

LLIepoxoBaTocTb Ra umnnaHtara (MkM) / Roughness Ra of the implant (pm): < 2

Macca umnnaHtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 25+1.25

BHewHuii gnametp nmnnaHtara D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 39.6+0.1
BHewHuiA gnametp nmnnaHtara D2 ¢ gonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 43.57%,i0
BHyTpeHHWIA gnameTp nmnnanTata D3 ¢ gonyckamu (mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30™",20
Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26+0.10

Bbicota nmnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 22.1%,i

Bbicota nmnnartata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 1581®w),10

Yron HaknoHa nmnnanTata 0 1 ¢ gonyckamn (®/ Angle of inclination 01 of the implant with tolerances (®): 119%.i

Yron HakoHa kpas umnnaHtara ©2 ¢ gonyckamu (°) / Angle of edge inclination 02 of the implcint with tolerances (°): 28+1
Yron HaknoHa umnnaHTata ©3 ¢ gonyckamu (°) / Angle of inclination 03 of the implant with tolerances (°): 9+1

CdpepuuHocTb mmnnaHTata (Mkm) / Sphericity of the implant (pm): < 100

LLIepoxoBaTocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 25+£1.25

BHewHuii gnametp nmnnantarta D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 42,96+0.10
BHewwHwnin anametp nmnnantata D2 ¢ gonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 47.57"-0.t0
BHyTpeHHWIA anameTp nmnnanTata D3 ¢ gonyckamm (Mm) / Internal diameter D3 of the implant with tolerances (mm): 28.30%,20
Bobicota nmnnantata HI ¢ gonyckamu (Mmm) / Height HI of the implant with tolerances (mm): 28+0.10

BbicoTa umnnanTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24%.i

Bbicota umnnaHTata H3 ¢ gonyckamu (mm) / Height H3 of the implant with tolerances (mm): 17.72%.i0

Yron HaknoHa umnnadtata 01 ¢ gonyckamu (°) / Angle of inclination 01 of the implant with tolerances (®: 119%.i
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Yron HakJIoHa Kpas HMIianTata ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 28+1
Yron HaknoHa uMmianTata ©3 ¢ gonyckamu (°) / Angle of inclination ©3 of the implant with tolerances (°): 9+1
Codeprunoctb HMIIaHTaTa (MKM) / Sphericity of the implant (um): < 100 ) - - B
IepoxoBarocts Ra nMnnanTara (MkM) / Roughness Ra of the implant (um): <2

Macca umnnanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 30+1.5

Bxnaapim 3aKpbITHIi
¢ukcuposanuniii PE HC
anamerpom 28/G

Hooded PE HC fixed
Liner O 28/G

Buewnuii auamerp umnnantara D1 ¢ nonyckamu (MMm) / External diameter D1 of the implant with tolerances (mm): 46.14+0.10
Buewmnui nuamerp umnnanrara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 51 .57%.10
BuyTtpennuii tnamerp umitanTtara D3 ¢ nonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 28.30%920
Bricora umnnanTtara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 31.9+0.10

Bricota umMmnanTtara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 27.90%0,10

Bricota nMnnanTata H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 20.21%.10

Vron HakIoHa uMIaHTata O1 ¢ gonyckami (°) / Angle of inclination @1 of the implant with tolerances (°): 119%0.1

Yron HakjoHa Kpas umiiianTara ©2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 28+1
VYron nakiona uMmranTara ©3 ¢ nonyckamu (°) / Angle of inclination ©3 of the implant with tolerances (°): 9+1

CdeprunocTb uMruIanTara (MxkMm) / Sphericity of the implant (um): < 100

IllepoxoBarocts Ra umnnantara (MkM) / Roughness Ra of the implant (pm): <2

Macca umnnanTara ¢ nonyckam (r) / Mass of the implant with tolerances (g): 30+1.5

Bxnaasmm 3aKpbIThIH
¢ukcupopannbii PE HC
nuametpom 32/E

Hooded PE HC fixed
Liner O 32/E

Buewnuit inamerp umitantara D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 39.60+0.10
BuewHuii nuamerp ummuiantara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 43.57%0.10
BuyTtpenuuii anamerp umnnantara D3 ¢ nonyckamu (MMm) / Internal diameter D3 of the implant with tolerances (mm): 32.30%20
Bricora ummuiantata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 26+0.10

Buicota umnnanTata H2 ¢ monyckamu (Mm) / Height H2 of the implant with tolerances (mm): 22.1%,

Bbicora uMmtantata H3 ¢ monyckamu (Mm) / Height H3 of the implant with tolerances (mm): 15.81%.10

Vron HaknoHa uMnnanTara ©1 ¢ nonyckamu (°) / Angle of inclination ©1 of the implant with tolerances (°): 119%0,

Yron HaknoHa kpas uMiianTata @2 ¢ nonyckamu (°) / Angle of edge inclination ®2 of the implant with tolerances (°): 28+1
Yron naxiona uMmiantara ©3 c nonyckamu (°) / Angle of inclination ©3 of the implant with tolerances (°): 91

Cdepuunocts nmnianrtara (MkM) / Sphericity of the implant (um): < 100

IllepoxoBatocts Ra nmnnanTara (MkM) / Roughness Ra of the implant (um): <2

Macca umnianTara ¢ fonyckamu (r) / Mass of the implant with tolerances (g): 35+1.75
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Bxnansnu 3aKPpbITHIH
¢ukcuposanubii PE HC
nnamerpom 32/F

Hooded PE HC fixed
Liner O 32/F

Buewmnuit nnamerp umnnaurtata D1 ¢ nonyckamu (MM) / External diameter D1 of the implant with tolerances (mm): 42.96+0.10
Buemnuit nnameTp uMmniantara D2 ¢ nonyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 47.57%9.10
BuyTtpennuit anametp umnnantara D3 ¢ monyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 32.30%20
Beicora umnnanTara H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 28+0.10

Boicota umnnantara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24%

Beicota umMnnanTtarta H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 17.72%0.10

Yron HakioHa HMiianTata ©1 ¢ nonyckamu (°) / Angle of inclination @1 of the implant with tolerances (°): 119%,

Yron nakiona kpas uMiuiadiTata @2 ¢ nonyckamu (°) / Angle of edge inclination ©2 of the implant with tolerances (°): 28£1==-
Yroa HakioHa umnnanTtata ©3 ¢ nonyckaMu (°) / Angle of inclination ©3 of the implant with tolerances (°): 9+1

Cdepuunocts nmnnantara (Mkm) / Sphericity of the implant (um): < 100

lllepoxoBarocth Ra uMrutanrara (MkM) / Roughness Ra of the implant (pm): <2

Macca umnnanrara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 35+1.75

Bknagsmu 3aKpLIThI
¢ukcupoBannsiii PE HC
nuametpom 32/G

Hooded PE HC fixed
Liner @ 32/G

Brewnuit auamerp ummnanrara D1 ¢ nonyckamu (MMm) / External diameter D1 of the implant with tolerances (mm): 46.15+0.10
Buewnuii anamerp umnnantara D2 ¢ nomyckamu (Mm) / External diameter D2 of the implant with tolerances (mm): 51.57%.10
BuyTpennuii nuametp uMnnanTara D3 ¢ nonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 32.30%.20
Bricota ummuianTtara H1 ¢ gonyckamu (MMm) / Height H1 of the implant with tolerances (mm): 31.9+0.10

Beicora umnnanTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 27.90% 10

Beicota nmnnanTtata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 20.12% 10

Yron Haknona uMnanTata ©1 ¢ nonyckams (°) / Angle of inclination ©1 of the implant with tolerances (°): 119%,

Yros Hak/0Ha Kpas HMIL1aHTata @2 ¢ gonyckamu (°) / Angle of edge inclination ®2 of the implant with tolerances (°): 28+1
Yron HaknoHa ummianTata @3 ¢ gomyckamu (°) / Angle of inclination ©3 of the implant with tolerances (°): 9+1

C¢epuunocts ummanTara (MkM) / Sphericity of the implant (um): < 100

lllepoxoBatocTh Ra uMmnanTara (MkM) / Roughness Ra of the implant (pm): <2

Macca umnnanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 35+1.75
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Puc.6 Umnnantatm Versafitcup Yauika seprmyxsas quamMeTpoM 46, Hamka peprnyxnas auaMmetpom 48, Yaurka seprnykHas auamerpoM 50, Uaika BepriyxHad
JnaMeTpoM 52, Yauika peprTayxnan AuamerpoM 54, Yamka BeprnyxHas muaMeTpoM 56, Yawka BepTayxHad auamerpoM 58, Yamka BeprimyxHas auaMeTpoM 60,
Yamka sepraykHas qpametpoM 62, Yamka BepriyxHas auaMeTpom 64
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Fig.6 Implants Versafitcup Acetabular shell 0 46, Acetabular shell 0 48, Acetabular shell 0 50, Acetabular shell 0 52, Acetabular shell 0 54, Acetabular shell 0 56,
Acetabular shell 0 58, Acetabular shell 0 60, Acetabular shell 0 62, Acetabular shell 0 64

Tabnuua 5. TexHnyeckme xapaktepucTukn / Table 5. Technical characteristics

HanmeHoBa
HWe n3genua

Name of

MD

Yaluka
BEPT/Y)XKHasA
AnameTpom
46

Acetabular
shell 0 46

Yallka
BEPT/Y>KHas
ANaMETPOM
48

Acetabular
shell 0 48

TeXHNYECKME XapaKTePUCTUKN N3AeNns
Technical characteristics of MD

JunameTp KaHaBkM nMmnnaHTarta ¢ gonyckamu (mm) / Diameter D1 of the groove of the implant with tolerances (mm): 41.46"'0
BxopgHoii gnameTp umnnandTtata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 38.56+0.05
BHyTpeHHWIA guameTp umnnadTara D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 38"8&b
BHewwHuii gnametp umnnanTata D4 ¢ gonyckammn (Mm) / External diameter D4 of the implant with tolerances (mm): 46.70+0.10
[nameTp BHeLLHeli yacT umnnaHTata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 48.29'A "o
PacctosHme HI [0 ueHTpa KaHaBKM MMmniaHTarta ¢ gonyckamu (Mm) / Distance HI to groove center of the implant with tolerances (mm): 19.90'* %
BbicoTa umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07

CdpepnuHocTb MMniaHTarta uMnadTara (Mkm) / Sphericity of the implant (pm): < 40

MuHVMMaIbHaa TONWMHaA CTeHKM 6 nMniaHTata ¢ gonyckamu (Mm) / Minimal wall thickness 5 of the implant with tolerances (mm): 3
LLIepoxoBaTocTb Ra umnnaHtata (Mkm) / Roughness Ra of the implant (pm): <0.1

Macca umnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 84+4.2

[OnameTp KaHaBkM nMmnnaHTara ¢ gonyckamu (Mm) / Diameter D1 of the groove of the implant with tolerances (mm): 43.47"\%
BxoaHoii gnameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 40.57+0.05
BHyTpeHHWIA gnameTp nmnnantara D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 40" ®o
BHewwHwnin guameTp umnnanTata D4 ¢ gonyckamu (Mm) / External diameter D4 of the implant with tolerances (mm): 48.70+0.10
[nameTp BHewHen yactn nmnnaHTata D5 ¢ gonyckamum (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 50.27/®"%
PacctosHue HI [0 ueHTpa KaHaBKM umniaHTarta ¢ gonyckamu (Mm) / Distance HI to groove center of the implant with tolerances (mm): 20.90”" %
Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+£0.07

ChepyyHOCTb MMMNaHTaTa uMmnaHTarta (Mkm) / Sphericity of the implant (pm): < 40

MuHUManbHaa ToNWMHa CTeHKM 5 umnianTara ¢ gonyckamu (Mm) / Minimal wall thickness 6 of the implant with tolerances (mm): 3
LLIepoxoBaTtocTb Ra nmnnaHTarta (Mkm) / Roughness Ra of the implant (pm): < 0.1

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 89+4.45
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Yauka JluameTp KaHaBKM HMMNaHTaTa ¢ Jomyckamu (MM) / Diameter D1 of the groove of the implant with tolerances (mm): 45.47'0%%
BepTIyXHas | Bxozmoii mametp nMnanTtata D2 ¢ nonmyckamu (M) / Entrance diameter D2 of the implant with tolerances (mm): 42.57+0.05
JMameTpoM | BryTpenuuii aamerp ummiantara D3 ¢ nonyckamn (Mm)/ Internal diameter D3 of the implant with folerances (mm): 42% = ~—— ~~ T
50 Buewnwuii avametp umnnantara D4 ¢ nomyckamu (Mm) / External diameter D4 of the implant with tolerances (mm): 50.73+0.10
JlnaMeTp BHelHel yacTH mmntanTata DS ¢ momyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 55.147%%%
Acetabular | Pacctosnune H1 o nenTpa kaHaBx# HMIUIaHTaTa ¢ nonyckamu (MM) / Distance H1 to groove center of the implant with tolerances (mm): 21.95*095,
shell @ 50 Bricora ummuanTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07
CdepuunocTs HMILIaHTaTa WMIaHTaTa (MKM) / Sphericity of the implant (um): <40
MuHuManbHas TOJIIMHA CTEHKH 8 HMIUTaHTaTa ¢ aonmyckamu (M) / Minimal wall thickness § of the implant with tolerances (mm): 2
IllepoxoBarocTs Ra nMnianrara (Mkm) / Roughness Ra of the implant (um): < 0.1
Macca umnnanTara ¢ gonyckams (r) / Mass of the implant with tolerances (g): 94+4.7
Yainka JluaMeTp KaHaBKH HMNIaHTaTa ¢ gonyckamu (MM) / Diameter D1 of the groove of the implant with tolerances (mm): 47.57*°%,
BepTyXHas | Bxomnoi nmamerp nmnnantara D2 ¢ aomyckamu (MM) / Entrance diameter D2 of the implant with tolerances (mm): 44.57+0.05
AuameTpoM | BHyTpenumii nmamerp nmnnantara D3 ¢ nomyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 44*005,
52 BHewHuii auamerp ummiantata D4 ¢ nomyckamu (Mm) / External diameter D4 of the implant with tolerances (mm): 52.72+0.10
Jluametp BHelHeit yacTi umnnantara DS ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 57.09*02%
Acetabular | Paccrosnne H1 1o uenTpa kaHaBku uMniaHTara ¢ nonyckamu (MM) / Distance H1 to groove center of the implant with tolerances (mm): 22.9509%,
shell @ 52 Beicota umnnantata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07
CdepnunocTs HMNIaHTaTa uMsiaHTata (MkM) / Sphericity of the implant (um): <40
MuHMMaILHAS TONIIHWHA CTEHKH & UMMIaHTaTa ¢ gonyckamu (MM) / Minimal wall thickness 8 of the implant with tolerances (mm): 2
lllepoxoBaTtocTs Ra uMmianTara (MkM) / Roughness Ra of the implant (um): < 0.1
Macca uMIuianTara ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 99+4.95
Yaika JluaMeTp KaHaBKHM WMILIaHTaTa ¢ gonyckamu (Mm) / Diameter D1 of the groove of the implant with tolerances (mm): 49.47%0%9%
BepTiyxHas | BxonHoii nuamerp umnnantara D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 46.57+0.05
auamMeTpoM | BHyTpenuuit nnamerp umnnantara D3 ¢ nonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 467095
54 Buewnuii tuaMerp ummnnanTara D4 ¢ nonyckamu (Mm) / External diameter D4 of the implant with tolerances (mm): 54.71£0.10
JluameTp BHelHeit wacTH uMnanTata DS ¢ nonyckamu (MMm) / Outer part diameter DS of the implant with tolerances (mm): 59.04*9-20,
Acetabular | Paccrosumne H1 10 uesTpa xanaBki HMIIaHTaTa ¢ nonmyckamu (Mm) / Distance H1 to groove center of the implant with tolerances (mm): 23.95%005,
shell O 54 Bricota umnnantara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07

CdeprunocTs HMNIaHTaTa WMaHTara (MkM) / Sphericity of the implant (um): <40
MunHMMalIbHas TOJIMHA CTEHKH & HMITaHTaTa ¢ aonyckamu (MM) / Minimal wall thickness 8 of the implant with tolerances (mm): 2
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Yallka
BEpPT/y>XHas
[AnameTpom
56

Acetabular
shell 0 56

Yaluka
BEPTNY>XHas
AnameTpom
58

Acetabular
shell 0 58

Yallka
BEPT/Y>KHas
ANaMeTPOM
60

Acetabular
shell 0 60

LLlepoxoBartocTb Ra nmnnaHtara (Mkm) / Roughness Ra of the implant (pm): <0.1

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 104+5.2

[dnameTp kaHaBKM MmnniaHTarta ¢ gonyckamu (Mm) / Diameter D1 of the groove of the implant with tolerances (mm):

BxogHoii gnameTp umnnaHTtata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 48.57+0.05
BHyTpeHHUIA anameTp umnnaHTtata D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 48*®&&b
BHewwHuii anameTp umnnaHTtata D4 ¢ gonyckamun (Mm) / External diameter D4 of the implant with tolerances (mm): 56.70+0.10
[nameTp BHelHel YacTu nmnnaHtaTta D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 61V"%
PacctosHve HI [0 ueHTpa KaHaBKu nMnnaHTaTa ¢ gonyckamum (Mm) / Distance HI to groove center ofthe implant with tolerances (mm): 24.95
Bbicota umnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 3+0.07

CdhepmyHocTb MnaHTaTa MmnaHTarta (MKm) / Sphericity ofthe implant (pm): < 40

MuH1ManbHas ToMLWMHA CTeHKM 6 nmniaHTarta ¢ gonyckammn (Mm) / Minimal wall thickness 6 of the implant with tolerances (mm): 2
LLIepoxoBatocTb Ra nmnnaHtarta (MkM) / Roughness Ra of the implant (pm): < 0.1

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 109+5.45

[OnameTp KaHaBKM nmnnaHTara ¢ gonyckamu (mm) / Diameter D1 of the groove of the implant with tolerances (mm): 53.48"\%
BxogHoi anameTp nmnnanTata D2 ¢ gonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 50.58+0.05
BHyTpeHHUIA gnameTp umnnadTtata D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 50"“\\o
BHewwHwnin gnameTp umnnadTtata D4 ¢ gonyckammn (Mm) / External diameter D4 of the implant with tolerances (mm): 58.69+0.10
[rameTp BHeLUHel YacTi umnnaHTata D5 ¢ gonyckamm (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 62.96*"\%
PacctosHme HI [0 ueHTpa KaHaBKM nmniaHTarta ¢ gonyckamu (mm) / Distance HI to groove center of the implant with tolerances (mm): 25.957%
BbicoTa umnnanTara H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07

CtpepuyHocTs nmnniadTara (Mkm) / Sphericity of the implant (pm): < 40

MuHUManbHas To/WMHA CTeHKN 5 nmnnaHTarta ¢ gonyckamu (Mm) / Minimal wall thickness 5 of the implant with tolerances (mm): 2
LLlepoxoBatocTb Ra umnnaHTtata (Mkm) / Roughness Ra of the implant (pm): < 0.1

Macca umnnaHtara c gonyckamu (r) / Mass of the implant with tolerances (g): 114+5.7

[vameTp KaHaBKM nmnnaHtata ¢ gonyckamu (mm) / Diameter D1 of the groove of the implant with tolerances (mm): 55.48*"%
BxoaHoii gnametp nmnnaHTata D2 ¢ gonyckamn (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 52.58+0.05
BHyTpeHHWI gnameTp nmnnadTara D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm):

BHewHuii gnametp umnnanTata D4 ¢ gonyckamu (Mm) / External diameter D4 of the implant with tolerances (mm): 60.68+0.10
[vameTp BHelwHein yacTn umnnaHTata D5 ¢ gonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 64.92""%
PacctosaHve HI fo LeHTpa KaHaBku nMniaHTtaTa ¢ gonyckamum (mm) / Distance HI to groove center of the implant with tolerances (mm): 26.95"o
Bobicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07
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Coepuunocts umnanTara (MkM) / Sphericity of the implant (um): <40

MuHHMaNLHAS TOMIIMHA CTEHKA 8 HMILTaHTaTa ¢ aomyckamu (MM) / Minimal wall thickness 8 of the implant with tolerances (mm): 2
IllepoxoBatocts Ra uMmnnanTara (Mkm) / Roughness Ra of the implant (um): <0.1 o T
Macca nmiianTaTa ¢ gonyckam (r) / Mass of the implant with tolerances (g): 119+5.95

Yamka JinameTp KaHaBKH UMIUIaHTaTa ¢ aonyckamu (MM) / Diameter D1 of the groove of the implant with tolerances (mm): 57.48029,
BepTayxHas | Bxoanoit auamerp umnnantara D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 54.58+0.05
auameTpoM | BHyTpeHunii anamerp ummiantara D3 ¢ gonyckamu (Mm) / Internal diameter D3 of the implant with tolerances (mm): 5410.05,
62 BHewnuit anamerp ummiantata D4 ¢ nonyckamu (MM) / External diameter D4 of the implant with tolerances (mm): 62.72+0.10
JlnameTp BHewuHeii yacTy uMnianTara D5 ¢ gomyckamu (Mm) / Outer part diameter DS of the implant with tolerances (mm): 66.89*%%%
Acetabular | Pacctosnue H1 10 ueHTpa KanaBku MMnnanTara ¢ gonyckamu (Mm) / Distance H1 to groove center of the implant with tolerances (mm): 28*%%,
shell @ 62 Boicora uMmnuantara H2 ¢ nonyckamu (MM) / Height H2 of the implant with tolerances (mm): 3+0.07
Cdepuunocts umrnanTara (Mkm) / Sphericity of the implant (um): <40
MunHManbHas TOMIMHA CTEHKH 8 HMILIaHTaTa ¢ aonyckamu (M) / Minimal wall thickness 8 of the implant with tolerances (mm): 2
IllepoxoBatocts Ra umnnanrara (MkM) / Roughness Ra of the implant (um): <0.1
Macca umnianTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 124+6.2
Yaika JlnameTp KaHaBKH UMILIaHTaTa ¢ nonyckamu (MM) / Diameter D1 of the groove of the implant with tolerances (mm): 59.48%020,
BepTayxHas | BxonHoit iuamerp umnnanTara D2 ¢ nonyckamu (Mm) / Entrance diameter D2 of the implant with tolerances (mm): 56.58+0.05
auMameTpoMm | BHyTpeHuuii auametp ummanTara D3 ¢ gonyckamu (MM) / Internal diameter D3 of the implant with tolerances (mm): 561095,
64 Buewnuit anamerp umnnantata D4 ¢ nonyckamu (MM) / External diameter D4 of the implant with tolerances (mm): 64.71+0.10
Jluamerp BHewHeil yacTn ummianTata DS ¢ nonyckamu (Mm) / Outer part diameter D5 of the implant with tolerances (mm): 68.86%%
Acetabular | Paccrosnne H1 no nenrtpa kanaskn uMnnaHTara ¢ nonyckamu (Mm) / Distance H1 to groove center of the implant with tolerances (mm): 29005,
shell @ 64 Bricota uMmnnantara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 3+0.07

Cdepuunocts uMnianTara (MxM) / Sphericity of the implant (um): <40

MuHHMabHAs TOMIMHA CTEHKH & MMIIIaHTaTa ¢ gonyckamu (MM) / Minimal wall thickness 8§ of the implant with tolerances (mm): 2
lllepoxoBarocts Ra umnianrara (MkM) / Roughness Ra of the implant (um): < 0.1

Macca umnnanrara ¢ nonyckams (r) / Mass of the implant with tolerances (g): 129+6.45
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Puc.7 Umnnantatel Versafitcup Bxnansnn asoitoit noasuxunocty HC auamerpoM 46/22.2, Bransnn aso#no#t noasuxHoctH HC auamerpom 48/22.2, Briagsmm
asotinoi noaswxHoctd HC manamerpom 50/22.2, Bxnaawim apoiinoi noaswxHoctH HC amamerpom 52/22.2, Bnaawin asoiiHo# noasmkrocTd HC nquametpom
54/22.2, Bxnagsin asoiiHoi noasuxHoctd HC nuamerpom 56/22.2, Bransmu asoiidoii noasuxHoctH HC nuamerpom 58/22.2, Bxnaasiun JBoHHON MOABHXHOCTH
HC muamerpom 60/22.2, Bxnagsim gsoiino#t noasmwxHoctd HC anamerpom 62/22.2, Bxnaasiu asoiiHo# noaswkHocTH HC muamerpom 64/22.2, Bansiin geofiHoik
noasiksoctd HC muamerpom 48/28, Bknaasun asoiiHoii noasuxxHoctd HC nnamerpom 50/28, Biuaasim asoiito#t noaswxHoctd HC mnamerpom 52/28, Bxnagsmn
apoitHol nmoasmwxHocth HC auamerpom 54/28, Brnaasin asoiiHoi noaswkHocth HC nuamerpom 56/28, Brnagbmn apoitno#t noasrxxoctd HC muamerpom 58/28,
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Bxnamsnn psoiinoii nogsmxuocts HC nuamerpom 60/28, Bxnamsm asoinoi nogswknocTs HC nuamerpom 62/28, Bxnagsam apo#tso# noxeaxuaoctn HC xramMeTpoM
64/28

Liner @ 52/22.2, Double Mobility HC Liner @ 54/22.2, Double Mobility HC Liner @ 56/22.2, Double Mobility HC Liner @ 58/22.2, Double Mobility HC Liner @
60/22.2, Double Mobility HC Liner @ 62/22.2, Double Mobility HC Liner @ 64/22.2, Double Mobility HC Liner & 48/28, Double Mobility HC Liner @ 50/28, Double
Mobility HC Liner & 52/28, Double Mobility HC Liner @ 54/28, Double Mobility HC Liner @ 56/28, Double Mobility HC Liner @ 58/28, Double Mobility HC Liner

Fig.7 Implants Versafitcup Double Mobility HC Liner @ 46/22.2, Double Maobility HC Liner @ 48/22.2, Double Mobility HC Liner @ 50/22.2, Double Mobility HC |~

@ 60/28, Double Mobility HC Liner @ 62/28, Double Mobility HC Liner @& 64/28

Tabnuna 6. Texunuecxue xapaxrepuctuxy / Table 6. Technical characteristics

Double Mobility HC
Liner @ 46/22.2

Haumenorauue TexHu9ecKAe XapaKTEPHCTHKE H3/\C/Hs

H3ACIANA

Name of MD Technical characteristics of MD _
Binaasnnm  npofiHoli | Beemnnit Apametp umnnanTata D1 ¢ nomycxamu (Mm) / External diameter D1 of the implant with tolerances (mm): 389%,930
TOABHKHOCTH HC | Bryrpenunii smamerp ummnantata D2 ¢ nomyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20%%,4 50
MameTpom 46/22.2 Bxoamoii mameTp aMananTata D3 ¢ slomyckamn (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.5002%

Huaamerp oteepcTua uMmtanTata F ¢ nonyckamu (Ma) / Diameter F of the implant’s hole with tolerances (mm): 1+0:50,

Bsicora BryTpersoro Gopra mMruiantara H ¢ nomyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosnne MEXIy KpacM BHYTPEHHOTO G0pTa M LEHTpOM OKpyxHrOocTH uMmtanTara C ¢ fomyckamu (MM) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 0.90%%3%

Vron exonHoil gackn uMmnanTtara 6 ¢ gomyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
Cohepaasocts uMnnanTata (MkM) / Sphericity of the implant (um): < 100

Illepoxosaiocts Ra mmnnanrara (kM) / Roughness Ra of the implant (um): <2

Macca uMnianTara ¢ Jomyckami (r) / Mass of the implant with tolerances (g): 9+0.45

Bknansiin  xBoiiHoM
NOABHXHOCTH HC

anameTpom 48/22.2

Double Mobility HC
Liner @ 48/22.2

Buemmnuii anametp EMIanTata D1 ¢ gonyckamu (M) / External diameter D1 of the implant with tolerances (mm): 4075,

Bryrpesnnii anameTp ummasTata D2 ¢ sonyckaMu (MM) / Internal diameter D2 of the implant with tolerances (mm): 22. 20+° P
BxoaHo#t auameTp rMmnianTata D3 ¢ aonyckamu (M) / Entrance diameter D3 of the implant with tolerances (mm): 20.50*%2%

Jlnametp oTBepcTHs nMmnantata F ¢ nomyckamn (Mm) / Diameter F of the implant’s hole with tolerances (mm): 17%5%

BricoTa BHyTpeHHoro Gopra umnnanrara H ¢ nomyckamu (MM) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosiEHe MEXY KpacM BHYTPEHHOTO 6OpTa H NEHTPOM OKpyxHOCTH uMmianTaTa C ¢ aonyckamu (MM) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*%39%

Yron xoanoii ackn HMmianTata @ ¢ aonyckamy (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
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BknagbILw
MOLBMXXHOCTM
Anametpom 50/22.2

QBOINHON
HC

Double Mobility HC
Liner 0 50/22.2

BknaabliLu
MOABVXHOCTYU
AvameTpom 52/22.2

[BONHOM
HC

Double Mobility HC
Liner 0 52/22.2

Bknagbiww
MO/BMKHOCTY
AvameTtpom 54/22.2

[BONHOM
HC

Double Mobility HC
Liner 0 54/22.2

CdpepunuHocTb nmnnaHTata (Mkm) / Sphericity of the implant (pm): < 100

LLIepoxoBatocTb Ra nmnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 9+0.45

BHewwHwnin gnameTp nmnnaHtata D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 42""%.30
BHyTpeHHWUIA gnameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20"°+0.i0
BxogHoi gnameTp umnnaHtata D3 ¢ gonyckamn (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 2050"®"%
[OunameTp otBepcTusa nmnnadTaTa F ¢ gonyckammn (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1 %

BbicoTa BHyTpeHHOro 6opta nmnnaHtata H ¢ gonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosiHMEe MeXy Kpaem BHYTPEHHOro 60pTa MU LEHTPOM OKPY>XHOCTM umnnaHTata C ¢ gonyckamu (mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 11

Yron BxofHoi thacku nmnnaHtata 0 ¢ gonyckamu (°) / Angle 0 ofthe implant’s entrance chamfer with tolerances (°): 68+1
ChepmuHocTb mmnnaHTata (Mkm) / Sphericity of the implant (pm): < 100

LLIepoxoBatocTb Ra umnnanTara (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 9+0.45

BHewHuii gnametp umnnaHtata D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 44“~%30
BHyTpeHHMI1 gnameTp nmnnaHtata D2 ¢ gonyckamu (mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20"®+o.i0
BxogHon gnametp nmnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"®"%
[nameTp otBepcTus umnnanTara F ¢ gonyckamm (mMm) / Diameter F of the implant’s hole with tolerances (mm):

BbicoTa BHyTpeHHOro 6opta nmnnaHtata H ¢ gonyckamu (mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosiHME MeXay Kpaem BHYTPEHHOro 60pTa 1 LIEHTPOM OKpYXXHOCTU nMmnnaHtata C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*®%

Yron BxofHoi thacku umnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant’s entrance chamfer with tolerances (®): 68+1
CdhepmyHocTb mmnnaHTarta (MKM) / Sphericity of the implant (pm): < 100

LLIepoxoBaTocTb Ra umnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 9+0.45

BHewHnin gnameTp nmnnaHtata D1 ¢ gonyckammn (mm) / External diameter D1 of the implant with tolerances (mm): 46""%:o
BHyTpeHHWI1 gnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Internal diameter D2 ofthe implant with tolerances (mm): 22.20\®-0,10
BxoaHow anametp umnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50" "%
[namveTp oTBepcTus umnnaHtara F ¢ gonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1%

BbicoTa BHYTpeHHOro 6opta umnnaHtata H ¢ gonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
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PaccTosnne MeX/y KpaeM BHYTpEHHOro 6opTa H LeHTpoM oKpyxHocTH uMiiaHTaTa C ¢ nonyckamu (MM) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*%3%

Yron Bxomnoit gacku ummianTara © c nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 681 =~
Coepuunocts umnnanrara (MkM) / Sphericity of the implant (um): < 100

HIepoxoBatocTs Ra uMnnanTara (MxM) / Roughness Ra of the implant (upm): <2

Macca umnnanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

ABOMHOMN
HC

Bxnaasin
MOJABHXHOCTH
MameTpom 56/22.2

Double Mobility HC
Liner © 56/22.2

BHewmnnit suamerp ummnanTtara D1 ¢ nonyckamu (MM) / External diameter D1 of the implant with tolerances (mm): 480205

BuyTtpennuit inamerp umrutantara D2 ¢ nonyckamu (MM) / Internal diameter D2 of the implant with tolerances (mm): 22.20%930,41o
BxomHoii muamerp umnaantara D3 ¢ nonyckamu (MM) / Entrance diameter D3 of the implant with tolerances (mm): 20.50%029%

Jlnamertp orBepcTus umnnanTara F ¢ nonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 14939

BeicoTa BHyTpenHoro 6opra ummiantata H ¢ nomyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosHHE MEXIY KpaeM BHYTpeHHOro 60pTa M LeHTpOM OKpYXHoCTH umianTara C ¢ nonyckamu (MM) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10%%3%

Yron BxonHoi $acku umnnanTtara © ¢ nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
CdepuuHocTs uMnnanTaTa (MkmM) / Sphericity of the implant (um): <100

IllepoxoBatocts Ra umMnnantara (MxM) / Roughness Ra of the implant (um): <2

Macca ummianTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

Bxnaabim JBOMHOH
MOABHXHOCTH HC
nnameTpom 58/22.2

Double Mobility HC

Buewnnii tnamerp umitantata D1 ¢ qonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 50020439
BuyTtpennuii nuamerp umnnantara D2 ¢ nonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20193%,44o
BxonHoii tuamerp uMnnanTara D3 ¢ nonyckamu (MMm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50%029,

JlnameTp oTBepcTHs MMLIaHTaTa F ¢ nonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1*%%%

BricoTa BHyTpeHHoro 6opra ummnantata H ¢ nomyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10

Liner © 58/22.2 PaccTosHHe MeXULy KpaeM BHYTpeHHOro 60pTa H eHTPOM OKpyXHocTH umnianTata C ¢ nonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10%03%
Yron BxoaHoit dpacku umnnantara O c nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
Cdepuunocts umnnaHTata (Mxm) / Sphericity of the implant (um): <100
lllepoxoBarocTh Ra ummnnanTara (MxM) / Roughness Ra of the implant (um): <2
Macca umnnanTara ¢ nonyckams (r) / Mass of the implant with tolerances (g): 10+0.5
Bkiaasiu  ABOiHOM | BHewnuii auametp uMnnanTata D1 ¢ nonyckamu (M) / External diameter D1 of the implant with tolerances (mm): 52°%2%.939
NOJABHXHOCTH HC | Buytpennnii anamerp umnnantara D2 ¢ aonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20*03% o
auaMeTtpom 60/22.2 Bxoanoii snamerp ummnnantara D3 ¢ qonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50%02%
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Double Mobility HC
Liner 0 60/22.2

Bknagpiww
MOABMXHOCTU
AnameTpom 62/22.2

QBOINHON
HC

Double Mobility HC
Liner 0 62/22.2

BknagblILu
MOABMXXHOCTY
AnameTpom 64/22.2

[QBOMHOIA
HC

Double Mobility HC
Liner 0 64/22.2

Anamvetp otBepcTna umnnadtarta F ¢ gonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1%

BbicoTa BHyTpeHHOro 6opta umnnaHTata H ¢ gonyckamu (mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosiHMe MeXay Kpaem BHYTPeHHOro 6opTa v LeHTPOM OKpY>XHOCTK nmMnnaHTaTta C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1LI0"®&™

Yron BxogHon ackn umnnaHtata0 ¢ gonyckamm (°) / Angle 0 ofthe implant’s entrance chamfer with tolerances (°): 68+1
CdhepmyHocTb mmnnaHTaTa (MkM) / Sphericity of the implant (pm): <100

LLIepoxoBaTocTb Ra umnnaHTara (Mkm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5

BHewHwuii gnameTp umnnaHtata D ie gonyckamu (mm) / External diameter D1 of the implant \"uth tolerances (mm): 54'®/%30
BHyTpeHHWIA anameTp umnnaHtata D2 ¢ gonyckammn (Mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20""®+0.io
BxogHoii anameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"-"%
[OnamveTp otBepcTna nmnnadTaTa F ¢ gonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm):

BbicoTa BHyTpeHHOro 6opta nmnnaHtata H ¢ gonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosiHMe Mexay Kpaem BHYTPEHHOro 6opTta 1 LEHTPOM OKpYXXHOCTU nMmnnaHTara C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 11

Yron BxogHoi hackm umnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant’s entrance chamfer with tolerances (®): 68+1
CopepryHocTb mmnnaHTarta (MKm) / Sphericity of the implant (pm): <100

LLIepoxosatocTb Ra umnnaHtata (Mkm) / Roughness Ra of the implant (pm): < 2

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHuii anametp nmnnadTtata D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 36"Y"\30
BHyTpeHHWIA gnameTp umnnandTata D2 ¢ gonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 22.20"V'®+h),io
BxogHoli gnametp umnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"V\®o

[OunawmeTp oTBepcTus umnnadTaTa F ¢ gonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1%

BbicoTa BHyTpeHHOro 6opta umnnaHtata H ¢ gonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 8.59+0.10
PaccTosiHMe MeXay Kpaem BHYTPEHHOro 6opTa u LLeHTPOM OKpY>XHOCTM umniaHTtaTta C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.1

Yron BxogHol thackn nmnnanTata 0 ¢ gonyckamu (°) / Angle 0 ofthe implant’s entrance chamfer with tolerances (®): 68+1
CdhepryHocTb mmnnaHTata (Mkm) / Sphericity of the implant (pm): < 100

LLIepoxoBaTocTb Ra nmnnaHtarta (MkM) / Roughness Ra of the implant (pm): < 2

Macca umnnaHTaTa ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 10+0.5
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JIBOHHOHR
HC

Bxnagpnn
MOABM)KHOCTH
auameTtpom 48/28

Double Mobility HC

Buemmuii anamerp uMmiantara D1 ¢ nonyckamu (MM) / External diameter D1 of the implant with tolerances (mm): 40030
BuyTpeHHHit anameTp uMmianTata D2 ¢ nonyckamu (MM) / Internal diameter D2 of the implant with tolerances (mm): 28930510
Bxopmoii anameTp uMmiantara D3 ¢ nonyckamu (M) / Entrance diameter D3 of the implant with tolerances (mm): 26.10%%%% — ~ — ~
Jlnamerp oTBepcTHs HMmanTata F ¢ nomyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1+030,

Bhicota BHyTpeHHoro 6opra umnnanTata H ¢ nomyckamu (MM) / Height H of the implant’s inner border with tolerances (mm): 8.79+0.10

Liner O 48/28 PaccTosHHe MeXy KpaeM BHYTPEHHOro 60pTa M LEHTPOM OKpYXHOCTH HMnuianTata C ¢ nomyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*%3%
Vron BxoaHo# (acku umnianTata © ¢ nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 681
CdepuunocTs uMnianTara (Mxm) / Sphericity of the implant (um): < 100
LllepoxoBatocTs Ra ummanTara (MxM) / Roughness Ra of the implant (um): <2
Macca umnanTarta ¢ nonyckam (r) / Mass of the implant with tolerances (g): 29+1.45
Biiambili  ABO#HHO#M | BHemnuii muamerp uMnnantata D1 ¢ nonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 42020 45
MOJABHXHOCTH HC | Buytpennnit anametp umniantara D2 ¢ nonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 28*930,4 10
anameTpoM 50/28 Bxozanoii mmametp umnnantara D3 ¢ nonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.101029,

Double Mobility HC
Liner © 50/28

JlnameTp oTBepcTHs uMnanTata F ¢ nonyckamu (M) / Diameter F of the implant’s hole with tolerances (mm): 1'%

Bricota BHyTpeHHOT0 Gopra uMnianTata H ¢ nomyckamu (mm) / Height H of the implant’s inner border with tolerances (mm): 9+0.10
PaccTosHHe MEXAY KpaeM BHYTPEHHOTo 60opTa H LIEHTPOM OKPYXHOCTH MILTaHTaTa C ¢ fomyckaMu (MM) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10%3%

Yron BxoaHo# dacku umniantata © ¢ nonmyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
Cdepuunocts nmnnanTtara (MxM) / Sphericity of the implant (um): < 100

llepoxoBatocTs Ra umMnnanTata (Mxm) / Roughness Ra of the implant (um): <2

Macca nmnianTaTa ¢ aomyckamH (r) / Mass of the implant with tolerances (g): 29+1.45

JBOHHOMN
HC

Bxnaabin
MOJABHXXHOCTH
anameTpom 52/28

Double Mobility HC
Liner @ 52/28

BHewnnit muamerp ummnanTata D1 ¢ fomyckamu (M) / External diameter D1 of the implant with tolerances (mm): 44230
BuyTpennuii anaMeTp uMnianTata D2 ¢ nonyckamu (M) / Internal diameter D2 of the implant with tolerances (mm): 28"%*%.10
BxoaHo# anametp nmnnanTata D3 ¢ nonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10*929,

Jlnamerp oTBepcTHs nmnanTata F ¢ gomyckamu (M) / Diameter F of the implant’s hole with tolerances (mm): 17%%%

BbicoTta BHyTpeHHOro Gopra uMmniantata H ¢ nomyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 9.21+0.10
PaccTosiHME MEXAY KpaeM BHYTPEHHOTO GOpTa H LIEHTPOM OKpYXHOcTH ummianTata C ¢ nonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.107%3%

Yron BXozHo# packu uMIIanTaTa © ¢ nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
Céepnunocts uMnianTara (MxM) / Sphericity of the implant (um): < 100
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Bknagpiw
NMoABVXHOCTY
AnamveTpom 54/28

[BOMNHO
HC

Double Mobility HC
Liner 0 54/28

BknagpliLl
MOABMKHOCTM
AnameTpom 56/28

QBOIHOM
HC

Double Mobility HC
Liner 0 56/28

Bknagpiw
NMoABVXXHOCTH
AnamveTpom 58/28

ABONHOW
HC

Double Mobility HC
Liner 0 58/28

LLIepoxoBartocTb Ra nmnnaHTtata (Mkm) / Roughness Ra of the implant (uT1): <2

Macca nmnnaHTtara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 29+1.45

BHewwHuin gnameTp nmnnaHTata D1 ¢ gonyckamn (Mm) / External diameter D1 of the implant with tolerances (mm): 46'"\% 30
BHyTpeHHUIA grameTp umnnaHtata D2 ¢ gonyckamu (mm) / Internal diameter D2 of the implant with tolerances (mm): 28*®“aio
BxogHoi gnameTp nmnnanTata D3 ¢ gonyckamn (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10'"*%

[namveTp oTBepcTna umnnaHTata F ¢ gonyckamu (mm) / Diameter F of the implant’s hole with tolerances (mm):

BbicoTa BHyTpeHHOro 6opta nmnnadtara H ¢ gonyckamu (mm) / Height H of the implant’s inner border with tolerances (mm): 9.41+0.10
PaccTosiHVe MeXay KpaeM BHYTPEHHOro 6opTa M LeHTPOM OKpY>XHOCTM uMmniaHTata C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 110"®%

Yron BxogHon hackm umnnaHtata 0 ¢ gonyckamm (®/ Angle © of the implant’s entrance chamfer with tolerances (®): 68+1
ChepmyHocTb umnnaHTaTa (MkM) / Sphericity of the implant (pm): < 100

LLIepoxoBatocTb Ra umnnaHtata (MkM) / Roughness Ra of the implant (pm): <2

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 39+£1.95

BHewwHwin gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 48®"%.30
BHyTpeHHUIA gnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 28¥WW\®+o.io
BxogHoi anameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10"M%

[nameTp otBepcTus umniaHTaTa F ¢ gonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm):

BbicoTa BHyTpeHHOro 6opta umnnanTara H ¢ gonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 9.62+0.10
PaccTosiHMe MeXay Kpaem BHYTPEHHOro 60pTa 1 LLEHTPOM OKpYXXHOCTU nmMmnnaHTata C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10""%

Yron BxogHoin acku nmnnaHtata 0 ¢ gonyckamu (®/ Angle 0 of the implant’s entrance chamfer with tolerances (®): 68+1
CdpepruHocTb nmnnaHtara (Mkm) / Sphericity of the implant (pm): < 100

LLIepoxoBaTocTb Ra umnnaHtara (micm) / Roughness Ra of the implant (pm): < 2

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 39+£1.95

BHewHWi anameTp nmnnaHTata D1 ¢ gonyckamu (mm) / External diameter D1 of the implant with tolerances (mm): 50*""%30
BHyTpeHHUI grameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Internal diameter D2 of the implant with tolerances (mm): 28M®+0.i0
BxopgHoin gnameTp nmnnaHtata D3 ¢ gonyckamun (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10""\%

[namvetp otBepcTus umnnaHtara F ¢ gonyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1"®&%

BbicoTa BHYTpeHHOro 6opta nmnnadTtata H ¢ gonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm): 9.83+0.10
PaccTosiH1e MeXAy Kpaem BHYTPEHHOro 6opTa 1 LLeHTPOM OKpPY>XHOCTU nMnnaHTarta C ¢ gonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 110"®"%
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Vron BxomHo# packu HMILIanTara © ¢ nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
Cdepuunocts uMmianTara (Mkm) / Sphericity of the implant (um): <100
IllepoxoBaTocTs Ra nMmnanTara (MkmM) / Roughness Ra of the implant (um): <2

JABOHHOM
HC

Bknaasim
NOABHXHOCTH
IameTpoM 60/28

Double Mobility HC
Liner @ 60/28

Macca umMnnanTata ¢ gonyckam (r) / Mass of the implant with tolerances (g): 39+1.95

Buewnuii nnamerp nmnianTara D1 ¢ nonyckamu (MM) / External diameter D1 of the implant with tolerances (mm): 5292039
BuyTpeHHuit muameTp uMIUtanTata D2 ¢ nonyckamu (MM) / Internal diameter D2 of the implant with tolerances (mm): 284939410
BxoaHoii muamerp uMmiantara D3 ¢ nomyckamu (M) / Entrance diameter D3 of the implant with tolerances (mm): 26.10**%
Jlnamerp orepcTus uMmianTata F ¢ nonyckamu (MM) / Diameter F of the implant’s hole with tolerances (mm): 1*0:39,

BricoTa BHyTpeHHOro 60opTa nMmnantata H ¢ nomyckamu (M) / Height H of the implant’s inner border with tolerances (mm):
10.04+0.10

PaccTosHMe MeXy KpaeM BHYTPEHHOTro GOpTa H 1IEHTPOM OKpYXHocTH nMiuianTara C ¢ nonyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*%3%

Yron BxoaHo# dacku ummiantarta © ¢ nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
CéepuunocTs umnianTara (Mxm) / Sphericity of the implant (um): < 100

IllepoxoBatocTh Ra mmnnantara (Mkm) / Roughness Ra of the implant (um): <2

Macca umMnnanTaTa ¢ nonyckam (r) / Mass of the implant with tolerances (g): 49+2.45

Bmam.ixh’ - ARONHON
NOJABHXHOCTH HC
auameTpoM 62/28

Double Mobility HC
Liner @ 62/28

BuemHuii anamerp HmnanTata D1 ¢ monyckamu (Mm) / External diameter D1 of the implant with tolerances (mm): 54020 45,
BHyTpeHHuii MameTp HMiUtanTata D2 ¢ momyckamu (MMm) / Internal diameter D2 of the implant with tolerances (mm): 2803049
BxonHo#i auametp ummiantata D3 ¢ nonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.1 0+029,
Jinamerp oteepcTHs nMnnantata F ¢ nomyckamu (Mm) / Diameter F of the implant’s hole with tolerances (mm): 1*%%%

BeicoTa BHyTpeHHOro 6opra mmMnnantara H ¢ nonyckamu (Mm) / Height H of the implant’s inner border with tolerances (mm):
10.24+0.10

PaccTosHHe MeXAY KpaeM BHYTPEHHOro 60pTa M LIeHTpoM OKpYxHOCTH HMIuianTaTa C ¢ nomyckamu (Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*%3%

Yron BxoaHoii dacku nMmianTata © ¢ nonyckamu (°) / Angle © of the implant’s entrance chamfer with tolerances (°): 68+1
Cdepuunocts uMnnanrara (MkM) / Sphericity of the implant (um): <100

lllepoxoBatocTs Ra uMnnantara (MxM) / Roughness Ra of the implant (um): <2

Macca umnnanTara ¢ aonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45

JBOHHOMN
HC

Bxnaabi
110/IBH)KHOCTH
anamerpom 64/28

Buewnnii auamerp umniantara D1 ¢ nonyckamu (M) / External diameter D1 of the implant with tolerances (mm): 56929930

BuyTpennuii anametp ummnanTata D2 ¢ gonyckamu (M) / Internal diameter D2 of the implant with tolerances (mm): 28930410
BxoaHoit amametp umnnantata D3 ¢ nonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10%029
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Double Mobility HC
Liner © 64/28

Huametp oTeepcTha HMuIanTata F ¢ gomyckamu (MM) / Diameter F of the implant’s hole with tolerances (mm): 1705,
Beicota BHyTpeHHOrO Gopra nmmnantata H ¢ aounyckamn (M) / Height H of the implant’s inner border with tolerances (mm):
10.45+0.10

Paccrosnue MeXIy KpacM BHYTpeHHOro 6opra 4 neHTpoM okpyxHocTH HMIUtaaTara C ¢ aomyckamu {(Mm) / Distance C between edge of
inner border and center circle of the implant with tolerances (mm): 1.10*%3%

VYron sxoaHo# packu uMnnantara O ¢ aonyckamu (°) / Angle ® of the implant’s entrance chamfer with tolerances (°): 681
Coepuumocts umnnantara (Mkm) / Sphericity of the implant (um): < 100

IllepoxopaTocTh Ra mmnnauTara (MxM) / Roughness Ra of the implant (um): <2 e e ST
Macca umMmianTara ¢ zonyckams (r) / Mass of the implant with tolerances (g): 4942.45 T S
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ANorotwn H=1.2 um
Pasmep H=12 um

Homep napTmw H=0.8 wnm
Aannad snrts H=0.8 um

FeomeTpus pessbon
HB 6.5 SVT 90 S 411

Puc.8 Unnnantatn Versafitcup Bunt ry6uaThiii kocTHe ¢ nnockoit ronosko# auamMerpom 6.5 anunoii 20, Bunt ry6uatsiil KOCTHEIA ¢ NIOCKOH roNOBKOH IHAMETPOM
6.5 anunoi 25, BHHT ry6uaTsiit KOCTHEIH ¢ NAOCKO3 ronoeko#l anametpoM 6.5 LuHoH 30, BURT ry6uaTsii KOCTHEIA ¢ LI0CKO#H rojoBkoi anameTpoM 6.5 umnol 35,
BuHT ry6uaThiit KocTHuIH ¢ nocKo# ronoskoit auamerpoM 6.5 anunoif 40, Bunt ry6uarsiii xocTHHI ¢ IWIOCKo# ronoskoif AnaMeTpom 6.5 AmHHO#M 45

Fig.8 Implants Versafitcup Cancellous bone screw flat head @ 6,5 L 20, Cancellous bone screw flat head @ 6,5 L 25, Cancellous bone screw flat head @ 6,5 L 30,
Cancellous bone screw flat head @ 6,5 L 35, Cancellous bone screw flat head @ 6,5 L 40, Cancellous bone screw flat head @ 6,5 L 45
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Tabnuua 7. TexHuuec.cue xapaktepuctukm / Table 7. Technical characteristics
HanmeHoBaHwWe n3genns [AnvHa nmnnaHtata  [JuameTp umnnadrara
L ¢ gonyckamn (Mm)  D1c gonyckamu (Mm)

Macca nmnnaHTaTa c
ponyckamu, ()

LLlepoxoBaTtocTb Ra

(mkm)

dnameTp nmnnaHtata
D2 ¢ ponyckamu (Mm)

Name of MD

Length L ofthe
implant with

Diameter D1 ofthe
implant with

Diameter D2 of the

implant with tolerances

Roughness Ra (pm)

Mass of the implant
with tolerances (mm),

tolerances (mm) tolerances (mm) (mm) ()
BWHT ry6yatbiin KOCTHbI ¢ nnockoin 20+0.2 7.9+0.1 4.70%., < 0.8 ans ronosku, 5+0.25
ronoBKoI avametpom 6.5 gimHon 20 <1.6
/ Cancellous bone screw flat head <0.8 for the head,
diameter 6.5 length 20 <1.6 for the screw
BWHT ry6uaTtblii KOCTHbIA C nnockoin 25+0.2 7.910.1 4.70%0i < 0.8 pnd ronosku, 5+0.25
ronoBKOWM AnameTpom 6.5 anvHol 25 < 1.6 gns BuHTa/
/ Cancellous bone screw flat head < 0.8 for the head,
diameter 6.5 length 25 < 1.6 for the screw
BWHT ry6uatblil KOCTHbI ¢ nnockoin  30+0.2 7.9+0.1 4.70%.i < 0.8 ans ronosku, 5+0.25
ronoBKoi AnameTpom 6.5 anmHon 30 <1.6 gnsd BuHTa/
/ Cancellous bone screw flat head < 0.8 for the head,
diameter 6.5 length 30 < 1.6 for the screw
BUHT ry6uatblii KOCTHbIA € nnockoin 35+0.2 7.910.1 4.70>0,i < 0.8 pnd ronosku, 5+0.25
ronoBKoi anameTpom 6.5 anvHoi 35 < 1.6 ons BUHTa /
/ Cancellous bone screw flat head < 0.8 for the head,
diameter 6.5 length 35 < 1.6 for the screw
BWHT rybuaTtblil KOCTHbIN ¢ nnockoid  40+0.2 7.910.1 4.70%.i < 0.8 ons ronosku, 5+0.25
ronoBKoin gnametpom 6.5 gnvHon 40 < 1.6 pna BuHTA/
/ Cancellous bone screw flat head < 0.8 for the head,
diameter 6.5 length 40 < 1.6 for the screw
BWHT ry64aTblii KOCTHbIA C nnockori  45+0.2 7.910.1 4.70"-0. < 0.8 ans ronosku, 5+0.25

rONOBKOW AvamMeTpom 6.5 annHon 45
/ Cancellous bone screw flat head
diameter 6.5 length 45
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< 1.6 pns BuHTA/
< 0.8 for the head,
< 1.6 for the screw



Mexannueckue XapaKTepHCTHKH nokpbiTus u3 TMTana Ti (ASTM F 1580) u ruapoxcuanatuta HA (ASTM F1185)/ Mechanical Characteristics of Ti
Titanium Coating (ASTM F 1580) and Hydroxyapatite HA (ASTM F1185)

_—— — - - —_ - - _— e — -————

Ta6nuua 8. Texunueckue xapakrepuctnki / Table 8. Technical characteristics

CrarH4eckas npo4HocTb Ha caBur / Static shear strength

Mexann3m napymenus / Failure Mechanism Makc. Harpyika (MlIla) /

Max. Load (MPa)

1 50%A(HA)+50%C(Ti) 37,1
2 50%A(HA)+50%C(Ti) 39,1
3 50%A(HA)+50%C(Ti) 28,4
4 50%A(HA)+50%C(Ti) 38,1
5 70%A(HA)+30%C(Ti) 37,5
6 30%A(HA)+70%C(Ti) 39,7
Cpeanee 3nauenne (MIla) / Mean value (MPa) 36,6
Crannapraoe orxkaonenune o (Mlla) / Standard 4,2
deviation ¢ (MPa)

YcranocrHas npouyHocts Ha caABHr / Fatigue shear strength

Tabnuua 9. Texunueckue xapakrepuctiku / Table 9. Technical characteristics

Homep o6pasua/ Mpumennmoe Koappuumenr R/ R Yacvora (Fu)/ Ha6monenne /
Sample Number Hanpaxenne (MIla) / Ratio Frequency (Hz) Observation
Applied Stress (MPa)

] 1-10 0,1 30
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2 1-10
3 1-10
4 1-10
5 I-10
6 I-10

CTraTtmnyeckas NpoyYHOCTb Ha pas3pbliB / Static tensile strength

CTtaTtnyeckas nNpoyHOCTb Ha pa3pbliB / Static tensile strength

01
01
01
01
01

30

30

30

30
30

Bce WwecTb McnbiTaHuil
OblM  yCMELIHbIMU.
Mocre 10° UMKIOB He
6b1/10 HapyLLeHwiA. / JIN
the six test have
succeeded. No failures
after 10’ cycles.

MexaHusm Hapywenuns / Failure Makc. Harpyska (Mlla) / Max. Load

Mechanism
1 50%A(HA)+50%C(Ti)
2 50%A(HA)+50%C(Ti)
3 50%A(HA)+50%C(Ti)
4 50%A(HA)+50%C(Ti)
5 50%A(HA)+50%C(Ti)
6 50%A(HA)+50%C(Ti)
7 50%A(HA)+50%C(Ti)
8 50%A(HA)+50%C(Ti)

9 50%A(HA)+50%C(Ti)
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(MPa)

27,8
28,8
26,9
27,8
27,9
31,8
28,8
33,3
32,2



10 | 50%A(HA)+50%C(Ti) 34,0

Cpennee 3nauenune (MIla) / Mean value : 29,9 - - L —— ===
(MPa)
CranpaptHoe otkionenne ¢ (MIla) / 2,6

Standard deviation ¢ (MPa)

YcroiiunBocTs K a6pasuBHoMy n3Hocy / Abrasion Resistance test

Bec 06pa3sioB H3MepAsIca METOIOM aHanuTHueckoro G6ananca. / The samples weight was measured by analytical balance.

Pe3ybTaThl NOTEPH Beca ITAIOHHOTO 06pasiia noce yI5Tpa3sByKOBOH OYMCTKH npeacTarieHbl B Tabnuue 11:/ The results of mass loss on blank sample after ultrasonic
cleaning are presented in the following table 11:

Ta6anua 11. Texunyeckne xapaxrepuctnki / Table 11. Technical characteristics

Jtanon / Blank ToTeps Beca nociie yabTPa3ByKOBOH 0UHCTKH

(mr) / Mass loss after ultrasonic cleaning (mg)
[Tocne 2 uuknos / After 2 cycles 1,7
[Tocne S unxnos / After 5 cycles 1,1
IMocne 10 uuxnos / After 10 cycles 1,0
ITocne 100 unxnos / After 100 cycles 0,8

Pesynurathl npeacrasnensl B Tabnuue 12 / The results are presented in the following table12:
Ta6auua 13. Texunueckne xapakrepuctuky / Table 13. Technical characteristics

O6pa3zen / 2 uuxkaa (mMr)/2 | S unxaos (Mr)/ | 10 nuxaos (Mr) | 100 nuukaos (mr) /
Sample cycles (mg) S cycles (mg) / 10 cycles (mg) 100 cycles (mg)
1 8,5 14,2 19,9 60,7
2 7,1 14,1 20,1 53,1
3 8,5 13,9 22,4 57,7
4 6,4 12,6 18,3 51,3
5 8,2 14,8 20,2 52,8
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MpoyHocTb cuenneHns nokpblTus / Adhesion strength of the coating

MNocne HaHeceHUA
CcBA3yoUWero nokpbiTna

Mocne HaHeceHUA

BEPXHET0 NOKPbITUSA (MM) Obuwas TonwuHa (Mm) /

Ne o6pa3sua / o nokpbiTua (Mm) /

Sample Ne. Before coating (mm) (mm) / After bond coat / After top coat (mm) Total thickness (mm)
(mm)
MapTtua MapTtua
E2939 Ra; 23356 47/06
Kr/mw™
A B c Mna/ Mpa  dyHT/groiim™/ Psl
I kg™

1 6,598 6,695 6,906 308 16,8 2,439 1,678

2 6,667 6,774 6,977 310 19,2 2,791 1,920

3 6,549 6,681 6,876 327 18,7 2,718 1,870

4 6,673 6,803 6,978 305 20,1 2,921 2,010

5 6,692 6,891 7,035 343 17,9 2,602 1,790
MMa (cpeaHee): 18,54

VIV A
quHT/,EI,POI/IIV-I 2694
(cpenHee):
Kr/MA™ (cpenHee): 1,854
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McnbliTaHMA Ha NPOYHOCTbL cuenneHns / Bond test

MprunHa
otcnoeHusa/ Cause
o fdetachment
CuenneHvne Y 367
CuenneHne Y 367
CuenneHne Y 367
CuenneHve Y 367
CuenneHne Y 367
MMa (cpeaHee):

byHT/groiv
(cpepree):

Kr/Miv™ (cpepHee):



/MepeBof, C aHIINACKOT0 A3blKa U UTaNbAHCKOr 0 A3blKa Ha PyCCKUii A3bIK/

VcnonHuTenbHbIN AMpeKTop
Cukkapan PpaHyecko
30 mas 2023 T.

/nognmcaHo/
/MevaTs!: ABOKAT MOHVKA MAPALLI (MONICA MARAZZI) * HOTAPNYC
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4 CAYH CEMbCOT M

I'. Jlyrano (Llisciitapus), 5 (naroe) mona 2023 roaa (ase THICAYM ABAALATH TPETHErO NOJ8E)-

A, Mouuka MAPALLM (Monica MARAZZI), mwxenoanucaBuiMiics rocyaapcTBeHHM HOTApHYC,
eeAywHit cBoio AesrensHOCTe B T. Jlyrawo (Illseifuapus), somxnbiM o6pasoM ¥ B CWITy 3aKOHa
YNOJHOMOYCHHBIA HA COBEPWEHHE HOTapHANLHBIX ACHCTBUH, HACTOAIIMM YAOCTOREPSIO MOLTHHHOCTH
MOAMKCH, NPOCTaBNeHHOM Ha 060poTe, K NPUHALIEKALIEH MHIY, YKAZAHHOMY HIDKE:
Aurn. ®panvecko Mapun Haxono CHKKAP/JIM (Francesco Maria Nicolo SICCARDI), aara
poxaeHus: 8 (socsmoe) nexaGpa 1977 ropa (oAHA THICAYA JEBATLCOT CEMBACCAT CEALMOrO roaa), fmona:
MYXKCKOH, JxeHaT, rpaxkaanun Lllseiinapun, npoxusarommii 8 kommyne Mopxote (Tuuutio, Llirefuapus)
no agpecy: yn. um JI-p Hano Toppuauu, 2 (asa), senmomulica gepxareneM nacnopra rpakiaHuHa
Ilieettuapun Ne X1056510 (X oavu HONB NSTH WIECTH NATH OAMH HOMb), BHAAHHONO AAMUHHCTpALMEI I',
Bennunuona 2 (sroporo) nexabps 2014 roza (mZBe THICAYM YETHIPHAALATOrO roAa), CpoK AeHCTBHS
koToporo ucrekaer | (nepeoro) aekabpa 2024 roaa (nBe THCAMH ABAALATD YETBEPTOIO FOfA);-—--~receea=e
JIHTHOCTB KOTOPOro f YAOCTOBEPAIO.
Bo cBuaeTentCTBO Yero, MPOCTABIAIO CBOIO NOAMKCH H CKPEIUIAID HACTOSUIMY AOKYMEHT OQULMATLHOR
NeuaThio.
Mousika MAPALIUHA (Monica MARAZZI), rocyaapcTBeHHBIH HOTapHyC, AO/DKHHIM 06pa3oM
YIOJIHOMOYEHHBIH Ha COBSPIIEHHe HOTAPHAIBHBIX AcicTeMit Ilanaroii anBOKaToB M HOTAPHYCOB NpH
AnensuMoHHOM Cyae kaHToHa Tuuuno, Jlyrano, llseiiuapus, yn. Kawronane, 19 (zesarHanuats), 6901

Jlyrauo (IlIeefiuapua), ren.: +41/91.922.74.06, monica.marazzi@mlegal.ch.

fmoapnucano/
{Hevamsp/: AIBOKAT MOHHKA MAPALILIKM (MONICA MARAZZI) * HOTAPUYC

Al b
(Faarckas xoHReHUMS 0T 05 OKTHOPA 196) r.)

1. Crpana: Pecnny6nuka 1 kanton Trunso (Leeuapus)
HacToawu#i ny6anuHo-npaeosoli AOKYMEHT

2. Own noanucan Monnxoit Mapanns (Monica Marazzi)

3. esicTynaowed B kKa¥eCTBe HOTAPHYCA,

4, cKpenneH NevaThio/ITAMNOM BHIICYNOMSAHYTONG HOTAPHYCA,

3apepeno:
5. sr. Beymuona 6. 6 mwonm2023r,
7. TocynapcTaeHHoit xaHnenspueh
8. 3aNe 69306
9. [INewars/mraMn 10. INoamick:
/Fepbosan nevams: ['ocyaapCTREHHAA KAHLIENAPHA /nodnucanao!
KAHTOHA THUMHO/ KPUCTHAHO JIVHAPU
(CRISTIANO LUNARDI)

Cexperaps

Haaor rv.: 35.-
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MepeBof, JaHHOTO TeKCTa CAenaH MHOI, NepeBoAYnKoM KnHax BaneH TuHol MeTpoBHoi

noanuch

Poccuiickas degepaumns

Mopopg Mocksa

CefibMOro 1018 fjBe ThiCAYMN [BajlUuaTb TPeTbero roja

A, Anvesa Jlynsa J16akapoBHa, BPeMEHHO MCNonHaALWas 0653aHHOCTU HOTapuyca ropoga Mocksbl KBUTKO
®depgopa AnekcaHaposuya, CBUAETENbCTBYIO MOAANHHOCT b nognucu nepesofunka KnHax BaneHTuHbI
[MeTpoBHbI.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoAnucaBLLEro JOKYMEHT YCTaHOB/IEHa.

3apeructpupoBaH™™MNecllw ™o 62/137-H/77-2023-
ynnaveHo 3a (y” epueH/ire vor~apibHoro geiicteus: 400 py6. 00 kor.

Vndjjm

J1.A. AnneBa

ftei rro
"M apu™Cin "M OCKBbI

ke unkO ®/A

Bcero npoLuHypoBaHo, N“*HyMepoBaHo
1 ckpenneHo nevaTtbtio 0 nuct(a)(oB.)

BPWNO HoTtapuyca

NoAMNuCH

Poccuiickaa degepayms
opos MockBa
CefibMOro 1o ABe TbiCAYU fBafLaTb TPENbEro roga
A, Anvesa Jlymsa AGakapoBHa, BPEMEHHO WCMO/HAOLAA
006s3aHHOCT  HOTapuyca ropoga Mockebl Keutko degopa
AJleKCaHApoBNYa,  CBMAETENbCTBYHD — BEPHOCTb  KOMK
MPeLCTaB/IEHHOrO MHe [OKYMEHTA.
3aperucTpupoBaHo B peecTpe; Ne bl/Nb1-HIM1-202\
YnnayeHo 3a CoBepLLEHWe HOTapMabHOro AeiicT
00 kon.

A

Bcero npo 1o, NpoHYMepoBaHO, CKperieH
rneyarbto nmct(a) (oB) y

BPVO Hortapuyc
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