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No. 4804 (fourthousand eight hundred four)
Lugano (Switzerland), August 21“ (twenty-first), 2023 (two thousand twenty-three)
I, Monica MARAZZI, the undersigned Notary Public in Lugano (Switzerland) duly commissioned and qualified,
do hereby certify the authenticity of the overleaf signature of:
Stefano BAJ, born on June 12* (twelfth), 1980 (nineteen hundred eighty), male, married, Italian citizen,
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AV6066327 (AV six zero six six three two seven), issued by the Municipality of Vedano Olona, June 11*
(eleventh), 2015 (two thousand fifteen), expiring June I1Z'~ (twelfth), 2025 (two thousand twenty-five),--—--
whose identity | attest.
In witness whereof Isubscribe and affix my official seal.
Monica MARAZZI, Public Notary duly qualified to practice by the Commission for Notaries of the Court of
Appeal ofthe Canton of Ticino, Lugano, Switzerland, via Cantonale 19 (nineteen), 6901 Lugano (Switzerland),
tel. nr. +41/91.922.74.06, monica.marazzi@ mlegal.chv
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APOSTILLE
(Convention de la Haye du 5 octobre 1961)

1. Stato: Repubbiica e Cantone Ticino (Svizzera)
M presente atto pubblico

2 i stato firmato da ..o Monica Marazzi........

operante in qualitd d i.............
4. émunito del sigtllo/bollo d i.......... NOtAI0 e

Attestato

5. in Bellinzona 6. il ...22 agosto 2023

da Cancelleria dello Stato

mlr/rir...
col numero..../...4".w.W.>J..,..
10. firma

CRISTIANQ NARDI
Segretano

Tassa Fr. 35.-
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Pepn. 2/Rev. 2

Russian text English text

1. HAMMEHOBAHWME MEOAVUNHCKOIO N3JAENNA (M) N ETO 1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

KJTTACCNONKALNA 11 MD name, models or variations of MD

171 HanmeHoBaHne MW, mogenn nnn BapnaHTbl ncnonHeHna MU .
Implants for hip arthroplasty Mpact

MMnnaHTaThbl AN 9HA0NPOTE3MPOBaHMSA Ta306e4peHHOro cycTaBa Mpact:

Puc. 1 Bknagpiw Kepammyeckuin / Ceramic Liner

Homep no ka- HanmeHoBaHue Catalogue Description
Tanory Number
01.29.401 BknagpliLL Kepamuyeckuii gnameTpom 28 / A 01.29.401 Ceramic Liner 0 28 /A
01.29.402 Bknafplw Kepamuyeckuii anametpom 28 / B 01.29.402 Ceramic Liner0 28 /B
01.29.403 Bknagplw kepamuyeckuii gnametpom 28 / C 01.29.403 Ceramic Liner0 28/C
01.29.404 Bknafplll KepaMuyeckuii auameTpom 28 / D 01.29.404 Ceramic Liner0 28/D
01.29.405 BkragbIL KepamMmnyeckuin fuametpom 28 / E 01.29.405 Ceramic Liner 0 28/ E
01.29.406 Bknafbll Kepamuyeckuin nametpom 28 / F 01.29.406 Ceramic Liner 0 28/ F
01.29.407 Bknagpl Kepamuyeckuii guameTtpom 28 / G 01.29.407 Ceramic Liner 0 28/ G
01.29.408 Bknagpll Kepamuyeckmii gnametpom 32 / C 01.29.408 Ceramic Liner0 32/C
01.29.409 Bkragblil kepamuyeckuii anametpom 32 / D 01.29.409 Ceramic Liner 0 32/D
01.29.410 Bkrafplw Kepammueckuin amametpom 32 / E 01.29.410 Ceramic Liner 0 32/E
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01.29.411
01.29.412
01.29.413
01.29.414
01.29.415
01.29.416
01.29.417

Homep no ka-

Tanory

01.32.142SH
01.32.144SH
01.32.146SH
01.32.148SH

01.32.150SH

01.32.152SH
01.32.154SH

Bknagbiw Kepammyeckuin guametpom 32 / F
Bknaabiw Kepamuyeckuii gnameTtpom 32 / G
Bknagblw Kepamuyeckuii gnametpom 36 / E
Bknagbiw kepamuyeckunii guametpom 36 / F
Bknagbiw Kepamuyeckunii guametpom 36 / G
Bknagbllw kepamuyeckunin gnameTtpom 40 / F
Bknagbiw kepamuyeckunii gnametpom 40 / G

01.29.411
01.29.412
01.29.413
01.29.414
01.29.415
01.29.416
01.29.417

Puc.2 Yawwuka BepTnyxHas 6e3 oteepctuii / Acetabular shell No-hole

HanmeHoBaHue

Uallka BepTny>kHas 6e3 0TBepCTUIA AnamMeTpom 42
Yallka BepTny>Has 6e3 0TBepCTUil AgnameTpom 44
Uallika BepTnyXHas 6e3 0TBepCTUIN LuaMeTpom 46
Uallika BepTNYXXHast 6e3 0TBepCTUIA AnaMeTpom 48

Ualluka BepTny>xKHasa 6e3 oTBepcTuiA gnameTpom 50
Yallka BepTNy>KHas 6e3 0TBEPCTUIA AnaMeTpom 52
Yalluka BepTny>kHas 6e3 0TBEPCTUIA AnaMeTpoMm 54
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Catalogue
Number

01.32.142SH
01.32.144SH
01.32.146SH
01.32.148SH

01.32.150SH

01.32.152SH
01.32.154SH

Description

Pen. 2/Rev. 2

Ceramic Liner0 32/ F
Ceramic Liner0 32/ G
Ceramic Liner 0 36/ E
Ceramic Liner 0 36/F
Ceramic Liner0 36/ G
Ceramic Liner0 40/ F
Ceramic Liner0 40/ G

Acetabular shell 042 No-hole
Acetabular shell 044 No-hole
Acetabular shell 046 No-hole
Acetabular shell 048 No-hole

Acetabular shell 050 No-hole

Acetabular shell 052 No-hole
Acetabular shell 054 No-hole



Pen. 2/Rev. 2

01.32.156SH  Yawuka BepTny>kHas 6e3 0TBEPCTUIA AnaMeTpoM 56 01.32.156SH Acetabular shell 056 No-hole
01.32.158SH  Yawika BepTnyxHas 6e3 0TBepCTuii AnameTpom 58 01.32.158SH Acetabular shell 058 No-hole
01.32.160SH  Yawka BepTny>KHas 6e3 oTBepcTuii uameTpom 60 01.32.160SH Acetabular shell 060 No-hole
01.32.162SH YallKa BepT/y)KHas 6e3 0TBepCTUil AuaMeTpoM 62 01.32.162SH Acetabular shell 062 No-hole
01.32.164SH  Yaiuka BepTnyxHas 6e3 0TBepCTUiA AraMeTpom 64 01.32.164SH Acetabular shell 064 No-hole
01.32.166SH  Yawka BepTny>xHast 6e3 0TBepCTUil AuamMeTpoM 66 01.32.166SH Acetabular shell 066 No-hole

Puc.3 3arnywka BuHToBas ans uriku/ Shell screw plug

Homep no ka- HanmeHoBaHue Catalogue Description
Tanory Number
01.31.55TP 3arnyLuKa BUHTOBas A1 YallKu 01.31.55TP Shell screw plug
O
. No>

Puc.4 Yaluka BepTnyHas ¢ ABOVHbIM oTepc:TveM / Acetabular stiell Two-holes

Homep no Ka- HanmeHoBaHue Catalogue Description
Tanory Number
01.32.142DH Acetabular shell 042 Two-holes
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01.32.142DH

01.32.144DH

01.32.146DH

01.32.148DH

01.32.150DH

01.32.152DH

01.32.154DH

01.32.156DH

01.32.158DH

01.32.160DH

01.32.162DH

01.32.164DH

01.32.166DH

UallKa BepT/y)XHasi C ABOVHbIM OTBEPCTMEM ANAMETPOM
42

UallKa BepT/ay)Hasi C BOVHLIM OTBEPCTMEM ANAMETPOM
44

Yallka BepT/y)Hasl C BO/iHbIM OTBEPCTMEM AVAMETPOM
46

YallKa BepT/ay»Hasi ¢ ABO/HbIM OTBEPCTMEM AVAMETPOM
48

YallKa BepT/ny)Hasi C ABOVHbIM OTBEPCTMEM AVAMETPOM
50

Uallka BepTny»Has ¢ ABO/HbIM OTBEPCTVEM AVAMETPOM
52

Yaluka BepTny»KHast ¢ ABOVHbIM OTBEPCTVEM AMAMETPOM
54

Yaluka BepTNyXKHasi C ABOMHbIM OTBEPCTVEM AMAMETPOM
56

Yaluka BepTny»XHas C BOVHbIM OTBEPCTVEM AMAMETPOM
58

UallKka BepTny»Hasi C JBO/HbIM OTBEPCTVEM ANAMETPOM
60

UallKa BepTNyXHasl C BO/iHbIM OTBEPCTVEM AVAMETPOM
62

UallKka BepTny»Has C ABO/HbIM OTBEPCTVEM ANAMETPOM
64

Yaluka BepTny>Has ¢ ABOViHbIM OTBEPCTVEM AMAMETPOM
66
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01.32.144DH
01.32.146DH
01.32.148DH
01.32.150DH
01.32.152DH
01.32.154DH
01.32.156DH
01.32.158DH
01.32.160DH
01.32.162DH
01.32.164DH
01.32.166DH

Acetabular shell 044
Acetabular shell 046
Acetabular shell 048
Acetabular shell 050
Acetabular shell 052
Acetabular shell 054
Acetabular shell 056
Acetabular shell 058
Acetabular shell 060
Acetabular shell 062
Acetabular shell 064
Acetabular shell 066

Pen. 2/Rev. 2

Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes
Two-holes



Homep no kaTta-

nory

01.32/142MH
01.32.144MH
01.32.146MH
01.32.148MH
01.32.150MH
01.32.152MH
01.32.154MH
01.32.156MH
01.32.158MH
01.32.160MH
01.32.162MH
01.32.164MH
01.32.166MH
01.32.168MH
01.32.170MH
01.32.172MH
01.32.174MH
01.32.176MH

Puc.5 Yauwika Beptny>kHas ¢ mynsTnoteepctuem/ Acetabular shell Multi-hole

HavmeHoBaHue

Yallika BepTy>KHasA C My/IbTUOTBEPCTUEM ANAMETPOM 42
Yallka BepTNyXHasa ¢ My/bTUOTBEPCTUEM AUaMETPOM 44
Yallika BepTny>KHasa ¢ My/ibTUOTBEPCTUEM fnameTpoM 46
YalliKa BepT/Ty>KHas C My/IbTUOTBEPCTEM AamMeTPOM 48
YalliKa BepT/y>KHas C My/ibTUOTBEPCTHEM AamMeTpoM 50
Yallka BepTy>KHasa ¢ My/ibTUOTBEPCTUEM ANAMETPOM 52
YalliKa BepT/IY>KHas C My/IbTUOTBEPCTMEM ANAMETPOM 54
Yaluka BepTny>KHasa ¢ MynibTUOTBEPCTUEM AMaMETPOM 56
Yallika BepT/y>KHasa ¢ My/lbTUOTBEPCTUEM JMaMEeTPOM 58
Yallika BepTny>KHasA ¢ My/ibTUOTBEPCTEM AamMeTpoM 60
Yallika BepTNy>KHasA ¢ My/IbTUOTBEPCTUEM fNaMETPOM 62
YalliKa BepTy>KHasA ¢ MyibTUOTBEPCTUEM AnameTpom 64
Yallka BepT/Iy>KHas C My/IbTUOTBEPCTUEM ANaMETPOM 66
Uallka BepTNy>KHasa ¢ My/bTUOTBEPCTUEM AMaMETPOM 68
Yallika BepTNy>KHas ¢ MyNbTUOTBEPCTUEM AameTpom 70
YalliKa BEPT/Ty>KHas C My/IbTUOTBEPCTUEM ANAMETPOM 72
Yallka BepTny»XHas ¢ My/IlbTUOTBEPCTUEM ANAMETPOM 74
Yallika BepTY>KHas C MybTUOTBEPCTUEM ANAMETPOM 76
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Catalogue
Number

01.32.142MH
01.32.144MH
01.32.146MH
01.32.148MH
01.32.150MH
01.32.152MH
01.32/154MH
01.32.156MH
01.32.158MH
01.32.160MH
01.32.162MH
01.32.164MH
01.32.166MH
01.32.168MH
01.32.170MH
01.32.172MH
01.32.174MH
01.32.176MH

Description

Acetabular shell 042
Acetabular shell 044
Acetabular shell 046
Acetabular shell 048
Acetabular shell 050
Acetabular shell 052
Acetabular shell 054
Acetabular shell 056
Acetabular shell 058
Acetabular shell 060
Acetabular shell 062
Acetabular shell 064
Acetabular shell 066
Acetabular shell 068
Acetabular shell 070
Acetabular shell 072
Acetabular shell 074
Acetabular shell 076

Pepn. 2/Rev. 2

Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole
Multi-hole



Homep no Ka-

Tanory

01.32.1561LU

01.32.158RH

01.32.160RH

01.32.162RH

01.32.164RH

01.32.166RH

01.32.168RH

01.32.170RH

01.32.172RH

Pen. 2/Rev. 2

Puc.6 Yaluka BepT/y)kHas ¢ oTBepcTmeM B 06oge / Acetabular shell Rim-hole

HanmeHoBaHUe

Yallka BepTnyXHas C 0TBEPCTHEM
56
Yalka BepTNY)XXHasi C OTBEPCTMEM
58
Yallka BepTnyXHasi C 0TBEPCTUEM
60
Yalka BepTNY)XXHast C 0TBEPCTMEM
62
Yallka BepT/y)XHasi C OTBEPCTMEM
64
UallKa BepTnyXHasi C OTBEPCTMEM
66
Uallka BepTnyXHast ¢ 0TBEPCTMEM
68
Yalika BepTayXHast C 0TBEPCTMEM
70
UallKa BepTnyXHasi C 0TBEPCTUEM
72
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B 0604e AnamMeTpoM
B 0604€e AMAMETPOM
B 060/€ AMaMETPOM
B 060/€ AMaMETPOM
B 060/€ AMamMeTpoMm
B 0604e AMaMeTpPoM
B 060/4€e AVaMeTpoM
B 0604€e AMaMETPOM

B 0604€ AnameTpoM

Catalogue
Number

01.32.156RH
01.32.158RH
01.32.160RH
01.32.162RH
01.32.164RH
01.32.166RH
01.32.168RH
01.32.170RH
01.32.172RH
01.32.174RH
01.32.176RH

Description

Acetabular shell 056 Rim-hole
Acetabular shell 058 Rim-hole
Acetabular shell 060 Rim-hole
Acetabular shell 062 Rim-hole
Acetabular shell 064 Rim-hole
Acetabular shell 066 Rim-hole
Acetabular shell 068 Rim-hole
Acetabular shell 070 Rim-hole
Acetabular shell 072 Rim-hole
Acetabular shell 074 Rim-hole
Acetabular shell 076 Rim-hole



01.32.174RH

01.32.176RH

Homep no ka<
Tanory

01.26.2242MHC
01.26.2244MHC
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

Yallka BepTnyXHasl ¢ OTBEpCTUEM B 060/€e AVaMeTPOM

74

Yallka BepTNy>KHasi C OTBEPCTMEM B 060AE AMAMETPOM

76

f
V

Pep. 2/Rev. 2

Puc.7 Bknagbiw aoiiHoi noasmkHoe T / Double Mobility HC Liner

HavmeHoBaHue

Bknaabiw aoriHow nogsukHocTn HC 22.2/DMA
Bknagpiw agoriHoi noamkHoctn HC 22.2/DMB
BknagpLu! ggoriHoi nogsmkHoctn HC 22.2/DMC
Bknagpiw agoviHoin noasmxHoctn HC 22.2/DMD

Bknagpiw agoiHoi nogsuxHoctn HC 22.2/DME
BknaabL! agoiHou nogsmxHoctn HC 22.2/DMF

BknagbL! aBoiHOM nogsvkHocTn HC 22.2/DMG
Bknaabiw agoliHoi nogsmkHoctn HC 22.2/DMH
BknagpbLu! agoliHoli noasukHoctn HC 22.2/DMI
Bknagbiw agoriHoW nogsukHoctn HC 22.2/DML
BknagpLu! aggoriHon noasmxkHoctn HC 22.2/DMM
Bknagapiw aoriHoi noasvxHocTn HC 22.2/DMN
Bknagbnn aoriHoi noasvxHocTn HC 28/DMD
Bknagbiw ggoriHo nogsxkHoctn HC 28/DME
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Catalogue
Number

01.26.2242MHC
01.26.2244MHC
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

Description

Double Mobility HC Liner 22.2/DMA
Double Mobility HC Liner 22.2/DMB
Double Mobility HC Liner 22.2/DMC
Double Mobility HC Liner 22.2/DMD

Double Mobility HC Liner 22.2/DME
Double Mobility HC Liner 22.2/DMF
Double Mobility HC Liner 22.2/DMG
Double Mobility HC Liner 22.2/DMH
Double Mobility HC Liner 22.2/DMI
Double Mobility HC Liner 22.2/DML
Double Mobility HC Liner 22.2/DMM
Double Mobility HC Liner 22.2/DMN
Double Mobility HC Liner 28/DMD
Double Mobility HC Liner 28/DME



Pen. 2/Rev. 2

01.26.2852MHC  Bknagbnn ggoiiHoi noasuxHoct HC 28/DMF 01.26.2852MHC Double Mobility HC Liner 28/DMF
01.26.2854MHC  Bknagbnu aoriHoi noasmxHoct HC 28/DMG 01.26.2854MHC Double Mobility HC Liner 28/DMG
01.26.2856MHC  Bknagpiww ABoiHOWA nogswxHocT HC 28/DMH 01.26.2856MHC Double Mobility HC Liner 28/DMH
01.26.2858MHC  Bknagpiww ABOIHOIA nogsukHocT HC 28/DMI 01.26.2858MHC Double Mobility HC Liner 28/DMI
01.26.2860MHC Bknagpblw ABoiiHoN noaskHocTn HC 28/DML 01.26.2860MHC Double Mobility HC Liner 28/DML
01.26.2862MHC  Bknagpiww aBoriHon noasuxHoct HC 28/DMM 01.26.2862MHC Double Mobility HC Liner 28/DMM
01.26.2864MHC  Bknagpil ABoiHOW nogsvxHocTn HC 28/DMN 01.26.2864MHC Double Mobility HC Liner 28/DMN

Puc. 8 Yallka BepTny>Has ABoiMHOM noasmxkHocTh / Double Mobility Acetabular shell

Homep no Ka- HanmeHoBaHue Catalogue Description
Tanory Number

01.32.142MB Yallka BepTNyXXHas ABONHOM NOABMXHOCTU ANaMETPOM 01.32.142MB Double Mobility Acetabular shell 042
42 01.32.144MB Double Mobility Acetabular shell 044
01.32.144MB Yallika BepTAYXKHasA BONHOI NOABMXHOCTY AMAMETPOM 01.32.146MB Double Mobility Acetabular shell 046
. 4‘} 01.32.148MB Double Mobility Acetabular shell 048
0132.146MB auka BEpTAYXHaA “BO"'“%' MOABVDKHOCTV AMAMETPOM 31 35 150MB Double Mobility Acetabular shell 050
Yallika BepTAYKHas ABOVHOM MOABWKHOCTH AMaMETPOM 01.32.152MB Double Mob!l!ty Acetabular shell 052
01.32.148MB 48 01.32.154MB Double Mobility Acetabular shell 054
oL321soMp  alliKa BEpTAYXHas [1BOVHOM MOABKHOCTY AUAMETPOM 01.32.156MB Double Mob!l!ty Acetabular shell 056
50 01.32.158MB Double Mobility Acetabular shell 058
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01.32.152MB

01.32.154MB

01.32.156MB

01.32.158MB

01.32.160MB

01.32.162MB

01.32.164MB

01.32.166MB

Homep no Ka-

Tanory

01.43.0015
01.43.0020
01.43.0025
01.43.0030
01.43.0035
01.43.0040

Yaluka BepTny>XHas 4BOMHOM MNOABWKHOCTY AMaMeTPOM
52

Yallka BepTNy)XHas ABOWHOW NOABMXXHOCTMN AaMeTpOM
54

Yallka BepTNy>KHas ABOWHON NOLBMKHOCTMN AamMeTpOM
56

Yallka BepT/y>KHas ABONHOI NOABVMXXHOCTU AVaMeTpPOM
58

Yallka BepTNy>KHas ABONHOW NOABMXXHOCTMW AamMeTpOM
60

Yallka BepTNy»XHasi ABONHOM NOABMXXHOCTY AMaMeTPOM
62

Yallka BepTNy>Has ABONHONM NOABMXXHOCTMW AMamMeTpOM
64

Yallka BepTy>KHas ABONHOIA MOABUXKHOCTY AMAMETPOM
66

Puc.9 BuHT ry6uaTtblin KocTHbIi / Cancellous bone screw

HavmeHoBaHue

BWHT ry64aTblin KOCTHbI AnameTpom 6.5 gnnHon 15
BWHT ry6uaTblil KOCTHbIN guameTpoM 6.5 annHoin 20
BWHT ry6uaTblil KOCTHbIV AnameTpom 6.5 g/iMHon 25
BuHT ry6uyatblit KOCTHbIV grameTpom 6.5 annHoi 30
BWHT ry64aTblil KOCTHbI AnaMeTpoM 6.5 annHoii 35
BWHT ry6yaTblii KOCTHbIV AruaMeTpoM 6.5 annHoii 40
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01.32.160MB
01.32.162MB
01.32.164MB
01.32.166MB

Catalogue
Number

01.43.0015
01.43.0020
01.43.0025
01.43.0030
01.43.0035
01.43.0040

Pepn. 2/Rev. 2

Double Mobility Acetabular shell 060
Double Mobility Acetabular shell 062
Double Mobility Acetabular shell 064
Double Mobility Acetabular shell 066

Description

Cancellous bone screw 0 6,5 L 15
Cancellous bone screw 0 6,5 L 20
Cancellous bone screw 0 6,5 L 25
Cancellous bone screw 0 6,5 L 30
Cancellous bone screw 0 6,5 L 35
Cancellous bone screw 0 6,5 L 40



01.43.0045
01.43.0050
01.43.0055
01.43.0060
01.43.0065
01.43.0070

Homep no ka-

Tanory

01.32.6515

01.32.6520

01.32.6525

01.32.6530

01.32.6535

01.32.6540

01.32.6545

BWHT ry6uaTtblii KOCTHbIN AnameTpom 6.5 AnMHoi 45
BUHT ry6uaTblil KOCTHbIN AnameTpom 6.5 anvHol 50
BVHT ry6uaTtblii KOCTHbI gnaMeTpoMm 6.5 annHol 55
BWHT ry6uaTtblii KOCTHbI naMeTpoM 6.5 anunHoin 60
BVHT ry6uaTtblii KOCTHbIN AnaMeTpoM 6.5 annHoii 65
BWHT ry6uaTtblil KOCTHbIN fnameTpoMm 6.5 gimHon 70

01.43.0045
01.43.0050
01.43.0055
01.43.0060
01.43.0065
01.43.0070

Pen. 2/Rev. 2

Cancellous bone screw 0 6,5 L 45
Cancellous bone screw 0 6,5 L 50
Cancellous bone screw 0 6,5 L 55
Cancellous bone screw 0 6,5 L 60
Cancellous bone screw 0 6,5 L 65
Cancellous bone screw 0 6,5 L 70

Puc. 10 BUHT ry64aTblii KOCTHBbI ¢ naockoii ronoskoii / Cancellous bone screw, flat head

HanmeHoBaHue

BWHT ry64aTblil KOCTHbIN C MI0CKOI r0/IOBKOI AnameT-
pom 6.5 annHoii 15

BWHT ry64aTbiii KOCTHbI C NI0CKOI rOM10BKOI AnameT-
pom 6.5 anunHoii 20

BWHT ry6y4aTblii KOCTHBbIN C NIOCKOW rof0BKOW Anamert-
poM 6.5 gnnHow 25

BWHT ry6uaTtbliii KOCTHbI C NIOCKOIN rOMI0BKOI AnameT-
pom 6.5 annHoi 30

BWHT ry6uaTtbiii KOCTHbIV C NIOCKOW rON0BKOW AnaMeT-
pom 6.5 annHoi 35

BWHT ry6uarbiil KOCTHbIN C MI0CKOI r00BKOMN AnameT-
poMm 6.5 annHoi 40

BWHT ry64aTblii KOCTHbI C MI0CKOI ro/I0BKOW AnamMeT-
poM 6.5 annHoi 45
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Catalogue
Number

01.32.6515
01.32.6520
01.32.6525
01.32.6530
01.32.6535
01.32.6540
01.32.6545
01.32.6550
01.32.6555
01.32.6560
01.32.6565
01.32.6570

Description

Cancellous bone screw, flat head 0 6,5 L 15
Cancellous bone screw, flat head 0 6,5 L 20
Cancellous bone screw, flat head 0 6,5 L 25
Cancellous bone screw, flat head 0 6,5 L 30
Cancellous bone screw, flat head 0 6,5 L 35
Cancellous bone screw, flat head 0 6,5 L 40
Cancellous bone screw, flat head 0 6,5 L 45
Cancellous bone screw, flat head 0 6,5 L 50
Cancellous bone screw, flat head 0 6,5 L 55
Cancellous bone screw, flat head 0 6,5 L 60
Cancellous bone screw, flat head 0 6,5 L 65
Cancellous bone screw, flat head 0 6,5 L 70
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01.32.6550 BWHT ry64aTblii KOCTHbIW C NIOCKOI r0/I0BKOI AnameT-
pom 6.5 annHoi 50

01.32.6555 BWHT ry64aTblil KOCTHbI/ C NIOCKOW r0/I0BKOI AnameT-
pom 6.5 anunHoi 55

01.32.6560 BWHT ry64aTblil KOCTHbI C MI0CKOI rON0BKOW AnaMeT-
pom 6.5 annHon 60

01.32.6565 BWHT ry6uaTblii KOCTHbI C NIOCKON rO/IOBKOWA AnaMeT-
pom 6.5 annHoi 65

01.32.6570 BVHT ry64atblil KOCTHBbII C NIOCKOI rOIOBKOW AnameT-

pom 6.5 anunHol 70

Puc.11 BUHT KOpPTUKa/bHBI KOCTHBIN C Niockoi ronoskoit / Cortical bone screw, flat head

Howmep no ka- HanmeHoBaHune Catalogue Description
Tanory Number

01.32.4025 BUWHT KOPTMKanbHbIN KOCTHbIN C MIOCKOIA FON0BKOW 01.32.4025 Cortical bone screw, flat head 0 4,0 L 25
ANAMETPOM 4 ANMHOM 25 5 01.32.4030 Cortical bone screw, flat head 0 4,0 L 30

01.32.4030 BUHT KOPTUKa/IbHbLIN KOCTHbIN C /I0CKO FO/10BKOM 01.32.4035 Cortical bone screw, flat head 0 4.0 L 35
AnameTtpom 4 gnnHon 30 01.32.4040 ical b flath

01.32.4035 BWHT KOPTUKa/IbHbIN KOCTHBIN C MIOCKOWA rosloBKOM N Cort!ca one screw, flat head 0 4,0 L 40
AnameTpom 4 anuHoi 35 01.32.4045 Cortical bone screw, flat head 0 4,0 L 45

01.32.4040 BUHT KOPTUKabHbII KOCTHBIN C MAOCKON ronoBKoit 01.32.4050 Cortical bone screw, flat head 0 4,0 L 50
fivameTpom 4 AnnHoii 40 01.32.4055 Cortical bone screw, flat head 0 4,0 L 55

01.32.4045 BVHT KOPTMKaNbHbIA KOCTHbIM C MI0CKON FON0BKOM
AnameTpom 4 annHow 45

01.32.4050 BUHT KOPTUKa/IbHbIA KOCTHBIN C NIOCKOW rOMI0BKOMA

AvameTpoM 4 anvHoi 50
11
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01.32.4055

Homep no Ka-
Tanory

01.32.2235HCT
01.32.2835HCT
01.32.2237HCT
01.32.2837HCT
01.32.3237HCT
01.32.2239HCT
01.32.2839HCT
01.32.3239HCT
01.32.2241R1
01.32.2841HCT
01.32.3241HCT
01.32.3641HCT
01.32.2244HCT
01.32.2844HCT
01.32.3244HCT
01.32.3644HCT
01.32.2248HCT

AnameTpom 4 AnnHon 55

Puc. 12 Bknaabiw nnockuin PE HC / Flat PE HC liner

HanmeHoBaHue

Bknagbiw nnockuii PE HC anameTtpom 22/A
Bknagbiw nnockuin PE HC anameTtpom 28/A
Bknagbnn nnockuin PE HC gnameTtpom 22/B
Bknaabiw nnockuii PE HC grnavetpom 28/B
Bknagbiw nnockuii PE HC gnametpom 32/B
Bknagbiw nnockuii PE HC anametpom 22/C
Bknagbiw nnockuini PE HC anametpom 28/C
Bknagbiw nnockuin PE HC anametpom 32/C
Bknagbiw nnockuii PE HC anameTtpom 22/D
Bknagbiw nnockuii PE HC anametpom 28/D
Bknagbiw nnockuin PE HC anametpom 32/D
Bknagbnn nnockuin PE HC gnameTtpom 36/D
Bknagpiw nnockuin PE HC guametpom 22/E
Bknagbiw nnockuini PE HC anametpom 28/E
Bknagbiw nnockuin PE HC anametpom 32/E
Bknagbiw nnockuin PE HC anametpom 36/E
Bknagbiw nnockuii PE HC anameTtpom 22/F

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

BVHT KOPTMKa/bHBIA KOCTHbIN C NIOCKON 0/10BKOM
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Catalogue
Number

01.32.2235HCT
01.32.2835HCT
01.32.2237HCT
01.32.2837HCT
01.32.3237HCT
01.32.2239HCT
01.32.2839HCT
01.32.3239HCT
01.32.2241RI
01.32.2841HCT
01.32.3241HCT
01.32.3641HCT
01.32.2244HCT
01.32.2844HCT
01.32.3244HCT
01.32.3644HCT
01.32.2248HCT

Description

Flat PE HC liner 022/A
Flat PE HC liner 028/A
Flat PE HC liner 022/B
Flat PE HC liner 028/B
Flat PE HC liner 032/B
Flat PE HC liner 022/C
Flat PE HC liner 028/C
Flat PE HC liner 032/C
Flat PE HC liner 022/D
Flat PE HC liner 028/D
Flat PE HC liner 032/D
Flat PE HC liner 036/D
Flat PE HC liner 022/E
Flat PE HC liner 028/E
Flat PE HC liner 032/E
Flat PE HC liner 036/E
Flat PE HC liner 022/F

Pen. 2/Rev. 2



01.32.2848HCT
01.32.3248HCT
01.32.3648HCT
01.32.2252HCT
01.32.2852HCT
01.32.3252HCT
01.32.3652HCT
01.32.4052HCT
01.32.2256HCT
01.32.2856HCT
01.32.3256HCT
01.32.3656HCT
01.32.4056HCT
01.32.2260HCT
01.32.2860HCT
01.32.3260HCT
01.32.3660HCT
01.32.4060HCT

Bknaabiw nnockuii PE HC anametpom 28/F
Bknagbiw nnockuin PE HC anametpom 32/F
Bknagbiw nnockuin PE HC gnametpom 36/F
Bknagpiw nnockuii PE HC anametpom 40/F
Bknagbiw nnockuii PE HC gnametpom 22/G
Bknaabiw nnockuin PE HC anametpom 28/G
Bknagbiw nnockuin PE HC anametpom 32/G
Bknaabiw nnockuii PE HC anameTtpom 36/G
Bknaabiw nnockuin PE HC anametpom 40/G
Bknagpiw nnockuii PE HC anameTtpom 22/J
Bknagbiw nnockuii PE HC anameTtpom 28/J
Bknaabiw nnockuii PE HC anametpom 32/J
Bknagpiw nnockuii PE HC anameTtpom 36/J
Bknagpnn nnockuii PE HC gnametpom 40/J
Bknagbiw nnockmin PE HC gnametpom 22/K
Bknaabiw nnockuii PE HC amnameTtpom 28/K
Bknagpiw nnockuii PE HC gnametpom 32/K
Bknagbnn nnockuii PE HC gnameTtpom 36/K

Puc. 13 Bknafbl aHTUAOKCaUmoHHbIi PE HC / Hooded PE HC liner

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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01.32.2848HCT
01.32.3248HCT
01.32.3648HCT
01.32.2252HCT
01.32.2852HCT
01.32.3252HCT
01.32.3652HCT
01.32.4052HCT
01.32.2256HCT
01.32.2856HCT
01.32.3256HCT
01.32.3656HCT
01.32.4056HCT
01.32.2260HCT
01.32.2860HCT
01.32.3260HCT
01.32.3660HCT
01.32.4060HCT

Flat PE HC Wner 028/F
Flat PE HC liner 032/F
Flat PE HC liner 036/F
Flat PE HC liner 040/F
Flat PE HC liner 022/G
Flat PE HC liner 028/G
Flat PE HC liner 032/G
Flat PE HC liner 036/G
Flat PE HC liner 040/G
Flat PE HC liner 022/J
Flat PE HC liner 028/J
Fiat PE HC liner 032/J
Flat PE HC liner 036/J
Flat PE HC liner 040/J
Flat PE HC liner 022/K
Flat PE HC liner 028/K
Flat PE HC liner 032/K
Flat PE HC liner 036/K
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Homep no kara-
nory

01.32.2235HCA
T
01.32.2835HCA
T
01.32.2237HCA
T
01.32.2837HCA
T
01.32.2239HCA
T
01.32.2839HCA
T
01.32.3239HCA
T
01.32.2241HCA
T
01.32.2841HCA
T
01.32.3241HCA
T
01.32.2244HCA
T
01.32.2844HCA
T
01.32.3244HCA
T
01.32.3644HCA
T

HanmeHoBaHue

Bknagbllw aHTUAKOKCaUMOHHbIN PE HC anameTtpom
22/A

Bknafblw aHTUAKOKCaUMOHHbIN PE HC anameTtpom
28/A

Bknafblw aHTUAKOKCaUMOHHbIN PE HC arameTtpom
22/B

Bknagpiw aHTUAOKcauMoHHbI PE HC anameTpom
28/B

Bknagblw aHTUNHOKCaUMOHHbIN PE HC anameTtpom
22/C

Bknagbllw aHTUAOKCaUMOHHbIN PE HC grametpom
28/C

Bknagblw aHTUOKCaLMOHHbIN PE HC anameTtpom
32/C

Bknagblw aHTUAOKCaUMOHHbIN PE HC anametpom
22/D

Bknagblw aHTUAKOKCaUMOHHbIN PE HC anametpom
28/D

Bknagpiw aHTUAOKCaUMOHHbIM PE HC grnameTtpom
32/D

Bknaablw aHTUAKOKCaUMOHHbIM PE HC guametpom
22/E

Bknagbun aHTUAKOKCaLMOHHbIM PE HC gnameTpom
28/E

Bknagpiw aHTUAOKCaUMOHHBIA PE HC grnameTtpom
32/E

Bknagbiw aHTUNOKCaUMOHHbIN PE HC grametpom
36/E
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Catalogue
Number

01.32.2235HCA
01.32.2-8r35HCA
01.32.2-2r37HCA
01.32.2;3r37HCA
01.32.2-2r39HCA
01.32.2;39HCA
01.32.3;-39HCA
01.32.2;-41HCA
01.32.2;41HCA
01.32.3;-41HCA
01.32.2-2r44HCA
01.32.2;3r44HCA
01.32.3-2r44HCA
01.32.3-6r44HCA
T

Description

Hooded PE HC liner 022/A
Hooded PE HC liner 028/A
Hooded PE HC liner 022/B
Hooded PE HC liner 028/B
Hooded PE HC liner 022/C
Hooded PE HC liner 028/C
Hooded PE HC liner 032/C
Hooded PE HC liner 022/D
Hooded PE HC liner 028/D
Hooded PE HC liner 032/D
Hooded PE HC liner 022/E
Hooded PE HC liner 028/E
Hooded PE HC liner 032/E

Hooded PE HC liner 036/E
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01.32.2248HCA
01.32.2;-48HCA
T
01.32.3248HCA
01.32.3-E|3-48HCA
01.32.2-2|-52HCA
01.32.2-€I3_52HCA
01.32.3-2I-52HCA
01.32.3;52HCA
01.32.2-2|-56HCA
01.32.2;-56HCA
01.32.3;-56HCA
01.32.3-(|3-56HCA
01.32.2-2|-60HCA
T
01.32.2860HCA
01.32.3-2r6OHCA
T

Bknagblw aHTUNOKCaUMoHHbI PE HC anametpom
22/F

Bknagbiw aHTUNKOKCaUMOHHbIN PE HC anameTtpom
28/F

Bknafbiw aHTUNOKCaUMoHHbIM PE HC gnameTtpom
32/F

Bknagbiw aHTUAKOKCaUMoHHbI PE HC anametpom
36/F

Bknagpil aHTUAKOKCaUMOHHbIM PE HC anameTpom
22/G

Bknafblw aHTUNOKCaLMOHHbIN PE HC grnameTpom
28/G

BknafbIWw aHTUNOKCaUMOHHbIN PE HC grameTpom
32/G

Bknagbiw aHTUNOKCaUMOHHbIM PE HC gnameTpom
36/G

Bknagpilw aHTUNOKCALNOHHbIM PE HC grnameTpom
22/]

Bknagpil aHTUAKOKCaLMOHHbIM PE HC anameTpom
28/J

Bknafbiw aHTUOKCALMOHHBIR PE HC grameTpom
32/J

Bknagbiw aHTUAKOKCaUMOHHbIN PE HC grnameTpom
36/J

Bknafbiw aHTUNOKCaUMOHHbIN PE HC gnameTpom
22/IK

Bknagbnn aHTUAKOKCaLMOHHbIA PE HC guameTpom
28/K

Bknagpllw aHTUAOKcaUMoHHbI PE HC gnameTpom
32/K
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01.32.2248HCA
01.32.223-48HCA
01.32.3-2|-48HCA
01.32.3-6r48HCA
01.32.2-ZI-52HCA
01.32.2;3r52HCA
01.32.3-2I-52HCA
01.32.3-(I3-52HCA
01.32.2-2r56HCA
01.32.2-8|-56HCA
01.32.3-2I-56HCA
01.32.3-E|3-56HCA
T
01.32.2260HCA
01.32.2-8|-60HCA
01.32.3;—60HCA
T

Hooded PE HC liner 022/F

Hooded PE HC liner 028/F

Hooded PE HC liner 032/F

Hooded PE HC liner 036/F

Hooded PE HC liner 022/G

Hooded PE HC liner 028/G

Hooded PE HC liner 032/G

Hooded PE HC liner 036/G

Hooded PE HC liner 022/J

Hooded PE HC liner 028/J

Hooded PE HC liner 032/J

Hooded PE HC liner 036/J

Hooded PE HC liner 022/K

Hooded PE HC liner 028/K

Hooded PE HC liner 032/K
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01.32.3660HCA BknafbIw aHTUMOKCaLMOHHBIA PE HC anameTpom
T 36/K

[Janee no TeKCTy ANsi MEAULMHCKUX U3AENUA MOTYT BbITb UCMOMb30BaHbI Crie-
AyHoLLMe HaMeHOBaHWS: n3denve, MeauuuHcKoe nsgenne, MW, ycTpoincTeo,
MMNNaHTaT, UMNAaHTMPYeMOe YCTPOMCTBO, NPOTE3, CUCTEMA, SHAOMNPOTES, 3H-
[onpoTe3 Ta306epeHHOr0 CycTaBa, YallKy BepPT/Y>KHble, BKAabIwm, Mpact,
a TaKXe KOMOMHaUUWN BbILLENEPEUYNCNEHHbIX Ha3BaHUI (HanpuMep UMMaH-
TaTbl Mpact).
1.2 Knaccugpukaunsa M

MeauLMHCKOE 13aenne 0THOCUTCSA K Knaccy pucka 26.

Tvn n 4IMTeNbHOCTL KOHTaKTa C OpraHM3MoM YenoBeKa —13aenns nocTosH-
HOro KoHTakTa (6onee 30 CyTOK) C MArKMMMW N KOCTHBIMU TKaHAMM.
KpaTHOCTb NPMMEHEHUA MEeAUUMHCKOro U3fenusa - u3fenme OA4HOKPaTHOro
NMPUMEHEHUS.

IHBa3MBHOCTbL - MefVLUMHCKOE M3Jenune MHBa3VMBHOE, BBOAMMOE XUpYypruye-
CKUM MyTeM.

CTepunbHOCTbL - MeULMHCKOE U3aenme CTepubHoe.

[MprMeHeHNe Ans XU3HEHHO BaXXHbIX OPraHoB (CepALe, LeHTpasibHasa cuctema
KpOBOOOpALLEeHWs, LeHTpa/IbHast HEPBHAA CUCTEMA) - U3JeNne He UMEET KOH-
TaKT C XXWU3HEHHO Ba>KHbIMW OpraHamu.
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01.32.3660HCA
T Hooded PE HC liner 036/K

The following names may be used for medical devices: product, med-
ical device, MD, device, implant, implantable device, prosthesis, sys-
tem, endoprosthesis, hip endoprosthesis, Mpact, and combinations of
these names (e.g., Mpact implants).

1.2 MD classification

The medical device belongs to risk class 2b.

Type and duration of contact with the human body - products in con-
stant 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.
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2. HASHAYEHHME MEJUIIMHCKOT O U3AEJIUS U MTPUHILIUIIBI
JEACTBUA

WmnnanTtatel U1s JHAOMpOTE3HMpOBaHus Ta3obeapeHHOro cycraBa Mpact
NpefHa3HayeHa Ui HCIOJb30BaHHA MPH MOJHOW MM YaCTH4HOM apTpomia-
CTHKe Ta300eJpeHHOro CycTaBa, 4ToObl 00eCneyHTh yBEIHYEHHE MOABHKHO-
CTH MallHEHTa U YMEHbIleHHe 601H MyTeM 3aMeHbl MOBPEXIAECHHOro Ta3oben-
PEHHOrO CycTaBa NMpH NEPBHYHON MJIM PEBU3HOHHOM OMEpalHH.

2. INTENDED USE AND PRINCIPLE OF OPERATION

Implants for hip arthroplasty Mpact is designed for use in total or par-
tial hip arthroplasty to provide increased patient mobility and reduced
pain by replacing the damaged hip joint, in primary or revision sur-
gery.

3.INIOKA3AHHA U ITPOTUBOIIOKA3AHHSA K NIPUMEHEHHIO MH
H BO3MOXHbBIE IOBOYHBIE 3®®EKTbDI

3.1 Iloka3auus

Yamku BepTiTyHble Mpact npeaHa3HaueHb! Ul HCIOJIB30BAHHA NPH TOTANb-
HO# apTpoIUIacTUKe Ta300€JpeHHOro CycTaBa, 1l IEPBHYHON HIIH PEBH3HUOH-
HO# onepauuy.

TortanbHas aprponyiacTuka Ta306eApEeHHOrO CyCTaBa [I0Ka3aHa B CIEAYIOLIHX
CllyYasx:

- CunbHas 60n1p W/unu HepaboTocnocoOHOCTE CycTaBa B pe3ysbTaTe apTpo3a,
TPaBMaTHYECKOIr0 apTPHTa, PpEBMATOMIHOIO MOMHAPTPHTA HIAH BPOXKICHHOH
JAHUCIIA3HMHU Ta300eApEHHOrO cycTaBa.

- ABacCKYJIApHBIH HEKpPO3 roJIOBKH 6€IpeHHOH KOCTH.

- OcTpslit TPaBMaTHYECKHH NEPeIoM FOJIOBKH HIIH 1eiikH 6eapa.

- Heynaua npeasiaymeit onepauus Ha Ta300€ApEHHOM CYCTaBe: PEKOHCTPYK-
LHS CYCTaBa, BHYTPEHHAA QHUKcalMs, apTPOAie3, HACTHYHAS apTPOIUIACTHKA Ta-
300€ APEHHOr0 CycTaBa, 3HAONPOTE3HPOBaHHE HIH TOTAJIbHAs apTPOILIACTHKA
Ta300eJpEHHOro CycTaBsa.

Brutagenuu Mpact ucnons3ytores npu:
- [lepBuuHOE TOTATEHOE SHAONPOTE3UPOBAHHE Ta300EIPEHHOrO CyCcTaBa B CO-
4yeTaHHH C O€PCHHBLIMH HOXKKAMH;

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

The Mpact acetabular shells are designed to be used in total hip ar-
throplasty, 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, trau-
matic arthritis, rheumatoid polyarthritis, or congenital hip dysplasia.
- Avascular necrosis of the femoral head.

- Acute traumatic fracture of the femoral head or neck.

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

For use of Mpact liners:

- Primary total hip replacement in combination with femoral stems;
- Revision (prosthesis removal), and reoperation with new prosthetic
stems;

- Hemiarthroplasty (partial replacement).
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- PeBn3us (yaaneHvie NpoTesa) ¥ NOBTOPHAs OMepaLms ¢ UCMOb30BaHNEM HO-
BbIX MPOTE30B;

- FeMmapTponnacTika (4acTMyHas 3amMeHa).

2.2 NpoTrBONOKa3saHuA

MpoTmBonokasaHua zu” VIMnnaHTaTtoB AN 3HAONPOTE3MPOBaHUA Ta3o6en-
peHHoro cyctaBa Mpact aBnA0TCA CTaHAAPTHLIMM NPOTUBOMNOKa3aHNAMU N4
TOTa/IbHOr0 3HA0NPOTE3MPOBaHNA Ta306epeHHOro CcycTaBa:

- OcTpas, cucTemMHasa Uan XpoHUYecKas MHGeKLmS.

- CKeneTHas He3penocTb.

- TSXKENbIA MbILIEYHbIA, HEBPOMOrMYECKWIA, COCYANCTbIN AeUUMT Unn apyrue
NaTonornM NOPaXKeHHON KOHEYHOCTWU, KOTOPble MOTFYT HapyLmnTb (YHKLMIO
MMnNnaHTara.

- COCTOSIHME KOCTHOWM TKaHW, KOTOPOE MOXKET HapyLUMTb CTabubHOCTb UM-
nnaHTara.

FcuxunYeckre nmn HepBHO-MbMMEYHbIE PacCTPOCTBA MOTYT CO34aTb HEMnpu-
eM/eMbIi PUCK AN NaumeHTa U cTaTb WCTOYHWMKOM MOC/eonepaLuoHHbIX
OCNIOXXHEHWUIA. XUPYpr HeceT OTBETCTBEHHOCTb 3a TO, YTOObI Y NauMeHTa He
ObIN10 M3BECTHOW anneprm Ha UCnosib3yemMble MaTepuasibl.

3.3 MoboUHble 3hPeKThbI

Ecnn nonoxeHne BEPTNYXKHO YallK/ He COOTBETCTBYET BblLLIEYKa3aHHOMY,
MCMONb30BaHMe BKapllein He pekomeHayeTcs. (MCKoUYeHnst MOryT GbiTb
cAenaHbl Ans creumanibHO pa3paboTaHHbIX CUCTEM C 3/1EMEHTaMK Ge3 NoKCa-
LMW, TAKUMN KaK aCUMMETPUYHbIe BKMaAbILLN UM BbIBEPHYTbIE U3 MOMOMXKeE-
HUSY). 151 YallieK, UMNNaHTUMPOBaHHbIX C PETPOBEPCHEN, UCMONb30BaHME BKNa-
AblLLeli KepamMMUecKmnx onpeaeneHHo He PEKOMEHAYETCA.

3anpeenbHble 3HAYEHWSI MOTYT BbI3BaTh UPE3MEPHYIO aMMIMTYAY ABUXKEHMS,
YTO MpPYBEAET K MOABbLIBUXY FOMOBKW GeAPeHHOW KOCTU W/WNK BbIBUXY W3
BKNafpliLLa. MOBEPXHOCTHOE [aBNEHME Ha KPato YallKn MOXKET CTaTb C/IULLIKOM
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3.2.ContraindicatioDS

Implants for hip arthroplasty Mpact’s contraindications are the stand-
ard contraindications for total hip replacement:

* Acute, systemic or chronic infection.

« Skeletal immaturity.

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

* Bone condition that may compromise the stability ofthe implant.

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

3.3 Adverse effects

Ifthe acetabular cup position is not as specified above, the use of lin-
ers is unadvisable. (Exceptions can be made for specifically designed
systems with luxation-free elements, such as asymmetric inserts or
those twisted out of position). For cups implanted with retroversion,
it is definitely unadvisable to use liners.

Out-of-limit values may cause excessive range of motion resulting in
femoral head subluxation and/or dislocation from the liner. The sur-
face pressure at the cup edge may become too high and lead to crum-
bling of the ceramic liner, causing friction wear of the ceramic.
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BbICOKHM H TIPHUBECTH K paspylICHHIO KEPAMHYECKOrO BKAAMABIUIA, BLI3HBAK
(PHKIHOHHBI H3HOC KEPAMHKH.

H3Ho0C KepaMAKA B pe3YIBTATe YPEe3MEPHOTO TPEHHS MOKET BBI3BATh PEAKIHIO
B TKaHAX, 0CalIcHAE MPoTE3a U, B KpaiHUX CIIyuasX, paspyleHue KepaMHKH,
HeobxommuMo noaaepxuearh JOCTATOMHOE HATSKCHHE CYCTaBa, MOCKONBKY
BHIBHX TAKKE MOXCET NMPHBECTH K BHINCONMACAHHBIM NOCNCACTBUAM. B 3THX
cmydasx koMnaHua Medacta International S.A. He HeceT HHKaKoli OTBETCTBEH-
HOCTH.

B xpaiine peAxHX clyvasX MOKET BO3HHKATh CKPHII OT KCPAMHKH Ha KepaMH-
geckoM NoAMHMNHEKe. B Hayunolt nuTeparype HeT YeTKUX RaHHRIX O BO3MOX-
HBIX IPHYHHAX 3TOTO OC/IOKHEHHA, HO, IO-BHAMMOMY, OHO CBA3aHO C HEMpa-
BHJIBHBIM PACHONIOXEHHEM KOMIIOHEHTOB, HECTAOHIBHOCTBIO MMIUIAHTATA, 110~
BPCRACHHEM BKJIAIbIa H HATHYHEM TpeThbero Tena. Yro xacaercsa Apyrux
PHCKOB H B000ZHBIX 3¢(eKTOB, XAPYPT JOJDKEH 0OPAaTHTHCA K HHCTPYKITHH IO
HPHMEHEHHKIO NMPOTE3HOH CHCTeMBI, ¢ KOTOPOH HCIONB3YeTCA BKIAABIN UK
rOJIOBXa,

Ceramic wear from excessive friction may cause reactions in tissue,
loosening of the prosthesis, and, in extreme cases, breakage of the
ceramic. Sufficient joint tension should be maintained because dislo-
cation could also have the above described consequences. In these
cases, Medacta Intemational S.A. accepts no responsibility.

In extremely rare cases, squeaking from ceramic on ceramic bearing
may occur. The scientific literature is not clear about the possible
causes of this complication but it seems to be related to component
malpositioning, implant instability, liner damage and presence of a
third body. For other risks and side effects, the surgeon should refer
to the instructions for use of the prosthetic system with which the liner
or head is used.
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4, HHOOPMALIMS O IOTEBIHAJNBHBIX IOTPEBHTENAX MH | 4. INFORMATION ON POTENTIAL USERS OF MD AND DI-
H YKA3ZAHHA TO HCNOJIL3OBAHHIO RECTIONS FOR USE
4.1 NoTenmuanbuble noTpeburenn MH 4.1 Potential users of MD

MH npeanazHageHnl Ais ACHONL30BAHHA KBATH(HIMPOBAHHBIMHE CTICIHAITH-
CTaMH B 007aCTH 3APABOOXPAHCHHASN.

CrenuanicTs 3APABOOXPAMEHHA AOKHB HMETh MOJHOEC HPEACTABICHHE O
[IPEANOIAracMOM HCTIOMB30BAHAH IPOAYKTA H HCIIOB3YEMBIX XHPYPTHICCKHAX
MeT0AaxX, a TaKke HpOHTA COOTBETCTBYIOMYIO TOATOTOBKY.

Wspgennsa MOryT HasHa4aTbesd ¥ MMIUIAHTHPOBATHLCA TONIBKO METHUHHCKHMHA
paboTHHKAMH, HMCIOIHMH 32KOHHOE paspellicHHe Ha TMpPOBEIACHHE TaKoro
poZia onepamii.

Mepnmnnckue pabOTHRKH: XHPYPr-OpTOneH, XHPYPr-TPaBMaTOIOr

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
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4.2 YKa3zaHHA N0 HCMOJb30BAHUIO
IIpenonepannoHHbIit ITAN

Xupypr J0/keH OOBACHUTD MALMEHTY, YTO HCKYCCTBEHHbBIE CYCTaBBI HE MOTYT
MOBTOPUTh E€CTECTBEHHYIO (PyHKUHMIO cycTaBa. JIio6Go#t BuA cOpeBHOBaTeNb-
HOTO CHOpTa MM JItoOOoH BUI CNOPTA, CBA3ZAHHBIN C PE3KHMH M BHE3aNHBIMH
JBHXCHHAMH NPOTE3UPOBAHHOIO CYCTaBa, IPOTHBONOKA3aH IPH HCIIOJIb30Ba-
HHMH KEpaMHYECKHX UMIUTAHTaTOB. [lallueHT A0mKeH ObITh NPOHHPOPMHUPOBaH
0 BO3MOXHBIX MOCJICONEPALHOHHBIX OCJIOXHEHHSAX, U OHH JOJKHBI COOTBET-
CTBOBAaTh COBPEMEHHBIM MEIHLMHCKMM JaHHbIM. [TOBBIIEHHBIN PHCK Cylle-
CTBYET y NMALMEHTOB C H30LITOYHLIM BECOM, Y MALIHEHTOB C XPYNKHMH KO-
CTSIMH, Y MAIIUEHTOB, KOTOPble HU3UYECKH OUEHb AKTHBHBI HIIH HMEIOT Hepea-
NMCTHYHBIE OXKUIAHHA OT apTHYHLHAILHOIO cycTaBa. MoMeHTanbHas nepe-
rpy3Ka npy NajeHHH M HECYaCTHOM CJIy4ae MOXKET IPHBECTH K MOJIOMKE HM-
IUIaHTaTa, MHOTJA CIYCTS JOJIroe BpeMs mnocie cayuusuerocs. Heo6xonu-
MOCTb CJIEAOBaTh MMOCJICONEPALHOHHBIM HHCTPYKLMSAM, JAHHBIM XHDPYProM,
JOJDKHA OBITh MOJHOCTHIO MOHSATA MALMEHTOM.

[lepen onepanueii onepaTop AODKEH UMETh 3aMac CTEPHIIbHBIX HMIUTAHTATOB
MOAXOMAILErO pazMepa H MPOBEPUTD HX.

Obpamenne

Bo u30exaHue MOBpeKAECHHUA HMIUIAHTATOB C HUMH ClieyeT oOpaiarthes C
0c060it 0CTOPOKHOCTHIO KBUTH(HUIHPOBAHHOMY IIEPCOHANTY H B YCJIOBHSX, TA€
CoOMIONAIOTCA CAaHHTAPHO-THIHEeHHYecKHe TpeOboBaHus. UMNnaHTaThl OKHbI
XPaHHTHCA B HEMOBPEXACHHOH YIaKOBKe.

4.2 Directions for use

Preoperative phase

The surgeon should make the patient aware of the fact that artificial
joints cannot replicate natural joint function. Any form of competitive
sport, or any sport involving jerky and sudden movements of the pros-
thetic joint, is contraindicated for ceramic implants. The patient
should be informed about possible postoperative complications, and
these must conform to the current medical findings. There is in-
creased risk in patients with overweight, patients with fragile bones,
or patients who are physically very active, or have unrealistic expec-
tations of the artifical joint. Momentary overloading in a fall or acci-
dent may cause failure of the implant, sometimes long after the event.
The necessity o folow the postoperative instructions given by the sur-
geon should be fully understood by the patient.

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

Handling

To avoid srtching or damaging he implants, these should be handled
with the utmost care by qualified personnel and in an environment
where conditions of hygiene are controlled. The implants should be
kept in their undamaged packages.

Pacmupenne

[locne BBIMONHEHHA OCTEOTOMHHM INEHKH Oeapa, oOHaXHTE H MOArOTOBBTE
BEPTIIYXKHYIO BNIaAMHY H yaanute octeodpuTsl. HaunuTe pa3seprky BepTiyx-
HO# BIIaJHHBI C NOMOILIBIO BEpTIyXHbIX pacmupuTeneii. MneansHas ock pas-
BepTKH HMeeT HawioH 40°/45° n anteBepcus 15°/20° (aHTEBEpCHSA PEKOMEH-
AYeTCs NPH 3aJHHX MOAX0AaxX).

Reaming

After performing the osteotomy of the femoral neck, expose and pre-
pare 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).
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Puc. 14 Pa3BepTKa BepTNy>XHOI BnaauHbl / Fig 14. Reaming of the acetabulum

HauHuTe paclupeHue BepTIyXHOI BNaauHbl, NOCTeneHHo yBennumeas go Tex  Start reaming the acetabulum, progressively increasing the reamer
nop, NokKa He GyAeT nonydyeHa nonychepryeckas NonaocTb 1 Hanmume KpoBo- Size until a hemispherical cavity has been obtained and there is pres-

Tovallein cyoXoHApasIbHON KOCTH. ence of bleeding subchondral bone.
MpeaonepaLyoHHbIA NNaH TakXKe MOXET ObITb MCMONb30BaH B KauecTBe opu- The preoperative plan can also be used as a reference.
eHTVpA.
WARNING
BHUMAHUWE During final reaming, avoid changing the reamer axis, in order to pre-

Bo BpeMsi OKOHYaTe/IbHOro pacluMpeHus u3berainTe mameHeHMs ocu pas3- vent making the prepared bed oval; this may affect or prevent the pri-
BEPTKW, UTOObI He c/ienaTb NOArOTOBNEHHOE I0XKe OBa/IbHbIM; 3TO MOXET no- mary seating of the implant.
BINATb Ha NEPBMYHYIO NOCAAKY MMMNAaHTaTa Uav nomeLlathb e,
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Pazmep, yxasaHHbIl Ha KOpOOKe UMIINAHTATA, ABNACTCA BHEIMHUM JHAMETPOM
Jamku BepTayAHOi Mpact. Hanpumep, kopoOka ¢ nagnuceio "52 MM yamka"
COACPKUT YALIKY ¢ BHCITHAM JuaMeTpoM 52 MM (BKIIo4as nokpoitde Mecta-
grip).

[puneranue npecc-pura JOMKHO ONPERENATHCA HHTPAONEPALHOKHO B 3aBH-
CHMOCTH OT Ka9€CTBA KOCTH: YeM IUIOTHEE KOCTh, TEM MEHblIIE TpebyeTcs npH-
*uM. B cpeaHux ycnoBHaX, 3aHWXKeHHe | MM J0JDKHO 00eCe uTh HamIexKa-
mee NpHACraHHe YalTku BepTiaykHoH Mpact.

Kaxk npasuno, npaBunbHbllt OKOHUATENbHEIH AHaMeTp paccBEpIHBaHHA Ha 4
wm 6 MM Oonbine, YeM quaMeTp rosioBku Oeapennoit koctu. IlozaGoTerecs 0
COXpaHEHHH KOCTHOH TKaHH Ha YPOBHC HEPSIHCH M 38THCH KONOHH.
PacimApenHas KOCTh MOXeT ObITh HCMONL3OBAHA AMA 3aMONHEHHA ITYCTOTHI
MEXKIY HMIUIAHTATOM H BEPTIYKHOH BIagHHOMN.

The size shown on the implant box is the outer diameter of the Mpact
shell. For example, a box displaying “52 mm shell” contains a shell
with an outer diameter of 52 mm (including the Mectagrip coating).
The press-fit should be determined intra-operatively depending on
bone quality: the denser the bone, the less press-fit required. In aver-
age conditions, under-reaming of 1 mm should provide appropriate
press-fit of the Mpact Acetabular shell.

As a general rule the correct final reamed diameter corresponds to 4
or 6 mm more than the femoral head diameter size. Take care to re-
tain, the bone stock to the level of anterior and posterior columns.
Reamed bone may be used to fill the void between the implant and
the acetabulum.

Ilpo6uoe nenuiTanne

[IpoGueie yAINKM ClEXyeT ACNIONB30BATh A OUEHKH (JOPMEI H OPHEHTAIMH
NONOCTH.

TIpoGHan yamka A0MKHA OBITH TOTO Xe AMAMeTpa, YTO K nocheunit pacim-
pyrens (Wau Ha 1 MM MeHBIIC B CTy4ae pa3BEPTKH HECTAHAAPTHOTO pa3Mepa).
VcraHOBHTE PHGPaHHYIO MPOOHYO Yaimky Ha MHOTO(YAKIHOHANBHYIO PyKO-
ATKY.

Trials

Trial cups should be used to assess shape and orientation of the cavity.
A trial cup of the same diameter of the last reamer (or 1 mm smaller
in case of odd-size reaming) should be used.

Place the trial cup chosen onto the multifunction handie.
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Puc.15 Ycranoska npo6uoii yawku / Fig.15 Trial cup installing

[Tpo6Hble yamxkwu:

- najikre 1 UMEIOT Te XKe pa3Mephbl, YTO H PaCIIHPHTEINH, YTOOBI HE NOBPEAKTD
THE3.0.

- TouHO COOTBETCTBYIOT yKa3aHHOMY pa3Mepy.

- IMe1oT HecKONbKO OTBEPCTHH IS NpSAMOH BU3yalM3aLlHH TMOBEPXHOCTH
BEPTJIYXHOH BIIAJIHHBI.

COBET

Kak npaBusio, Markas KocTb NOJXOAHT Ul O0jiee NIOTHOrO MpHJIeraHus.

ueM IJIOTHas CKJlepoTHYecKkas kKocTb. KpoMe Toro, 60nbluas BepTiyXHas Bra-
AuHa Oynet uMeTh Goee Noaxoadlee NpusieraLue.

Tnal cups:

- Are smooth and have the same dimensions as the reamers to avoid
damaging the socket.

- Are the exact size specified.

- Have several openings to permit direct visualization of the underly-
ing acetabular surface.

TIP

As a general rule, soft bone is suitable for a greater press-fit than
dense sclerotic bone. Also, a larger acetabulum will have a more suit-
able press-fit.

YnaorHeHHe BepTJIyKHOI BNagHHbI

Impaction of the acetabular shell
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[Tocne yRORNETBOPHTENLHOIO HCHBLITAHHA MOXHO NMPHCTYNATh K OKOHYATE -
HOMY NO3HIAOHHPOBAHHIO.

YcTaHoBHTE PYKOATKY YAAPHOIO 3IEMEHTa Ha BEPTIIYKHYIO BIIAJHHY

H ybenurech, YT0 OHA MOMHOCTHIO 3a(MKCHPORAHA, YTOOL! HE TOBPETUTH
pe3bby BHHTA YAAPHOTO AJIEMEHTA BO BpeMA HMITAKL{HH,

BGeliTe MMINAHTAT MOJA HYXHEIM YIJIOM OPHEHTAIIHH B IOATOTOBICHHYIO
BEPTIYXKHYIO BIATHHY.

After a satisfactory trial, the final acetabular shell can be positioned.

Assemble the impactor handle onto the acetabular shell and ensure it
is completely locked to avoid damaging the impactor screw thread
during impaction.

Impact the implant, at the desired angle of orientation, into the pre-
pared acetabulum.

Puc.16 Mozunuonuponanue / Fig.16 Positioning

Jia ofneryeHns NO3HNHOEHPOBAHKA BEPTIYKHOMN BIaJHHE HMESTCA HallpaB-
JAIOWAS OPUEHTAIMH BepTAyXHOHU Braauuel. OHA BOAXOANT MIA YCTARHOBJIE-
Hug TpeOyeMoll opHeHTallAH, KAK ITO 6bUI0 NPOBEPEHO BO BPeMs HCIILITAHHIHA:

An orientation guide is available to aid in the positioning of the ace-
tabular shell and to establish the required orientation as tested during
trials: the orientation guide will be assembled in the dedicated socket
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HANpaRNAIOman 0yJeT yCTAHOBJICHA B CIIEIIMATLHOM IHE3JIE HA PYKOATKE YAap-
Horo Mexanu3Ma. Haxuion crepakneit anteBepcun cocrannser 20°, a crepxms
HaKJIOHa - 45°,

Tlpn Ranu:MA MexaHU9ecKoH rpaBHpOBKH Ha obonie BepriTyxHOH BRaAUHEI
(BBenena B deppane 2015 roaa) npeaHassaveHa A HACHTH(DHKAIMHY OTBEp-
CTHH JUIS BHHTOB IIPH XKCJIACMOM IOJIOKCHHH HMIUIAHTATA.

¥ aapbTe No BEPTIYKHOH BNaaHHE MOJIOTKOM JO TEX NOp, NOKa OHA HE CTaHeT
abcomoTHO cTabrubHOMN.

BHHMAHHE

INocne MMNakIMA HAKOTAA HE HCNOL3YHTE PYKOATKY YASPHOrO HECTPYMEHTA
AN H3MEHEHUSA NOJIOKEHHS HITH IOBOPOTA BEPTIYXKHOM BIA/MHB], TaK Kak 310
3T0 MOXKET MPUBECTH K NOBPEkKACHHIO pe3bObt. [Ipn HeobxoaHMOCTH HCTIOND-
3y#iTe TONBKO AMITAKTOP /i KOPPEKIIMK BEPTIYKHOi BNaAuHbI B cOOpe ¢ MHO-
ro)yHKIHOBAALHOH PYKOATKON.

CHHMMTE PYKOSTKY.

onto the impactor handle. The inclination of the anteversion rods is
20° and the inclination rod is 45°.

If present, a mechanical engraving on the rim of the acetabular
shell(introduced February 2015) is designed to aid inidentifying the
screw holes for desired implant position.

Impact the acetabular shell with the aid of a hammer, until it is com-
pletely stable

WARNING

Following impaction never use the impactor handle to reposition or
rotate the acetabular shell as this may damage the threads. If required,
use only the acetabular shell correction impactor, assembled with the
multifunction handle.

Remove the handle.
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Puc.17 [Mosmnmorwposanne / Fig.17 Positioning

Jna ofecnevenns NpaBAABHONH INTyOMHE OKOHYATENBHOK BepTIYXHOM BHa-

AHHEB ACIONB3YHTe OTBEPCTHA B HAIKES /UIA IPOCMOTPA AHA BEPTYIKHO#M BHa-
JAMHEL

In order to ensure the correct depth of the definitive acetabular shell
use the shell holes to view the acetabulum floor.

POUKCANHS BHHTAMH

Yamxa BepriykHad ¢ ABOHHLIM OTBEepcTHEM Mpact nossonser Xupypry uc-
IONL30BaTh BHHTH! W14 JOMOJIHMTENbHON (paKcanny xocTH. ITH ABA OTBEP-
CTHA JUIA BHHTOB JIOJDKHB OBITh PacHoONOKEHB! B 3a/IHC-BEPXHEM KBAIpAHTe

Screw fixation
The Mpact acetabular shell Two-hole allows the surgeon to use can-
cellous bone screws to provide additional fixation. These two screw
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BEPTIYXHOMN BIAMHE IOC/E OKOHYATEbHOM MMNAKIMH, YToGH cBecTH K Mu- | holes should be positioned in the Posterior-Superior acetabular quad-

HEMYMY BO3MOXHOCTD rant once final impaction is complete, to minimize the potential for
HEBPOJIOTHYCCKAX U COCYAHCTHIX TTOBPEKACHHIHA. neurologic and vascular injury.

TipoceepnuTe OTBEPCTHA B BEPTNYXKHOM BnaguHe Henons3ys ceeprna @ 3,2 MM | Drill through the acetabular shell holes using a @ 3.2 mm drill bit with
€ NMOMOIIBIO CBEPJIA C HalpadLiomei. the help of a drill guide.

Puc.18 Ceepnenne orsepcruit / Fig.18 Drill holes
C noMolbio TIy6uHOMepa u3MepsTe rnybuny csepnenns u BuiGepure BunT | Use the depth gauge in order to measure the drill depth and select a
COOTBETCTRYIOIMEH I/MHEN (C MmIOCKOH rooekolt ¥ @ 6,5 MmM). self-tapping screw of appropriate length (with flat head and @ 6.5

Jinn ycTaHOBKY BHHTOB HCRIONb3YHTE OTBEPTKY C IISCTUIPAHHOM rofoBkofi. | mm).
Use a hex-head screwdriver to insert the scréws.
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Puc.19 Ycranoska BunToB / Fig.19 Screw installing

BHHUMAHMUE
Bceraa ucnonp3yiiTe BUHTHI C IUIOCKO#H MOJIOBKO# U NpoBepsiiTe

MaloT HaJl BHyTPEeHHEH MOBEPXHOCTHIO BEPTITYXKHOH BIIAJHHBI).

OLITH 3aKPBITO METAUTHYECKO#H 3araymKo# Mo KenaHHIo.

YTO BHHTHI MMOJHOCTBIO MOCAXKECHBI ()’6CZIHTCCB, YTO rOJJOBKH BUHTOB HE BBICTY-

INIPUMEYAHHUE: Pe3s60Bo€ 0TBEpCTHE UL LIEHTPATBHON HMIIAKLIKH MOXKET

CAUTION

Always use flat head screws and check that the screws are fully seated
(ensure that the screw heads do not protrude from the inner surface of
the

acetabular shell).

NOTE: The central impaction threaded hole may be closed with a
metallic plug if desired.

HcnbiTaHHA HA YCTOHYHBOCTD
O4HCTHTE BHYTPEHHIOIO MOBEPXHOCTDb BEPTIYXHO# BnaauHbl. Cobepure

MHOro¢YHKIIHOHANBHYIO PYKOATKY C NMPOOHBIM BKJIAJBIIIEM, COOTBETCTBYIO-
MM pa3sMepy BEPTIYXHOH BIaAHHbI H IHAMETPY roJIOBKH 6eIpeHHOH KOCTH.

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.
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OCTOpPOXHO YCTaHOBUTe COOPKY B BEPTYXKHYHO BNaLuHY B XKe/laeMoM Mosio-
YKEHWN BpaLLEeHns, Cneas 3a Tem, YT0Obl aHTUPOTALMOHHbIE BbICTYMbI COBMa-
Jan ¢ yriy61eHNsaMM Ha YallKe.

OTKpYTUTE MHOTOMPYHKUMOHIbHYIO PYKOSTKY, YMeHblUMTe 6efpo U npo-
BepbTe CTabW/bHOCTL CycTaBa U AMHY KOHeYHOCTW. locne NpoBepku v Te-
CTMPOBaHWS NOABWMXHOCTU, CTaBUNLHOCTY CYCTaBOB U AJINHbI H/XKHEN KOHEY-
HOCTW, CHMUTE NPOGHbINA BKMNAALMNM C NOMOLLbH MHOTO(YHKLUMOHaILHOW py-
KOSITKM.

COBET

Ecnm ncnonb3yeTcst NPOGHbIA BKNAAbIL aHTUMOKCALIMOHHBIA, MCNONMb3yiiTe
3M1eKTpoKayTepu3aLmto, Ytobbl OTMETUTL YAOBNETBOPUTENILHOE MOMOXEHNE
KantoLLOoHa BKNaplLLa.

BHNMAHWE

cnbiTaHna Ha cTabunbHOCTL A0/HKHbLI NPOBOAUTLCA C NPOBGHLIMI FOI0BKaMW,
a He C OKOHYaTe/IbHbIMY ronoBkamu. FonoBku pasmepoB XL (gns 028 mm,
032 mm) n XXL (ana 028 mm, 032 mm, 036 MM, 040 MM) UMEIOT BOPOTHUK,
KOTOPbIA MOXET YMEHbLUWTL AManasoH ABVXKEHWS MO CPaBHEHWUIO C MeHb-
lWnMK pasmepamu. Bcerga nposoguTe Npo6HOEe YMeHbLUeHWE C BblOpaHHbIM
pa3mMepoM rO/I0BKW.
Mo3nMuMOHMPOBaHME OKOHYATEIbHOTO BKaAblLwa

BHelwHWiA anameTp BKAaAblwa Oy4eT TakuM XKe, KaK U BHYTPEHHUI anameTp
VMNIaHTUPYEMOI BEPTNYXXHOM BNaAUHbI Ceays 6yKBEHHOMY KOLY; BHYTPEH-
HWIN gnameTp BKNagpblwa 6yaeT COOTBETCTBOBATL BbIGPAHHON rO/IOBKE.

Mepen YCTaHOBKOW BKMaapllla TWATENIbHO OYUCTUTE W BbICYLUMTE BHYTPEH-
HIOK0 MOBEPXHOCTb YallKu BepTAyHOW Mpact, TwatesbHO yfanute Bce
OCTaTKM KOCTHOW TKaHW W OCTaTKW TKaHel, YToObl He NOBPeANTL MexaHuye-
CKOe COefjHeHVe.

PYKO/ OCTOPOXHO NOMECTUTE BKablll U3 CBEPXBbICOKOMOEKY IAPHOIO Mo-
NN3TUNEHA B BEPTYXKHYIO YaLlKy BAO/b €€ 0CK, CTapasiCb COBMECTUTbL NPOTH-
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Position the assembly gently in the acetabular shell at the

desired rotational position, taking care to align the antirotation tabs
with the indentations on the shell.

Unscrew the multifunction handle, reduce the hip and test the joint
stability and limb length. After checking and testing mobility, joint
stability and lower limb length, remove the trial liner using the mul-
tifunction handle.

TIP
If using a hooded trial liner, use electrocautery to mark the satisfac-
tory position of the hood.

WARNING

Stability tests must be performed with trial heads and not with final
heads. The head sizes XL (for 028 mm, 032 mm) and XXL (for 028
mm, 032 mm, 036 mm, 040 mm) have a collar which may decrease
the range of motion in comparison to smaller sizes. Always perform
trial reduction

with the chosen head size.

Positioning of definitive liner
The external diameter of the liner will be the same as the internal di-
ameter ofthe acetabular shell implanted following the letter code; the
internal diameter of the liner will be the same as the head chosen.
Before inserting the Liner, thoroughly clean and dry the interior sui-
face ofthe Mpact Acetabular shell, carefully remove any bone debris
and tissue residue to avoid damaging the mechanical coupling.

By hand, carefully place the UHMWPE liner in the acetabular shell
along its axis, taking care to align the anti-rotation tabs with the in-
dentations on the shell. Ensure the hooded liner is positioned in the
correct location, as determined by the trial.




BOBpALLaTe/bHbIE BbICTYMbI C YrNy61eHUAMUN Ha Yallike. Y6eauTech, YTo BK/a-
AbILL aHUT/OKCALMOHHBIV YCTAHOB/IEH B MPaBW/IbHOM MECTe, Kak OnpejeseHo
B XO[e WCMbITaHus.

Y6eauTech, UTO BKNabILL YCTAHOB/EH NPaBUIbHO.

Kak TO/MbKO BK/IaAbILL OK&XETCA B MPaBW/IbHOM MOMOXEHUW, 3aKpenuTe ero,
HaflaBMB Ha Hero 6o/blUM Nasibliem. [ns NpoBefeHUs OKOHYaTelbHOW VM-
naknum cobepuTte chepy UMMNAKTOPHYHO (M3 NPaBUIbHOTO BK/IAAbILLA) HA MHO-
ro(YHKLUMOHabHBIA NPSAMO MMMaKTop.

PekomeHpyeTca /18 0651erveHms npasusibHOM CO0PKY BblGUPaTh camblid 60/1b-
LLYHO MOLAXOAALLYHO UMMAaKTOPHYHO Cepy.

Pen. 2/Rev. 2

Check that the liner has been positioned correctly.

Once the liner is in the correct position, secure it by pushing it in with
your thumb. To perform final impaction, assemble the impaction
sphere (ofthe correct liner) onto the multifunction straight impactor.
It is recommended, to facilitate proper assembly of the liner, to
choose the largest fitting impaction sphere.

028mm 032mm 036mm 040mm

Puc.20 imnaktopHble cihepbl / Fig 20 Impaction spheres

BcTaBbTe cthepy BO BKIagblll M3 CBEPXBLICOKOMOJEKY/IIPHOTO MOAMATUNEHA
1 yaapsinTe No HemMy MCrosb3ys MOMOTOK, A0 MOMHON dmkcaumn. V3BneknTe
MHOTO(hYHKLMOHaNbHBIA MOIOTOK BMECTe CO cthepoit Ans ynnoTHeHUs BKNa-
AblLLa.
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Insert the sphere into the UHMWPE liner and impact it using a ham-
mer, until completely fixed. Remove the multifunction hammer with
the liner impaction sphere.

WARNING



BHVUMAHNE

YNNOTHeHMe JO/MKHO cnefoBaTb "ocu'" vallun, T.e. JO/MKHO ObITh B Hanpas/e-
HWUW, NeprneHanKyNapHOM NIOCKOCTU 3KBaTopa. 11 3Toro MoXeT noMoyb UM-
nakTop ogiceTHbIn AMIS | KOTOpPbIN 061erYnT npuneraHne ¢ MArkUMn Tka-
HAMW NpW BbINoNHeHU AMIS-noaxoga.

[na Toro utobbl 06ecneynTs NPaBuIbHOE pasMeLLeHme NNOCKUX BKIaAbILLel
M NNOCKOM YacTW BKIafpnna aHTUIOKCALMOHHOIO, MPOBEPbTE, YTOObI HAapYX-
Hbl1 060/, BEPTNYXXHOM YallKX TOYHO COBMafaeT C BHELHWM 0600M BK/a-
[bHNa, NP1 3TOM BbICTYMbI AO/DKHbI COBMNaAaTb C COOTBETCTBYOWMUMU YT y6-
NEHNAMU.

YCTaHOBMTE OKOHYaTe/IbHYH rOI0BKY 1 cBeauTe 6e4po.
YcTaHOBKa KepaMM4yeCcKoro BKnablwa

OCTOPOXHO, BPYYHYIO MOMECTUTE KepaMUYeCKWUA BKMaAbILW B BEPTIYXXHYHO
yallKy BA0/b ee ocu. CnevumanbHas Konayvok 415 BcacbiBaHWUA LOCTYMNeH AnA
MaHUNyNALUA C KepaMUYeCKMMI BKNaabILaMu, He npukacasch K HUM. Y6e-
AMTEChb, YTO BK/IAAbMNM YCTAHOB/EH MPaBU/bHO.

COBET

[ns o6ecneyeHMs NPaBMIbHOTO pa3MELLEHMSI KepaMUYecKUX BKagbnnein
HagaBMTe Ha BKNafbll NanbLeM, YT0Obl yoeanTbCs, YTO OH NPaBUIbHO yCTa-
HOBJ/IEH W YTO BHELLHWIA 060 BEPTNY>XHOW YallKX TOYHO COBMafaeT C BHELL-
HWM 06010M BKNagblLLa.

BHMMAHWVE

He pekomeHayeTCs MMNNaHTUMPOBaTb KepammyecKuin BKNagblLl, ecnv pacno-
NOXXEHWE YalLKK CNULIKOM BEPTUKA/IbHO, HANpUMep, ec/ii HaKNOH MpPeBbILLIaeT
45°,

B cnydyae HenpaBWIbHOTO PacroNOXEHUS KepammyecKoro BK/afbllla, CHU-
MUTE BKMAAbIW C CUHMM KOMMNaykoMm A/ BCacbiBaHWS U YCTaHOBUTE €ro 3a-
HOBO COOTBETCTBYHOLMM 06pa3oM. VIHCTPYMeHT Anis yfaneHus Kepamude-
CKOro BK/1afblLLa No/e3HO UCMOoIb30BaThb /11 NOCTYKMBaHUA MO 0604y YaLlKu,
BblI3blBas 4OCTATOYHYIO BMOpaLMIO, YTOObI 06/1erunTh yaaneHvue BKaabnaa.
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Impaction should follow the “axis” of the cup, i.e. should be in a di-
rection perpendicular to the plane of equator. In order to do so, the
offset AMIS impactor may facilitate negotiating soft tissues when an
AMIS approach is being performed.

In order to ensure the correct placement of flat liners and the flat part
ofthe hooded liner, check that the outside rim of the acetabular shell
is exactly aligned with the outside rim of the liner with the tabs
aligned with corresponding indentations.

Position the definitive head and reduce the hip.

Positioning of the ceramic liner

Carefully, manually place the ceramic liner in the acetabular shell
along its axis. A suction cap is available to manipulate ceramic liners
without touching them. Check that the liner has been positioned cor-
rectly.

TIP

In order to ensure the correct placement of the ceramic liners press
the liner with your finger to be sure that it is seated correctly and that
the outside rim of the acetabular shell is exactly aligned with the out-
side rim of the liner.

CAUTION

It is not advised to implant a ceramic liner ifthe 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 aceordingly. The ceramic
liner removal tool is useful to tap on the rim ofthe shell causing suf-
ficient vibration to facilitate the removal ofthe liner.



[Tocrne npaBAIBHOTO PACHONOXKEHHA BIUIANHING 3aKPENHTE €ro Ha MecTe Iy-
TeM BAaBAHBaA ero OopmuM nansueM. Jns npoBeIcHHA OKOHYATEIbHOH HM-
NaKOHH, cobepATe KepaMHYECcKyIo cepy /Ui HMIaknuy BKIaARNNA (M3 npa-
BHILHOTO BKIAJBINA) C NOMOINBI0 MEOIOQYHKHHOHANLHOTO NPAMOrO yaap-
HOTO MEXaHH3MA.

Jlna obneryenus npapMIbLAOM cOOPKH BKAABIIA PEKOMEHAYETCS BRIOpaTh ca-
Myto Gonbimyio noAXoAMIylo chepy AIA AMIIAKIIMH.

Bcrasste chepy Bo Brnaasnn 1 3apuKCHpyHTE BIJIAABII C IOMOINBLIO HEGOB-
LIOTO YAApa MOJIOTKOM B OCCBOM HAIpaBNeHHH.

BHAMAHHE
VYnnoTHeHHE AODKHO CICAOBATH "OCH" YalllKK, T.€. JOJDKHO OHITh B HanpasJie-

HHM, DEPIICHAUKYISPHOM IJIOCKOCTH SKeatopa. Jlna sroro odcernnili umMnax- | AMIS approach is being performed.
Top AMIS MoxeT 00NerTHTS: NpHIeranKe ¢ MATKHMHE TKaHAMH NPHA BHOIOJHE-
sEau AMIS-noaxona. CAUTION

Pep. 2/Rev. 2

Once the liner is positioned correctly secure it into place by pushing
it in with your thumb. In order to perform a final impaction, assemble
the ceramic liner impaction sphere (of the correct liner) with the mul-
tifunction straight impactor. It is recommended, to facilitate proper
assembly of the liner, to choose the largest fitting impaction sphere.
Insert the sphere into the liner and fix the liner with a slight hammer
stroke in the axial direction.

WARNING

Impaction should follow the “axis” of the cup, i.e. should be in a di-
rection perpendicular to the plane of equator. In order to do so, the
offset AMIS impactor may facilitate negotiating soft tissues when an
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BHMMAHWE
Hukoraa He jonyckaliTe KOHTaKTa MeTaI/IMYeCcKoro MosioTKa ¢ KEpamMnUyecKmm
BKNa/bILLEM.

YCTaHOBWTE OKOHYaTeNIbHYH0 KepamMUyecKyro rofloBKy v BrpasbTe 6espo.
MocneonepaunoHHbINA yXo4 1 HabnogeHne

Xvpypr JOmKeH npefynpeanTb nauyeHTa 0 He06X0AUMOCTM KOHTPO/IMPOBATb
YPOBEHb aKTUBHOCTU U 136eratb Ype3mMepHbIX Harpy3oK Ha 3aMeHeHHbIN Cy-
cTtaB. Kpome TOro, Xmpypr LO/KeH 03HAKOMWUTbL NauueHTa ¢ Mepamu npego-
CTOPOXHOCTU, KOTOPble HEOOXOAMMO COBMOAATb B OTHOLLEHWMN YNPaXKHEHWUA,
NeYeHNst N OrpaHNUYeHNin B AeSATENIbHOCTH, a TakKe BO3AENCTBUA MarHUTHbIX
nonei. MayuneHT JoMKeH 6bITb NPeAYNPeXaeH 0 TOM, YTO MeT/IINYECKNE UM-
nNaHTaTbl MOTYT MOB/IMATL Ha Pe3y/bTaTbl KOMMbIOTEPHOM Tomorpahum (KT)
WX MarHUTHO-pe3oHaHcHoM Tomorpaguun (KT) nam MarHUTHO-pe30oHaHCHOW
Tomorpaguu (MPT).
4.3 Ycnosus npumeHeHus/skecnayatayun M

Ycnosus okpyxatowein cpefpl: M3nenuns 4o/mKHbI NPUMEHATLCSA B YCOBUSX,
COOTBETCTBYHOLLMX Knaccy A npunoxeHusa 3 CaHllnH 2.1.3678-20.

Ycnosus aKcnyartaumn:

BnaxHocTs 100%, Temnepatypa 32-42 ° C, KaK B YUe/IOBEYECKOM Tere.

Tabnuua 1 Ycnosus npumeHeHus/akennyaTtauum M

YcnoBus OKpyxXatolLein cpeapl

BnaxHocTb HeT cneuunanbHbK YCnoBUiA
Temnepartypa 07121 °C po24°C
[asneHvie HeT cnewunanbHbIX YC0BUiA
Ycnosus akcnniyartaumu

BnaxHocTb 100%

Temnepatypa OT132°Cpo42°C
[asneHve HeT cneumanbHbIX YCN0BUIA
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Never bring a metal hammer into contact with a ceramic liner.

Position the final ceramic head and reduce the hip.

Postoperative care and follow-up

The surgeon should caution the patient to control their level of activ-
ity and avoid excessive loads on the replaced joint. Moreover, the sur-
geon should make the patients aware ofthe precautions to be taken as
regards exercises, treatments and limitations on activites, as well as
exposure to magnetic fields. The patient must be tol that metalic im-
plants can affect the results of computer tomography (CT) or mag-
netic resonance imaging (MRI scans).

4.3 Use/operation conditions of MD

As for environmental conditions: Devices must be used under condi-
tions corresponding to class A of Appendix 3 of CaHlNnH 2.1.3678-
20.

As for operation conditions:

Humidity is 100% and temperature is 32-42°C as it is inside a human
body.

Environmental conditions

Humidity No special conditions
Temperature From 21 °Cto24°C
Pressure No special conditions
Operation conditions

Humidity 100%
Temperature From 32 °C to 42 °C
Pressure No special conditions
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5. ONMMCAHNVE OCHOBHbIX ®YHKUMNOHA/IbHbIX SJIEMEHTOB MW / DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS

OF MD

5/1 Obulee onuncaHme PyHKUMOHaNbHbIX 3nemeHToB MW / General description of functional elements of MD

Tabnmua 2. Obuyee onncaHye (yHKUMOHaNbHBIX 3nemeHToB M / Table 2. General description of functional elements of MD

BHewwuHuin Bng / Appear-
ance

Puc.22 / Fig.22

Puc.23 / Fig.23

Puc.24 / Fig.24
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HanmeHoBaHMe 1 KpaTKoe onucaHue n3genms

Bknagpilw KepaMnyeckuii

KOMMOHEHT TOTa/IbHOr0 NpoTe3sa Ta3o6epeHHOro cycTasa, Ko-
TOPbI MCMONb3YETCA ANS 3aMeHbl BEPTY>KHOI BragunHbl. Kom-
MOHEHT MpeacTaBnseT co60M KepamMUUeCKNin BHYTPEHHWIA BK/a-
Oblll, KOTOPbIA BCTaBNAETCA B  BEPT/Y)XXHYIO  BraguHy.
KOHCTPYKUMS KOMMOHEHTA OrpaHnyeHa.

UaluKa BepT/y)KHast 6e3 0TBepCTUIA AnameTpoM

KOMMOHeHT ToTa/lbHOro npoTe3a Ta306epeHHOro cycTasa, Ko-
TOPbIA UCMONB3YETCA AN 3aMeHbl BEPT/YXKHOM BriaAnHbl. KoMm-
MOHEHT NPeACTaBNSET COO0W BHELLHIOK 060/104KY, M3rOTOB/EH-
HYIO 13 TUTAHOBOIO CM/1aBa; B Hee BCTaB/ISETCA BKAAbILW U3 NO-
NIMMEPHOI0 NN KepaMmnyeckoro Matepuana. KOHCTPYKLuUS KOM-
MOHeHTa orpaHnyeHa. OH UCNo/b3yeTca 6e3 KOCTHOIO LieMeHTa.

3arnyL|JKa BUHTOBaA AnAa 4YallKu

KOMMOHEHT TOoTafIbHOro npoTe3a Ta3obeApeHHOro cycrasa, Ko-
TOPbI UCMOMb3YETCA 419 3aMeHbl BEPT/TYXXHOIN BrnaguHbl. Kom-
MOHEHT M3roTOBMIEH W3 TUTAHOBOrO CnJjiaBa W BCTaBNAeTCA B
YallKy BEPTIYXHYIO.
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Name of MD and its general description

Ceramic Liner

A component of a total hip joint prosthesis that i
used to replace the acetabulum. The component is ai
inner liner ceramic; that is inserted in an Acetabula
shell. The design of the component is constrained.

Acetabular shell No-hole

A component of a total hip joint prosthesis that i
used to replace the acetabulum. The component is at
outer shell, made of Ti alloy; a liner of polymer o
ceramic material is inserted in it. The design of th
component is constrained. It is used without bone ce
ment.

Shell screw plug

A component of a total hip joint prosthesis that i
used to replace the acetabulum. The component i
made of Ti alloy and it is inserted in the Acetabula
shell.



Puc.25 / Fig.25

Puc.26/Fig.26

Puc.27/Fig.27
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Yallika BepTNy>KHast ¢ ABONHbLIM OTBEPCTMEM

KOMMNOHEHT TOTaNbHOro NpoTe3a Ta306eApeHHOro CycTaBa, Ko-
TOPbI NCMOMbL3YETCS A1 3aMeHbl BEPT/TY>KHOW BnaauHbl. Kom-
MOHEHT Npe/ACTaBseT cO60li BHELLIHIOK 060/104KY, U3rOTOB/IEH-
HYH0 13 TUTAHOBOT O CM/1aBa; B HEe BCTAB/ISETCA BKNAAbMM K3 MO-
NIMMEPHOTO WM KEPaMMYECKOr0 MaTepuana, a A yCUNeHms
(mKcaumm K Teny ucnonb3yetcs BUHT ry6uaTblii KOCTHbIA C
MAOCKOW ronoBKoi. KOHCTPYKLMSt KOMMNOHEHTa orpaHuyeHa. OH
Mcnonb3yeTcs 6e3 KOCTHOrO LieMeHTa.

Yallka BepTayXHas ¢ My/lbTUOTBEPCTUEM

KOMMOHEHT ToTanbHOro NpoTe3a Ta306epeHHOro cycTasa, Ko-
TOPbIA NCMONb3YETCH AN 3aMeHbl BEPTNYXKHOI BnaguHbl. Kom-
MOHEHT NpeacTaBnseT cob0l BHELLHIOW 060/104KY, U3rOTOB-
NEHHY0 13 TUTAHOBOrO CM/aBa; B Hee BCTaBNSETCS BKNa/blLL
13 MOIMMEPHOro MaTepmana, a AN ycuneHns ukcaumm K Teny
MCMO/Mb3YETCA BUHT rybyathblii KOCTHbIV C NIOCKOW rO/I0BKOM.
KOHCTPYKLMS KOMMOHEHTA OrpaHMyeHa. OH Mcnonb3yeTcs 6e3
KOCTHOrO LiEMEHTA.

Yallka BepTny»XHasi ¢ 0TBepcTMeM B 0604e

KOMNOHeHT TOTa/IbHOro NpoTesa Ta306epeHHOro CycTasa, Ko-
TOPbIA UCNO/Mb3YETCA AN 3aMeHbl BEPTAY)KHOIN BNaguHbl. Kom-
MOHEHT NpeACTaBNseT COO0M BHELLIHIOK 000/104KY, N3rOTOB/IEH-
HYIO 13 TUTAHOBOI O CMN/aBa; B Hee BCTaB/SETCS BKMAAbMM 13 MO-
NIMMEPHOr0 MaTtepuana, a Ans yCuneHus ukcaumm K Teny uc-
MONb3YyeTCst BUHT ry6yaThlit/KOPTUKa/bHbIA KOCTHbIV C NIOCKOM
ronoBKoi. KOHCTPYKUMS KOMMOHeHTa orpaHuyeHa. Vicnonb3y-
eTca 6e3 KOCTHOTO LieMeHTa.
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Acetabular shell Two-holes

A component of a total hip joint prosthesis that
used to replace the acetabulum. The component is ai
outer shell, made of Ti alloy; a liner of polymer o:'
ceramic material is inserted in it, and Cancellou::
bone screw flat head is used to augment the fixatioi
to the body. The design of the component is con
strained. It is used without bone cement.

Acetabular shell Multi-hole

A component of a total hip joint prosthesis that i
used to replace the acetabulum. The component is ai
outer shell, made of Ti alloy; a liner of polymer ma
terial is inserted in it, and Cancellous bone screw fla
head is used to augment the fixation to the body. Th<;
design of the component is constrained. It is usee
without bone cement.

Acetabular shell Rim-hole

A component of a total hip joint prosthesis that ii
used to replace the acetabulum. The component is ai
outer shell, made of Ti alloy; a liner of polymer ma
terial is inserted in it, and Cancellous/Cortical bom
screw flat head is used to augment the fixation to th<
body. The design of the component is constrained. |
is used without bone cement.



Puc.28 / Fig.28

Pnc.29 / Fig.29

Puc.30/Fig.30

Puc.31 /Fig.31
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Bknagplw ABoMHOM nogsuxHocTtn HC 22.2/DMA

KOMMOHEHT ToTasbHOro npoTe3a Ta3obejpeHHOro cycrasa, Ko-
TOPbIN UCNONL3YETCA /15 3aMeHbI BEPTNY)KHOM BNagnHbl. Kom-
MOHEHT NpesCTaBNsAeT cO60/ BHYTPEHHMWIA MONMMEPHbIA BK/a-
AblILU, KOTOPbIA BCTaBnseTca B YallKy BepTayXHYH. KOHCTpYK-
LIMA KOMMOHEHTA He OrpaHnyeHa B CoeJUHeHUM ¢ YallKoii BepT-
NY>KHOW 1 OrpaHnYeHa B COeAVHEHUN C MeTa/lIMYeCcKUMu/Kepa-
MWYECKMMU TOI0BKaMW, He MNPeLCTaB/ieHHbIMW B AaHHOMN Bbl-
MUCKe U3 TEXHNYECKOT O (harina.
Ualuka BepTNy>KHaa 4BONHON NOABUXXHOCTH

KOMMOHeHT ToTa/lbHOro npoTesa Ta3o6epeHHOro cycTaBa, Ko-
TOPbI UCMONb3YETCA AN 3aMeHbl BEPTNYXXHOW BrnaanHbl. Kom-
MOHEHT NpeACTaBNseT COO0I BHELLHIOK 060/104KY, N3rO0TOB/IEH-
HYH 13 BbICOKOA30TUCTOM HEPXKaBEIOLLEA CTa/In; B Hee BCTaB/IEH
NMOMMMEPHbIV BKNaAbllW ABONHON MOABMKHOCTU. KOHCTPYKUMS
KOMMOHEHTA He WMeeT orpaHuyeHuin. OH ucnonb3yetca 6e3
KOCTHOrO LieMeHTa.

BWHT ry64yaTbIi KOCTHbI gnameTpom 6,5

KOMMOHEHT TOTalbHOro NpoTe3a Ta306eApeHHOro cycTasa, Ko-
TOPbIV MCNOMb3YeTCH A8 (UKCaLMM UMNaHTaTa Npu 3ameHe
BEPT/NY>XKHOW BNaguHbl. ViMeeT gnameTp Tena 6,5 MM 1 gnameTp
FOMI0BKK 7,7 MM, C KOHMYECKUM HaKOHEYHVKOM. BbLUyCKaeTcs B
12 pa3mepax B 3aBUCUMOCTU OT [/INHbI BUHTA: OT 15 0 70 MM.

BUHT ry6yaTblil KOCTHbI C N0OCKONM FO/I0BKOIN AnameTpoM
6,5

KOMMOHEHT TOTa/IbHOr0 NpoTe3a Ta3o06epeHHOro cycTasa, Ko-
TOPbIIA NCNONbL3YeTCs AN 3aMeHbl BepT/Y)XXHOI BnaguHbl. Kowm-
MOHEHT BCTaB/SETCSA B YallKn BEPT/Y>KHble C BOHLIM OTBep-
CTWEM, C My/IbTMOTBEPCTUEM, C OTBEPCTMEM B 060/E.
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Double Mobility HC Liner 22.2/DMA

A component of a total hip joint prosthesis that i
used to replace the acetabulum. The component is ar
inner liner polymer that is inserted in Acetabula’
shell. The design of the component is unconstrainec
in the coupling with the Acetabular shell and con
strained in the coupling with metal/ceramic heads
not presented in this extract of the technical file.

Double Mobility Acetabular shell

A component of a total hip joint prosthesis that ij.
used to replace the acetabulum. The component is ai

outer shell, made of high nitrogen stainless steel; ¢
double mobility liner of polymer is inserted in it. Th(

design of the component is unconstrained. It is usee

without bone cement.

Cancellous bone screw 06,5

A component of a total hip joint prosthesis that i*
used to fix an implant for acetabulum replace.

It is 6.5mm body diameter and 7.7mm head diame
ter, with a conical tip. It is available in 12 sizes de
pending of screw length: from 15 to 70mm.
Cancellous bone screw, flat head 06,5

A component of a total hip joint prosthesis that i:;
used to replace the acetabulum. The component i;
inserted in shells Two-holes, Multi-hole and Rim
hole.



Puc.32/Fig.32

Puc.33 / Fig.33

Puc.34 / Fig.34
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DENMNAMN
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BWHT KOPTUKa/IbHBIN KOCTHBII C M/I0CKOM rO/1I0BKOM Ana-
mMeTpom 4,0

KOMMNOHeHT ToTaslbHOro npoTesa Ta3obepeHHOro cycrasa, Ko-
TOPbIN NCMONL3YETCA ANS 3aMeHbl BEPT/IY)KHOIN BNaguHbl. Kom-
MOHEHT BCTaBNAeTCA B YallKn BepT/yXHble C OTBEPCTUEM B
o6oge.

Bknagbiw nnockuii PE HC gnameTtpom 22/A

Bknagbiw aHTUNOKCaUMOHHbIN PE HC gnameTtpom 22/A

KOMMOHEHT TOTaNbHOro NpoTe3a Ta3o6e/lpeHHOro CycTaBa, Ko-
TOPbIA UCMOMbL3YETCS A1 3aMeHbI BEPTNY>KHOW BnaanHbl. Kom-
MOHEHT MpeACTaBNseT co60/ BHYTPEHHWUIA BKMaapIll, M3roTOB-
NEHHbI U3 NONIMMEPHOrO MaTepuana; OH BCTaBnseTcs B Yalliky
BEPTNYXKHYH0. KOHCTPYKLMS KOMMOHEHTa OrpaHnyeHa.

devices

Pep. 2/Rev. 2

Cortical bone screw, flat head 04,0

A component of a total hip joint prosthesis that is
used to replace the acetabulum. The component is
inserted in Shell Rim-hole.

Flat PE HC liner 022/A
Hooded PE HC liner 022/A

A component of a total hip joint prosthesis that is
used to replace the acetabulum. The component is
an inner liner, made of polymer material; it is in-
serted in the Acetabular shell. The design ofthe
component is constrained.

5.2 The possibility and ways of integrating with other medical

The manufacturer's instructions for use of the specific product must
be followed. The manufacturer is not responsible for any complica-
tions resulting from mixing parts or from the use of products from
other manufacturers.
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HeobxomumMo cobmonaTe HHCTPYKIHH MO HCMOJB30BAHUIO KOHKPETHOMH IMpo-
IOYKIMH, OTTHCaHHbIe Mpou3BoAUTENEM. [IpOH3BOIUTENB HE HECET OTBETCTBEH-
HOCTB 3a JIIOObIE OCIOKHEHH S, BOSHHKUIKE B pe3YJIbTaTe CMELIWBAHHUA AcTaneit
HJIH B pe3yJIbTaTe HCIONb30BAHUs H3JEHA APYTHX MPOH3BOAMTENEH.

Komnanus Medacta International S.A. He HeceT OTBETCTBEHHOCTH 32 MCHOJIb-
30BaHHE KOMIIOHEHTOB CBOMX MMIUJIAHTATOB B KOMOHHALHU C KOMITOHEHTaMH
JIpyroro mnpousBoauTens (eciM HHOe He YKa3aHO Kommanued Medacta
International S.A. B Xxupypruyueckoif TEXHHKE), IO3TOMY Mbl HE COBETYEM McC-
NOJIb30BaTh TAKHE KOMIIOHEHTBI.

Bo3MmoxHble KOMOMHALIMM KOMITIOHEHTOB UMIUIaHTaTOB Medacta International
S.A. yka3aHbl B TEXHHKE IPOBEICHHUS ONEPALIMH.

KomnoHeHThl mpoTe3a Ta300eApeHHOr0 CycraBa HMKOrAa He JOJDKHBI MO-
BTOPHO MMILIAHTHPOBATLCA. XOTA BHEMIHE HMIUJIAHTAT MOXXET BBLIJIAAETD HE-
MOBPEXACHHBIM, B HEM MOTYT NOABHTHCA MHKPOCKONIUYECKHE AeEKThI, KOTO-
pbl€ MOTYT IPUBECTH K NOJIOMKE MMIUTaHTaTa. OnepHpyIOmuit XHPYpr T0JKeH
3HATH, YTO JaXKe OYEHb MATIEHbKOE MOBEPXHOCTHOE MOBPEXIECHHE, BBI3BAHHOE,
HanmpUMep, OCTPbIM HHCTPYMEHTOM HJIH 3JIEKTPOKAYTEPOM, OCOOEHHO Ha
uieiike HOXXKH, MOXET MOBJIHUATH HAa BHIHOCITHBOCTh HOXKKH H IPHBECTH K Ie-
penomy. Beerna ucnone3yiite npoOHslii npote3 B npoOHbIX nensax. Hu npu ka-
KHX 00CTOATENBLCTBAX HE afanTHPYHTE U HE U3MEHANTE NMPOOHbIE MPOTE3bL.

Medacta International S.A. is not responsible for the use of its implant
components in combination with a component from another manu-
facturer (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.

The components of a hip prosthesis should never be reimplanted.
While an implant may appear undamaged, microscopic imperfections
may occur and cause implant failure. The operating surgeon has to be
aware that even a very small superficial damage, caused for instance
by a sharp tool or electrocautering, particularly on the stem neck, can
have an influence on the endurance of the stem and can lead to frac-
ture. Always use a trial prosthesis for trial purposes. Never adapt or
alter trial prostheses.
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6. MEPEYEHb N ONMNCAHVE MATEPUAJTIOB MU

CERAMIC LINER (MECTACER BIOLOX DELTA)
LINER SIZE

™ mQgooO®

(@)

HEAD O 28 mm

01.29.402
01-29.403
01-29.404
01-29.405
01-29.406
01-29.407

HEAD 0 32 mm

01.29.408
01.29.4L1
01.29.410
01.29.411
01.29.412

HEAD O 36 mm

01.29.413
01.29.414
01.29.415

HEAD 0 40 mm

01.29.416
01.29.417

Puc.35 Tabnuua CoBMECTUMOCTU Kepammyeckux Bknagpiwwei / Fig 35 Ceramic liner Compatibility table

HOODED LINER

LINER SIZE

G)'nmUOw

HEAD 0 22 mm

01-32.2237HCAI
0T32.2239HCAI
01.32.2241 HCAI
01.32.2244HCAT
01.32-2248HCAT
01.32.2252HCAI"

HEAD 0 28 mm

01.32.2837HCAT
01.32.2839HCAT
01.32-2841HCAT
01.32.2844HCAT
01.32.2848HCAI
01.32.2852HCAI

HEAD 0 32 mm

01-3Z3239HCAT
01.323241HCAT
01.32.3244HCAT
01.32.3248HCAT
01.32.3252HCAT

HEAD 0 36 mm

01.32.3644HCAT
01.323648HCAT
01.32.3652HCAT

Prc.36 Tabnuua coBMeCTUMOCTI BIOTabILLEN aHTUAKOKcaunoHHbIX / Fig 36 Hooded liner Compatibility table

6. LIST AND DESCRIPTION OF MD MATERIALS

Pen. 2/Rev. 2

Bce MW aBnstoTcA MMniaHTataMu, TUN KOHTaKTa - nocTosiHHbI (6onee 30  All medical devices are permanent implants, therefore type of contact
is permanent.

CYTOK).
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Tabnuua 3. MaTepuasibl MMNIaHTaTOB
HanmeHoBaHue
Bknafbilw KepamMmyeckunii guameTpom 28/A

Bknagpll KepaMmmnyeckuii gnametpom 28/B
Bknagpll Kepammnyeckuii guametpom 28/C
Bknagplil KepaMmmyeckuii guametpom 28/D
Bknagpilw Kepamuyeckuii gnametpom 28/E
Bknagpilw kepamuyeckuii gnametpom 28/F
Bknagpbilw kepamuyeckuii guametpom 28/G
Bknagbiw Kepamuyeckunin guametpom 32/C
BknagplL KepaMmmyeckuii anameTpom 32/D
Bknagpliw kepammnyeckuii gnametpom 32/E
Bknafplw kepamuyeckuin guameTtpom 32/F
Bknagbllw kepamuyeckuii gnametpom 32/G
Bknagbnn kepamuueckuii gnametpom 36/E
Bknagplll kepammyeckuii gnameTpom 36/F
Bknagplw Kepamuyeckunin guameTtpom 36/G
Bknagpliw kepamuyeckuii gnametpom 40/F
BknagbIw kepamuyeckuii gnametpom 40/G
Ualuika BepTNy>Has 6e3 0TBEpCTUiIl AnameTpom 42
Uallka BepTny»XHasi 6e3 0TBepCTMiIl AnaMeTpom 44
Yaluka BepTny»Has 6e3 0TBepCTWil fuameTpom 46
YallKa BepTny>XHasi 6e3 0TBEpPCTUiA AnameTpom 48
Yallka BepTny»Hast 6e3 0TBepCTHin agnameTpom 50
Yaluka BepTNy»Has 6e3 0TBepCTuiA AuaMeTpom 52
Uallka BepTny>KHas 6e3 0TBEPCTUiA AnameTpom 54
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Matepuan MU

Kepamunka
BIOLOX® Delta A12
03 - ZK02

Cnnas
T1-6A1-4V
(ASTMF136)
4-

TwutaH Ti
(ASTMF1580)

41

Table 3. Implant materials
Name
Ceramic Liner 028/A

Ceramic Liner 028/B
Ceramic Liner 028/C
Ceramic Liner 028/D
Ceramic Liner 028/E
Ceramic Liner 028/F
Ceramic Liner 028/G
Ceramic Liner 032/C
Ceramic Liner 032/D
Ceramic Liner 032/E
Ceramic Liner 032/F
Ceramic Liner 032/G
Ceramic Liner 036/E
Ceramic Liner 036/F
Ceramic Liner 036/G
Ceramic Liner 040/F
Ceramic Liner 040/G
Acetabular shell 042 No-hole
Acetabular shell 044 No-hole
Acetabular shell 046 No-hole
Acetabular shell 048 No-hole
Acetabular shell 050 No-hole
Acetabular shell 052 No-hole
Acetabular shell 054 No-hole

Pen. 2/Rev. 2

Material of MD

BIOLOX® Delta A12
03 -Zr02

Ti-6A1-4V
(ASTMF136)
+

Ti
(ASTMF1580)



Ualuka BepTny>KHas 6e3 0TBEPCTMIN AnaMeTpoM 56
Yaluka BepTny>KHas 6e3 0TBEPCTUIA AnaMeTpom 58
Yaluka BepTny>xHas 6e3 0TBepcTuiA agnametpom 60
Uallka BepTny>KHas 6e3 0TBepCcTUiA AuaMeTpom 62
Uallka BepTny>KHas 6e3 0TBepCTUiA gnameTpom 64
Yaluka BepTNy>Has 6e3 0TBepCTUiA AMamMeTpoMm 66

3arnyLuKa BUHTOBasA 414 YallKn

YallKa BepTay>KHast ¢ ABOVHbIM
pom 42
YallKa BepTy>KHasA ¢ ABOVHbIM
pom 44
Yallka BepTNy>KHas C ABOVHbIM
pom 46
YalliKa BepTay>KHas C 4BONHbLIM
pom 48
YalliKa BepTay>KHast C ABOVHbIM
pom 50
UalliKa BepTay>KHast C ABOVHbIM
pom 52
UalliKa BepTay>KHast C ABOVHbIM
pom 54
Uallka BepPTNYXKHas C 4BOMHbLIM
pom 56
Yallka BepTny>XHasi C ABONHbIM
pom 58
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0TBEepCTneEM AnameT-

OTBEPCTMEM ANaMET-

OTBEPCTUEM ANaMET-

OoTBEepCTNEM ANaMeET-

oTBEepCTMEM ANaMET-

0TBEepCTNEM AnNaMeT-

0TBEepCTnEM AnaMeT-

OTBEPCTUEM ONaMET-

OTBEpPCTUEM ANaMET-

CnnaB
Ti-6A1-4V
(1SO 5832-3)

Cnnas
Ti-6Al1-4V
(ASTMF136)
+

Tutan Ti
(ASTMF1580)

42

Acetabular shell 056 No-hole
Acetabular shell 058 No-hole
Acetabular shell 060 No-hole
Acetabular shell 062 No-hole
Acetabular shell 064 No-hole
Acetabular shell 066 No-hole
Shell screw plug

Acetabular shell 042 Two-holes
Acetabular shell 044 Two-holes
Acetabular shell 046 Two-holes
Acetabular shell 048 Two-holes
Acetabular shell 050 Two-holes
Acetabular shell 052 Two-holes
Acetabular shell 054 Two-holes
Acetabular shell 056 Two-holes
Acetabular shell 058 Two-holes
Acetabular shell 060 Two-holes
Acetabular shell 062 Two-holes
Acetabular shell 064 Two-holes
Acetabular shell 066 Two-holes
Acetabular shell 042 Multi-hole
Acetabular shell 044 Multi-hole
Acetabular shell 046 Multi-hole
Acetabular shell 048 Multi-hole
Acetabular shell 050 Multi-hole
Acetabular shell 052 Multi-hole

Pen. 2/Rev. 2

Ti-6AL-4V
(1SO 5832-3)

Ti-6A1-4V
(ASTMF136)
+
Ti
(ASTMF1580)

Ti-6A1-4V
(ASTMF136)
+
Ti
(ASTMF1580)



Yalika BepT/y)XHas ¢ ABONHbIM OTBEPCTUEM AMAMET-
pom 60

Uallka BepT/y»XHas ¢ ABONHbLIM OTBEPCTUEM AMaMeT-
pom 62

Ualuka BepTNy>XHas C ABOWHbIM OTBEPCTMEM AMaMeT-
pom 64

Yalluka BepT/y)KHas C ABOMHbIM OTBEPCTUEM [AMameT-
pOM 66

Yallka BepTiy>KHas ¢ My/fbTUOTBEPCTMEM AUAMETPOM
42

Yallka BepTayXHasa ¢ My/IbTUOTBEPCTUEM AUAMETPOM
44

Yallika BepTNy>KHas ¢ MybTUOTBEPCTUEM AMAMETPOM
46

Yallika BepT/y>KHas ¢ My/bTUOTBEPCTUEM AMAMETPOM
48

Yallka BepTNy>KHasA ¢ My/bTUOTBEPCTMEM AVAMETPOM
50

Yallika BepTNy>KHasa ¢ My/IbTUOTBEPCTUEM ANaMETPOM
52

Yaluka BepTay>KHas ¢ My/nbTUOTBEPCTUEM AMAMETPOM
54

Yallika BepTNy>KHas ¢ MyNbTUOTBEPCTUEM LUAMETPOM
56

Yallika BepT/y>KHast ¢ My/IbTUOTBEPCTUEM AUAMETPOM
58
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Cnnas
Ti-6A1-4V
(ASTMF136)
+
TwutaH Ti
(ASTMF1580)

43

Acetabular shell 054 Multi-hole
Acetabular shell 056 Multi-hole
Acetabular shell 058 Multi-hole
Acetabular shell 060 Multi-hole
Acetabular shell 062 Multi-hole
Acetabular shell 064 Multi-hole
Acetabular shell 066 Multi-hole
Acetabular shell 068 Multi-hole
Acetabular shell 070 Multi-hole
Acetabular shell 072 Multi-hole
Acetabular shell 074 Multi-hole
Acetabular shell 076 Multi-hole
Acetabular shell 056 Rim-hole
Acetabular shell 058 Rim-hole
Acetabular shell 060 Rim-hole
Acetabular shell 062 Rim-hole
Acetabular shell 064 Rim-hole
Acetabular shell 066 Rim-hole
Acetabular shell 068 Rim-hole
Acetabular shell 070 Rim-hole
Acetabular shell 072 Rim-hole
Acetabular shell 074 Rim-hole
Acetabular shell 076 Rim-hole
Double Mobility HC Liner 22.2/DMA
Double Mobility HC Liner 22.2/DMB
Double Mobility HC Liner 22.2/DMC
Double Mobility HC Liner 22.2/DMD

Pef. 2/Rev. 2

Ti-6A1-4V
(ASTMF136)
+
Ti
(ASTMF1580)

HIGH CROSS PE



Uallka BepTayXHasi C My/IbTUOTBEPCTVEM ANAMETPOM
60
Yallka BepTayXHas ¢ My/IbTUOTBEPCTVEM ANAMETPOM
62
Yallika BEpPT/Ty>Hasi C My/IbTUOTBEPCTMEM AVAMETPOM
64
Yallka BepTayXHas ¢ My/IbTUOTBEPCTAEM ANAMETPOM
66
Uallika BEpPT/y>Hasi C My/IbTUOTBEPCTMEM ANAMETPOM
68
YaluKka BepTNYy)XHasi C My/IbTUOTBEPCTMEM AMAMETPOM
70
Yaluka BepTNy)XXHasi C My/IbTUOTBEPCTMEM AMAMETPOM
72
Yaluka BepTNYyXHas C My/IbTUOTBEPCTVEM AMAMETPOM
74
Yallka BepT/yXHast C My/IbTUOTBEPCTVEM ANAMETPOM
76
Uallka BepTNy)Has C OTBEPCTMEM B 0604€ ANaMETPOM
56
UallKa BepT/y)KHasi C OTBEPCTUEM B 060/ AMAMETPOM
58
UallKa BepTNyXHasi C 0TBEPCTMEM B 060/ AMaMETPOM
60
UallKa BepTNyXHasl C 0TBEPCTMEM B 060/€ AMaMETPOM
62
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CnnaB
Ti-6A1-4V
(ASTMF136)
+
TutaH Ti
(ASTMF1580)

44

Double Mobility HC Liner 22.2/DME
Double Mobility HC Liner 22.2/DMF
Double Mobility HC Liner 22.2/DMG
Double Mobility HC Liner 22.2/DMH
Double Mobility HC Liner 22.2/DMI
Double Mobility HC Liner 22.2/DML
Double Mobility HC Liner 22.2/DMM
Double Mobility HC Liner 22.2/DMN
Double Mobility HC Liner 28/DMD
Double Mobility HC Liner 28/DME
Double Mobility HC Liner 28/DMF
Double Mobility HC Liner 28/DMG
Double Mobility HC Liner 28/DMH
Double Mobility HC Liner 28/DMI
Double Mobility HC Liner 28/DML
Double Mobility HC Liner 28/DMM
Double Mobility HC Liner 28/DMN
Double Mobility Acetabular shell 042
Double Mobility Acetabular shell 044
Double Mobility Acetabular shell 046
Double Mobility Acetabular shell 048
Double Mobility Acetabular shell 050
Double Mobility Acetabular shell 052
Double Mobility Acetabular shell 054
Double Mobility Acetabular shell 056
Double Mobility Acetabular shell 058
Double Mobility Acetabular shell 060

Pepn. 2/Rev. 2

High nitrogen stain-
less steel
(1SO 5832-9)
+
Ti
(ASTMF1580)



Yallka BepT/y»KHast C 0TBepPCTMEM B 060€e AMaMeTPOM
64

YaLuka BepTy>XHas C 0TBEPCTMEM B 060/€e ANamMeTPOM
66

Yallika BepTNy>KHas C 0TBEPCTMEM B 00604e AnaMeTpoM
68

YallKa BepTNy>XHasi C 0TBEPCTUEM B 0604e LMamMeTpOM
70

Yallka BepT/y>KHas ¢ 0TBEpCTMEM B 060/e AMaMeTpoM
72

Uallka BepT/y>KHasi C 0TBEPCTEM B 060e ANaMeTpoM
74

Yaluka BepTNy>KHas C 0TBEPCTMEM B 060/e AnameTpoM
76

Bknagpiw aBoiHoW noagwkHoctn HC 22.2/DMA
Bknagplw ABoiHOM nogswwkHocTn HC 22.2/DMB
Bknagpiw ABoiHOM nogsmkHocTn HC 22.2/DMC
Bknagpiw ABOMHONM noasmkHocTn HC 22.2/DMD
Bknaabiw ABoiHON noasvxHocTn HC 22.2/DME
Bknagpliw ABoviHoM nogsvkHocTn HC 22.2/DMF
Bknagpliw ABoviHOM nogsmkHocTn HC 22.2/DMG
BknagpIww ABoiHON noasvxkHocTn HC 22.2/DMH
Bknagpiw ABoMHON noasvxHocTn HC 22.2/DMI
BknagpLu! aBoiHOM noasmxkHocTn HC 22.2/DML
Bknagpiww ABoiHON noasmxHocTn HC 22.2/DMM
Bknaabiw agoriHon noasmkHocT HC 22.2/DMN
Bknagpiww ABoviHOM noaswkHoctn HC 28/DMD
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CwunTbI
NoNATUIEH

45

Double Mobility Acetabular shell 062
Double Mobility Acetabular shell 064
Double Mobility Acetabular shell 066
Cancellous bone screw 06,5 L 15
Cancellous bone screw 06,5 L 20
Cancellous bone screw 06,5 L 25
Cancellous bone screw 06,5 L 30
Cancellous bone screw 06,5 L 35
Cancellous bone screw 06,5 L 40
Cancellous bone screw 06,5 L 45
Cancellous bone screw 06,5 L 50
Cancellous bone screw 06,5 L 55
Cancellous bone screw 06,5 L 60
Cancellous bone screw 06,5 L 65
Cancellous bone screw 06,5 L 70
Cancellous bone screw, flat head 06,5 L 15
Cancellous bone screw, flat head 06,5 L 20
Cancellous bone screw, flat head 06,5 L 25
Cancellous bone screw, flat head 06,5 L 30
Cancellous bone screw, flat head 06,5 L 35
Cancellous bone screw, flat head 06,5 L 40
Cancellous bone screw, flat head 06,5 L 45
Cancellous bone screw, flat head 06,5 L 50
Cancellous bone screw, flat head 06,5 L 55
Cancellous bone screw, flat head 06,5 L 60
Cancellous bone screw, flat head 06,5 L 65
Cancellous bone screw, flat head 06,5 L 70

Pen. 2/Rev. 2

Ti-6A1-4V
(1SO 5832-3)

Ti-6AL-4V
(ISO 5832-3)



Bknagplw ABOViHOW noagmkHocTn HC 28/DME
Bknagpiw ggoliHol noasmxHocTn HC 28/DMF
Bknagpiw agoiiHoin noasmkHocTn HC 28/DMG
Bknagpiw ggoriHol nogsxHocTn HC 28/DMH
Bknagpiw ggoliHol noagvxHocTn HC 28/DMI

Bknagplw ggsoriHol nogskHoctn HC 28/DML
Bknagpiw ggoriHoi nogsvkHoctn HC 28/DMM
Bknagpiw agoriHol noagukHocTn HC 28/DMN

Yaluka BepTiy)XKHast ABONHON
pom 42
Yaluka BepTiy)XKHast ABONHON
pom 44
Yallka BepTny)XHas [4BOIHOM
pom 46
Yallka BepTny)XHas [4BOMHOM
pom 48
Yallka BepTiy)KHas [4BOMHOM
pom 50
Yallka BepTay>KHas [4BOIHOM
pom 52
Yallka BepTay>KHas [4BOIHOM
pom 54
Yallka BepTay>KHas [4BOIHOM
pom 56
Yallka BepTay>KHas [ABOWHOW
pom 58
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NoABUXHOCTN AMNaMET-

noaBMXHOCTN ONaMEeT-

noaBMXHOCTU ANaMET-

noaBVMXKHOCTU ANaMET-

MOABMXHOCTY AnameT-

noaBM>XHOCTN ANaMeT-

noaBMXHOCTN ANaMET-

noaBMXHOCTN ANaMET-

MOABWKHOCTU AuameT-

Bbicokoa3zoTucTas
Hep)KaBeloLLlas CTaslb

(ISO 5832-9)
+

Tutan Ti
(ASTMF1580)

46

Cortical bone screw, flat head 04,0 L 25
Cortical bone screw, flat head 04,0 L 30
Cortical bone screw, flat head 04,0 L 35
Cortical bone screw, flat head 04,0 L 40
Cortical bone screw, flat head 04,0 L 45
Cortical bone screw, flat head 04,0 L 50
Cortical bone screw, flat head 04,0 L 55
Flat PE HC liner 022/A
Flat PE HC liner 028/A
Flat PE HC liner 022/B
Flat PE HC liner 028/B
Flat PE HC liner 032/B
Flat PE HC liner 022/C
Flat PE HC liner 028/C
Flat PE HC liner 032/C
Flat PE HC liner 022/D
Flat PE HC liner 028/D
Flat PE HC liner 032/D
Flat PE HC liner 036/D
Flat PE HC liner 022/E
Flat PE HC liner 028/E
Flat PE HC liner 032/E
Flat PE HC liner 036/E
Flat PE HC liner 022/F
Flat PE HC liner 028/F
Flat PE HC liner 032/F
Flat PE HC liner 036/F

Pen. 2/Rev. 2

Ti-6A1-4V
(1SO 5832-3)

UHMWPE Cross
linked



Uallka BepTNy>KHas [ABOWHOW MOABMXXHOCTU AMaMeT-
pom 60

Ualuka BepTNy)XHast ABOVHON NOABWMXXHOCTU AuameT-
pom 62

Yallka BepTNyXXHas 4BOVHOWN NOABUMXHOCTU AMaMeT-
pom 64

Yaluka BepTAy)XHast ABOMHON NOABMXXHOCTW AMaMeT-
pOM 66

BWHT ry6yatblii KOCTHbIV AnameTpom 6,5 annHon 15
BWHT ry6u4atblil KOCTHbIA gnamMeTpom 6,5 gnnHon 20
BVHT rybuatblii KOCTHbIV AnaMeTpom 6,5 annHon 25
BUWHT ry6u4atblin KOCTHbI gnameTpom 6,5 annHoi 30
BVHT rybuyatblii KOCTHbI ArameTpom 6,5 g/inHon 35
BVHT rybuyatblii KOCTHbIA grameTpom 6,5 anvHoin 40
BWHT ry64atblil KOCTHbIV AnaMeTpom 6,5 AnnHom 45
BWHT ry6uyatblil KOCTHbIV AnameTpom 6,5 annHoi 50
BWHT ry6uatbliii KOCTHbIV AnameTpom 6,5 annmHoin 55
BWHT ry6yatblil KOCTHbI AnameTpom 6,5 annmHon 60
BWHT ry6yatbIii KOCTHbIV AMameTpoMm 6,5 AnmHoin 65
BWHT ry6uaTtblii KOCTHbI gnameTpom 6,5 gnvnHon 70
BWHT ry64aTblii KOCTHbI C NIIOCKOW rONOBKOIN Ana-
MeTpoM 6,5 animHoi 15

BWHT ry64aTblii KOCTHbIA C MJIOCKON roM0BKON Aua-
MeTpoMm 6,5 annHoin 20

BVHT ry6uaTblii KOCTHbIA C NJIOCKOIA FOM0BKON Ana-
MeTpoMm 6,5 a/imHon 25
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Cnnas
Ti-6Al-4V
(1SO 5832-3)

Cnnas
Ti-6A1-4V
(1ISO 5832-3)
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Flat PE HC liner 040/F
Flat PE HC liner 022/G
Flat PE HC liner 028/G
Flat PE HC liner 032/G
Flat PE HC liner 036/G
Flat PE HC liner 040/G
Flat PE HC liner 022/J
Flat PE HC liner 028/J
Flat PE HC liner 032/J
Flat PE HC liner 036/J
Flat PE HC liner 040/J
Flat PE HC liner 022/K
Flat PE HC liner 028/K
Flat PE HC liner 032/K
Flat PE HC liner 036/K
Hooded PE HC liner 022/A
Hooded PE HC liner 028/A
Hooded PE HC liner 022/B
Hooded PE HC liner 028/B
Hooded PE HC liner 022/C
Hooded PE HC liner 028/C
Hooded PE HC liner 032/C
Hooded PE HC liner 022/D
Hooded PE HC liner 028/D
Hooded PE HC liner 032/D
Hooded PE HC liner 022/E
Hooded PE HC liner 028/E

Pen. 2/Rev. 2
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BWHT ry6uatblii KOCTHbI C NIIOCKOW rOMOBKON Ana-
MeTpoMm 6,5 anunHoii 30

BWHT ry6u4atblii KOCTHbIA C MNJIOCKOW rO/IOBKON Ana-
MeTpoMm 6,5 gnnHoii 35

BWHT ry6uatblii KOCTHbIA C MNJIOCKOW rO/IOBKON Ana-
METpoOMm 6,5 anunHoi 40

BWHT ry6uaTbllii KOCTHbIA C NIOCKOW rOMOBKON Ana-
METPOM 6,5 AnimHon 45

BWHT ry64aTblii KOCTHBbIA C NJIOCKOA rO/IOBKON [funa-
METpoOM 6,5 annHoi 50

BWHT ry64aTblii KOCTHbI C M/I0CKON rOMI0BKOW [funa-
MEeTpOM 6,5 aiHomn 55

BWHT ry64aTblii KOCTHbI C M/I0CKON rOMI0BKOW [funa-
METpOM 6,5 annHoi 60

BVHT ry6uaTblii KOCTHbIV C NAOCKOIA roOMOBKOM Ana-
MeTpoM 6,5 anunHol 65

BVHT ry6uaTblii KOCTHbI C MIOCKOM rOM0BKOW Auna-
MeTpom 6,5 anmHon 70

BVHT KOpPTWKa/IbHbIA KOCTHBIA C MNIOCKOW FOMI0BKOM
AavameTpoM 4,0 anvHon 25

BVHT KOpPTWKaNbHbIA KOCTHBIN C MNIOCKOA TON0BKOW
avameTpom 4,0 annHoi 30

BVHT KOpPTWKaNbHbIA KOCTHbLINA C NIOCKOA TON0BKOW
AvameTpom 4,0 gnnHol 35

BVHT KOpPTWKanbHbI KOCTHbIA C NAOCKOW FOM0BKOM
AavameTpom 4,0 anunHol 40
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Cnnas
Ti-6A1-4V
(1SO 5832-3)

48

Hooded PE HC liner 032/E
Hooded PE HC liner 036/E
Hooded PE HC liner 022/F
Hooded PE HC liner 028/F
Hooded PE HC liner 032/F
Hooded PE HC liner 036/F
Hooded PE HC liner 022/G
Hooded PE HC liner 028/G
Hooded PE HC liner 032/G
Hooded PE HC liner 036/G
Hooded PE HC liner 022/]
Hooded PE HC liner 028/J
Hooded PE HC liner 032/J
Hooded PE HC liner 036/J
Hooded PE HC liner 022/K
Hooded PE HC liner 028/K
Hooded PE HC liner 032/K
Hooded PE HC liner 036/K
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BVHT KOpPTWKanbHbI KOCTHbLIN C M0CKOI rO/IOBKOWA
umametpom 4,0 annHoim 45

BWHT KOPTWKa&/IbHbIA KOCTHBIA C M/I0CKOA FOI0BKOIA
AvameTpom 4,0 anvHoli 50

BVHT KOPTUKanbHbIA KOCTHbIA C MAOCKOI ONOBKOWA
AvameTpom 4,0 nnHon 55

Bknagpiw nnockuin PE HC gnametpom 22/A
Bknagpiw nnocknin PE HC gnametpom 28/A
Bknagpiw nnockmin PE HC gnametpom 22/B
Bknagpiw nnockmin PE HC gnametpom 28/B
Bknagpiw nnockuii PE HC anameTtpom 32/B
BknapgpLu! nnockuin PE HC anametpom 22/C
Bknagpiw nnockuin PE HC grameTpom 28/C
Bknaabiw nnockuii PE HC gnameTtpom 32/C
Bknagpiw nnockuin PE HC gnametpom 22/D
Bknagplw nnockuii PE HC anameTpom 28/D [onepe4Ho-CBA3aH-
Bknagsw! nnockuii PE HC amnametpom 32/D Cgli\D/IUIJ'I 3
Bknagpiw nnockuin PE HC anameTtpom 36/D
BknapgbLu! nnockuin PE HC anametpom 22/E
Bknagpiw nnockmin PE HC anameTtpom 28/E
Bknagpiw nnockuii PE HC grnameTpom 32/E
Bknagbwi! nnockuii PE HC gnameTtpom 36/E
Bknagpiw nnockuii PE HC gnameTtpom 22/F
Bknagpiw nnockuii PE HC gnameTtpom 28/F
Bknagbnn nnockuii PE HC anametpom 32/F
Bknagpnn nnockuii PE HC anameTpom 36/F
Bknagsw! nnockuin PE HC gnametpom 40/F
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Bxnaasim miockuit PE HC nuamerpom 22/G

Bxnaasiu miockuit PE HC nnamerpom 28/G

Biotagsin miockuit PE HC anamerpom 32/G

Bxnaabi iockuit PE HC nnamerpom 36/G

Brnagsi minockuit PE HC anamerpom 40/G

Bxnaasiu miockuit PE HC nnamerpom 22/]

Bxnaasnu miockuit PE HC nnamerpom 28/]

Biknaabnu muockuit PE HC nnamerpom 32/

Brnagsin nuockuit PE HC nuamerpom 36/)

Binaasnu niockuit PE HC nnamerpom 40/]

Brxinagsim miockuit PE HC anamerpom 22/K

Bxnaasiu miockuit PE HC nnamerpom 28/K

Bxnaasiu miockuit PE HC nnamerpom 32/K

Bxknaapin nuockuit PE HC nuamerpom 36/K

R2/A

Bxnanein antumokcaumonubii PE HC auamerpom

D8/A

Bxnaasiu antumokcauuondsiii PE HC nmamerpom

22/B

Bxnaabin antumokcauuonnsii PE HC auamerpom

28/B

Bxnaabiu antwmokcaudoHHsii PE HC auamerpom

22/C

Bxnaasin aHtumokcaunondsit PE HC nnamerpom

P8/C

Bxnaaeiu antwmokcaudonusit PE HC nunamerpom

[Tonepeuno-cBs3an-
HBIA
CBMIID
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Bxnaslim
32/C

AHTHITIOKCAUHOHHBIMH

PE

HC

JIHaMETPOM

Bxnagsnu
P2/D

AHTHJIIOKCALlHOHHbIH

PE

HC

JAHaMETPOM

Bxnagsiu
D8/D

aHTHJTIOKCALIMOHHbIH

PE

HC

IHaMEeTPOM

Bx1agnnn
32/D

AHTHITIOKCALIHOHHBIA

PE

HC

QHaMETPOM

BxnassIi
R2/E

AHTHJIFOKCALIHOHHBIH

PE

HC

AMaMEeTpOM

Bxnansimn
P8/E

AHTHIIIOKCALIHOHHBIN

PE

HC

AUaMETPOM

B aasIm
32/E

AHTHIIIOKCALMOHHBIH

PE

HC

IHaMETPOM

Bxnaaeim
36/E

AHTHITIOKCALIHOHHBIH

PE

HC

IHAMETPOM

Bxiaapm
22/F

AHTHJIIOKCALHOHHBIN

PE

HC

JAHaAMETPOM

Biotage
28/F

aHTHJIIOKCALIHOHH I

PE

HC

IMaMETPOM

Botagsei
32/F

AHTHIIIOKCAIIHOHH bIH

PE

HC

AHaMETPOM

Binagsmm
36/F

AHTHITIOKCALIHOHHBIH

PE

HC

THaMETPOM

Bxnagsnn
P2/G

AHTHIIOKCALIMOHHbIA

PE

HC

JHaMETPOM
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Bknagpiw
28/G
Bknagbiww
32/G
Bknagbiww
36/G
Bknagbiww
22/]
BknaabliLu
28/J
Bknagpbiw
32/
Bknagpiwl
36/J
Bknagpiw
22/K
BknagbiLw
28/K
BknagbiLw
32/K
BknagbiLw
36/K

aHTU/TFOKCALMOHHbIA
aHTU/TFOKCALMOHHbIA
aHTU/TFOKCALMOHHbIA
aHTU/TFOKCALMOHHbIA
aHTU/TFOKCALMOHHbIA
aHTU/TFOKCALMOHHbIN
aHTU/THOKCALMOHHBIN
AHTUOKCALMOHHbIN
aHTUNOKCALMOHHbI
aHTU/THOKCALMOHHbIA

aHTU/TFOKCALMOHHbIA

PE

PE

PE

PE

PE

PE

PE

PE

PE

HC

HC

HC

HC

HC

HC

HC

HC

HC

HC

HC

AVNaMeTpoM

AVaMeTpoM

AVaMeTpoM

AVaMeTpoM

ANaMEeTPOM

ANaMeTPOM

AVaMeTpoM

AnameTpom

ANamMeTpoM

[ANaMETPOM

AVaMeTpOM

Matepuasnbl NePBUUYHON CTEPUIbHONM YNAaKOBKN:

bnnctep

PETG MDL60, rony6oii/npo3payHblii

(BHELWHNA, BHYTPEHHUN):
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MonuatuneHTepetnatat-raukons  Blister (internal, external):
PETG MDLG60, blue/transparent

Materials of the primary sterile package:

Pep. 2/Rev. 2

Polyethylene terephthalate-glycol
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Tpenen npounocTH Ha paspsis g Gnuctepa: > 0.0323 kr/cm?

IleHonoanyperan (KBaapaTHuiit, Geapennniit); [lenononuyperan LD45,
Genniit

[enonoanHypeTan (rekcaroRajabHbI, 38e31000pasabiif): [leHononnyperan
TA3500, Gensiii

Taiisex: Taitsek Perfectseal CR271073B, Gensiii
Bxaaaka: Tailieek Tyvek adesif, Genbui

Kouaept u3 Symarn meaununckoit: [lonustanen/Tlomuatunenrepedranar
Carta med. Lac. 110+PET/PE, Genriii/npospaqnsiii

Yexon H3 TePMONIACTRYHOrO Noauyperana: TepMoImacTHYHLIN monHype-
TaH TPU, npospavuHbii

TMaxer: OpuenTtupopannbii nomaamMuy/TIomatunen OPA/PE 75 micron, npo-
IpayHblif

Bropuasas HecTepHILHAS YHAKOBKA

Marepuan xopobxu: KapToH, Oenvrit
MaTtepuan MapKRpoBKH: Oymara, fenan

Tensile strength for blister; > 0.0323 kg/cm2

Polyurethane foam (square, femoral): Polyurethane foam LD45,
white

Polyurethane foam (hexagonal, star-shaped): polyurethane foam
TA3500, white

Tyvek: Tyvek Perfectseal CR271073B, white
Fiap: Tyvek adesif, white

Medical paper envelope: Polyethylene/Polyethylene terephthalate
Carta med. Lac. 110+PET/PE, white/transparent

Thermoplastic polyurethane bag: Thermoplastic polyurethane
TPU, transparent

Bag: Oriented Polyamide/Polyethylene OPA/PE 75 micron,
transparent

Secondary non-sterile packaging

Box material: cardboard, white
Label material: paper, white

7.0IIMICAHUE COCTABHBIX YACTEH MH

7. DESCRIPTION OF MD PARTS
Non-applicable
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8. OIHCAHUE NNPHHA JJIEXHOCTEN

He npuMenumMo

8. DESCRIPTION OF ACCESSORIES
Non-applicable
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9. AAHHBbIE O MAPKVPOBKE MW /9. DATA ABOUT LABELING OF MD

Ha camom 13genuu ¢ noMoLLbto rpaBMpoBKM MOXET 6bITh YKasaHa cregytowas nHhopmaums / The following information can be indicated on the
device using engraving:
e norotun npoussoauTtens / manufacturer logo;
e Homep no Katanory / REF number;
* Homep naptum / LOT number;
e pasmMep umnnaHTata/ implant size

Tabnmua 4. 3HayeHMsi CMMBOJIOB, YKa3aHHbIX Ha OpUrMHa/IbHOW MapKMpoBKe ynakoBku / Table 4. Interpretation of symbols used on the original
label
N3roToButenb Manufacturer

HEHne

He cTepunn3oBaTh NOBTOPHO Do not resterilize

OcTopoXHo, o6paTuTe BHKU-  Caution, read the accompanying

CD 3anpeT Ha NOBTOPHOE NMpuMe- Do not reuse

MaHWe Ha npunararowmecs K documents
N3L4eNI0 JOKYMEHTbI

O6paTnTecb K MHCTPYKLMM Consult instuctions to use

:|a. Mo aKcnyarauum
He ponyckatb BO3AeicTBUSA Do not expose to sunlight

COJIHEYHOr 0 CBeTa

Bepeub OT Bnaru Store in a dry place
55
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I"LY

2
LOT

REF

TpLu,El,u.l]

gty |
Made in

Ce 0476
GTIN

9.1. CpOK roiHoCTH, CPOK C/y>K6bl

CpoK rogHoCT/ AN BCeX MMM/IaHTAaTOB COCTaB/AET 5 fieT.
OxXungaemblii CPOK CNy>6bl mocne nmnaaHTauum - 10-15 ner.
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JTOT NPOAYKT npeaHasHayeH
TONbKO 4191 MPOA&XKU
Xvpypram mnu
3anpocam OT UX UMEHU
He ncnonb3oBath npu nospe-
XOEHUN YNaKOBKU

Wcnonb3osatb go (IMTT-

MM-L1)

Koga naptum

Homep no katanory

PafiMauuyoHHas cTepunmnsaus

Crepununsalmsa oKCuaom aTu-
JlIeHa

KonwnyecTtso

CphenaHo B
EBponelickoe COOTBETCTBME

"nobasbHbIVi HOMep ToBap-
HON no3nuum

This product is only for sale to
surgeons or on
their behalf

Do not use if package is dam-
aged

Use by (YYYY-MM-DD)

Lot number

Reference number

Sterilization by radiation
Sterilization with ethylene oxide

Number of Units

Made in
European Conformity

Global Trade Item Number

9.1. Shelf life, use by date

56

Shelf life for all devices is 5 years.
The expected service life after implantation is 10-15 years.
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9.2. ®opma NocTaBKK

W3penve noctaBnseTcs B UHAUBUAYaIbHON CTEPUIBLHONM YNaKOBKe,
COMNPOBOXAAETCA OPUTMHANBHON M PYCCKOA3bIYHOW MapK1POBKOWA 1
MHCTPYKLUMel No aKCnayaTaLuum Ha pyCCKOM f3bIKe. YNakoBKa COAepXmT 1
usgenue.

10. MEPEYEHb PNCKOB

Mpouecc ynpasneHns puckamu B kKomnaHuy Medacta International (Megakra
VHTepHaumoHan) cootseTcTBYyeT cTaHAapTy EN 1SO 14971:2012.

11. CBEAEHNA O BEPUOUKALNWN N BATNOALWN MW TMpoun3sso-
AnTenb paspabatbiBaeT BCe NPoAYKTbl B cooTBETCTBMM ¢ EN ISO 13485, Me-
AMUMHCKOe o6opyaoBaHue - CUCTEMbl MeHeMKMeHTa KadecTsa. W3genus
CMPOEKTUPOBAHbI, pa3paboTaHbl, U3rOTOB/EHbI 1 YNaKoBaHbl B COOTBETCTBUN
C YTBEPXAEHHbIMM CTaHAaPTHLIMU ONepaLoHHbLIMUK NpoLeaypamMn 1 NpoLiec-
camu JOKYMEHTUPOBaHUA.

12. MEPEYEHb MATEPUNANOB XXNBOTHOIO W (MN1N) YENTOBE-
YECKOI' O NMPONCXOXAEHNA

He npumeHrmo

13. VTH®OPMALUWA O NMPOBEAEHHbBLIX NCMNBITAHUAX, MPOTO-
KONTAX UCMbITAHUA, AHANN3E NONYYEHHbBIX AAHHbIX

57
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Pen. 2/Rev. 2
9.2. Form of supply

The product is supplied in an individual sterile package with original
and Russian labels and instruction for use in Russian. Packaging
contains 1 part.

10. LIST OF RISKS
Medacta’s Risk Management process is in accordance with EN ISO
14971:2012.

11. DATA ABOUT MD VERIFICATION AND VALIDATION

The manufacturer develops all products in compliance with EN 1SO
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.

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

Non-applicable

13. INFORMATION ON THE TESTS CARRIED OUT, TEST
REPORTS, ANALYSIS OF THE OBTAINED DATA
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N3penus BbifepXXanu UCMbITaHUs Mo BepudMKaLMi 1 Banuaauum 1 yaoBne-
TBOPSIOT TPEBOBAHMAM ClieayHoLMX CTaHAapTOB;

The devices have passed verification and validation tests and meet the

Tabnuua 5. MepeyeHb MeXAyHapOoAHO HOPMATUBHOI AOKYMEHTaLMM

requirements of the following standards:

Table 5. List of international standards and documents

CraHaapT/gOKyMeHT OnucaHwve Standard/Document  Description

93/42/EEC OVPEKTVBA COBETA 93/42/EEC oT 14 ntoHs 93/42/EEC COUNCIL DIRECTIVE 93/42/EEC of 14
1993 ropa no 30”6p0Cy June 1993 concerning medical devices
MEANLMHCKOT O 0LOPYAOBAHNA 2005/50/EC COMMISSION DIRECTIVE 2005/50/EC of

2005/50/EC OAVPEKTBA KOMUCCUW 2005/50/EC ot 11 11 August 2005 on th lassification of hi
asrycra 2005 roga o peknaccumkaumm npoTesos ugus on : (.e reclassitication 0_ P,
Ta306e4pPEHHOr0,  KONEHHOrO M M/IEYeBoro knee and shoulder joint replacements in the
CycTaBoB B pamkax [upekTuBbl CoBeTa framework of Council Directive 93/42/EEC
93/42/EEC OMeaNUNHCKMX N3AeNnax concerning medical devices

FOCT ISO 13485-2017 W3penuna meguumHckmne. CUCTeMbl MEHEIPKMEHTA ISO 13485 Medical devices —Quality management sys-
KatecTsa. Tpe6osaHus ANA Lieneu tems —Requirements for regulatory purposes
perynmposaHus ) . e . ]

CAN/CSA-ISO 13485  W3penua meanumnHckme. CUCTEMbl MEHEMKMEHTA CAN/CSA-ISO MedlgaIRdew_ces Qufahty mz:magement 33
KaUeCTBA. TpeGosaHms ns Leneit 13485 tems_ equirements for regu atorypurpo_ses
perynnpoBaHus UNI EN ISO 9001  Quality management systems -- Require-

FOCT P NCO 9001-
2015

FOCT P UCO 19011-
2021

21 CFR YacTtb 820

Cuctembl MeHePKMeHTa KayecTsa. Tpe6OBaHI/IF|

PyKOBOAsLLME YKa3aHWUs MO NPOBEAEHNIO ayanTa
CUCTEM MeHe[KMeHTa

YnpaBneHne MO KOHTPOMO 3a MPOAyKTamu W
nekapcTBamm - MeauuMHCKne n3genus; Tekylias

ISO 19011

21 CFR Part 820

ments

Guidelines for quality and/or environmental
management systems auditing

Food and Drug Administration - Medical
Devices; Current Good Manufacturing Prac-
tice (CGMP); Final Rule - October 7, 1996

Haj/iexallas  NpPOW3BOACTBEHHAsA  MpaKTuKa
(CGMP); 3akntounTensHOe Npasuo - 7 OKTA6pA SOR/98-282 Canadian Medical Devices Regulations as
1996 . published by Health Canada
SOR/98-282 KaHaackue npasusia no MEAULIMHCKUM U3[eNNaAMm, EN 1041 Information supplied by the manufacturer
orny6/IMKOBaHHbIe MuHuCTepcTBOM with medical devices
34paBooxpaHeHns KaHaapl
58
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DINEN 1041-2013
MOCT ISO 14971-2011
MOCT P NCO 14155-
2014

BSENISO 14155-1
BSENISO 14155-2

MEDDEYV 2.7/1

ASTMF1814

ASTM F2091
ASTMF1820

FOCT P NCO 5832-3-
2020

FOCT P NCO 5832-9-

2009

MOCT P NCO 5834-2-
2014

N3penns MeaULNHCKME. VHopmauums,
npegoctasnsemMas U3roToBUTeNEM

N3penns MeANLIMHCKNME. [MpumeHeHne
MeHePKMEHTA pUCKa K MeAULMHCKUM U3[eNnUam
KnuHnuyeckme  mccnepoBaHns  MeLUUMHCKMX
n3genuii ans yenoseka. O6Lme TpeboBaHUs
KnnHuyeckne  mnccnefoBaHus. YacTtb 1

Hagnexxawias KnvHuyeckas npaxkTuka
KnnHuyeckne wnccnegosaHma. Yactb 2. lMnaHbl
K/IMHUYECKUX UCCNeLOBaHUiM

KnuHnuyeckas  OuUeHKa:  PYyKOBOACTBO — A/14
NPOM3BOAUTENEN N HOTUULMPOBAHHbIX OPraHoB
B COOTBETCTBUM C AupekTvBamun 93/42/EEC wn
90/385/EEC

CTaHfapTHOe  PYKOBOACTBO MO  OLEHKe
KOMMOHEHTOB MOZAY/IbHbIX Ta300efpeHHbIX U
KONEeHHbIX CyCTaBoB

CraHfapTHaa crieundukaums Ha BepTIyXKHble
npoTessbl

CTaHAapTHbIA MeToz ncnbiTaHUA NS
orpefieNieHNs  CU/bl  OCEBOTO0  [eMOHTaXKa
MOLY/IbHOT O BEPT/TY>KHOr0 YCTPOACTBA
VimnnaHTatel gna xupyprun. MeTaninyeckue
maTtepuanbl. Yactb 3. [edopmmpyemblii cnias Ha
OCHOBE TWUTaHa, 6-a/IloMUHNA N 4-BaHa s
MmnnaHTtaTthl gna xupyprun. MeTtaninmyeckme
matepuanbl. Yacte 9. Craslb  KOPPO3MOHHO-
cToikasi (HepXxaBerwowas) Aaedopmupyemas c
MOBbLIMMEHHbLIM COAEPXKaHMeM asoTa

WmnnaHtatel  gna  xupyprun.  TonvMatuneH
CBEPXBbLICOKON MONEKYNSPHON Macchl. YacTb 2.
NuTeiHble dhopmbl
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UNI CEI EN ISO
14971
ISO 14155

BSENISO 14155-
1

BS EN ISO 14155-
2

MEDDEYV 2.7/1

ASTMF1814

ASTM F2091

ASTM F 1820

ISO 5832-3

ISO 5832-9

ISO 5834-2

Pen. 2/Rev. 2

Medical devices - Application of risk man-
agement to medical devices

Clinical investigation of medical devices for
human subjects - Good clinical practice
Clinical investigation of medical devices for
human subjects - Part 1. General require-
ments

Clinical investigation of medical devices for
human subjects - Part 2: Clinical investiga-
tion plans

Clinical evaluation: a guide for manufactur-
ers and notified bodies under directives
93/42/EEC and 90/385/EEC

Standard Guide for Evaluating Modular Hip
and Knee Joint Components

Standard Specification for Acetabular Pros-
theses

Standard Test Method for Determining the
Axial Disassembly Force of a Modular Ace-
tabular Device

Implants for surgery - Metallic materials -
Part 3: Wrought titanium 6- aluminium 4- va-
nadium alloy.

Implants for surgery - Metallic materials -
Part 9: Wrought high nitrogen stainless steel.
Implants for surgery - Ultra-high molecular
weight polyethylene - Part 2: Moulded form.



UNI EN 1SO 4288-2000
(FOCT P WCO 4287-

2014)

ASTM A380

NFS 94-091

ASTM F3127

ASTM F 2459

NF S 90-483-3

XPS 94-091

ISO 9377-2

UNIEN 1484

eOMeTpMYECKME  XapaKTEPUCTUKU  W3AeNnil
(GPS). CtpykTypa noBepxHOCTW. MpodubHbIN
MeTo4. TepMuHbl, OrpegeneHus U napameTpsbl
CTPYKTYPbI NMOBEPXHOCTY

CTaHOapTHOE MpPaKTMYecKoe PYKOBOACTBO MO
OUUCTKEe, y[a/leHNIo OKa/INHbI 7
naccvB/MPOBaHUIO feTanell, 000pyaoBaHUA U
CUCTEM U3 HepXKaBetoLLeld cTann

Banngaums OUUCTKM OpTOneAnNYecKnx
MMMNaHTaTOB Mepes OKOHYaTe/IbHOM YNaKoBKOW
CTaHAapTHOe PYKOBOACTBO MO Basmpauuu npo-
LLeCCOB OYMCTKM, UCMONb3YEMbIX NPU NPOU3BOA-
CTBE MEAULMHCKNX N3LeNnii

CTaHfapTHbIA MeTog, UCMbITaHUS ONS U3BMeYe-
HUSA OCTaTKOB U3 METa//IMYECKUX MESULMHCKUX
KOMMOHEHTOB U UX KOMIMYECTBEHHOrO onpejene-
HWS C MOMOLLbI0 TPaBUMETPUYECKOr0 aHa/In3a
MnnaHTaTbl gns xmpyprm - PyKOBOACTBO MO
OUUCTKe, YNaKOBKe 1 CTepUn3aLmMmn opTonesuye-
CKUX UMNIAHTaToB - YacTb 3: VIMnnaHTatbl C Me-
Ta/I/INYECKUM CYOCTPaTOM, NOKPbLITHIM TEPMUYe-
CKUM Hanbl/ieH/eM

Banngaums O4MCTKM OpPTONeLUYECKUX MMMJIaH-
TaToB Nepes OKOHYaTe/IbHON YNakoBKOW
KauecTBo BoAbl. OnpeseneHye yrnesoLopoLHOro
HepTAHOro MHAekca. Yactb 2. MeTon XXMAKOCT-
HOI 3KCTPaKLMN 1 ra3oBoli XpoMaTorpagum
AHanun3 BoAbl. PYKOBOACTBO MO OMpefefieHnto
o6Lero opraHuyeckoro yrnepoga (OOY) u pac-
TBOPEHHOI0 opraHunyeckoro yrnepoga (POY)
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UNIENISO 4288

ASTM A 380

NF S 94-091

ASTM F3127

ASTM F 2459

NF S 90-483-3

XPS 94-091

ISO 9377-2

UNI EN 1484
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Geometrical Product Specification (GPS) -
Surface texture: Profile method - Rules and
procedures for the assessment of surface tex-
ture

Standard Practice for Cleaning, Descaling,
and Passivation of Stainless Steel Parts,
Equipment, and Systems

Validation du nettoyage des implants or-
thopediques avant conditionnement final
Standard guide for validating cleaning pro-
cesses used during the manufacture of medi-
cal devices

Standard Test Method for Extracting Residue
from Metallic Medical Components and
Quantifying via Gravimetric Analysis
Implants for surgery - Guidelines for clean-
ing, packaging and sterilization for orthopae-
dic implants - Part 3: Thermal spray coated
metallic substrate implants

Validation du nettoyage des implants or-
thopediques avant conditionnement final.
Water quality —Determination of hydrocar-
bon oil index - Part 2: Method using solvent
extraction and gas chromatography

Water analysis. Guidelines for the determina-
tion of total organic carbon (TOC) and dis-
solved organic carbon (DOC)



FOCT  31857-2012
(1SO 7875-1)
USP <788>

EBponeiickas thapmako-
nes
EBponelickas thapmako-
nes

ASTM A 967

NOCT ISO 10993-1-
2011

MOCT ISO 10993-5-
2011

MOCT I1SO 10993-11-
2011

MMOCT ISO 11607-1-
2018
MOCT I1SO 11607-2-
2018
rCT P MCO 187-
1 2012

Boga nutbeBad. MeToAbl onpeaeneHns coaepxa-
HNS NOBEPXHOCTHO-aKTUBHbIX BELLECTB

TecT Ha cofepxaHve TBEPAbIX YacTUL, B UHBEK-
UMAX O/19 napeHTepasibHbIX MpenapaTtoB 60/1b-
LLoro obvema
9-0e n3gaHue

4-0e nsfaHne

CraHfapTHasa cneuugukaums Ha XUMUYECKYHO
naccvBauuio feTanei U3 HepXkaBetoLelt cTanm
N3penua  meguumHckne. OueHka 6uonorunye-
CKOro feicTBUSA MeANLMHCKNX U3genunin. Yactb 1
OueHka 1 nuccnefoBaHuns

N3genna  mepuumHckne. OueHka 6Guonoruye-
CKOro feicTBUA MeANUMHCKMX n3aenmin. YacTb 5.
WccnefoBaHna Ha LMTOTOKCMYHOCTL: MeTOAbI in
vitro

N3genna wmepuumHckme. OueHka 6uonoruye-
CKOr0o AenCTBUA MEeAULMHCKUX M3aenvin. Yactb
11. ViccneioBaHMs 06LLETOKCMYECKOr0 AeNCTBUS
YnakoBka s MeAULUHCKUX U3LEeNNIA, NOANeXa-
WX UHWLLIHON cTepunm3auun. YacTtb 1 Tpebo-
BaHMA K MaTepuaniaM, 6apbepHbIM cucTemMaM Ans
cTepuaM3aLmmn 1 ynakoBoYHbIM CUCTEMaM
YnakoBKa /19 MeMLUHCKUX U3LeNnii, nognexa-
WX PUHMLLIHON cTepunm3auun. Yactb 2. Tpebo-
BaHWA K Ba/Mgaumu npoueccos opMmpoBaHus,
repmeTm3aumm n coopku

Llenntono3sa, 6ymara, kapToH. CTaHgapTHas aTMo-
cepa 419 KOHAMUMOHWPOBAHUA WM UCTbITAHUA.
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ISO 7875-1

USP <788>
Pharmacopoeia
Europea
Pharmacopoeia
Europea
ASTM A 967

ISO 10993-1

ISO 10993-5
ISO 10993-11
USP <151>

ISO 11607-1

ISO 11607-2

Pen, 2/Rev. 2

Water quality -- Determination of surfactants
—Part 1. Determination of anionic surfac-
tants by measurement of the methylene blue
index (MBAS)

Particulate Matter in Injections test for a
Large Volume Parenteral (LVP)

9th Edition

4th Edition

Standard Specification for Chemical Pas-
sivation Treatments for Stainless Steel Parts
Biological evaluation of medical devices —
Part 1. Evaluation and testing within a risk
management system

Biological evaluation of medical devices -
Part 5: Tests for in vitro cytotoxicity
Biological evaluation of medical devices —
Part 11: Test for systemic toxicity

Evaluation of pyrogens Pyrogen test proce-
dure

Packaging for terminally sterilized medical
devices -- Part 1. Requirements for materials,
sterile barrier systems and packaging systems
Packaging for terminally sterilized medical
devices —Part 2: Validation Requirements



ASTMF88/F88M

ASTM F
F1886M

1886

ASTMF 1929

ASTM F 3039

ASTM F 2096

ASTMF 1980

DIN 58953-6-2010

FED-STD-101/4047

/

MeTog, KOHTpONA 3a aTMOC(epoil 1 ycnoBusMu
KOHAMLMOHMPOBaHWS

CTaHfapTHbIA MeTog, UCNbITaHUA Ha MPOYHOCTb
YNNOTHEHUA TMOKMX 6apbepHbIX MaTepuanos
CTaHfapTHbIN MEeTOZ, UCMbITaHWSA 418 onpegene-
HUA LEeNIOCTHOCTY NAIOTHOCTU MeAULMHCKON yna-
KOBKM MyTeM BU3ya/IbHOro 0CMOTpa
CTaHAapTHbIA METOZ MUCMbITaHUA 418 0OHapyXe-
HUA YTeUKW YMJIOTHEHUA B MOPUCTON MeAULLUH-
CKO ynakoBKe MyTeM MPOHWKHOBEHUS Kpacw-
Tens

CTaHAapTHbIN METOZA MUCMbITaHUA ANA 0BHapYXKe-
HWA YTEUKN YMIOTHEHWS B HENOPUCTOMN MeULIMH-
CKOW ynakoBKe MyTeM MPOHUKHOBEHUS Kpacu-
Tens

CTaHfapTHbIN METOA UCMbITaHMA 418 06Hapy>Ke-
HMUS TpyObIX YTeYeK B YMNakoBKe C MOMOLLbO
BHYTPEHHEr0 [JaBneHus (UCMblTaHWe Ha My-
3bIPbKW)

CTaHAapTHOe PYKOBOACTBO M0 YCKOPEHHOMY CTa-
PEHMIO CTePWU/bHBIX 6apbepHbIX CUCTEM AJ1F Me-
AVLMHCKUX U3LeNNiA

Crepunuszayms. ObecrieveHne CTEPUIbLHON no-
cTaBku. YacTb 6. McnbiTaHne MUKpPOGUonornye-
CKOro 6Gapbepa YMakoBOYHbIX MaTepuasioB [A/is
MeAVLMHCKNX YCTPOMCTB, KOTOpble AO/MKHbI
ObITb CTEPUIN30BAHHBIMY

Y CKOpeHHOe CTapeHue YyBCTBUTE/bHbIX K [aB/ie-
HUIO YMaKOBOYHbIX IEHT (TEN/I0 U BNaXXHOCTb UK
TO/IbKO Ten/o)
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ISO 187

ASTM F 88/
F88M

ASTMF 1886/
F1886M

ASTMF 1929

ASTM F 3039

ASTM F 2096

ASTMF 1980

DIN 58953-6
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for forming, sealing and assembling pro-
cesses

Paper, board and pulps - Standard atmos-
phere for conditioning and testing and proce-
dure for monitoring the atmosphere and con-
ditioning of samples

Standard test method for seal strength of flex-
ible barrier materials

Standard Test Method for Determining Integ-
rity of Seals for Medical Packaging by Visual
Inspection

Standard Test Method for Detecting Seal
Leaks in Porous Medical Packaging by Dye
Penetration

Standard Test Method for Detecting Seal
Leaks in Non Porous Medical Packaging by
Dye Penetration

Standard Test Method for Detecting Gross
Leaks in Packaging by Internal Pressuriza-
tion (Bubble Test)

Standard guide for accelerated aging of ster-
ile barrier systems for medical devices
Microbial barrier testing of packaging mate-
rials for medical devices which are to be ster-
ilized



FTOCTPNCO 14644-1-
2017

FTOCTPNCO 14644-2-
2020

FTOCTPUNCO 14644-3-
2020

FTOCTPUCO 14644-4-

2002

UNIENV 1631

GMP

MOCT MCO 14698-1-
2005

FOCT UCO 14698-2-
2005

NF EN 980

Unctble nomeLLeHns U cBsi3aHHbIE C HAMU KOH-
Tponupyemble cpeapl. Yacte 1. Knaccugpukauyms
YMCTOTbI BO3AYyXa MO KOHLEHTpaLun 4yacTumy,

Unctble NOMELLEHUS U CBA3AHHbIE C HUMWU KOH-
Tponupyemble cpeapl. YacTb 2. TekyLwmidi KOH-
TPO/b ANS MOATBEPXAEHUA MOCTOAHHOrO COOT-
BETCTBMA YNCTOTbI BO3AYXa NO KOHLEHTpauun ya-

cTnL

UuncTble NoMeLweHNA 1 CBA3aHHble C HUMW KOH-
Tponmpyemble cpeapl. Yactb 3. MeTogbl UChbITa-

HUI

Unctble NMOMELLEHNA U CBA3aHHble C HUMU KOH-
Tponupyemeble cpefbl. YacTtb 4. NpoeKTupoBaHue,
CTPOUTENILCTBO W BBOZ B 3KCMN/yaTaluio
TeXHONOIMs YNCTbIX NOMELLEHWNIA - NPOEKTUPOBA-
HWe, CTPOUTENbCTBO W 3KCN/yaTaumus YUCTbIX Mo-
MELLLEHWI1 1N YCTPOMCTB OYUCTKN BO3AyXa.
Hapnexkallasa npon3BoACTBEHHAA NpaKTuKa - fle-
KapCTBeHHble MpenapaTbl ANS YeNOBEeYECKOro u
BETepMHapHOro NpMMeHeHus

Unctble NOMELLEHNS U CBA3AHHbIE C HAMW KOH-

Tponvpyemble  Cpeabl.

KOHTPO/JIb BUO3A-

MPSA3BHEHWIA. YacTb 1. O6LLme NPUHLMMbI U Me-

TOAb

UuncTble NomeLLeHns 1 cBs3aHHbIE C HAMWN KOH-

TPONUpyeMble  cpefpbl.

KOHTPO/JIb BUO3A-

FPASHEHWUI. YacTb 2. AHann3 faHHbIX 0 610-

3arpAasHeHnax

CrmMBO/IbI AN UCNOb30BaHNA B MapKMPOBKe Me-

OVNLUHCKNX U3AeNiA
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FED-STD-
101/4047

ISO 14644-1

ISO 14644-2

ISO 14644-3

ISO/FDIS 14644-4

UNIENV 1631

GMP

ISO 14698-1

ISO 14698-2

Pepn. 2/Rev. 2

Accelerated Aging of Pressure Sensitive
Packaging Tapes (Heat and Humidity, or
Heat Only)

Clean rooms and associated controlled envi-
ronments air cleanliness classification

Clean rooms and associated controlled envi-
ronments - Part 2: Specifications for testing
and monitoring to prove continued compli-
ance with 1SO 14644-1

Clean rooms and associated controlled envi-
ronments —Part 3: Test methods

Clean rooms and associated controlled envi-
ronments —Part 4: Design, construction and
start-up

Tecnologia delle camere sterili - progetta-
zione, costruzione e funzionamento delle
camere sterili e dei dispositivi di depurazione
dell’aria.

Good Manufacturing Practices - Medicinal
products for human and veterinary use

Clean Rooms and associated controlled envi-
ronments - Biocontamination control - Part
1: General principals and methods

Clean Rooms and associated controlled envi-
ronments - Biocontamination control - Part
2. Evaluation and interpretation of biocon-
tamination data



MOCTPUNCO 15223-1-
2020

21 CFR YacTb 801

MOCT ISO 11135-2017

MOCT I1SO  10993-7-
2016
NMOCT 1SO  11138-2-
2012

MOCT EN 556-1-2011

NoCT ISO  11137-1-
2011
MOCT 1SO  11137-2-
2011

CvMBO/bI, NPUMEHSEMbIE MPU  MapKUpOBaHUU
MeAVLMHCKNX U3AENNIA, Ha 3TUKEeTKax 1 B COMNpo-
BOAWUTENbHON AOKYMeHTaumm. Yactb 1. OCHOB-
Hble TpeboBaHus

YnpasneHne No KOHTPO/O 3a NpodyKTamMu u ne-
KapcTBaMu - MapkKupoBKa MeAULMHCKUX u3fe-
nuii Yactb 801

CTepunmsaums MeauUMHCKON NpoayKuun. ITun-
NneHokcug. TpeboBaHWA K paspaboTke, Bainia-
LWn 1 TEKYLLIeMY YynpaBieH1Io NPOLECCOM CTepu-
NN3aLMN MEAULMHCKIX U3AENni

N3genna wmepmumHckue. OueHka 6uonorunde-
CKOro [eiCTBUA MeAULMHCKNX U3Lennid. YacTb 7.
OcTaToyHoe cofep)kaHue 3TuneHoKcuga mnocne
cTepunusaunn

CTepunusaums MeauUMHCKON npofyKuun. buo-
nornyeckune vHAMkKatopbl. Yactb 2. buonormye-
CK/Me WHAMKATOpbl ANA CTepunn3aLmmM OKCUMAOM
3TnneHa

CTepununsaums MeAULUHCKNX 134ennin. Tpebosa-
HUA K MeJVLMHCKUM U3genvamM Kateropum “cre-
punbHble”. YacTb 1 TpeboBaHUs K MeAULUHCKAM
N34eNnaM, NoANeXallmMm PUHULLHON CTepunnsa-
umm

CTepunusayms MegnMUMHCKOW npoayKuun. Pagu-
aumoHHas ctepunmsaums. Yactb 1. TpeboBaHMA K
pa3paboTke, BaIM4AUMM N TEKYLLEMY KOHTPOSIHO
rnpoLiecca cTepuansaLum MeauLUHCKNX U3aeuii
CTepunmsaums MegULMHCKOW nNpoaykuun. Pagu-
alMOoHHas cTepuamsaums. YacTb 2.
YCTaHOBNEHWE CTEPUNU3YIOLLEN A03bI
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NF EN 980

ISO 15223-1

21 CFR 801

ISO 11135

ISO 10993-7

ISO 11138-2

UNI EN 556-1

ISO 11137-1

ISO 11137-2

Pen. 2/Rev. 2

Symbols for use in the labelling of medical
devices

Medical devices - Symbols to be used with
medical device labels, labelling and infor-
mation to be supplied

Food and Drug Administration - Medical
Devices Part 801 labelling

Sterilization of health care products - Eth-
ylene oxide " Part 1: Requirements for de-
velopment, validation and routine control of
a sterilization process for medical devices.
Biological evaluation of medical devices -
Part 7: Ethylene oxide sterilization residuals
Sterilization of health care products - Biolog-
ical indicator - Part 2: Biological indicators
for Ethylene oxide sterilization processes
Sterilization of medical devices - Require-
ments for medical devices to be designated
“Sterile” - Part 1. Requirements for termi-
nally sterilized medical devices

Sterilization of health care products - Radia-
tion - Part 1. Requirements for development,
validation and routine control of a steriliza-
tion process for medical devices.
Sterilization of health care products —Radia-
tion - Part 2: Establishing the sterilization
dose.



MoCT PNCO 11137-3-
2008

MOCT 1SO 11737-1-
2012
MOCT ISO 11737-2-
2011

MOCT P NCO 14630-
2017
OCT P NCO 21534-
2013

MOCT P UCO 21535-
2020

OCT P NCO 7206-1-
2005

FOCT P NCO 7206-2-
2013

FOCT PUCO 7206-10-
2005

CTepunusaums MeAULUHCKON npodykumun. Paau-
alMoHHasA cTepunmsaums. Yactb 3. PyKoBOACTBO
Mo Bornpocam LO3UMETPUMA

CTepunmsaums MeguUMHCKMX n3genuii. Mukpo-
6ronornyeckne metogpl. Yactb L OueHka rnony-
NALUUN MUKPOOPTaHNU3MOB Ha NPOAYKLNN
CTepunmsaums MeguUMHCKNX mn3genuii. Mukpo-
oronornyeckme Metoapl. Yactb 2. VicnbiTaHus Ha

CTEpPUNbHOCTb, MNPOBOAMMbIE TMpPY  BaMAaLmu
MPOLIECCOB CTEpPUAM3aLMM
IMnnaHTaTbl  XMPYPruyeckne  HeaKTMBHbIE.

O6Lume TpeboBaHUA

IMnnaHTaTbl XMpYpruyeckue HeakTusHble. VM-
nnaHTaTel ANa 3aMeHbl CycTaBOB. YacCTHble
Tpe6oBaHMA

ViMnnaHTaTbl XMpYpruyeckue HeaktusHble. VM-
nnaHTartbl 418 3aMeHbl CyCcTaBoB. CrieynanbHble
TpeboBaHUA K MMMNaHTaTtam [1s npoTe3vpoBa-
HMA Ta306e4pEHHOro cycTaBa

ViMnnaHTaTbl ANna Xupyprum. SHL0NPOTesbl Ta3o-
6efpeHHOro cycraBa YaCTUYHblE W TOTa/IbHbIE.
Uactb 1 Knaccugmkaumsa n 0603HaveHne pasmve-
pos

MiMnnaHTaTbl 4ns Xvpyprum. SHA0NPOTE3bI Ta30-
6efpeHHOro cycraBa 4YacTUYHble W TOTa/IbHbIE.
YacTb 2. CycTaBHble NMOBEPXHOCTU, N3rOTOB/EH-
Hble 13 METAINYECKUX, KepaMMUYecKuX 1 nonu-
MepHbIX MaTepuasos

MMnnaHTaTbl 4na Xupyprum. SHL0MPOTesbl Taso-
OelpeHHOro cycraBa YaCTU4YHble W TOTa/IbHbIE.
YacTb HO.OnpefeneHve cCONpoTUBIEHUA CTaTUYe-
CKOW Harpy3ke MOAY/bHbIX 6efjpeHHbIX F0I0BOK
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ISO 11137-3

ISO 11737-1

ISO 11737-2

UNI EN ISO 14630

ISO 21534

UNI EN ISO 21535

ISO 7206-1

ISO 7206-2

ISO 7206-10

Pep. 2/Rev. 2

Sterilization of health care products - Radia-
tion - Part 3: Guidance on dosimetric as-
pects.

Sterilization of medical devices —Microbio-
logical methods —Part 1. Determination of a
population of micro-organisms on products
Sterilization of medical devices —Microbio-
logical methods —Part 2: Tests of sterility
performed in the validation of a sterilization
process.

Non-active surgical
requirements
Non-active surgical implants - Joint replace-

ment implants - Particular requirements
Non-active surgical implants - Joint replace-
ment implants - Specific requirements for
hip - joint replacement implants

Implants for surgery - Partial and total hip
joint prostheses - Part 1 Classification and
designation of dimension.

Implants for surgery - Partial and total hip
joint prostheses - Part 2: Articulating sur-
faces made of metallic, ceramic and plastics
materials.

Implants for surgery —Partial and total hip-
joint prostheses —Part 10: Determination of
resistance to static load of modular femoral
heads

implants - General



FTOCTPUCO 14242-
1-2020

FTOCTPUCO 14242-2-
2020

FOCTPUCO 6474-1-

2014

ASTMF1044

ASTMF1147

ASTMF1160

ASTMF1854

ASTMF1978

PykoBoacTso FDA

MmnnaHTatbl gna xupyprun. MI3HOC TOTa/lbHbIX
9HA0MPOTE30B Ta300epeHHOro cycrasa. Yactb 1
MapameTpbl HAarpy>KeHns 1 nepemMeLLeHns ans uc-
MbITaTeNbHbIX MALUMH W YCNOBUSA OKpY>KatoLLei
cpeAb! Npu UCMbITaHUK

MmnnanTatbl gna xupypruun. VsHOC TOTaslbHbIX
3HA0MPOTE30B Ta306epeHHOro cycrasa. YacTb 2.
MeTogbl 3MepeHWit

VimnnaHTaTbl 4na Xxupyprun. Kepammyeckue ma-
Tepnanbl. Hactb 1. Kepamuyeckne matepuasibl Ha
OCHOBE OKCWJa a/IlOMUHUA BbICOKOW YNCTOTbI
CTaHAapTHbIA METOA UCMbITaHWS Ha CABUT Kaslb-
UMIA-thocthaTHOro MOKPLITUA N MeTaINYEeCKNX
MOKPbITUIA

CTaHfapTHbIA MeTOf, UCNbITaHWS Ha PacTsHKEHME
MOKPbLITUIA U3 (hocaTa Kanbums U MeTaninye-
CKMX MOKPbITUI

CTaHAapTHbIA MEeTOA, WCMbITaHUS Ha YCTasoCTb
npu caBure 1 n3rnbe Kanbumnin-hoctaTHbIX 1 Me-
Ta/ININYECKUX MEAULMUHCKUX MOKPLITUN
CTaHAapTHbIM MeTOf UCMbITaHUA 419 CTepeono-
FMYeCKOM OLEHKM MOPUCTOrO NOKPLITUSA Ha Meu-
LMHCKMX UMNiaHTaTax

CTaHAapTHbIA MeTOZ UCMbITaHUA 419 N3MepeHus
CTOWKOCTW K UCTUPAHUIO METa/IIMYECKMX NMOKPbI-
TUIA TEPMNYECKOTO Harbl/IEHUSA C MOMOLLbIO abpa-
3uBa Mabepa

PYKOBOZCTBO 719 NPOMbILLIEHHOCTY NO TECTUPO-
BaHUIO METa/INYECKNX MOKPbLITUIA, HAHOCUMbIX
nnasMeHHbIM Harbl/IEHWEM Ha OpTOMeAnyecKune
UMNNaHTaTbl, 419 NOALEPXKKM nepecMoTpa Tpe-
60BaHWI K NOCNENPOAAKHOMY Haa30py
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ISO 14242-1

ISO 14242-2

ISO 6474

ASTMF1044

ASTMF1147

ASTMF1160

ASTMF1854

ASTMF1978

Pepn. 2/Rev. 2

Implants for swgery - Wear of total hip-joint
prostheses - Part 1. Loading and displace-
ment parameters for wear-testing machines
and corresponding environmental conditions
for test

Implants for surgery - Wear of total hip-joint
prostheses - Part 2: Methods of measurement
Implants for surgery- Ceramic materials
based on high purity alumina

Standard Test Method for Shear Testing of
Calcium Phosphate Coating and Metallic
Coatings

Standard Test Method for Tensile Testing of
Calcium Phosphate Coatings and Metallic
Coatings

Standard Test Method for Shear and Bend-
ing Fatigue Testing of Calcium Phosphate
and Metallic Medical Coatings

Standard Test Method for Stereological Eval-
uation of Porous Coating on Medical Im-
plants

Standard Test Method for Measuring Abra-
sion Resistance of Metallic Thermal Spray
Coating by Using the Taber Abraser



ASTM F2503-13

ASTM F2052

F2182

F2213-06

ASTM F1580

ASTM F732

ASTM F746

CraHpapTHas npakTuKa MapKMPOBKM
MEeAVNLMHCKNX N38eNnnii n Apyrux npeameToB s
obecneyeHnss  6e30MacHOCTM B MarHUTHO-
Pe30HaHCHOW cpefe

CTaHAapTHbIA MeTOZ, UCNbITaHWUS ANS U3MEepPEeHMS
MarHUTHO-VHAYLMPOBAHHOW CU/bl CMELLEHNS Ha
MeANLMHCKNX YCTPOCTBAX B Cpefie MarHNUTHOro
pe3oHaHca

CTaHfapTHbIA MeTOA UCNbITaHWUSA ANA N3MEPEHNS
VHAYUMPOBAHHOIO PajmoYacToTon HarpeBa Ha
MacCMBHbIX UMMMAaHTaTax MAM B6GAM3M HUX BO
Bpems MarHUTHO-Pe30HaHCHOW ToMOorpagum
CTaHfapTHbIA METOA UCMbITaHUIA 419 N3MEPEHNS
MarHUTHO-UHAYLMPOBaHHOIO KpyTALLEro
MOMEHTa Ha MeAMLMHCKNX YCTPOMCTBAX B Cpese
MarHWTHOro pe3oHaHca

CraHfapTHas  crieyudukaums Ha  MOPOLUKU
TUTaHa ¥ cniaea TUTaH-6 atOMUHWIA-4 BaHa4uiA
A1 TOKPbLITUS XMPYPrYeCKUX UMNIAHTaTOB
CTaHAapTHbIA  MeTOf WCMbITaHUA Ha  W3HOC
MOMIMMEPHBbIX MaTepuasnoB, WCMOMb3yeMbIX B
npoTe3ax 06Lero cycraea

CTaHfapTHble  MEeTOAbI NCNbITaHNI Ha
MATTUHIOBYKD  WN  LWENeBYHD  KOPPO3MIO
MET/IINYECKMUX ~ MATEPUAsIOB  XMPYPrUYECKUX
MMNIaHTaToB
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Guidance for Industry on the Testing of Me-
tallic Plasma Sprayed Coatings on Orthopae-
dic Implants to Support Reconsideration of
Post-market Surveillance Requirements
Standard Practice for Marking Medical
Devices and Other Items for Safety in the
Magnetic Resonance Environment

Standard test method for measurement-of
magnetically induced displacement force on

medical devices in the magnetic resonance
environment

Standard test method for measurement of ra-
dio frequency induced heating on or near pas-
sive implants during magnetic resonance im-
aging

Standard test method for measmement of
magnetically induced torque on medical de-
vices in the magnetic resonance environment
Standard Specification for Titanium and
Titanium-6 Aluminium-4 Vanadium Alloy
Powders for Coatings of Surgical Implants
Standard Test Method for Wear Testing of
Polymeric Materials Used in Total Joint
Prostheses.

Standard Test Methods for Pitting or Crevice

Corrosion of Metallic Surgical Implant
Materials



14. TPEBOBAHUNA BEESONMACHOCTN N S®PEKTUBHOCTU M
14.1. MNpepynpexaeHuns

Ycnex onepaumu 3aBUCUT OT COGMOAEHNA NPeAoCcTaBEHHON onepaTuBHOW
npoLeaypbl U NPaBUIbLHOTO UCMO/b30BaHUA MPeLOCTaBNAEMbIX UHCTPYMEH-
TOB, CreyunabHO pa3paboTaHHbIX 418 4AHHOro TUna MMniaHTaTos. [Ans nod-
TBEPXAEHNA BbI6Opa pasMepoB M MPOBEPKM (DYHKLMOHAIbHOCTU CycTaBa
Heo6X0AMMO MCMO/b30BaTh UCMbITaTeIbHOE 060PYL0BaHNE.
MonnaTUneHoBbIE MMMNAHTaTbI Nepes onepauyen cneayet XpaHUTb HE MeHee
3 yacos npu Temnepatype 20°C (+/- 3°C). 3anpeLLaeTcs NOBTOPHAsA MMIMNaH-
Tauus KOMMNOHEHTOB Ta306epeHHOro npotesa. B TO BpeMs Kak MMniaHTat
MOXET Ka3aTbCA HEMoBPeXAeHHbIM, MOTyT BO3HUKHYTb MUKPOCKOMUYECKME
fedekTbl v geopmaumun, KOTopble MPUBELYT K HEMCMPaBHOCTW WUMIJIaH-
Tata. Ha 3TuKeTKe MOryT ObITb yKa3aHbl HEKOTOPbIE OrpaHuMYeHus; Xupypr
[OMKEH MPUHATL 3Ty MHPOPMaLMIO BO BHUMaHWe nepes MniaHTaumei.

CnepfytoLme ycnoBua MOTYT BbI3BaTb YPe3MEPHYHO Harpy3Ky Ha nopaXkeHHyo

KOHEYHOCTb, NoAgepras naumeHTa 60/bLLeMY PUCKY:

o OXvpeHue Unm N3BbITOYHbLIN BEC

* PyyHas paboTa

* IHTeHCMBHas CNOPTMBHAA LeATeNbHOCTb

*  BbICOKUIA YpOBEHb aKTUBHOCTM

* BepoatHocTb nageHus

e ANKOronusm uam HapKoMaHus

* [pyrve npenaTcTens, KOTOPbIE MOTYT MOCTaBUTb MOA Yrpo3y UCXOA one-
pauun

CneaytoLLue ycnoBus 3aTPyAHAOT UKCaLMI0 NPoTe3a KOMEHHOro CyCTaBa:

« [porpeccupyoLLuii 0CTEONOPO3 WM HEL0CTaTOK KOCTHOW TKaHW
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14. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
14.1. 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 ofthe joint.

Polyethylene implants should be stored for at least 3 hours at 20°C
(+/- 3 °C) before the operation. The components of a hip prosthesis
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 knee 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

ofthe implants challenging:

» Advanced osteoporosis or insufficient bone stock

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

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



* MeTabonunyeckvie HapyLleHUs WU CUCTEMHOE MeAMKaMeHTO3HOe feye-
HWe, NPUBOAALLME K MOCTENEHHOW NoTepe KOCTHOM MOAAEPXKU npoTesa
(Hanpumep, caxapHblii AuabeT, neyeHne cTepovgamu U T.4.)

 PaccesHHas Uy MecTHas UH(EKLUA B aHaMHe3e

e 3HauuTeslbHble Aehopmauun, NPenaTCTBYHOLWLME MPaBUIbHOW uKcaumm
WNn yCTaHOBKe NpoTesa

*  Onyxonu OnNopHbIX KOCTHBIX CTPYKTYP

* Annepruyeckue peakummn Ha MaTepuasbl NpoTe3a UAn LeMeHT

» TKaHeBas peakums Ha KOPPO3WIO MMMIaHTaTa Umn ero U3Hoc.

*  ®yHKUMOHaNbHasA HENPUIOLHOCTb APYrUX CYCTaBOB.

WmnnaHTaTbl 418 3HAONPOTE3KpOBaHWs Ta3obeapeHHOro cycrasa Mpact cne-

[yeT MCMo/b30BaTb TO/bKO B COYETAHUM C WHCTPYMEHTamy MpOu3BOLCTBA

Medacta, MCnonb3oBaHWe WHCTPYMEHTOB CTOPOHHUX MPOW3BOAMTENEN He

MpesyCcMOTPEHO.

14.2. 3aaBneHne oTHocuTelbHO MPT

MmnnaHTaTbl KOMNaHuy «Mepakta MiHTepHaymoHan C.A.» He 6bln
NpPOTeCTMPOBaHbI Ha HarpeBs, ABVXKEHWE UK OnpefeneHne XapakTepucTuk
YC/IOBHOIO CcTaTtyca B cpefie MarHUTHOro pe3oHaHca. besonacHoCTb
MMNnaHTaToB B cpefe MPT HensBecTHa, ¥ CKaHMpPOBaHWE NaLneHToB, y
KOTOpPbIX YCTaHOB/IEH UMM/IAHTAT, MOXET NPUBECTU K TPaBMaMm.

15. TH®OPMALVA O IEKAPCTBEHHbIX TMPEMAPATAX U (UNIN)
PAPMALEBTUNYHECKUX CYBCTAHUNAX B COCTABE MU

He npuMeHMMO - fleKapCTBEHHble mpenapaTbl U  (hapMaueBTUYECKME
cyb6CTaHUMM B COCTaB  MeAWLUMHCKOro  m3genus  WmnnaHTaTtbl s
3H[I0NPOTE3MPOBaHMS Ta306eApPeHHOro cyctaBa Mpact He BXOAST U He
MPUMEHSNCL NPY NPOV3BO/CTBE.
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» 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.

The Mpact component system Implants for hip arthroplasty Mpact

should only be used in conjunction with Medacta instruments, not
third party instruments.

14.2. MR1 statement

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.

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

Not applicable - medical device Implants for hip arthroplasty Mpact
does not contain any pharmaceutical drugs or pharmaceutical
substances and these substances were not used in manufacturing
process of this medical device.
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16. OIMCAHHUE METO/JIA CTEPHJIM3AIINN

Hponykuua MNOCTABJICTCA B  CTCPHJIBHOM
HCIIOJIb30BAHHEM 3THJICHOKCHIA HITH palHALIHH.

Buge. Crepuimnsaumus ¢

[lpouecc cTepunu3alM¥ TNPUTOAEH U CTEPHIH3ALMH KOMIIOHEHTOB Ha
YPOBHE rapaHTHpoBaHHOM crepunbHocTH 10-6 (SAL). Bamupanus Obuia
nposesieHa B COOTBETCTBHM co crangaptoM EN ISO 11135:2014 ¢
ucnonb3oBaHueM «KOHCepBAaTMBHOIO OIpejesIeHHs CMEPTHOCTH B Ipolecce
CTEPHIIN3ALMH — H3OBITOYHOrO MMOIX0RAN.

16. 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 107 as required by EN ISO 11135: 2014.

17. BAJIMJALIMS MPOLIECCA YIIAKOBKH (ECJIM MU NNIOCTAB-
JIMETCA B CTEPHJIbHOM BH/JIE)

CrepunbHas yNakoBKa BaJlHAMpPOBaHa Ha COXpaHEHHE O€30MacCHOCTH H
crepuabHocth MM npH  TpaHCMOPTHpOBKE M XpPaHEHHM [0 KOHLA
YCTaHOBJIEHHOTO CPOKa TOJIHOCTH.

17. PACKAGING PROCESS VALIDATION (IF MD IS SUP-
PLIED STERILE)

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

18. HHOOPMAIMUSA O NNPOLUECCE ITPOEKTHPOBAHHMS, PA3PA-
BOTKE H BAJILJAIIMHA TIPOTPAMMHOI'O OBECITEYEHHA, UC-
NOJIb3YEMOI'O B MH

He npumennmo

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

Non-applicable
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19. TPEBOBAHNA K TEXHUWYECKOMY OBCNYXWBAHWNKO N PE-
MOHTY MU

He npnmeHnmo

20. NTH®OPMALMNA Ob YOANEHUN N N3BNEYEHUW MMTTAH-
TATOB

Ecnn Heo6xoaMMOo yannTb BKNaAbllW K3 Yalikm Mpact, Mbl peKOMeHAYeM uc-
MoNb30BaTb METOA BUHTA KOCTHOIO:

- HaiiguTe cBepno 3,2 MM 1 NPOCBEPANTE OTBEPCTME B KyMnose BKNaabnna, us-
Geras 06/1aCTV OTBEPCTMWIA B YalLLKe.

- \cnonb3yiiTe BUHT ry6yaTblii KOCTHbIV 1 BCTaBbTe ero B 0TBepcTue. BBogute
BUHT PYKOW A0 TeX Nop, NOKa BKNafplll He 6yAeT U3BMEYEH U3 YalLIKK.
BHVUMAHWE

Mpy M3BNeYeHMN BKNafblla cobnofaniTe 0CTOPOXHOCTb, YTOObI He MoBpe-
ONTb KOHYCHYIO 06/1aCTb YallKN WY ee CTOMOPHbIN MeXaHU3M.

Punc.37 ¥ ganeHune sknagpnna /
WHcTpymeHTbl Mpact MoryT 6bITb UCMONb30BaHbI 415 YAANEHNS BEPTAY>KHOM
YaLLKN 1 BUHTOB.
[ns ynaneHus BUHTOB M3 KOCTWM MOXHO MCMO/b30BaTb PYKOSITKY C XparoBbIM
MeXaHU3MOM BMeCTe C OTBepPTKOM N5 OTKPYUMBAHWS.
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19. REQUIREMENTS FOR TECHNICAL SUPPORT AND
REPAIR OF MD

Not applicable

20. INFORMATION ABOUT IMPLANT REMOVAL AND
EXTRACTION

Ifa liner must be removed from the Mpact 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.

WARNING
While removing the liner, take care to avoid damaging the shell taper

or its locking mechanism.

"ig 37. Liner removal

The Mpact 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.
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21. YCNOBUA TPAHCINOPTUPOBKU N XPAHEHWHA 21. CONDITIONS OF TRANSPORTATION AND STORAGE

YNaKoBKM [JO/MKHbI XPaHUTLCA B MPOXIaHOM, CyXOM MecTe, BAanm oT con- The packages must be stored in a cool, dry place, away from sunlight.
HEYHOro CBeTa.

Table 6. Transportation conditions:

Tabnuua 6. Ycnosus TpaHCNOPTUPOBKU: Designation
Temperature -29 °Cto +60 °C
HaumeHoBaHue AvianasoH Relative humidity 30 % to 85 %
Temnepatypa Ot -29 °C po +60 °C Barometric pressure No special conditions
OTHOCUTENbHAA BNaXKHOCTb OT130 % 1o 85 %
ATMOChepHOe JaBneHune HeT cneuuanbHbIX TpeboBaHWiA Table 7. Storage conditions:
Designation Range
Tabnuua 7. YCnoBus XpaHeHus: Temperature -29 °C to +60 °C
HalMeHOBaHMe [anasoH Relative humidity 30 % to _85 % N
Barometric pressure No special conditions
Temneparypa Ot -29 °C go +60 °C
OTHOCUTENbHAA BNaXXHOCTb Ot 30 % p0 85 %
ATMOC(epHoe faBneHue HeT cneunanbHbIX Tpe6oBaHWiA
22. TIOPALOK N YCNOBUNA YTUNN3ALUW NTN YHNUTOXXE- 22. MD DISPOSAL RULES AND CONDITIONS
HUA M

The product belongs to class B of the classification of medical waste.
3penne oTHOCKTCA K Knaccy b B cOOTBETCTBUM C Knaccudmnkaumen meamumnt-  After last use the product and its package must be disposed of in
CKMX 0TX0f0B. ocne nocnegHero MCnoib3oBaHMS M3Menve 1 ero ynakosky accordance with documented procedures for manufacturer and state
HeobX0AMMO YTU/IM3NPOBATL B COOTBETCTBMU C LOKYMEHTMPOBAHHBLIMM NPO-  requirements.

LieaypaMun Ans Npou3BOANTENS N TOCYLAPCTBEHHLIMU TPE6OBAHUAMMN. Uncontaminated packaging is recycled as household waste.
He3arpsasHeHHas ynakoBKa rnepepadartbiBaeTCsi Kak 6bITOBbIE OTXOAbI.

72

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



Pepn. 2/Rev. 2

23. TAPAHTNA N PEKJTAMALUNA 23. WARRANTY

MpounsBoanTeNnb NOATBEPXKAAET COONIOAEHME BCeX 06s13aTe/bHbIX MOKanbHbIX  Manufacturer confirms the compliance with all mandatory local
TpeboBaHWI K U3AeNNI0 U rapaHTUMHBIM 06513aTe/IbcTBaM. ITO BK/OYaeT, HO  product liability and warranty obligations. This includes but is not
HE OrpaHM4YMBAETCS, YCTAHOB/IEHHYH OTBETCTBEHHOCTb M rapaHTUiiHble 065- limited to the mandatory liability and warranty obligations under the
3aTeNbCTBa B COOTBETCTBMM C 3aKOHO1aTeIbCTBOM 06 OTBETCTBEHHOCTM 3a Ka-  product liability act applicable at local level.

4ecTBO U3LEeNNIA, MPUMEHUMOM Ha SIOKa/IbHOM YPOBHE.

Lienecoo6pa3HOCTb MCMOMb30BaHMS AaHHOTO MeAMLMHCKOro n3genusa ana ka-  Suitability for use of this medical device for any particular surgical

KOR-1M60 KOHKPETHOM XUPYPryeckoi npoLeaypbl AOMKHA ONpeaensTbes procedure should be determined by the user in conformance with the
nosib3oBaTesieM B COOTBETCTBMU C MHCTPYKLUMAMW MO 3KCnyaTaunn npons- manufacturer’s instructions for use.
BOAMWTENS.

24. HAUMEHOBAHWE W FOPUANYECKUNIA AQPEC NMPON3BOAN- 24. NAME AND LEGAL ADDRESS OF MANUFACTURER
TENA M N YNONTHOMOYEHHOIO MNMPEACTABUTENA MPON3- AND AUTHORIZED REPRESENTATIVE IN RUSSIAN

BOANTENA BPOCCUNA FEDERATION
PA3PABOTUUK: DEVELOPER:
Medacta International S.A. (Megakrta HTepHaumoHan C.A.) MEDACTA INTERNATIONAL S.A.
Crtpaga PepxuHa CH-6874 Kactenb C. MNbeTpo, LLBeiuapus Strada Regina CH-6874 Castel San Pietro, Switzerland
+41 (91)696 60 60 +41 (91)696 60 60
+41 (91)696 60 66 +41 (91)696 60 66
info(a).medacta.ch infofa),medacta.ch
NMPOVN3BOONTE/b: MANUFACTURER:
Medacta International S.A. (MegakTa NHTepHaumnoHan C.A.) MEDACTA INTERNATIONAL S.A.
Ctpapga PempxkmHa CH-6874 Kactenb C. MNbeTpo, LUBeiuapus Strada Regina CH-6874 Castel San Pietro, Switzerland
+41 (91)696 60 60 +41 (91)696 60 60
+41 (91)696 60 66 +41 (91)696 60 66
info(2),medacta.ch infof2),medacta.ch
MECTO MNMPOV3BOACTBA: PLACE OF PRODUCTION:
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Medacta International S.A. (Menakra Uutepnaumonan C.A.) MEDACTA INTERNATIONAL S.A.
Crpana Penxuna Strada Regina

CH-6874 Kacrens C. [Iberpo CH-6874 Castel San Pietro
UIsefinapus Switzerland

Medacta International S.A. (Menakta Uutepraunonan C.A.) MEDACTA INTERNATIONAL S.A.
Bua Anna Pocca Via Alla Rossa

CH-6862 Pankare CH-6862 Rancate

[Isetniapus Switzerland

YNOJHOMOYEHHOH NMPEACTABUTEJIb NMPOU3BOJAMUTEISA B | AUTHORIZED REPRESENTATIVE OF THE

POCCHM: MANUFACTURER IN RUSSIA:
O6uiecTBO ¢ OrpaHMyeHHOM oTBeTcTBeHHOCTEIO «CneunanusupoBannbiii | LLC SPECIALIZED CENTER FOR MEDICAL PROIJECTS
HeHTp MeaHIMHCKHX npoekToB (000 «CLIMIT») 115114, Moscow, ext. ter. Danilovsky municipal district, emb.
115114, r. MockBa, BH. Tep. I. MyHHUHMNAIbHBIHA okpyr JlanunoBckuii, Hab. | Derbenevskaya, 7 building 16, room 4
Hepbenenckas, a. 7. c. 16, nom. 4 +7(495)181 75 05
+7(495)181 75 05 contact@regmt.ru
contact@regmt.ru
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IMPRJIOXKEHHE / ATTACHMENT

Texnmueckue xapakrepucTrkid MH / Technical characteristics of MD
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TexHnyeckme xapaktepnctukn MW / Technical characteristics of MD

o

Puc.1 MmnnaHtatel Mpact Bknagbll KepaMuyeckuii guameTpom 28/A, Bkiagbnu KepaMmuyeckuii guameTpom 28/B, Bknaabnu kepammuyeckuin guametpom 28/C,
Bknagplll Kepamuyecknin avametpom 28/D, Bknagbnu Kepammnyeckuini gnametpoM 28/E, BKnadblll Kepammyeckuin auametpoMm 28/F, BKnafblll KepaMUYeCKuUin
Anametpom 28/G, Bknagpill Kepamuyeckuii gnametpom 32/C, Bknagpiw kepamuyeckuii guametpom 32/D, Bknagblll Kepamuyeckuii gnametpom 32/E, BKnagpiLu
Kepamuyeckuii amametpom 32/F, BKnagpil Kepammnyeckuii gnametpom 32/G, Bknagpill Kepammueckuii guametpom 36/E, BKnaapill KepamMUYecKnin AnameTpom
36/F, Bknagpllw Kepamuyeckuin anametpom 36/G, Bknagsnu kepammyeckuii guametpom 40/F, BKnagbilw kepamuyeckuii guaveTtpom 40/G

Fig.l Implants Mpact Ceramic Liner 028/A, Ceramic Liner 028/B, Ceramic Liner 028/C, Ceramic Liner 028/D, Ceramic Liner 028/E, Ceramic Liner 028/F,
Ceramic Liner 028/G, Ceramic Liner 032/C, Ceramic Liner 032/D, Ceramic Liner 032/E, Ceramic Liner 032/F, Ceramic Liner 032/G, Ceramic Liner 036/E,

Ceramic Liner 036/F, Ceramic Liner 036/G, Ceramic Liner 040/F, Ceramic Liner 040/G

Tabnmua 1. TexHuueckue xapaktepucTuky / Table 1 Technical characteristics
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HavmeHoBaHue
n3genus

Name of MD
BknagbIll Kepa-
MWUYECKUIA  Ona-
meTpom 28/A
Ceramic  Liner
028/A

Bknagpbiw Kepa-
MUYECKNA  Mna-
meTpom 28/B
Ceramic  Liner
028/B

Bknagpilw Kepa-
MWYECKUA  auna-
meTpom 28/C
Ceramic  Liner
028/C

Bknagplw Kepa-
MUYECKNA  AMna-
meTpom 28/D
Ceramic  Liner
028/D

Peg. 2/Rgv. 2

TexHNYecKme XapakTepuUcTuKn nsgenms

Technical characteristics of MD

[vameTp BHewHel yacT umnnadTata DI ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 19+0.25
[vameTp BHYTpeHHel YacTh umnnadTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 28" ®+o®@
Bbicota umnnanTara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 34.574+0.025

Bbicota nmnnaHtata H2 ¢ gonyckamm (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTtocTb Ra umnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 23.60+L 18

[vameTp BHelwHen yactn umnnadtata DI ¢ gonyckamu (Mm) / Outer part diameter DI of the implant with tolerances (mm): 19+0.25
[nameTp BHYTpeHHei YacTi nvmnnadtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 28*®&“o®
Bobicota umnnantata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 36.407+0.025

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnaHtara © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTtocTb Ra umnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 1

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 23.60+1.18

[vameTp BHewwHe yacTn nmnnanTata DI ¢ gonyckamu (mm) / Outer part diameter DI of the implant with tolerances (mm): 19+0.25
[nameTp BHYTpeHHel YacT nmnnanTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 28" ®"“o@
Bbicota umnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 38.407+0.025

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnantara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTocTb Ra nmnnaHtarta (MkM) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 23.60+1.18

[vawveTp BHellHeln yacTn nmnnaHTata DI ¢ gonyckamu (Mm) / Outer part diameter DI of the implant with tolerances (mm): 2L50+0.25
[vameTp BHYTpeHHel YacTu nmnnaHtarta D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 28*®@a®
Bobicota umnnanTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 40.574+0.025

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnadtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTtocTb Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 23.60+1.18
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Bknagpiw Kepa-
MUYECKUIA  mna-
meTpom 28/E
Ceramic  Liner
028/E

Bknagpill Kepa-
MUYECKNIA  ana-
meTpom 28/F
Ceramic  Liner
028/F

Bknagbilw Kepa-
MWYECKUA  ana-
meTpom 28/G
Ceramic  Liner
028/G

Bknagbill Kepa-
MUYECKUIA  Oua-
meTpom 32/C
Ceramic  Liner
032/C

Bknagpiw Kepa-
MUYECKNA  ana-
meTpom 32/D

Pepn. 2/Rev. 2

[nameTp BHewHen vyacTn nmnnantata D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[vameTp BHyTpeHHen YacTn nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 28*@&\<).(2
Bbicota nmnnaHtata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 43.574+0.025

Bbicota nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnaHTata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBatocTb Ra umnnaHtata (MkM) / Roughness Ra ofthe implant (pm): < 1

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 23.60+£1.18

[nameTp BHelHeRn YacT nmnnaHTaTta D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[vameTp BHYTpeHHel YacTu umnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 28"@@\a®
Bbicota umnnaHTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 47.574+0.025

BbicoTta umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnaHtara 0 c¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTocTb Ra nmnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 23.60+1.18

[nameTp BHelwHeRn yacT nmnnaHtata D ie gonyckamn (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[nameTp BHyTpeHHeR YacT nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 ofthe implant with tolerances (mm): 2802
Bobicota umnnanTtata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 51.574+0.025

Bbicota mnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 15+0.2

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLlepoxoBatocTb Ra umnnaHtata (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass ofthe implant with tolerances (g): 23.60+1.18

[nameTp BHelHen YacT nmnnaHTata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 1940.25
[vameTp BHYTpeHHel YacT umnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 327@&"a®@
Bbicota umnnaHTarta HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 38.574+0.025

Bobicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 ofthe implant with tolerances (mm): 16+0.2

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBatocTb Ra umnnaHtarta (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTara ¢ gonyckamu (r) / Mass ofthe implant with tolerances (g): 63.60+3.18

[nameTp BHelHei YyacTn nmnnanTara D1 ¢ gonyckamun (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[nameTp BHYTpeHHeR YacTu nMnnaHTata D2 ¢ gonyckamum (Mm) / Inner part diameter D2 of the implant with tolerances (mm): ¥4
Bobicota umnnaHTarta HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 40.574+0.025

BobicoTa mmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 ofthe implant with tolerances (mm): 17+0.2
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Ceramic  Liner

032/D

Bknagpilw Kepa-
MUYECKUA  mna-
meTpom 32/E
Ceramic  Liner
032/E

Bknagbilw Kepa-
MUYECorii  Ana-
meTpom 32/F
Ceramic  Liner
032/F

Bknagpllw Kepa-
MUYECIOriA  Auna-
meTpom 32/G
Ceramic  Liner
032/G

Bknagpwi! kepa-
MUYECKUA  ana-
meTpom 36/E
Ceramic  Liner
036/E

Pepn. 2/Rev. 2

Yron nmnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTtocTb Ra nmnnaHtarta (MkM) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 63.60£3.18

[vameTp BHelLHel yacT umnnaHtata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[vameTp BHYTpeHHei YacTu nmnnadTara D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
Bobicota mnnadtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 43.574+0.025

Bbicota nmnnaHtata H2 ¢ gonyckamu (mm) / Height H2 ofthe implant with tolerances (mm): 17+0.2

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLlepoxoBaTocTb Ra nmnnaHTaTa (micm) / Roughness Ra of the implant (pm): < 1

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 63.60"3.18

[vameTp BHelHel YacTn nmnnanTata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[nameTp BHYTpeHHel Yacti umnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 40,02
Bobicota nmnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 47.574+0.025

Bbicota nmnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 17+0.2

Yron umnnaHtara 0 ¢ gonyckamu (® / Angle of the implant with tolerances (°): 18.967+0.042

LLlepoxosaTtocTe Ra umnnaHtata (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 63.60£3.18

[vameTp BHelwHel YacTn nmnnaHTara D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[vameTp BHYTpeHHel yacTv nmnnantata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
Bobicota nmnnantata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 51.574+0.025

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 17+0.2

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTtocTb Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (pm): < 1

Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 63.60+£3.18
[vameTp BHelHel yacT nmnnaHTata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[vaveTp BHYTpeHHei YacTu umnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): "
Bobicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 43.574+0.025

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 18+0.2

Yron nmnnantata 0 ¢ gonyckamu (°) / Angle ofthe implant with toleremces (°): 18.967+0.042

LLIepoxoBaTtocTb Ra nmnnaHtarta (Mkm) / Roughness Ra of the implant (pm): < 1

Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 83.60+4.18

+0.02

+0.02

0.07

+0.02

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



Bknagpiw Kepa-
MUYECKUA  Amna-
meTpom 36/F
Ceramic  Liner
036/F

Bknagplll Kepa-
MUYECKUIA  Ana-
meTpom 36/G
Ceramic  Liner
036/G

Bknagpiw Kepa-
MUYECKUA  ana-

meTpom 40/F
Ceramic  Liner
040/F

Bknagbill Kepa-
MWUYECKUA  Ona-

meTpom 40/G
Ceramic  Liner
040/G

Pen. 2/Rev. 2

[vameTp BHewHein yacTn nmnnaHtata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[vameTp BHYTpeHHel yacTn umnnaHTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 36™""“oar
Bobicota nmnnaHtata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 47.574+0.025

Bbicota nmnnaHTata H2 ¢ gonyckamun (Mm) / Height H2 ofthe implant with tolerances (mm): 18+0.2

Yron umnnanTata 0 ¢ gonyckamm (®/ Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBatocTb Ra nmnnaHTata (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 83.60+4.18

[nameTp BHelHein yacTn nmnnaHTata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 21.50+0.25
[nameTp BHYTpeHHel YacTn nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 ofthe implant with tolerances (mm): 36"®&\0.02
Bbicota umnnaHtata HI cgonyckamm (mm) / Height HI of the implant with tolerances (mm): 51.574+0.025

Bbicota umnnaHtara H2 ¢ gonyckamu (Mm) / Height H2 ofthe implant with tolerances (mm): 18+0.2

Yron umnnantara © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18.967+0.042

LLIepoxoBaTocTb Ra nmnnaHtara (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 83.60+4.18

[nameTp BHewwHein yactn nmnnadTara D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 20MY¥*\tod0
[nameTp BHyTpeHHeRn YacT nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 21.50+0.25
Bbicota umnnaHTata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 47.574+0.025

Bbicota umnnaHtara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 18+0.2

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (®): 18.967+0.042

LLlepoxoBatocTb Ra umnnaHTarta (micm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 123.60+6.18

[namveTp BHewHen yactn umnnadTata D1 ¢ gonyckamum (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 2L.50+0.25
[vameTp BHYTpeHHei YacT nmnnaHtaTa D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm): 40"®&"““+a.d0
Bobicota nmnnartata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 5L574+0.025
Bbicota umnnaHtata H2 ¢ gonyckamu (Mmm) / Height H2 of the implant with tolerances (mm): 18+0.2

Yron umnnaHtara © ¢ gonyckamu (® / Angie of the implant with tolerances (°): 18.967+0.042
LLIepoxosatocTb Ra umnnaHtarta (Mkm) / Roughness Ra of the implant (pm): < 1

Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 123.60+6.18
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A3IEPH3T MIPEKUNOBRE:
Hosmep mogemr: H=1.3 uu
Nototun Medacta H=1.3 um

Puc.2 UMmnasTaTte Mpact Yamka BepTinyxnad 6e3 oreepcruit auamerpoM 42, Yamka seprnyxHas 6e3 oreperuii quamerpoM 44, Yamka BepriayxHas 6e3 oTBep-
CTHil AHaMeTpoM 46, Hamka Bepriyxnas 6e3 oreepeTrit auamerpom 48, Yamka sepriryxuas 6e3 orseperuit muamerpom 50, Yamka pepriyxHasn 6e3 oTpepeTHi
7
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AnameTpom 52, Yalka BepTnyxxHas 6e3 oTBepcTuiA anameTpom 54, Yallika BEpPTAY>KHas 6e3 0TBepCTMil AnameTpom 56, Yallka BepTny)KHas 6e3 0TBEpCTUiA ana-
MeTpom 58, Yaluka BepTny>xHast 6e3 0TBepCTUin AnameTpom 60, Yallka BepTny>xHas 6e3 0TBEPCTMIN AgnameTpoM 62, Uallika BepTayXKHasi 6e3 0TBEPCTUIA AMaMETPOM
64, YallKa BepTny»Has 6e3 0TBEPCTMIN AnameTpom 66

Fig.2 Implants Mpact Acetabular shell 042 No-hole, Acetabular shell 044 No-hole, Acetabular shell 046 No-hole, Acetabular shell 048 No-hole, Acetabular shell
050 No-hole, Acetabular shell 052 No-hole, Acetabular shell 054 No-hole, Acetabular shell 056 No-hole, Acetabular shell 058 No-hole, Acetabular shell 060
No-hole, Acetabular shell 062 No-hole, Acetabular shell 064 No-hole, Acetabular shell 066 No-hole

Tabnuua 2. TexHnyeckune xapaktepucTnkm / Table 2. Technical characteristics

HanmeHoBaHWe n3genms TexHUYecKre XapaKTepucTUKN N3aenus

Name of MD Technical characteristics of MD

Yawka BepTny>xHas 6e3 otBepctuin  OuameTp umnnadtara D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 30.62"*"*o

AnameTpom 42 Onametp nmnnardTtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1430™/~0.05
OunameTp nmnnaHtata D3 ¢ gonyckamu (mm) / Diameter D3 of the implant with tolerances (mm):

Acetabular shell 042 No-hole Onamvetp nvmnnaHtata D4 ¢ gonyckamun (Mm) / Diameter D4 of the implant with tolerances (mm): 39.40"Y"adb

BbicoTa umnnaHTata HI ¢ gonyckamun (mm) / Height HI of the implant with tolerances (mm): 20.10*®@“adb
BbicoTa umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 6A6""Y0
BbicoTta umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 350'®
®acka a (mm) / Chamfer a (mm): 1x60°
Pe3bba X nog, 3arnywky suHToByto / Thread X for screw plug: M8xI .0
Yron umnnaHtara © ¢ gonyckamu (°) / Angle ofthe implant with tolerances (°): 18°55'0""® " ~so™
LLIepoxoBartocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 20.60+£1.03

Ualllka BepTnyXHast 6e3 otBepcTuii  [uameTtp umnnadtarta D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 30.62*" **o

AnameTpom 44 [OvameTp umnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 14.30"®"0.05
[OwnameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 35""®o
Acetabular shell 044 No-hole OvnameTtp nmnnaHtata D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 41.48"*" %05

Bobicota umnnaHtata HI ¢ gonyckamun (mm) / Height HI of the implant with tolerances (mm); 20.10™*“®b
Bbicota nmnnaHtata H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 6.46"®V0
Bbicota umnnaHtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant with tolerances (mm): 350'®*%
®acka a (Mm) / Chamfer a (mm): 1x60°

Pe3bba X nog, 3arnywky suHToByto / Thread X for screw plug: M8x 1.0

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle ofthe implant with tolerances (°): 18°55'0"" ®®.0»50'
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LLIepoxoBatocTb Ra umnnaHtata (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca nmnnaHTata ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 26.60+1 .33
Yalwka BepTny>kHad 6e3 oteepcTuin  [duameTp umnnaHtata D1 ¢ gonyckamum (Mm) / Diameter D1 of the implant with tolerances (mm): 32.62"®"o

[AnameTpom 46 Anamvetp nmnnadtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.30™ "*adb
OnamveTp nmnnaHtarta D3 ¢ gonyckamu (mm) / Diameter D3 of the implant with tolerances (mm): 37" ®o
Acetabular shell 046 No-hole OunameTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 4356"®-*%05

Bobicota umnnaHTata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 2030"®"“0.0b
Bbicota umnnaHTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 6.66"“¥o
Bobicota nmnnaHTarta H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 330"®
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X nog 3arnywky suHToBYt0 / Thread X for screw plug: M8xl.0
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55 A Ng 0"
LLIepoxoBaTocTb Ra nmnnaHtarta (MkM) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca umnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 28+1.4

Uawka BepTny)Has 6e3 oTBepctuii  [uametp mmnnaHtara D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 34.62"V'o

AnameTtpom 48 Anametp nmnnaHtara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1430"®"0(b
Onamvetp nmnnaHtara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 048 No-hole Ounametp nmnnaHTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 45.64'*-'%,05

Bbicota umnnaHtata HI cgonyckamm (mm) / Height HI ofthe implant with tolerances (mm): 21.30"+0.0s
BbicoTta mnnaHdtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm):
Bbicota umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.30"
®ackaa (Mm) / Chamfer a (mm): 1x60°
Pesbba X nopg 3arnyLuky suHToByto / Thread X for screw plug: M8xl .0
Yron umnnaHtata 0 c¢ gonyckamu (°) / Angle ofthe implant with tolerances (°): 18°55'0""M " -ax0'
LLlepoxoBatocTb Ra nmnnaHTaTta (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass ofthe implant with tolerances (g): 30.60£1.53

Ualwka BepTny>Has 6e3 oreepcTuii  [uameTtp umnnadtara D ie gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 36.29"%*""o

AnamveTtpom 50 [Ovametp nmnnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 ofthe implant with tolerances (mm): 15.42'~0.05
Onamvetp nvmnnaHtarta D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 050 No-hole Onamvetp nmnnarHtarta D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 47.72" *"\6

Bobicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.80*®"a®b
Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16"®"0

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



Pepn. 2/Rev. 2

BbicoTa mmnnaHTtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 350*** %%
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X nop 3arnyLwky suHToByto / Thread X for screw plug: M8xI.0
Yron nmnnaHTata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0” ®® -0's0”
LLIepoxoBaTtocTb Ra umnnaHtata (Mkm) / Roughness Ra ofthe implant (pm): 25 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 32+1.6

Yallka BepTnyHas 6e3 oTeepcTuii  [Avametp umnnaHTtarta D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 39.29" %

avameTpom 52 Anamvetp nmnnanTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 18.92""\-0.05
OnamveTp nmnnanTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 44" ™o
Acetabular shell 052 No-hole Onamvetp nvmnnaHtata D4 ¢ gonyckamn (Mm) / Diameter D4 of the implant with tolerances (mm): 49.80""%adb

Bobicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI ofthe implant with tolerances (mm): 22.80"® *“a(b
BbicoTa mmnnaHTata H2 ¢ gonyckamum (Mm) / Height H2 of the implant with tolerances (mm): 8.1
Bobicota umnnaHtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant with tolerances (mm): 3.50"\%
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X nog, 3arnywicy suHtoByto / Thread X for screw plug: M8xl .0
Yron umnnantara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0” “ *® -d50"
LLIepoxoBaTtocTb Ra mmnnaHTtata (MkM) / Roughness Ra ofthe implant (pm): 2.5 <Ra <6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 35.60+£1.78

Uallka BepT/y)Hass 6e3 otBepctuii [nameTp umnnadtata D1 ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 39.29"* "o

AnameTpom 54 OnamveTp nmnnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 18.92"° *a(b
Anamvetp nmnnantata D3 ¢ gonyckamu (MMm) / Diameter D3 of the implant with tolerances (mm): 44"
Acetabular shell 054 No-hole OunameTp umnnaHtara D4 ¢ gonyckamn (mm) / Diameter D4 of the implant with tolerances (mm): 51.88™ *%405

Bobicota umnnaHTtata HI ¢ gonyckamun (Mmm) / Height HI of the implant with tolerances (mm): 22.80"” *Madb
Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 8.16'®vo
Bobicota nmnnartata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 330"
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X nog, 3arnywky suHToBYyt0 / Thread X for screw plug: M8xI.0
Yron nmnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0" ®-050'
LLIepoxoBaTocTb Ra mmnnaHTtata (MkM) / Roughness Ra of the implant (pm): 25 < Ra<6
Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 42+2.1
Yawka BepTnyxHas 6e3 ortsepcTuii  [mameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 43.29"*" "o
[MaMeTpoM 56 Onamvetp nmnnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.93“Va(b
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OnamveTp nmnnardtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 48"“YY\o
Acetabular shell 056 No-hole Onamvetp nvmnnantata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 53.96"® *%0s

Bobicota umnnaHtata HI ¢ gonyckamn (mm) / Height HI of the implant with tolerances (mm): 24.80"®“0b

BbicoTta umnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 10l6"®®"0

dackaa (Mm) / Chamfer a (mm): 1x60°

Pe3bba X nop 3arnywky suHToBYt0 / Thread X for screw plug: M8xl.0

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"*°®" -0"s0"

LLIepoxoBatocTb Ra nmnnaHtarta (Mkm) / Roughness Ra ofthe implant (pm): 2.5 <Ra<i5 .., —

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 50£2.5 “ “ -
Uallka BepTnyxxHad 6e3 oTtBepcTui [Ouametp umnnaHTtata D1 c gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 4329*®vo

LnameTpom 58 AnamveTp nmnnantata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 153" ®"pb
Ounametp umnnaHTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 48" ®®0
Acetabular shell 058 No-hole OnamveTp nmnnadtata D4 ¢ gonyckamun (Mm) / Diameter D4 of the implant with tolerances (mm): 55.80"®"%05

Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80"® "Madb
Bobicota mnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16"®
Bbicota nmnnaHTtata H3 ¢ gonyckamun (mm) / Height H3 of the implant with tolerances (mm): 3.50*"
®ackaa (mm) / Chamfer a (mm): 1x60°
Pe3bba X nop 3arnywky suHtoByto / Thread X for screw plug: M8xI .0
Yron nmnnaHtata 0 c¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"®"®®.0050 ©
LLIepoxoBartocTb Ra nmnnaHtarta (Mkm) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 60.60+3.03

Ualwka BepTny>xHas 6e3 oTBepcTuin  Ouametp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29™"

AmameTpom 60 AnamveTp nmnnardtata D2 ¢ gonyckamun (Mm) / Diameter D2 of the implant with tolerances (mm): 19.93"-*"0.05
Ovametp nvmnnadTara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52"&"o
Acetabular shell 060 No-hole Ovametp nmnnanTata D4 ¢ gonyckamun (Mm) / Diameter D4 of the implant with tolerances (mm): 57.80"® *®adb

Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80"® ™0.06
Bbicota nmnnanTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16"®®0
Bbicota umnnaHTtata H3 ¢ gonyckamun (mm) / Height H3 of the implant with tolerances (mm): 3.50™
®ackaa (Mm) / Chamfer a (mm): 1x60°

Pe3bba X nog 3arnywky suHtoByto / Thread X for screw plug: MSxI.O
Yron umnnaHtarta 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°550"®"® ®-350"
LLIepoxoBaToCcTb Ra MmniaHTata (micm) / Roughness Ra of the implant (pm): 2.5 <Ra <6
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Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 64.60+3.23
Uawka BepTnyHas 6e3 oTteepcTuii  [vametp umnnaHtata D1 ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 47.29"\%g

AnameTpom 62 Ovametp nmnnaHtata D2 ¢ gonyckamu (mm) / Diameter D2 of the implant with tolerances (mm): 19.93"*-0.05
Onametp nmnnanTara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52”“¥\o
Acetabular shell 062 No-hole Onametp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 59.80"® **-0b

Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80"V+0,05
Bbicota nmnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 10.16"®Vo
Bbicota nmnnaHtata H3 ¢ gonyckamn (Mm) / Height H3 of the implant with tolerances (mm):
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X nog 3arnywky suHToByto / Thread X for screw plug: M8xl .0
Yron umnnantara © ¢ gonyckamu (°)/ Angle of the implant with tolerances (°): 18°55'0""® -050"
LLIepoxoBaTocTb Ra mmnnaHTaTa (micm) / Roughness Ra ofthe implant (pm): 25 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 79.60+3.98

Uallka BepTnyxHas 6e3 oteepcTuii  [AwuameTtp umnnaHntata DI ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 47.29""o

AnameTpom 64 [AvameTp nmnnarTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 19.93"®**acb
Onamvetp nmnnanTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 2®®0o
Acetabular shell 064 No-hole OunameTp umnnaHtara D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 61.80"® %05

Bobicota nmnnanTtata HI ¢ gonyckamu (mm) / Height HI ofthe implant with tolerances (mm): 24.80™"¥"\a(b
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16"®"0
Bbicota umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm):
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X nog 3arnywky suHtoByto / Thread X for screw plug: M8xI .0
Yron nmnnaHtata 0 ¢ gonyckamm (°) / Angle of the implant with tolerances (°): 18°55'0"°*"* -(rso'
LLlepoxoBaTocTb Ra nmnnaHTaTta (Mkm) / Roughness Ra of the implant (pm): 25 <Ra <6
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 85.60+4.28

Uallika BepTnyXHast 6e3 oteepctuii  [uametp umnnadtara DI ¢ gonyckamu (mm) / Diameter DI of the implant with tolerances (mm): 47.29"*o

AnameTpom 66 OvameTp nmnnanTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm); 19.93'®v“-0.05
[Onametp nmnnarntata D3 ¢ gonyckamu (Mm) / Diameter D3 ofthe implant with tolerances (mm): 52"®¥o
Acetabular shell 066 No-hole OnameTp nmnnaHtata D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 63.80""*"acb

Bobicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm); 24.80™*adb
BbicoTa umnnaHTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16""®o
Bbicota nmnnanTtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant with tolerances (mm): 3.50\""%
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(acka o (MM) / Chamfer a (mm): 1x60°

Pe3p6a X nox zarnymky suaToBYI0 / Thread X for screw plug: M8x1.0

Yron ummnantara © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55°0° 00" gogg-
[Ilepoxosatocts Ra umnnanTara (MxM) / Roughness Ra of the implant (um): 2.5 <Ra <6

Macca emMnuanTara ¢ gonyckams (r) / Mass of the implant with tolerances (g): 99.60+4.98

+0.2

A-A
5:1

Puc.3 UmnnanTar Mpact 3armymka BHHTOBaS /I JAIIKH

Fig.3 Implant Mpact Shell screw plug

Huametp nMunanTata D1 ¢ gonyckamu (MM) / Diameter D1 of the implant with tolerances (mm): 9+0.1
Jluamerp uMmnantara D2 ¢ nomyckama (Mv) / Diameter D2 of the implant with tolerances (mm): 3.50*%%40.05
Buicora nmnnasTata H1 ¢ somyckamua (Mm) / Height H1 of the implant with tolerances (mm): 3.5102,
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Bricora wmmnantata H2 ¢ nonmyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.50+0.10
3axoanas Packa umnnantara (MM) / Chamfer of the implant (mm): 0.3+0.15x30°

Pe3s6a ummnnanrara / Thread of the implant: M8x1.0

IllepoxoBarocTs Ra (MkmM) / Roughness Ra (um): 1.6

Macca uMiuianTaTa ¢ aonyckami (r) / Mass of the implant with tolerances (g): 5£0.25
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NE
-

Aororun Medacta H=1.3 v

Nasepnan MAPKMPOBIAA:
Pasaep vauwixu: H=1,3 v
Houep naprias: Ha1.3 um
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Puc.4 MmnnaHTtaTbl Mpact Yaluka BepTny»Hast C ABONHbIM OTBEPCTUEM AvamMeTpoM 42, Yallka BepTNYy>KHas C ABOMHbIM OTBEPCTUEM AnameTpoM 44, Yallka BepT-
NY>XXHasi ¢ ABOMHbIM OTBEPCTMEM AMaMeTPOM 46, Uallika BepTy>KHas ¢ ABOMHbIM OTBEPCTUEM AnamMeTpom 48, Hallka BepT/y»XKHas ¢ BOVHbIM OTBEPCTUEM AMameT-
pom 50, YaluKa BepTiy)KHas ¢ ABOMHbIM OTBEPCTUEM AMaMETPOM 52, Yallka BepTy>KHas € ABOVHbIM OTBEPCTUEM AMamMeTPOM 54, Yallka BepTiyXHas C ABOMHbIM
OTBEPCTMEM AMaMeTpoM 56, Yalluka BepTNy>XHas C ABOMHbIM OTBEPCTMEM AMameTpoMm 58, Yalluka BepTNyXKHas C ABOWHbLIM OTBEPCTUEM AvameTpoM 60, Yalika
BEPTNYXXHas C [ABOVWHbIM OTBEPCTMEM AMaMeTPoM 62, Hallka BepTnyXHas ¢ ABONHbLIM OTBEPCTMEM AMaMeTpoM 64, Hallka BepT/y)KHas C [ABOVHbIM OTBEPCTUEM
LMameTpom 66

Fig.4 Implants Mpact Acetabular shell 042 Two-holes, Acetabular shell 044 Two-holes, Acetabular shell 046 Two-holes, Acetabular shell 048 Two-holes, Ace-
tabular shell 050 Two-holes, Acetabular shell 052 Two-holes, Acetabular shell 054 Two-holes, Acetabular shell 056 Two-holes, Acetabular shell 058 Two-holes,
Acetabular shell 060 Two-holes, Acetabular shell 062 Two-holes, Acetabular shell 064 Two-holes, Acetabular shell 066 Two-hole

Tabnumua 3. TexHuyeckmne xapaktepnctuku / Table 3. Technical characteristics

HaumeHoBaHue n3genuns TexHUYeCcKne XxapaKTepucTUKN N3Lenns

Name of MD Technical characteristics of MD

UallKa BepTNy)Has ¢ ABOMHbIM oT- [nameTp nmnnadtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 30.62""*0

BEPCTVEM AMamMeTpoM 42 [Ovametp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1430005
Onametp nmnnanTtata D3 ¢ gonyckamun (Mm) / Diameter D3 of the implant with tolerances (mm): 33Y*Vo

Acetabular shell 042 Two-holes OunameTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 32.40"V®0.05

OnameTp nmnnaHtata D5 ¢ gonyckamun (mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Boicota umnnaHtara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 20.10"®“to®b
BbicoTa nmnnaHTtata H2 ¢ gonyckamm (Mm) / Height H2 of the implant with tolerances (mm): 6A6"YYYYo
Bbicota nmnnanHTtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 350°'®
®acka a (Mm) / Chamfer a (mm): 1x60®
Pe3bba XI nog 3arnywky suHToByto / Thread X1 for screw plug: M8xI .0
Pe3bba X2 nopg BUHT / Thread X2 for screw: SR4.20M-"%.io
Yron umnnaHtata O ¢ gonyckamu (®/ Angle of the implant with tolerances (°): 18®55'0” "®" -0s0”
LLIepoxoBaTtocTb Ra umnnaHTata (Mkm) / Roughness Ra of the implant (pm): 25 <Ra <6
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 201

Yaluka BepTnyXxHas c fBoiiHbiM oT- [unametp nmnnantata D1 ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 30.62"V"o

BepCTVeM avamMeTpom 44 Ovametp nmnnadTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 14.30"®“ab
AnamveTp nmnnaHTara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 359
Acetabular shell 044 Two-holes OnamveTp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 41.48™* *%a5
OnameTp nvmnnadtata D5 ¢ gonyckamun (Mm) / Diameter D5 of the implant with tolerances (mm); 5.95+0.05
B
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Bobicota mmnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 2010"®/Y™+0.05

Bobicota umnnaHtara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm):

BbicoTa nmnnaHTtata H3 ¢ gonyckamu (Mmm) / Height H3 of the implant with tolerances (mm): 3.50"

dackaa (mm) / Chamfer a (mm): 1x60°

Pesbba XI nog 3arnywky suHToBYt0 / Thread XI for screw plug: MSxI.O

Pe3bba X2 nog BuHT / Thread X2 for screw: SRA.20"®" 0.0

Yron umnnantara © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"M®®"°50"

LLIepoxoBaTocTb Ra umnnaHtarta (Mkm) / Roughness Ra of the implant (4T): 25<Ra<6

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 20+1
Ualka BepTayXHas C [BOMHbIM OT- [duameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 32.62"°*"o

BEPCTMEM LMaMeTpoM 46 [nameTp nmnnadtata D2 ¢ gonyckamun (mm) / Diameter D2 of the implant with tolerances (mm): 15.30"® *0.6
Onamvetp nmnnadtata D3 ¢ gonyckamun (Mm) / Diameter D3 of the implant with tolerances (mm): 3"@®®&vo
Acetabular shell 046 Two-holes OnaveTp nmnnaHtata D4 ¢ gonyckamu (Mmm) / Diameter D4 of the implant with tolerances (mm): 43.56"® 0

[Ounawmetp nmnnanTara D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 20.30"®&v+0,0b
Bbicota umnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 6.66"®"'0
Bbicota umnnaHtata H3 ¢ gonyckamun (mm) / Height H3 of the implant with tolerances (mm): 3.50™%%
®ackaa (Mm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnywky suHToBYt / Thread X1 for screw plug: MSxI.O
Pe3bb6a X2 nopg BUHT / Thread X2 for screw: SR4.20"*°"%.io0
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"® ®®-050"
LLIepoxoBatocTb Ra umnnaHtata (Mkm) / Roughness Ra ofthe implant (4T): 2.5 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 25.60+1.28

Uallka BepTny>kHas C ABOWHbIM OT- [duameTp umnnaHtata D1c gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 34.62 °

BEpCTMeEM AuameTpom 48 [OvameTp umnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 14.30*®Y0.c6
Onametp nmnnantata D3 ¢ gonyckamn (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 048 Two-holes Onametp nmnnanTara D4 ¢ gonyckamu (Mv) / Diameter D4 of the implant with tolerances (mm): 45.64”" *%05

Ovametp nmnnadTara D5 ¢ gonyckamu (Mv) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHTata H1 ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 21.30"*/™, o,
BbicoTta umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 7.66"®®"%
BbicoTa umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50" %%
®acka a (Mm) / Chamfer a (mm): 1x60°
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Pesbba X nog 3arnywky suHToBYt0 / Thread XI for screw plug: MSxI.O
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20  %.io0
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0' ®-<{50"
LLIepoxoBaTtocTb Ra nmnnaHtarta (MKm) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 25.6Cbbl.28
Uallka BepTnyXHas ¢ [BoiHbIM oT- [uametp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 36.29

BEPCTUEM AnameTpoM 50 OnamveTp nmnnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.42°°*° .05
Onametp nmnnantata D3 ¢ gonyckamun (Mm) / Diameter D3 of the implant with tolerances (mm): 41°°*%o
Acetabular shell 050 Two-holes [vameTp umnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 47.72V*%405

[OnameTp nmnnaHtata D5 ¢ gonyckamu (Mm) / Diameter D5 ofthe implant with tolerances (mm): 5.95+0.05

Bobicota nmnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.80"®*ab

Bobicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm):

BbicoTa umnnaHTara H3 ¢ gonyckamum (Mm) / Height H3 of the implant with tolerances (mm): 3.50710

dacka a (Mm) / Chamfer a (mm): 1x60°

Pesbba X| nog 3arnywky suHToBY / Thread XI for screw plug: M8xl .0

Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20"®"%.i0

Yron umnnaHtata 0 ¢ gonyckamm (°) / Angle of the implant with tolerances (°): 18°55'0"'A"™ 050"

LLlepoxoBaTtocTb Ra nmnnaHTtata (Mkm) / Roughness Ra of the implant (pm): 25 <Ra< 6

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 45.60£2.28
Yalika BepTnyXHas C ABOMHbIM oT- [MameTp nmnnaHtata D ie gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 39.29"&*

BEPCTUEM ANamMeTPoOM 52 [Onamvetp nmnnadTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 18.92 "o
AnamveTp nmnnaHTara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 44"°
Acetabular shell 052 Two-holes OnamveTp nmnnaHTata D4 ¢ gonyckammn (Mm) / Diameter D4 of the implant with tolerances (mm): 49.80"%05

OnamveTp nmnnaHTarta D5 ¢ gonyckamu (mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Boicota nmnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): ""®%™adb
Bbicota nmnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm):

Bbicota nmnnaHtata H3 ¢ gonyckamu (mm) / Height H3 of the implant with tolerances (mm): 3.50 "
®acka a (Mm) / Chamfer a (mm): 1x60°

Pesbba XI| nog 3arnywky suHToByto / Thread X1 for screw plug: M8xI.0

Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20V"“"% io

Yron nmnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0” ™/ 050"
LLIepoxoBaTtocTb Ra umnnaHTata (MKm) / Roughness Ra of the implant (pm): 2.5 <Ra< 6
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Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 45.60ifc2.28
Uallka BepTiy)XHas ¢ ABOMHbIM OT- [OuameTp umnnantata DI ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 39.29\®"0

BepCTVEM AmameTpom 54 OnamveTp nmnnadtata D2 ¢ gonyckamun (Mm) / Diameter D2 of the implant with tolerances (mm): 1892"®™ o
Onamvetp nmnnantata D3 ¢ gonyckamun (mm) / Diameter D3 of the implant with tolerances (mm): 447
Acetabular shell 054 Two-holes Onamvetp nvnnartarta D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): "%0b

Onametp nmnnardtata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.80"® "+a(b
Bbicota nmnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.1
Bbicota nmnnaHtaTta H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm):
®acka a (Mm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnywky suHTOBYtO / Thread X1 for screw plug: M8x1.0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20"®%\ojo
Yron umnnanTtata © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"° " ° .0°50-
LLIepoxoBaTtocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnaHTara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 65.6Cbb3.28
Uallka BepTnyXHas € ABOViHbIM OT- [wuameTp mmnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 4329"®/\®ob

BEPCTMEM [MaMETPOM 56 Ovametp nmnnanTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1593005
Onamvetp nmnnanTtata D3 ¢ gonyckamn (Mm) / Diameter D3 of the implant with tolerances (mm): 48"®®o
Acetabular shell 056 Two-holes OnameTp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 53.96"®"%05

Onametp nmnnadtata D5 ¢ gonyckammn (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHtara HIl ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.80"*+0.08
Bobicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 10.16™ %
Bbicota nmnnanTtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50™
®acka a (Mm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnywky BuHToByto / Thread X1 for screw plug: M8xI.0
Pe3bba X2 nof BuHT / Thread X2 for screw: SR4.207"io
Yron umnnantara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0""® ®-00s0"
LLIepoxoBaTocTb Ra nmnnanTata (Mkm) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 65.60+3.28
Ualwka BepTny>Had ¢ ABOMHbIM OT- [uametp umnnaHtata D ie gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 43.29%
BepCTUeM AuameTpomM 58 OnameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.93 *“"\(06
Onametp nmnnarntata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 48*°°*:
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Acetabular shell 058 Two-holes OnamveTp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 55.80"V-*%05
Anametp nmnnaHTata D5 ¢ gonyckamu (MMm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota nmnnartata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80"®<\t0.0b
Bobicota nmnnartata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16"

BobicoTa nmnnaHTtata H3 ¢ gonyckamu (Mm) / Height H3 ofthe implant with tolerances (mm): 3300
dacka a (Mm) / Chamfer a (mm): 1x60°

Pe3bba X nop 3arnywky suHToBYH / Thread X1 for screw plug: M8xI.0
Pe3bba X2 nog BuHT / Thread X2 for screw: SRA.20"®"®0.i0
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"A*-d%0m
LLIepoxoBaTocTb Ra nmnnaHtarta (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra< 6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 85.60+4.28
Uallika BepTNY)KHas C [BOiHbIM oT- [unameTp umnnadtata D ie gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29v~0

BepCTUeM gmameTpom 60 OnamveTp nmnnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 19.93""-0.05
AnamveTp nmnnanTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52"®b
Acetabular shell 060 Two-holes AnamveTp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 57.80"®"%.05

OnamveTp nmnnaHtata D5 ¢ gonyckamun (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Boicota umnnanTara HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.80"®¥+0.05
BbicoTa umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16"®*%
Bbicota umnnaHTata H3 ¢ gonyckamun (Mm) / Height H3 of the implant with tolerances (mm): 3.50™
®acka a (Mm) / Chamfer a (mm): 1x60°
Pesbba X nog 3arnywky suHToBYt / Thread XI for screw plug: M8x1.0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20"®"%.io
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"®"® -050'
LLIepoxoBaTocTb Ra numnnaHTata (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 85.60+4.28

Yalka BepTNyXHas C 4BoiHbIM oT- Anametp umnnantata D ie gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 47.29"

BEPCTVEM AMamMeTPOM 62 Ovametp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1993*¥V~0.05
AnamveTp nmnnandtata D3 ¢ gonyckamu (M) / Diameter D3 of the implant with tolerances (mm): 22"'®&Wv
Acetabular shell 062 Two-holes OnamveTp nmnnadtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 59.80™ *%a5

[Ounametp nmnnaHtara D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnaHtata HI ¢ gonyckamu (mMm) / Height HI of the implant with tolerances (mm): 24.80"®"“0.05
Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 10.16" *®
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Bbicota umnnaHTarta H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 330™"Vo
®ackaa (mMm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnywky suHTOBYt0 / Thread X1 for screw plug: M8xI.0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20"®"*"\io
Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): gso’
LLIepoxoBatocTb Ra nmnnaHTata (Mkm) / Roughness Ra of the implant (4T): 25<Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 95.60+4.78
Yallka BepTayXHast ¢ ABOWHbIM OT- [uameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29

BepCTMEeM AnaMeTpom 64 OnaveTp nvmnnadTtata D2 ¢ gonyckamu(mm) / Diameter D2 of the implant with tolerances (mm): 19.93"® ’%.05
Onametp nmnnanTata D3 ¢ gonyckamu(mm) / Diameter D3 ofthe implant with tolerances (mm): 52"*®%o
Acetabular shell 064 Two-holes OnamveTp nvmnnaHtata D4 ¢ gonyckamu(mm) / Diameter D4 ofthe implant with tolerances (mm): 61.80"® %05

OnameTp nmnnaHtarta D5 ¢ gonyckamu(mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnanTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80"" *Mas
Bbicota nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16Y®'0
Bbicota umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50%
®ackaa (Mm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnywky suHToBYt0 / Thread X1 for screw plug: M8xl.0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20™**\qio
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0""®" -050"
LLIepoxoBaTtocTb Ra nmnnaHTaTa (micm) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 95.60+4.78

Ualuka BepTny)XHast C ABOMHbIM OT- [mameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29"™®o

BEpPCTMEM [MameTpOM 66 OnamveTp nmnnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 19.23'* "Moo
Ounametp nmnnaHtata D3 ¢ gonyckamu (mm) / Diameter D3 of the implant with tolerances (mm): 520
Acetabular shell 066 Two-holes OnameTp nmnnanTtata D4 ¢ gonyckamn (Mm) / Diameter D4 of the implant with tolerances (mm): 63.80" *0.06

Onametp nmnnaHtata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnaHTtata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 24.80"® ™+
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16*®%0
Bbicota umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50" "%
®ackaa (Mm) / Chamfer a (mm): 1x60°

Pesbb6a X| nop 3arnywky BuHToByto / Thread XI for screw plug: M8xI.0

Pe3bba X2 nopg BUHT / Thread X2 for screw: SR4.20"®"%.i0
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Yron umnnanTtara © ¢ nomyckame (°) / Angle of the implant with tolerances (°): 18°55°0" 00 _gugq-
IlfepoxoeatocTs Ra mvmianTara (MxM) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnanTara ¢ gomyckami (1) / Mass of the implant with tolerances (g): 105.60+5.28
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DS3Cpnsn MEPRNPOTKE:
Howmep mogeaw: H=13 mm
Norornn Medacks: H=1.3 uu

A~A
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D-D
2:1

Puc.5 ImnnaHTatbl Mpact Yallka BepTy>KHaa ¢ My/bTUOTBEPCTUEM AnaMETPOM 42, YalllKa BEPTNYXHasA C My/IbTUOTBEPCTMEM AnamMeTpoM 44, Yallika BepT/y>KHas
C MyNbTUOTBEPCTUEM AMAMETPOM 46, YalllKa BepTayXHaa C My/NbTUOTBEPCTMEM AMaMeTpoM 48, Yalllka BepTiy>KHaa ¢ My/bTUOTBepCTMEM AnameTpoM 50, Yaluka
BEPTNYXHas C My/IbTUOTBEPCTUEM AMaMETPOM 52, Yallika BepTayXHaa ¢ My/bTUOTBEPCTMEM AMaMeTpPoM 54, Yallika BepPTIy>KHasA ¢ My/IbTUOTBEPCTUEM ANAMETPOM
56, Yallka BepTny>KHad ¢ MybTUOTBEPCTNEM AMaMeTpoM 58, Uallika BepT/iy>KHad ¢ My/IbTUOTBEPCTMEM AnaMeTpoM 60, Yallka BepTayXHas ¢ My/IbTUOTBEPCTUEM
AnameTpom 62, Yalluka BepTay>KHaa ¢ My/IbTUOTBEPCTUEM ANaMeTpOM 64, Yallka BepTayXKHad ¢ My/IbTUOTBEPCTUEM AMAMETPOM 66, Yallka BEPTIYXXHas C My/lb-
TUOTBEPCTMEM AMaMETPOM 68, Yallika BepTayXHas ¢ My/nbTUOTBEPCTMEM AnameTpom 70, Yallka BepTNY>KHaA C My/bTUOTBEPCTUEM AMaMeTpoM 72, Yallika BepT-
NyXHas ¢ MynbTUOTBEPCTUEM AMaMETPOM 74, YallKa BepT/y>KHas C My/bTUOTBEPCTNEM AUAaMETPOM 76

Fig.5 Implants Mpact Acetabular shell 042 Multi-hole, Acetabular shell 044 Multi-hole, Acetabular shell 046 Multi-hole, Acetabular shell 048 Multi-hole, Ace-
tabular shell 050 Multi-hole, Acetabular shell 052 Multi-hole, Acetabular shell 054 Multi-hole, Acetabular shell 056 Multi-hole, Acetabular shell 058 Multi-hole,
Acetabular shell 060 Multi-hole, Acetabular shell 062 Multi-hole, Acetabular shell 064 Multi-hole, Acetabular shell 066 Multi-hole, Acetabular shell 068 Multi-
hole, Acetabular shell 070 Multi-hole, Acetabular shell 072 Multi-hole, Acetabular shell 074 Multi-hole, Acetabular shell 076 Multi-hole
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Tabnuua 4. TexHuueckme xapaktepucTukn / Table 4. Technical characteristics

HanmeHoBaHWe nsgenms TexHUYecKre XapaeTepucTuKn U3Lenms

Name of MD Technical characteristics of MD

Yallka BepT/ly)XKHas ¢ My/ibTnoTeep-  AuameTp umnnadtara D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 30.62"®0

CTVeM gnameTpom 42 AnameTp nmnnantata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 14.30"® **a®
Onametp nmnnaHtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 35

Acetabular shell 042 Multi-hole OnamveTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 39.407®+%,05

OnameTp nmnnaHtata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05

Boicota umnnaHTata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 20.10"“+0.05

Bobicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 6.46™®o

Bobicota umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm):

®ackaa (Mm) / Chamfer a (mm): 1x60°

Pesbba XI nog 3arnywky suHtoByto / Thread X1 for screw plug: MSxI.O

Pe3bba X2 nog BUHT / Thread X2 for screw: SRA20®/™*" .10

Yron nmnnanTata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"" "~ ¢f50"

LLIepoxoBaTocTb Ra mmnnaHtata (MkM) / Roughness Ra of the implant (uT): 25 <Ra<6

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 20+1
Yallika BepTiy>KHas ¢ MynbTUoTBEp-  [Auametp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 30.62” "0

CTVEM fnameTpom 44 OnamveTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 14.30"*-0,05
Onametp nmnnardtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 044 Multi-hole Ovametp nvmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 41.48 %05

Onametp nmnnaHtarta D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnarntata HI ¢ gonyckamun (mm) / Height HI of the implant with tolerances (mm): 20.10"* +a(b
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 6.46™\®0
BbicoTa mnnaHTaTta H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50%

dacka a (Mm) / Chamfer a (mm): 1x60°

Pesbba X1 nog sarnywky suHToByto / Thread X1 for screw plug: M8xl .0

Pe3bba X2 nofg BuUHT / Thread X2 for screw: SR4.20\®"%.io

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"® ®®-050”
LLlepoxosaTtocTb Ra nmnnaxTara (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 25+1.2
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UallKa BepTny>Hasi ¢ MynbTunoTeep- [uaveTp nmnnartara D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 32.6270%g

CTVEM JMamMeTpom 46 [Nvametp umnnavTarta D2 ¢ gonyckamu (Mm) / Diameter D2 ofthe implant with tolerances (mm): 15.30%4%%.05
Nuametp nvnnaHtata D3 ¢ gonyckamn (Mm) / Diameter D3 of the implant with tolerances (mm): 37+%%%
Acetabular shell 046 Multi-hole OunawveTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 43.56""%.05

OnamveTp nmnnaHTata D5 ¢ gonyckamu (Mmm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnaHtata HI ¢ gonyckamn (mm) / Height HI of the implant with tolerances (mm): 20.30"Y™0.0b
BbicoTa umnnanTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 666"®*0
Bbicota umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50""*%
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X1 nog sarnywky suHToByto / Thread X1 for screw plug: M8xI .0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20M\%.io0
Yron nmnnaHTata © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"*°® -0"s0"
LLIepoxoBaTocTb Ra nmnnaHTata (Mkm) / Roughness Ra ofthe implant (pm): 25 <Ra<6
Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 35.60+£1.78

UallKka BepTny>kHas ¢ MynbTuoTeep- [vametp nmnnadTarta D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 34.62*@®o

CTeM Avametpom 48 Ovametp nmnnanTara D2 ¢ gonyckamu (Mm) / Diameter D2 ofthe implant with tolerances (mm): 14.30"®"0.05
[Onametp nmnnaHtata D3 ¢ gonyckammn (Mm) / Diameter D3 of the implant with tolerances (mm): 3"®"o
Acetabular shell 048 Multi-hole OvameTtp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 45.64"® *%05

AnamveTp nmnnaHTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05

Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 21 .30™"+0.0s

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 7.66™ %o

Bbicota nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 ofthe implant with tolerances (mm): 3.50™%y

dacka a (Mm) / Chamfer a (mm): 1x60°

Pesbba XI| nog 3arnywky suHToBYt0 / Thread X1 for screw plug: M8xI.0

Pe3bba X2 nog BUHT / Thread X2 for screw: SR4.20"®®-0.i0

Yron nmnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"® ®®-d50"

LLIepoxoBaTocTb Ra nmnnaHtaTta (MKm) / Roughness Ra of the implant (pm): 2.5 <Ra<6

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 40+2
Yallika BepT/y>KHas ¢ MynbThoTBep- Anametp nmnnanTata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 36.29'®“o

CTMemM auameTtpom 50 [OvawveTp nmnnarTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.42*®"q(b
NuameTp umnnadTtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 41**%%
Acetabular shell 050 Multi-hole OvameTtp nmnnanTara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 47.727™" 5
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Onametp nmnnaHtarta D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHtara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.80"*“a®%
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16™ %
BbicoTta umnnaHTarta H3 ¢ gonyckammn (mm) / Height H3 of the implant with tolerances (mm): 3.50*®%
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X1 nog 3arnywky suHToByto / Thread XI for screw plug: M8x1.0
Pe3bba X2 nog BUHT / Thread X2 for screw: SR4.20%°° 10
Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0% = " o-s-o-
LLIepoxoBaTtocTb Ra mmnnaHTarta (Mkm) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 42+2.1

Yaluka BepTnyxxHasa ¢ MynbTnoteep- AuameTp nmnnadtata D1 ¢ gonyckamu(mm) / Diameter D1 of the implant with tolerances (mm): 39.29 "o

CTVeM AnaMeTpom 52 OvnawmeTp nmnnaHtata D2 ¢ gonyckamu(mm) / Diameter D2 of the implant with tolerances (mm): 18.92'* "o
Ovawvetp nmnnaHtarta D3 ¢ gonyckamu  (Mm) / Diameter D3of the implant with tolerances(mm): 44'®®o
Acetabular shell 052 Multi-hole Ounawmetp nmnnaHtata D4 ¢ gonyckamn  (Mm) / Diameter D4of the implant with tolerances(mm): 49.80*® "®ab

OunameTtp umnnaHtarta D5 ¢ gonyckamu  (mm) / Diameter D5of the implant with tolerances(mm): 5.95+0.05
Bbicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.80*® %005
BobicoTa nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16™ &b
Bobicota umnnaHTara H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 350*" '®
®ackaa (Mm) / Chamfer a (mm): 1x60°
Pe3bba X1 nog 3arnywicy suHToByto / Thread X1 for screw plug: M8xl .0
Pe3bba X2 nof BuHT / Thread X2 for screw: SRA.20"®®-0.i0
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0” @8®.0»50-
LLIepoxoBaTtocTb Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 44.60"=2.23

YalliKa BEpT/y>KHasA ¢ MyibTUOTBEp-  [AuameTp umnnaHTtata D ie gonyckamm (Mm) / Diameter D1 of the implant with tolerances (mm): 39.29+-0%8;

CTVeM anameTpom 54 OvameTtp nmnnadtara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 18.92*®"o.cs
Onametp nmnnantata D3 ¢ gonyckamn (Mm) / Diameter D3 of the implant with tolerances (mm): 44**®o
Acetabular shell 054 Multi-hole Ovametp nmnnadtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 51.88"® "®ac

Onametp nvmnnarHtata D5 ¢ gonyckammn (mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnaHTata H1 ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 2.80*® " 0.06
BbicoTa umnnaxtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16%0.%
BbicoTa umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 35010
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dacka a (Mm) / Chamfer a (mm): 1x60°
Pesbba X1 nog 3arnywky suHToByto / Thread X1 for screw plug: MSxI.O
Pe3bba X2 nof BUHT / Thread X2 for screw: SR4.207"®"*0io0
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"V\®”" {[50°
LLIepoxoBaTocTb Ra nmnnaHTata (MKm) / Roughness Ra of the implant (pm): 2.5 <Ra< 6
Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 52.6+2.63
Uallika BepT/y>KHast ¢ MynbTuoTeep- AvameTp umnnaHTata D ie gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 43.29™®o

CTUEM 1aMeTPOM 56 OnamveTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.93"®"\0.05
Ounawvetp nmnnantata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 48'®*"0
Acetabular shell 056 Multi-hole [OunameTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 ofthe implant with tolerances (mm): 53.96""0.05

AnamveTp nmnnanTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota nmnnaHtata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 24.80™""* *\ab
BbicoTa umnnanTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16'®
Bobicota umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 350"*%
®ackaa (mm) / Chamfer a (mm): 1x60°
Pesbba X nog 3arnywwky suHToByto / Thread X1 for screw plug: M8xI.0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20M"\%.io
Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0”"® 450"
LLIepoxosatocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 57.6+2.88

UalliKa BepT/y>KHas ¢ MynbTuoTeep- AnameTp nvnnaHtarta D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm); 43.29 o

CTVEM uamMeTpom 58 Ounametp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 15.93™"* "Mab
OnameTp nmnnaHtata D3 ¢ gonyckamn (Mm) / Diameter D3 of the implant with tolerances (mm); 480
Acetabular shell 058 Multi-hole OunawmeTp nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 55.807*%05

OunameTp nmnnaHtata D5 ¢ gonyckamn (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnaHtata HI ¢ gonyckamun (Mm) / Height HI ofthe implant with tolerances (mm): 24.80""“\Mo.06
BbicoTa mnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 10.16"V*o
Bbicota umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 35/*v*9
dacka a (Mm) / Chamfer a (mm): 1x60°

Pe3bba X nop 3arnywky BuHToByto / Thread X1 for screw plug: M8x1.0

Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20MY\0.i0

Yron umnnaHtata 0 c¢ gonyckamu (°) / Angle ofthe implant with tolerances (°): 18°55'0” "™ -o"\s0"
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LLIepoxoBaTocTb Ra mmnnaHTara (micm) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 58+2.9
Yallka BepTnyXHasa ¢ MmynbTroTeep- Auametp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29""*q

cTveM gnameTtpom 60 Ovametp nmnnanTara D2 ¢ gonyckamu (mm) / Diameter D2 of the implant with tolerances (mm): 19.93"®"\.db
[Onametp nmnnaHtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52"*®"0
Acetabular shell 060 Multi-hole AnamveTp nmnnantata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 57.80 -a®b

OunameTp umnnaHTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bbicota umnnanTata HI ¢ gonyckamm (Mm) / Height HI of the implant with tolerances (mm): 24.80"® “Madb
Bobicota umnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 10.16* %
BobicoTta umnnaHTata H3 ¢ gonyckamn (Mm) / Height H3 of the implant with tolerances (mm): 3.50"
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba X1 nopg 3arnywky suHtoByto / Thread XI for screw plug: MSxI.0O
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20V\¥\qio
Yron umnnaHtata © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0” @R®-d%c'
LLIepoxoBaTtocTb Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca nmnnaHtata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 67.6+3.38

Yaluka BepTny>Has ¢ MynbTnoTeep- [uameTtp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29"&"o

CTVieM AmameTpom 62 Ovametp nmnnanTara D2 ¢ gonyckamun (Mm) / Diameter D2 of the implant with tolerances (mm): 19.93
[namveTp nvmnnantata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52™®
Acetabular shell 062 Multi-hole OnamveTp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 59.80"\* 0.8

[OnamveTp nmnnadTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHTtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.80*®™adb
Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 10.16"®"0
BbicoTa umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50"
®acka a (Mm) / Chamfer a (mm): 1x60°
Pesbba X| nop 3arnywky suHToBYt / Thread X1 for screw plug: M8xI .0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20™M"\%.i0
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"°®* -0-s0"
LLIepoxosaTtocTb Ra umnnanTara (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 68.6+3.43
Uallika BepTNy>KHas ¢ MynbTroTBep-  AunameTp nmnnadtata D ie gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47,2908
CTVEM fMameTpom 64 [nameTp umnnaqTata D2 ¢ gonyckamn (Mm) / Diameter D2 of the implant with tolerances (mm): 1998"%¥%&q 5
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[namvetp nmnnanTtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52“\o
Acetabular shell 064 Multi-hole Onamvetp nmnnanTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 61.80'®*%05
OnameTp nmnnadTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHTtarta HI ¢ gonyckammn (mm) / Height HI of the implant with tolerances (mm): 24.80""""\tab
BbicoTa umnnaHTarta H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16*%%
BbicoTa uMnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 ofthe implant with tolerances (mm): 3.50%%%%
dacka a (mm) / Chamfer a (mm): 1x60°
Pesbba X nog 3arnynncy suHtoByto / Thread X1 for screw plug: MSxI.O
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20 “*\aio
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"" -0"s0'
LLIepoxoBaTtocTb Ra umnnaHTara (Mkm) / Roughness Ra of the implant (u1): 25 <Ra<6
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 86.6=fc4.33
Yallka BepTnyxHasi ¢ My/nbTuoTBep- [uametp umnnaHTtata D 1c gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 47.29%10%

CTVEM ANAMETPOM 66 [Nvametp umnnantata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1993705
[OunawmeTp nmnnanTtaTta D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 52V"Y“o
Acetabular shell 066 Multi-hole OunawmeTp nmnnantata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 63.80 -0

OnamveTp nmnnaHTara D5 ¢ gonyckamu (Mm) / Diameter D5 ofthe implant with tolerances (mm): 5.95+0.05
Bbicota umnnaHTara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80"®+005
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.1
Bbicota nmnnaHTtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 350>
®acka a (Mm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnynncy BuHToBYyto / Thread X1 for screw plug: Msxl| .0
Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20M\.0.i0
Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0” **\ -¢°50"
LLIepoxoBaTocTb Ra nmnnaHTata (Mkm) / Roughness Ra ofthe implant (jam): 2.5 <Ra<6
Macca umnnaHTtara c gonyckamu (r) / Mass of the implant with tolerances (g): 119.6+5.98

Yallka BepT/y>KHas ¢ My/nibTuoTeep- AvameTp umnnaHtata D1 cagonyckamu (Mm)/Diameter D1 ofthe implant with tolerances (mm): 51.29"@®%

CTVEM AMaMETPOM 68 Onametp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 20.93*"*a(b
OnamveTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Diameter D3 ofthe implant with tolerances (mm): 56*&8o
Acetabular shell 068 Multi-hole OnamveTp nmnnaHTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm); 65.80™ *%.05

OunameTp umnnaHtara D5 ¢ gonyckamu (mm) / Diameter D5 ofthe implant with tolerances (mm): 5.95+0.05
Bobicota nmnnantata HI ¢ gonyckamun (mm) / Height HI of the implant with tolerances (mm): 26.80"/"+0.05
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BbicoTa umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 12.
BbicoTa umnnaHTaTa H3 ¢ gonyckamn (Mm) / Height H3 of the implant with tolerances (mm): 350°'®
®acka a (Mm) / Chamfer a (mm): 1x60°
Pesbba XI nog 3arnywky suHToBYHO / Thread XI for screw plug: M8x1.0
Pe3bba X2 nog BUHT / Thread X2 for screw: SR4.20"™"%.io
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"***®-0050"
LLIepoxosatocTb Ra umnnaHtara (Mkm) / Roughness Ra of the implant (pm): 25 <Ra <6
Macca nmnnaHTtara c gonyckamm (r) / Mass of the implant with tolerances (g): 198.6+9.93

Yalluka BepTNy>XHasi ¢ MynbTuoTBep- [AuameTtp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 51.29

cTveM gmameTtpom 70 Ovametp nmnnanTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 20.93" *4Y (%
OnameTp nmnnadtata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 56”Vo
Acetabular shell 070 Multi-hole Ounametp nmnnaHTata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 67.80"®”%05

Onametp nmnnaHtarta D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26.80™ 005
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 12.16"*0
BbicoTa nmnnaHTata H3 ¢ gonyckamn (Mm) / Height H3 of the implant with tolerances (mm): 350"®%
dacka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba XI| nopg 3arnywky suHToBYt0 / Thread XI for screw plug: MSxI.O
Pe3bba X2 nofg BuHT / Thread X2 for screw: SR4.20"®"\%.io0
Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"®®®-0S0’
LLIepoxoBatocTb Ra nmnnaHTarta (Mkm) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 301.6+£15.08

Uallika BepTNY>KHas ¢ MynbToTBep- [uametp umnnantata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 55.29" %

CTVEM AnameTpom 72 Ovametp nmnnanTara D2 ¢ gonyckamu (mm) / Diameter D2 of the implant with tolerances (mm): 21.93"0.05
Ovametp nmnnanTara D3 ¢ gonyckamu (mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 072 Multi-hole Onametp nmnnaHtarta D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 69.80 .06

[OnameTtp umnnaHtara D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota nmnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.80"*adb
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.167¥¥Yo
Bbicota nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50-10,
dacka a (Mm) / Chamfer a (mm): 1x60°

Pe3bba X1 nopg 3arnywky suHToByto / Thread XI for screw plug: M8x1.0
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Pe3bba X2 nog BUHT / Thread X2 for screw: SR4.20M""W\io
Yron umnnantara 0 c¢ gonyckamu (°) / Angle of the implant with tolerances (®: 18°55'0""° -crso”
LLIepoxoBaTocTb Ra nmnnaHTata (Mkm) / Roughness Ra ofthe implant (pm): 2.5 <Ra< 6
Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 319.6+15.98
UalLiKa BEpTAYXKHas ¢ MynbTOTBep-  [uameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Diameter D1 ofthe implant with tolerances (mm): 55.29°%

CTVEM LnameTpom 74 [nametp nmnnaHtara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 21.93"% ¥
OnamveTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 60*'®o
Acetabular shell 074 Multi-hole OunameTtp umnnadtarta D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 71.80" '@\

OnamveTp nmnnaHTara D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnadtarta HI ¢ gonyckamn (mm) / Height HI of the implant with tolerances (mm): 28.80"®"adb
Bbicota nmnnaHTtata H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 14.16"®"o
Bbicota nmnnadTtata H3 ¢ gonyckamu (mm) / Height H3 of the implant with tolerances (mm): 3.50"®%
dacka a (Mm) / Chamfer a (mm): 1x60®
Pe3bba XI nog sarnywky suHtoByto / Thread X1 for screw plug: MSxI.O
Pe3bba X2 nog BuHT / Thread X2 for screw: SRA20VY*"W\io
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (®): 18°55'0"® ®®.(150°
LLIepoxoBatocTb Ra umnnaHTara (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 326.6+£16.33

Uallika BepTNy)Has ¢ MynbTuoTeep- [uameTp nmnnaHtara D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 55.29'®®%

CTVeM gnameTpoM 76 Onamvetp nmnnanTara D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 21.93"® “"\db
[Onamvetp nmnnanTara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 60
Acetabular shell 076 Multi-hole OnamveTp nmnnanTata D4 ¢ gonyckamn (Mm) / Diameter D4 of the implant with tolerances (mm): 73.80""®acb

[Onamvetp nmnnanTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.95+0.05
Bobicota umnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.80"®-""adb
Bbicota nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.1

Bbicota nmnnanTtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.507

®acka a (Mm) / Chamfer a (mm): 1x60®

Pesbba XI nog 3arnywky suHToByto / Thread X1 for screw plug: M8xI.0

Pe3bba X2 nog BuHT / Thread X2 for screw: SR4.20  -oio

Yron nmnnadtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (®): 18°55'0""® ®-G50”
LLIepoxoBaTtocTb Ra umnnaHtara (Mkm) / Roughness Ra of the implant (pm): 25 <Ra< 6

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 379.6+18.98
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Puc.6 MmnnaHTatbl Mpact Yaluka BepTny>KHas ¢ 0TBEPCTUEM B 0604e AnameTpoM 56, Yallika BepT/y>KHas ¢ 0TBEPCTUEM B 0604e AvaMeTpoMm 58, Yallka BepT/yX-
Hasi c oTBepcTneM B 060/e anameTpoM 60, Yalluka BepTay>KHas ¢ 0TBEPCTMEM B 0604e AnaMeTpoM 62, Yallka BepTay>KHas ¢ 0TBepCTMEM B 060/e AnaMeTpom 64,
Uallka BepT/Iy)KHas C 0TBepCTMEM B 0604e AnaMeTpoM 66, Yallika BepT/y>KHasA C OTBEPCTVEM B 060/e AnameTpom 68, Yallka BepT/yXKHas ¢ 0TBepCTMeM B 0604e
AnaveTpom 70, Yallka BepTiy)KHas C OTBEPCTMEM B 00604e AMameTpoM 72, Yaluka BEPTNYXHas C OTBEPCTUEM B 0604e AnameTpoM 74, Yallka BEpTaY>XHas C
oTBepcTneM B 060/e AnameTpom 76

Fig.6 Implants Mpact Acetabular shell 056 Rim-hole, Acetabular shell 058 Rim-hole, Acetabular shell 060 Rim-hole, Acetabular shell 062 Rim-hole, Acetabular
shell 064 Rim-hole, Acetabular shell 066 Rim-hole, Acetabular shell 068 Rim-hole, Acetabular shell 070 Rim-hole, Acetabular shell 072 Rim-hole, Acetabular
shell 074 Rim-hole, Acetabular shell 076 Rim-hole

Tabnumua 5. TexHuuyeckune xapaktepucTuku / Table 5. Technical characteristics

HanmeHoBaHWe nsgenms TexHn4Yeckne xapakTepucTKN N3aenns

Name of MD Technical characteristics of MD

UallKa BepT/yXHas ¢ oteepctem [JunameTp umnnadtara D1 ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 3629

B 060/e AnameTpoM 56 Onamvetp nmnnanTata D2 ¢ gonyckamu (MMm) / Diameter D2 of the implant with tolerances (mm): 15.42"®“V\05
OnamveTp nmnnanTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):

Acetabular shell 056 Rim-hole [Onamvetp nmnnanTara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 53.96""\%05

[OnameTp nmnnanTata D5 ¢ gonyckamu (mm) / Diameter D5 of the implant with tolerances (mm): 5.90"*Yo
Bbicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.80™" *Madb
Boicota nmnnanTtata H2 ¢ gonyckamun (mm) / Height H2 of the implant with tolerances (mm): 816'®
BbicoTa umnnanTara H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50"\%
®acka a (mm) / Chamfer a (mm): 1x60°
Pesbba X nog 3arnywky suHtoByto / Thread X1 for screw plug: M8xI.0
Pe3bba X2 nog BUHT / 'LLleaé X2 for screw: RE*®@"\aio
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"®  -0s0"
LLIepoxoBaTtocTe Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnaHTara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 100+£5

Yallka BepT/y>Has ¢ otBepctuem AvameTp umnnantata D1 ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 36.29"V*o

B 060/le AnameTpom 58 Onametp nmnnaHtata D2 ¢ gonyckamu (mm) / Diameter D2 of the implant with tolerances (mm): 15.42"®&%“a®b
AnamveTp nmnnaHtara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 058 Rim-hole OnamveTp nmnnantara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 580"\ **\q®b

AnamveTp nmnnaHTara D5 ¢ gonyckamn (mm) / Diameter D5 of the implant with tolerances (mm): 590"
Bobicota umnnanTtata HI ¢ gonyckammn (mm) / Height HI of the implant with tolerances (mm): 2280 "Madb
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Beicota umMmnantata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16%%,
Boicota ummiantata H3 ¢ nonyckamu (mm) / Height H3 of the implant with tolerances (mm): 3.50*%!%
®dacka a (MM) / Chamfer a (mm): 1x60°

Pe3n6a X1 nmox 3armymky BunToByto / Thread X1 for screw plug: M8x1.0

Pe3s6a X2 nox sunt / Thread X2 for screw: R4*%%%,4 1o

Yron umnnantara © ¢ nomyckamu (°) / Angle of the implant with tolerances (°): 18°55°0° 7000 s
IllepoxoBatocth Ra umiutantata (MkM) / Roughness Ra of the implant (um): 2.5 <Ra <6

Macca uMmianTara ¢ gonyckam (r) / Mass of the implant with tolerances (g): 117.60+5.88

Yamuka BEpTIIy)Hast C OTBEPCTHEM
B ob6oae anamerpom 60

Acetabular shell @60 Rim-hole

Juametp umnnantata D1 ¢ nonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 39.29%9%,
Juamertp ummnanTata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 18.92*%15 o5
Juametp umnnantara D3 ¢ monyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 44095,
Juamerp umnnantata D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 57.80*9'% g os
JuameTp umnnantara D5 ¢ momyckamu (MM) / Diameter D5 of the implant with tolerances (mm): 5.907%19%
Bricota ummantara H1 ¢ nonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.80%%15,9 s
Bricora umMmnantara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16"0%,
Bricota umnnantara H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50*%1%

®acka a (MM) / Chamfer a (mm): 1x60°

Pe3p6a X1 noa 3arnywky BuntoByto / Thread X1 for screw plug: M8x1.0

Pe3s6a X2 noxn Bunt / Thread X2 for screw: R4*93%,4 19

Yron umnnantara O ¢ nonyckamu (°) / Angle of the implant with tolerances (°): 18°55°0° 700" gos-o--
IllepoxoBarocte Ra uMmnantara (MxM) / Roughness Ra of the implant (um): 2.5 <Ra<6

Macca umiiaHTara ¢ fonyckamu (r) / Mass of the implant with tolerances (g): 124.60+6.23

Yauika BepT/y)KHas C OTBEPCTHEM
B 06one nuaMeTpoM 62

Acetabular shell @62 Rim-hole

Juametp umnnantara D1 ¢ nomyckamu (M) / Diameter D1 of the implant with tolerances (mm): 39.29*%%,
Jlnamertp umnnantara D2 ¢ nonyckamu (MM) / Diameter D2 of the implant with tolerances (mm): 18.92%%15 4 os
Jluametp umnnantara D3 ¢ monyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 44995
Juametp umnnantara D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 59.80*%19 o
Juamerp ummnantara DS ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.90*%'%
Bricora umnnantata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 22.80*%15,4 gs
Bricota umnnantata H2 ¢ nomyckamu (Mm) / Height H2 of the implant with tolerances (mm): 8.16*%%,
Bricota umnnantara H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50*%!%

®acka a (Mm) / Chamfer a (mm): 1x60°

Pe3pba X1 noy 3arnymky BurToByio / Thread X1 for screw plug: M8x1.0
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Pe3bba X2 nog BuHT / Thread X2 for screw: RI"® ®*io
Yron umnnantata 0 ¢ gonyckamm (°) / Angle of the implant with tolerances (°): (TOR" 550 m
LLIepoxoBaTocTb Ra mmnnaHTtata (MkMm) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 161.6(bb8.08
UallKka BepT/yXHas ¢ otBepctuem [Auametp umnnaHtara D ie gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 43.29%,

B 060/e AMamMeTpoM 64 Nvavetp umnnantata D2 ¢ gonyckamn (Mm) / Diameter D2 of the implant with tolerances (mm): 15987
OunameTp nmnnaHtara D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 064 Rim-hole Onamvetp nvnnadTtata D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 61.80""%.0s

[OnamveTp nmnnanTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.90"®"%
Bobicota umnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80" *Ma(b
Bbicota mnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16""
Bbicota umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm); 3.50°*%
dacka a (mm) / Chamfer a (mm): 1x60°
Pesbba X nog 3arnywky BuHToByt0 / Thread X1 for screw plug: MSxI.O
Pe3bba X2 nog BuHT / Thread X2 for screw: RAR®A0I0
Yron umnnanTata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"° "~ o'
LLIepoxoBaTtocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnaHTtara e gonyckamu (r) / Mass of the implant with tolerances (g): 169+8.45

Yaluka BepTiy»KHasa ¢ oteepctiem  [AuameTp nmnnaHTtata D1 ¢ gonyckamm (M) / Diameter D1 ofthe implant with tolerances (mm): 43.29"®"0

B 060/€ AMaMeTPOM 66 Ounametp nmnnaHtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 1583"®™as
Onamvetp nmnnanTata D3 ¢ gonyckamu (mm) / Diameter D3 of the implant with tolerances (mm): 48"®®0
Acetabular shell 066 Rim-hole OunameTp nmnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 63.80"®"%05

OnameTp nmnnaHtata D5 ¢ gonyckamu (Mm) / Diameter D5 ofthe implant with tolerances (mm): 590"®®p
Bobicota nmnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80 N +adb
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16Mo
Bbicota nmnnaHtata H3 ¢ gonyckamu (mm) / Height H3 of the implant with tolerances (mm): 330"V
®acka a (Mm) / Chamfer a (mm): 1x60°

Pesbba XI nog 3arnywky suHToByto / Thread XI for screw plug: M8xI .0

Pe3bba X2 nog BuHT / Th-ead X2 for screw: R4"-"%.io

Yron umnnaHtara 0 ¢ gonyckamm (°) / Angle of the implant with tolerances (°): 18°55'0"® -0"'50
LLIepoxoBaTtocTb Ra umnnaHTarta (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 177.60+8.88
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Yaluka BepTnyXHaa ¢ otBepctveM  [duameTp nmnnaHtata D1 ¢ gonyckamun (mm) / Diameter D1 of the implant with tolerances (mm): 47.29™" %

B 060/e AuameTpom 68 Onametp nmnnadtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 19.93"® *0.05
Anamvetp nmnnadtata D3 ¢ gonyckamu (mm) / Diameter D3 of the implant with tolerances (mm): 52*\®b
Acetabular shell 068 Rim-hole [Ovametp nmnnaHtarta D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 65.80"* %05

Onamvetp nmnnanTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.90"®

Bobicota mmnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.80" Mok

Bbicota nmnnaHtara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 10.16"*o

BobicoTa nmnnaHTtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50™

®acka a (Mm) / Chamfer a (mm): 1x60°

Pesbba XI nop 3arnywicy suHtoByto / Thread X1 for screw plug: M8xl .0

Pe3bba X2 nog BuHT / Thread X2 for screw: R4"""\%.io

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"'A ~ -0%'0"

LLIepoxoBatocTb Ra nmnnaHtarta (Mkm) / Roughness Ra of the implant (pm): 25 <Ra<6

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 239.60+£11.98
Yallka BepTnyXHada ¢ otBepctnem  OuameTtp umnnaHtara D1 ¢ gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 47.29"0

B 060a€e AvameTpoMm 70 [OnamveTp umnnanTtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 19.93'"* "o
Onamvetp nmnnanTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm):
Acetabular shell 070 Rim-hole [Onamvetp nmnnanTtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 67.80™ *%a05

[Onamvetp nmnnadTata D5 ¢ gonyckamun (Mm) / Diameter D5 of the implant with tolerances (mm): 5.90
Bobicota nmnnantata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.80"™Y"odb
Bbicota mnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 10.16"'®o
Bbicota umnnanTara H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50""%
dacka a (Mm) / Chamfer a (mm): 1x60°
Pesbb6a XI| nop 3arnywky suHToBYt0 / Thread X1 for screw plug: M8xI .0
Pe3bba X2 nog BuHT / Thread X2 for screw: R4™Y“jio
Yron umnnadtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"®"® 50 m
LLIepoxoBaTtocTb Ra nmnnaHTtata (Mkm) / Roughness Ra of the implant (pm): 2.5 <Ra <6
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 270.6Cbfcl3.53

Yallika BEPTNYXHas ¢ oTBepcTMeM  uameTp umnnaHTtarta D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 51.29+008

B 060/e AMameTpom 72 NvameTp umnnantata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 20.93"*2%vy %
OuameTp nvnnanTata D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 56*%%o
Acetabular shell 072 Rim-hole OvameTtp umnnarntata D4 ¢ gonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 69.8Q-*" *%05
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NvameTp nmnnavTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.90*%1°
Bobicota mnnaHtata HI ¢ gonyckamun (mm) / Height HI of the implant with tolerances (mm): 26.80 " (b
BbicoTa umnnaHTata H2 ¢ gonyckamm (Mm) / Height H2 of the implant with tolerances (mm): 12.16%%
BbicoTa umnnaHTaTa H3 ¢ gonyckamm (Mm) / Height H3 of the implant with tolerances (mm): 3.507°"
dacka a (Mm) / Chamfer a (mm): 1x60°
Pesbba X nog 3arnywky suHToByto / Thread XI for screw plug: M8xl .0
Pesbba X2 nopg BuHT / Thread X2 for screw: R4
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"®"“ ~*50"
LLIepoxoBatocTb Ra umnnaHtata (MkM) / Roughness Ra of the implant (pm): 2.5 < Ra<6
Macca umnnaHtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 274.60+£13.73

UallKa BepTayXHasi ¢ otBepcTmem [lmameTp umnnadtata D ie gonyckamu (mm) / Diameter D1 of the implant with tolerances (mm): 51.29"%

B 0604e AnameTpom 74 Onamvetp nmnnanTtata D2 ¢ gonyckamu (Mm) / Diameter D2 of the implant with tolerances (mm): 20.93"\\.0.0s
OnamveTp nmnnanTtaTta D3 ¢ gonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 56"®Y0
Acetabular shell 074 Rim-hole [Onametp nmnnaHtata D4 ¢ gonyckamu (Mmm) / Diameter D4 of the implant with tolerances (mm): 71.80 °

AnamveTp nmnnanTata D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 5.90""\*¥o
Boicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.80™" 0,05
BbicoTa umnnanTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 12.16™"o
Bbicota nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50 "o
®acka a (Mm) / Chamfer a (mm): 1x60°
Pe3bba XI nop 3arnywicy BuHToByto / Thread X1 for screw plug: M8xI .0
Pe3bba X2 nog BuHT / Thread X2 for screw: RA\®"%.i0
Yron umnnaHtara © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 18°55'0"* " d50”
LLIepoxoBaTocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): 2.5 <Ra<6
Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 320+16

Yawika BepT/y>Has ¢ oteepcTeM [mameTp umnnadtata D1 ¢ gonyckamu (Mm) / Diameter D1 of the implant with tolerances (mm): 5129™*®'%

B 060/¢ A1aMeTpom 76 OnamveTp nmnnanTata D2 ¢ gonyckamn (Mm) / Diameter D2 of the implant with tolerances (mm): 20.93*"*0.5
OnamveTp nmnnanTata D3 ¢ gonyckamun (Mmm) / Diameter D3 of the implant with tolerances (mm): 55" €®o
Acetabular shell 076 Rim-hole Ounametp numnnadtata D4 ¢ gonyckamun (mm) / Diameter D4 ofthe implant with tolerances (mm): 73.80""%®b

OnamveTp nmnnanTata D5 ¢ gonyckamu (mm) / Diameter D5 of the implant with tolerances (mm): 5.90
Bbicota umnnaHtara HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 26.80*"Y"\ad®b
BbicoTta mnnaHTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 12.16"®*0
Bbicota nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 3.50"*%
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Pes. 2/Rev. 2

®acka a (Mm) / Chamfer a (mm): 1x60°

Pe3nba X1 nozx sarmymky suntoBylo / Thread X1 for screw plug: M8x1.0

Pe3r6a X2 noa sunt / Thread X2 for screw: R4™%%,446

Yron uMnnanTtata © ¢ nomyckamu (°) / Angle of the implant with tolerances (°): 18°55°0° 90" ge5:q-
Illepoxosarocts Ra kMmnanTara (MkM) / Roughness Ra of the implant (um): 2.5 <Ra <6

Macca umnnasTara ¢ nonyckamu (r) / Mass of the implant with tolerances (g): 347.60+17.38
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Puc.7 MmnnaHTaTtbl Mpact Bknagpiww aoiHoin nogsmkHocT HC 22.2/DMA, Bknagbnn ABoiHOM noasmkHocTn HC 22.2/DMB, Bknaabiw ABOVHON NOABXXHOCTY
HC 22.2/DMC, Bknagplw ABOMHON nofsumxHocTn HC 22.2/DMD, Bknagbnn ABoiHOW nogsmxHoctn HC 22.2/DME, Bknagbnn 4BOMHON nogsvkHocTn HC
22.2/DMF, Bknagbnn ABoviHol noasmxkHocT HC 22.2/DMG, BKnagpiw ABoliHoM noasmxHocTn HC 22.2/DMH, Bknagpiu ABoliHol noasuxHocT HC 22.2/DMI,
Bknagbiw ABoiHon nogsmkHoctn HC 22.2/DML, Bknagbiw gBoviHol nogsmxkHocTn HC 22.2/DMM, Bknafenn ABoiHoi nogsxkHocT HC 22.2/DMN, BknagbiL
ABOINHON noasxHocTn HC 28/DMD, Bknagsnn gsoiHoi nogsmkHoct HC 28/DME, Bknagbnn gsoiHoi nogsmxHocT HC 28/DMF, Bknagenn ABOWHOW Mo-
axHocT HC 28/DMG, Bknagpiww aBoiiHoi noasmkHoctn HC 28/DMH, Bknagbiw ABoHON noasukHocT HC 28/DMI, Bknagbnn ABoiHoOM noasmxHocTn HC
28/DML, Bknagbnn asoiHoi nogsumkHocT HC 28/DMM, Bknagbiw aBoliHoi noasukHoctn HC 28/DMN

Fig.7 Implants Mpact Double Mobility HC Liner 22.2/DMA, Double Mobility HC Liner 22.2/DMB, Double Mobility HC Liner 22.2/DMC, Double Mobility HC
Liner 22.2/DMD, Double Mobility HC Liner 22.2/DME, Double Mobility HC Liner 22.2/DMF, Double Mobility HC Liner 22.2/DMG, Double Mobility HC Liner
22.2/IDMH, Double Mobility HC Liner 22.2/DMI, Double Mobility HC Liner 22.2/DML, Double Mobility HC Liner 22.2/DMM, Double Mobility HC Liner
22.2/IDMN, Double Mobility HC Liner 28/DMD, Double Mobility HC Liner 28/DME, Double Mobility HC Liner 28/DMF, Double Mobility HC Liner 28/DMG,
Double Mobility HC Liner 28/DMH, Double Mobility HC Liner 28/DMI, Double Mobility HC Liner 28/DML, Double Mobility HC Liner 28/DMM, Double
Mobility HC Liner 28/DMN

Tabnuua 6. TexHnueckune xapaktepuctukm / Table 6. Technical characteristics

HanmeHoBaHue u3- TexHMYeCKme XapakTepuUCTUKN N3aenns
aenns
Name of MD Technical characteristics of MD

Bknagplll  [goiiHoii  [MameTp BHelwHel yacTn umnnantata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm); 34 &*030
noaswxHoct  HC [vameTp BHyTpeHHei yacTn umnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22.2IDMA 22,2070300.10

BxoaHon amameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50" o
Double Mobility HC AviameTp oTBepcTus nMnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm): G®
Liner 22.2/DMA Bobicota umnnaHTata H ¢ gonyckamu (Mmm) / Height H of the implant with tolerances (mm): 8.59+0.10

AKcueHTpucuTeT MMniadTata E ¢ gonyckamn (Mm) / Eccentricity of the implant E with tolerances (mm): 0.90"c3y

YronumnnaHtata 0 ¢ gonyckamu (®/ Angle of the implant with tolerances (®): 68+1

LLIepoxoBaTtocTb Ra nmnnaHtata (Mkm) / Roughness Ra of the implant (pm): <2

CdbepryHocTb nmnnaHTtata (MkMm) / Sphericity of the implant (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 5+0.25
Bknagplll  ABoiiHoli  [MameTp BHeWHel YacTu umnnaHTata D1 ¢ gonyckamm (mv) / Outer part diameter D1 of the implant with tolerances (mm): 36™ -0
noaswxkHocTn  HC AMameTp BHYTPeHHel yacTn umniaHTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 ofthe implant with tolerances (mm):
22.2/DMB 22.20'"°-AVio
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Double Mobility HC
Liner 22.2/DMB

Bknagplll  ABOIAHOM
nogswmxHoctn  HC
22.2/IDMC

Double Mobility HC
Liner 22.2/DMC

Bknagpbilw  [BOMHOM
nogswxkHoctn  HC
22.2/[DMD

Double Mobility HC
Liner 22.2/DMD

Pepn. 2/Rev. 2

BxogHoin guameTp nmnnaHtata D3 ¢ gonyckamu (mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"®"%
OvnameTtp otBepcTusa umnnaHtara D4 ¢ gonyckamu (mm) / Diameter D4 of the implant’s hole with tolerances (mm):

BbicoTta nmnnaHTata H ¢ gonyckammn (mm) / Height H of the implant with tolerances (mm): 8.59+0.10

3KcueHTpuenTeT umnnaHTara E ¢ gonyckamn (Mm) / Eccentricity of the implant E with tolerances (mm): 1. 10"

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 681

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

CepuruHocTb mmnnaHTarta (Mkm) / Sphericity of the implant (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 5+£0.25

[dnameTp BHeLLHel yacT umnnaHTata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 38¥V¥*\)0
[nameTp BHYTpeHHel YacT umnnaHTata D2 ¢ gonyckamu (Mm) / Irmer part diameter D2 of the implant with tolerances (mm):
2.20/'®"%.io0

BxogHon gmnametp umnnadTtata D3 ¢ gonyckamu (mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"\%
OnamveTp oTBepcTna umnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota nmnnaHTara H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

AkcueHTpueuteT umnnaHTara E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): 1.IO"Yo

Yron umnnantata 0 c gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

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

CpepunyHocTb mnnaHTarta (Mkm) / Sphericity of the implant (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

[nameTp BHeLWHel YacT umnnandTata D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 40®"%,30
[nameTp BHyTpeHHei YacTu nmnnadTara D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22. 2003 ¥io

BxogHon anameTp umnnaHTtata D3 ¢ gonyckamun (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"-"%
OnameTtp oteepcTus umnnaHtara D4 ¢ gonyckamm (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota umnnaHTata H ¢ gonyckamn (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

3kcueHTpueuteT umnnaHTara E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): 11O

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

LLIepoxoBatocTb Ra umnnaHTara (Mkm) / Roughness Ra ofthe implant (pm): < 2

CopepuuHocTb nmnnadTara (Mkv) / Sphericity of the implant (pm): < 100

Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
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Bknagbill  BOMHOM
nogsmxHoctn  HC
22.2/IDME

Double Mobility HC
Liner 22.2/DME

Bknagpilw  ABONHOA
nogsmxkHoctn  HC
22.2/DMF

Double Mobility HC
Liner 22.2/DMF

Bknagbiw  ABONHOM
nogswmxHoctn  HC
22.2/IDMG

Double Mobility HC
Liner 22.2/DMG

Pen. 2/Rev. 2

[vameTp BHelwHen yacTn umnnanTara D ie gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 42"*"%30
[nameTp BHYTpeHHei yacTi nvmnnadTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22.20*>"\Vio

BxogHoii gnametp nmnnadtara D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 2050"®"’0
OunameTtp otBepcTna umnnaHtara D4 ¢ gonyckamu (mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota umnnaHTtata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

JKcueHTpUcHUTeT MMnnaHTata E ¢ gonyckamm (Mm) / Eccentricity of the implant E with tolerances (mm): 1.1

Yron umnnaHTara © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

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

CdhepryHocTb MMnnaHTata (M 1) / Sphericity of the implant (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

[nameTp BHelwHei yacTu nmnnantata D ie gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 44”"*"%30
[vameTp BHYTpeHHei YyacTn nmnnaHtara D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22 20"o3\aio

BxogHoii gnametp nmnnaHtata D3 ¢ gonyckamn (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"®"%
[namveTp otBepcTua nmnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm): 1

Bbicota umnnaHTaTa H ¢ gonyckamu (mm) / Height H of the implant with tolerances (mm): 8.59+0.10

JKcueHTpuenTeT umnnaHTarta E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): 1.10"%

Yron umnnadtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 681

LLIepoxoBaTtocTb Ra nmnnaHTtata (MKM) / Roughness Ra of the implant (pm): <2

CthepuryHOCTb MMMNAHTaTa (micm) / Sphericity of the implant (pm): < 100

Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

[vameTp BHelLHel YacTn nmnnaHtata D1 ¢ gonyckamn (Mm) / Outer part diameter D1 ofthe implant with tolerances (mm): 46
[uameTp BHYTpeHHel YacTu nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
2203010

BxogHoli anametp nmnnanTata D3 ¢ gonyckamun (Mm) / Entrance diameter D3 ofthe implant with tolerances (mm): 20.50’'®"%
[OunameTtp otBepcTus umnnaHTaTta D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota nmnnaHTtata H ¢ gonyckamn (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

JKcueHTpUcHUTeT MMnnaHTata E ¢ gonyckamun (Mm) / Eccentricity of the implant E with tolerances (mm): 1.10’®

Yron umnnanTata 0 ¢ gonyckamm (°) / Angle of the implant with tolerances (°): 68+1

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

CdhepryHocTb nMnnaHTata (Mkm) / Sphericity ofthe implant (pm): < 100
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Bknagpbilw  ABONHOWA
nogswkHoctn  HC
22.2/IDMH

Double Mobility HC
Liner 22.2/DMH

Bknagpilw  ABONHOIA
nogsumxHoctn  HC
22.2/DMI

Double Mobility HC
Liner 22.2/DMI

Bknagpilw  ABONHOA
nogswmxHoctn  HC
22.2/DML

Double Mobility HC
Liner 22.2/DML

Pen. 2/Rev. 2

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 15+0.75

[nameTp BHeLWHel YacT umnnaHTaTta D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 30
[nameTp BHYTpeHHel YacT umnnadTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22.20"Vio

BxopgHoi gnameTp umnnanTata D3 ¢ gonyckammn (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50*®%
OunameTtp oteepctusa umnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm): 1'®%
Bobicota umnnaHTarta H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

JkcueHTpueuTeT umnnaHTara E ¢ gonyckamn (Mm) / Eccentricity of the implant E with tolerances (mm):

Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

LLIepoxoBatocTb Ra nmrwaHTtata (MkM) / Roughness Ra of the implant (pm): < 2

CdpepuyHocTb umnnanTara (Mkm) / Sphericity of the implant (pm): < 100

Macca umnnaHTarta c gonyckamu (r) / Mass of the implant with tolerances (g): 15+0.75

[nameTp BHelHel yacTn umnnadTtata D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 50"\%.30
[nameTp BHYTpeHHel YacT umnnardTtata D2 ¢ gonyckamu (Mm) / Irmer part diameter D2 of the implant with tolerances (mm):
22.20"-"Vio

BxogHoin gnameTp umnnandTata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"®"%
[Ounametp oteepcTna umnnadtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota umnnaHTata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

JKcueHTpucuTeT umnnaHTara E ¢ gonyckamu (mm) / Eccentricity of the implant E with tolerances (mm): 1.1

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

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

CopepuuHocTs nmniaHTata (Mkm) / Sphericity of the implant (pm): <100

Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 15+0.75

[namveTp BHewHel yacTn umnnanTara D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 529430
[namveTp BHyTpeHHel YyacTn nmnnadtara D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
2.20+:0-3040.10

BxoaHoi anameTp nMmnnaHtata D3 ¢ gonyckamu (MMm) / Entrance diameter D3 of the implant with tolerances (mm): 20.
[namveTp oTBepcTuna nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bobicota umnnaHTarta H ¢ gonyckamn (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

3KcueHTpuenTeT nMmnnaHTtata E ¢ gonyckamun (mm) / Eccentricity of the implant E with tolerances (mm): LIO"®&™

Yron umnnaHtata 0 ¢ gonyckamu (® / Angle of the implant with tolerances (°): 68+1

LLIepoxoBatocTb Ra nmnnaHtata (MkM) / Roughness Ra of the implant (pm): < 2
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Bknagbil  ABOIHON
nogswxkHoctn  HC
22.2/IDMM

Double Mobility HC
Liner 22.2/DMM

Bknagpbilw  ABOMHON
nogswmxHoctn  HC
22.2/IDMN

Double Mobility HC
Liner 22.2/DMN

Bknagbiw ABOMHON
nogsvxkHoctn HC
28/DMD

Double Mobility HC
Liner 28/DMD

Pepn. 2/Rev. 2

CopepuuHocTb umnnaHTaTa (Mkm) / Sphericity of the implant (pm): <100

Macca nmnnadTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 15+0.75

[vameTp BHeLLHei YacTi uvmnnanTata D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 54™"%30
[vameTp BHYTpeHHel YacTn nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22.20-""\Vio

BxogHoii gnameTp nmnnantata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 2050"®
OunameTtp otBepcTnsA uMmnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm): 1A%
Bbicota nmnnaHTarta H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

3KcueHTpUcHTeT nMnnaHTtaTa E ¢ gonyckamun (Mm) / Eccentricity of the implant E with tolerances (mm): 110"

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

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

CopepryHocTs umnianTata (Mkm) / Sphericity ofthe implant (pm): < 100

Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 15+0.75

[namveTp BHelHel YyacTv umnnaHTata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 56/""%30
[vameTp BHYTpeHHe yacTu nmnnadTara D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
22.20"-"Vio

BxogHoii anameTp umnnaHTtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 20.50"®"®
[namveTp otBepcTusa umniaHTata D4 ¢ gonyckamu (MMm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bobicota umnnaHTtata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.59+0.10

AKcueHTpucuTeT umnnaHTaTa E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm); 110°®/%

Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (®): 68+1

LLIepoxoBaTtocTb Ra mmnnaHtarta (MkM) / Roughness Ra of the implant (pm): < 2

CopepryuHocTb umnnaHTaTa (MKm) / Sphericity of the implant (pm): < 100

Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 15+0.75

[uameTp BHelHe YyacTn uMmnnanTata D1 ¢ gonyckamn (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 40™""%30
[nameTp BHYTpeHHei yacTy nmnnadTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
987030, 1

BxogHoli anametp nmnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10"®
[Onamvetp otBepcTuna nmnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota nmnnaHtata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 8.79+0.10

AkcueHTpucuTeT nMmnnarHtata E ¢ gonyckamu (mm) / Eccentricity of the implant E with tolerances (mm):

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1
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BknagbIw ABOMHON
noaswxHoctn HC
28/DME

Double Mobility HC
Liner 28/DME

BknagbIw ABOVHOM
noaswxHoctn HC
28/DMF

Double Mobility HC
Liner 28/DMF

BknafbIw ABOWHOM
nofsm>xHoctn HC
28/DMG

Double Mobility HC
Liner 28/DMG

Pepn. 2/Rev. 2

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

CdbepmyHocTb umnnaHTarta (MKwM) / Sphericity of the implant (pm): < 100

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 29£L45

[nameTp BHewHel yacT umnnaHdTata D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 42‘®/%30
[nameTp BHYTpeHHel YyacT umnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):

BxogHoi guameTp umnnaHTtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10"®o
[OunameTp oteepctusa umnnaHtara D4 ¢ gonyckamm (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

BbicoTa umnnaHTata H ¢ gonyckammu (Mm) / Height H of the implant with tolerances (mm): 9+0.10

JkcueHTpueuTeT umnnaHTata E ¢ gonyckammn (Mm) / Eccentricity of the implant E with tolerances (mm): 1.10"%

Yron umnnanTata © ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

LLIepoxosatocTb Ra nmnnaHTarta (Mkm) / Roughness Ra of the implant (pm): < 2

CapepruHocTb umnnaHTara (MKkm) / Sphericity of the implant (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 29+1.45

[nameTp BHewHel yacT umnnadTata D1 ¢ gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 44'™@®@\30
[vameTp BHyTpeHHeR yactn nmnnadTara D2 ¢ gonyckamu (MMm) / Inner part diameter D2 of the implant with tolerances (mm):
8%°3%40.10

BxoaHow anameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10"*\%
[namveTp oTBepcTua nmnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bobicota umnnaHTata H ¢ gonyckamm (Mm) / Height H of the implant with tolerances (mm): 9.21+0.10

AkcueHTpuenTeT nmnnaHtara E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): 1.10"®%

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

LLIepoxosatocTb Ra nmnnaHTara (Mkm) / Roughness Ra of the implant (pm): < 2

CpepryHocTb MMnnaHTaTa (MKM) / Sphericity of the implant (pm): <100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 29+1.45

[nameTp BHewwHel yacTy umnnanTara D1 ¢ gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 46'%30
[nameTp BHyTpeHHen yacTn nmnnanTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
9%+0'30+6,1E)

BxopgHoi gnameTp nmnnantata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26. I0"®™"
Anamvetp oTtBepcTuna nmnarwrara D4 ¢ gonyckamu (mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bobicota umnnaHTarta H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 9.41+0.10

JKcueHTpMenTeT MnnaHTaTa E ¢ gonyckamu (mm) / Eccentricity of the implant E with tolerances (mm): 11
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BknagpiL ABONHONA
nogsvmxHoctn HC
28/DMH

Double Mobility HC
Liner 28/DMH

BknagplLu ABOVHOM
nogswxHoctn HC
28/DMI

Double Mobility HC
Liner 28/DMI

Bknagaplw ABOINHOM
nogsmxHoctn HC
28/DML

Double Mobility HC
Liner 28/DML

Pen. 2/Rev. 2

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

LLIepoxoBatocTb Ra umnnaHTara (MkM) / Roughness Ra ofthe implant (4T): <2

CdpepuuHocTs nmniaHTara (Mkm) / Sphericity of the implant (3im): < 100

Macca nmnnaHTara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 39+L95

[nameTp BHewHel yacTv umnnaHTata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 48"""“"\30
[nameTp BHyTpeHHeR yacTn nmnnaHtata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
987030,0.10

BxopgHoi gnameTp umnnanTata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10"®"%
[namveTp oTBepcTua nMnnaHtata D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm): 1"®&%
Bbicota umnnaHTata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 9.62+0.10

JKcueHTpucuTeT umnnaHTara E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): 1L10"®Y%

Yron umnnarTtata 0 ¢ gonyckamm (°) / Angle ofthe implant with tolerances (°): 68+1

LLIepoxoBatocTb Ra nmnnaHTarta (MkM) / Roughness Ra of the implant (pm): < 2

CdpepuruHocTb umnnaHTarta (Mkm) / Sphericity of the implant (pm): < 100

Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 39+£1.95

[vameTp BHelwHel yacT umnnadTata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 50""*%30
[nameTp BHYTpeHHe YacTh nmnnanTata D2 ¢ gonyckamu (Mm) / Inner part diameter D2 ofthe implant with tolerances (mm):
§38%0-30,4 10

BxopgHon gnametp nmnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.1
[nametp otBepctua umnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota umnnaHtata H ¢ gonyckamu (mm) / Height H of the implant with tolerances (mm): 9.83+0.10

JKcueHTpucKuTeT nMniadTara E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm); L.IO"®™

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

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

CdhepruHocTb nmnnaHTarta (Mkm) / Sphericity ofthe implant (pm): <100

Macca nmnnaHTaTa ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 39+1.95

OnameTp BHewHel yacTh umnnadTata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 52*%30
[vameTp BHYTpeHHel YacTu nmnnaHTtata D2 c gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
5%030,40.10

BxopgHoi gnameTtp nmnnaHtata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances (mm); 26.10"*Vo
[Ounawvetp otBepctua umnnaHtara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm):

Bbicota nmnnaHtata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 10.04+0.10

46

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



Pepn. 2/Rev. 2

AkcueHTpuenTeT nmnnaHtara E ¢ gonyckamm (Mm) / Eccentricity of the implant E with tolerances (mm): LIO"®™"

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

LLIepoxosatocTb Ra nmnnaHTara (Mkm) / Roughness Ra of the implant (pm): < 2

CdbepmuHocTb MMnnaHTata (Mkm) / Sphericity of the implant (pm): <100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45
Bknagbiw ABOMHOA  [JMaMeTp BHeLUHel YacTv umnnaHtata D ie gonyckamu (mm) / Outer part diameter D1 of the implant with tolerances (mm): 54®"®030
noaswxHoctn HC [vameTp BHyTpeHHe yacTtn nmnnaHTtata D2 ¢ gonyckamu (MMm) / Inner part diameter D2 of the implant with tolerances (mm):
28/DMM I'IO+O.30_|_010

BxopgHoi gnametp nmnnaHTata D3 ¢ gonyckamu (Mm) / Entrance diameter D3 of the implant with tolerances”mm): 26.10"®/%
Double Mobility HC ~ AnameTp oTBepcTus nMmnnaHTara D4 ¢ gonyckamu (Mm) / Diameter D4 of the implant’s hole with tolerances (mm): I*&%
Liner 28/DMM Bbicota nmnnartata H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 10.24+0.10

JKcueHTpucuTeT nmnnaHtara E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): [.IO"A'AN

Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 681

LLIepoxoBatocTb Ra nmnnaHTarta (MkM) / Roughness Ra of the implant (pm): < 2

CdpepuruHocTb MmnnaHTarta (Mkm) / Sphericity of the implant (pm): < 100

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45
Bknagpiw ABoliHO  [mameTp BHeLWHel YacTu nMmnnaHTtata D ie gonyckamu (Mm) / Outer part diameter D1 of the implant with tolerances (mm): 56"¥%30
nogswxHoctn HC [vameTp BHyTpeHHeR yacTn nmnnadTara D2 ¢ gonyckamu (Mm) / Inner part diameter D2 of the implant with tolerances (mm):
28/DMN 28"%%+010

BxogHoii anameTp nmnnantata D3 ¢ gonyckamun (Mm) / Entrance diameter D3 of the implant with tolerances (mm): 26.10"®/%
Double Mobility HC ~ OnameTp otBepctus nmnnadTara D4 ¢ gonyckamu (mm) / Diameter D4 of the implant’s hole with tolerances (mm):
Liner 28/DMN Bobicota umnnaHTarta H ¢ gonyckamu (Mm) / Height H of the implant with tolerances (mm): 10.45+0.10

AKcueHTpUcUTET MMNaHTaTa E ¢ gonyckamu (Mm) / Eccentricity of the implant E with tolerances (mm): LIO"™"%

Yron umnnantata 0 ¢ gonyckamu (°) / Angle of the implant with tolerances (°): 68+1

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

CopepryHocTb MmniaHTaTa (Mkm) / Sphericity of the implant (pm): <100

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 49+2.45
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Puc.8 MimnnaHTtaTbl Mpact Yalika BepTny>KHast IBOMHOI NOABMXHOCTY AnaMeTpoMm 42, YallKa BEpTNY>KHas IBOMHOM NOABMXHOCTY AnaMeTpom 44, Yallka BepT-
NY>XHas ABONHOIN NOABMXHOCTU AnaMeTpoM 46, Yaluka BepTnyXXHas 4BOMHOM NOABMXHOCTY AnameTpoMm 48, Yaluka BepTnyxHas 4BOVHOM NOABYKHOCTU fMa-
meTpoM 50, Yallka BepTny)KHast ABOVHOW MOABMXXHOCTU AnaMeTpoM 52, YallKa BepTAY>KHas ABONHON NOABMXHOCTM AnamMeTpoM 54, Yallika BepTny»KHas ABOM-
HOW NOABMKHOCTM AMameTpoMm 56, Yalluka BepTay>KHasi ABOMHOM NOABVXHOCTM AnameTpom 58, Yalluka BepTay>KHas 4BOVHOM NOABMKHOCTY AnameTpom 60,
Yaluka BepT/Ny>KHas [ABONHON NOABMKHOCTY AnaMeTpoM 62, Yallka BepTiy)XHas ABOMHOM MOABMXXHOCTU AnuaMeTpoM 64, Yallka BepTiy)KHas ABONHOWN NOABUX-
HOCTUM AnameTpom 66

Fig.8 Implants Mpact Double Mobility Acetabular shell 042, Double Mobility Acetabular shell 044, Double Mobility Acetabular shell 046, Double Mobility
Acetabular shell 048, Double Mobility Acetabular shell 050, Double Mobility Acetabular shell 052, Double Mobility Acetabular shell 054, Double Mobility

Acetabular shell 056, Double Mobility Acetabular shell 058, Double Mobility Acetabular shell 060, Double Mobility Acetabular shell 062, Double Mobility
Acetabular shell 064, Double Mobility Acetabular shell 066

Tabnuua 7. TexHnyeckne xapaktepuctuben / Table 7. Technical characteristics
HanmeHoBaHue n3ge-  TexHUYecKue XapaKTepuCTUKN U3AeNns

nns

Name of MD Technical characteristics of MD

Yallika BepTiy>KHas BHewHwnin gnameTtp umnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 39.40+0.10
NBOMHOI NOABMKHO-  BHYTpeHHWIH gnameTp nmnnanTata D2 ¢ gonyckamu (mm) / Inner diameter D2 of the implant with tolerances (mm): 34"V

CTV AnameTpom 42 ShheKTUBHBIV AnameTp uMnnaHTata D3 ¢ gonyckamu (Mm) / Effective diameter D3 of the implant with tolerances (mm): 38.72+0.10

[nvHa nvmnnaHTtata L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 41.60+0.20

Double Mobility Ace- Bbicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 19.20+0.10

tabular shell 042 Bbicota mnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 21.84+0.20
BoicoTa (pnaHya nmnnadtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80£0.10
Yron dnaHua nmnnadtata0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1
LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl umniaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): <0.1
CchepnyHOCTb BHYTPEHHel BnaanHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 40
Macca umnnaHtara ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 60.60+3.03

Yaluka BepT/y>KHas BHewHuii guameTp umnnanTara D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 41.48+0.10
NBOINHOW NOABMKXHO-  BHYTpeHHWi gnameTp nmnnaHTata D2 ¢ gonyckamu (Mm) / Inner diameter D2 ofthe implant with tolerances (mm): 369®"0
CTW gnameTtpom 44 AhdhekTnBHBIN AnameTp nMmnnaHtata D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 40.83+0.10

OnvHa uvmnnaHTtata L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 43.68+0.20
Double Mobility Ace- Bbicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI ofthe implant with tolerances (mm): 20.24+0.10
tabular shell 044 Bobicota mnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 22.96+0.20
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Yallka BepT/y>KHas
ABOINHON NOABMXHO-
CTN AnameTpom 46

Double Mobility Ace-
tabular shell 046

Yaluka BepTnyXHas
[BONHOMN MOABMXXHO-
CTV anameTtpom 48

Double Mobility Ace-
tabular shell 048

Yallika BepTiy>kHas
[BONHOMN MNOABUKHO-
CTK AnameTtpom 50
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BoicoTta (hnaHya umnnantara H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+£0.10
Yron naHua nmnnaHTara 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLlepoxoBaTocTb Ra BHYTpeHHei BnaguHbl umnnaHTata (MKM) / Roughness Ra ofthe implant’s inner socket (pm): <0.1
CdpepuyHOCTbL BHYTPeHHel BnaguHbl nmnnaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 40

Macca nmnnaHTata ¢ gonyckamu (r) / Mass ofthe implant with tolerances (g): 61.50£3.07

BHewHWIA anameTp nmnnaHTtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 43.56+0.10
BHyTpeHHMIA grnameTp nmnnanTata D2 ¢ gonyckamu (mm) / Inner diameter D2 of the implant with tolerances (mm): 3™®vo
A dekTnBHLIN anameTp umnnaHtata D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 42.94+0.10
OnvHa nmnnanTarta L ¢ gonyckamn (Mm) / Length L of the implant with tolerances (mm): 45.76+0.20

Boicota umnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 21.28+0.10

Bobicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 24.09+0.20

BbicoTa (hnaHua nmnnaHTara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron dgnaHya umnnadtata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLIepoxoBaTocTb Ra BHYTpeHHeli BnagnHbl mnnaHTaTa (MKM) / Roughness Ra of the implant’s inner socket (pm): <0.1
CdpepuyHOCTb BHYTPEHHe BnaauHbl umnnaHtata (Mkm) / Sphericity of the implant’s inner socket (pm): < 40

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 62.70£3.13

BHewHwnin gnameTp nmnnaHTtata D1 ¢ gonyckamm (Mm) / Outer diameter D1 of the implant with tolerances (mm): 45.64+0.10
BHyTpeHHW1 fuameTp nmnnanTata D2 ¢ gonyckamu (Mm) / Inner diameter D2 of the implant with tolerances (mm): 40" *o
A dekTBHLIN gnameTp umnnaHTata D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 45.05+0.10
[OnvHa umnnaHTarta L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 47.84+0.20

Bobicota umnnanTata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 22.32+0.10

Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 25.21+0.20

BobicoTa hnaHua nmnnaHtata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron thnaHua nmnnadTata 0 ¢ gonyckamu (®/ Angle of the implant’s flange with tolerances (®: 80+1

LLlepoxoBaTocTb Ra BHyTpeHHel BnaguHbl nmnnaHTarta (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CdhepryHOCTb BHYTPEHHEN BnaauHbl nMnnaHTtata (Mkv) / Sphericity of the implant’s inner socket (pm): < 40

Macca nmnnaHtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 63.60+3.18

BHewHwnin gnameTp nmnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 47.72+0.10
BHyTpeHHMI gnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Inner diameter D2 of the implant with tolerances (mm): 42™*¥g
A dekTBHLIM anameTp nmnnaHTaTa D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 47.16+0.10
OnvHa umnnadTaTa L ¢ gonyckamu (mm) / Length L ofthe implant with tolerances (mm): 49.92+0.20

Boicota mmnnadtata HI ¢ gonyckamn (mm) / Height HI of the implant with tolerances (mm): 23.36+0.10
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Double Mobility Ace-
tabular shell 050

YallKa BepTny>KHas
[BONHOIN NOLBMXHO-
CTV ANaMeTPOM 52

Double Mobility Ace-
tabular shell 052

Yaluka BepTny»XHas
[BOHOIN NOABUXHO-
CTV AnameTpom 54

Double Mobility Ace-
tabular shell 054

Yallka BepTay>KHast
ABOVHOW NOABMXHO-
CTV AnameTpoM 56
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Bbicota nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 26.33+0.20

BbicoTa thnaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron dnaHua nmnnadtata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 801

LLIepoxoBaToCcTb Ra BHYTpeHHel BnaguHbl MMnaaHTata (MKM) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CdhepnyHOCTb BHYTPEHHel BnaauHbl umnnaHTaTa (MkM) / Sphericity of the implant’s inner socket (pm): <40

Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 69.60+3.48

BHewwHuii gnametp nmnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 49.80+0.10
BHyTpeHHWIA gnameTp umnnaHTata D2 ¢ gonyckamu (mm) / Inner diameter D2 of the implant with tolerances (mm): 44"\ "o
AhdekTMBHBIN agnameTp umnnaHtata D3 ¢ gonyckamu (Mv) / Effective diameter D3 of the implant with tolerances (mm): 49.26+0.10
[nvHa umnnaHTtara L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 52+0.20

Bbicota nmnnantata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.40+0.10

BbicoTa nmnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 27.45+0.20

BbicoTa thnaHua nmnnaHTata H3 ¢ gonyckamum (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron naHua nmnnadTtata © ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl nMnaaHTara (Mkm) / Roughness Ra of the implant’s inner socket (pm): <0.1
CtpepryHOCTb BHYTpPEHHe BnaauHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): <40

Macca umnnaHtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 77.60+3.88

BHewHwuiA gnametp nmnnadtataH! cgonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 51.88+0.10
BHyTpeHHUIA anameTp nmnnaHTata D2 ¢ gonyckamun (Mm) / Inner diameter D2 of the implant with tolerances (mm):
AddekTMBHBIN anameTp nmnnaHTata D3 ¢ gonyckamm (Mm) / Effective diameter D3 of the implant with tolerances (mm): 51.36+0.10
[nvHa nmnnaHTaTa L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 54.08+0.20

Bbicota umnnaHtata HI ¢ gonyckamum (Mm) / Height HI of the implant with tolerances (mm): 25.44+0.10

Bobicota mnnaHTata H2 ¢ gonyckamm (Mm) / Height H2 of the implant with tolerances (mm): 28.57+0.20

BbicoTa hnaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron dnaHya nmnnadtata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLlepoxoBaTocTb Ra BHyTpeHHeli BnaguHbl umniaHtata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CdhepnyHOCTb BHYTPEHHE BnaguHbl nMniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 40

Macca umnnaHtara c gonyckamu (r) / Mass of the implant with tolerances (g): 84.60+4.23

BHewHuii gnametp nmnnantata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 53.96i0.10
BHyTpeHHMIA gnameTp nmnnaHTata D2 ¢ gonyckamn (Mm) / Inner diameter D2 of the implant with tolerances (mm): 48“®®o
AhdpekTnBHBIN AnameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Effective diameter D3 of the implant with tolerances (mm): 53.46+0.10
[nvHa umnnaHTtata L ¢ gonyckamu (mm) / Length L of the implant with tolerances (mm): 56.16+0.20
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Double Mobility Ace-
tabular shell 056

Yaluka BepTiyXXHas
[BONHOM MOLBMXHO-
CTV anameTpom 58

Double Mobility Ace-
tabular shell 058

Yallka BepT/y)Has
[BONHON MOABUXXHO-
CTV gnameTtpom 60

Double Mobility Ace-
tabular shell 060

Yallika BepT/y>kHas
[IBOVIHOW MO/BWYHO-
CTN AnamMeTpoMm 62
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Bbicota umnnaHtata H1 ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.48+0.10

Bobicota umnnaHTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 29.69+0.20

BbicoTta thnaHua umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron dnaHua nmnnaHtara 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLIepoxoBaTocTb Ra BHyTpeHHel BnaanHbl MnnaHTaTa (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CdhepuyHOCTbL BHYTPEHHeN BnaguHbl nMnnaHTaTa (MKM) / Sphericity of the implant’s inner socket (pm): <40

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 96.60+4.83

BHewwHwnin anameTp nmnnantata D1 ¢ gonyckamu (M) / Outer diameter D1 of the implant with tolerances (mm): 55.80+0.10
BHyTpeHHWIA grameTp umnnaHtata D2 c gonyckamu (Mm) / Inner diameter D2 of the implant with tolerances (mm): 50"®%
A dekTBHLIN gnameTp nmnnaHTata D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 55.32+0.10
OnvHa umnnanTtata L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 58+0.20

Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 27.40+0.10

Bbicota nmnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 30.69+0.20

BoicoTa pnaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron ¢naHua umnnadtata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLlepoxoBaTocTb Ra BHYTpeHHein BnaguHbl umnnaHTata (MkM) / Roughness Raof the implant’s inner socket (pm): < 0.1
CthepryHOCTb BHYTpPeHHeW BnaauHbl umnnaHtata (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 40

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 106.60+5.33

BHewHunin gnameTp umnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 57.80+0.10
BHyTpeHHMW gnameTp umnnanTata D2 ¢ gonyckamn (Mm) / Inner diameter D2 of the implant with tolerances (mm): 2/®
AdekTnBHLIN AnameTp umnnaHTata D3 ¢ gonyckamun (mm) / Effective diameter D3 ofthe implant with tolerances (mm): 57.34+0.10
OnvHa umnnaHTata L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 60+0.20

Bobicota mmnnaHTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.40+0.10

Bobicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 31.76+0.20

BbicoTa pnaHya umnnaHtata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron pnaHua nvnnadtata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80£1

LLlepoxoBaTocTb Ra BHyTpeHHel BnaguHbl umnnaHTata (Mkm) / Roughness Ra ofthe implant’s inner socket (pm): < 0.1
CthepuyHOCTb BHYTPEHHEN BnaanHbl uMmnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): <40

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 112.60+5.63

BHewHwnin gnameTp umnnaHTtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 59.80+0.10
BHyTpeHHMI gnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Inner diameter D2 of the implant with tolerances (mm): 54*¥Yo
AhheKTMBHbLIN anameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Effective diameter D3 ofthe implant with tolerances (mm); 59.35+0.10
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Double Mobility Ace-
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Yallka BepTy>KHas
ABOINHON NOABWXHO-
CTN AnameTpom 64
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CTW ANaMeTPOM 66

Double Mobility Ace-
tabular shell 066
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[nvHa umnnaHTtata L ¢ gonyckamn (Mm) / Length L of the implant with tolerances (mm): 62+0.20

Boicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 29.40+0.10

BbicoTta umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 32.84+0.20

BbicoTa (pnaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron dnaHuya umnnadtata 0 ¢ gonyckamu (®/ Angle of the implant’s flange with tolerances (°): 80+1

LLlepoxoBaTocTb Ra BHYTpeHHe BnaguHbl MMniaHTaTa (MkM) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CdhepryHOCTb BHYTPeHHel BnagnHbl uMmnnadTara (Mkm) / Sphericity of the implant’s inner socket (pm): < 40

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 121.60+6.08

BHewHnii gnametp nmnnadtata D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 61.80+0.10
BHyTpeHHWIA gnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Inner diameter D2 of the implant with tolerances (mm):
AddekTnBHBIA ArameTp nmnnaHTata D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 61.37+0.10
[nvHa umnnaHTtata L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 64+0.20

Bbicota nmnnarntata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 30.40+0.10

BbicoTa umnnaHTata H2 ¢ gonyckamum (Mm) / Height H2 of the implant with tolerances (mm): 33.92+0.20

BbicoTa (pnaHua nmnnanTata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron dnaHua nmnnanTtata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 80+1

LLlepoxoBaTocTb Ra BHyTpeHHen BnagnHbl umnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CthpepryHOCTb BHYTPEHHeN BnaguHbl nMniaHTaTa (Mkm) / Sphericity of the implant’s inner socket (pm): <40

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 135.60+6.78

BHewwHwuiA gnameTp umnnaHtaTta D1 ¢ gonyckamn (Mm) / Outer diameter D1 of the implant with tolerances (mm): 63.80+0.10
BHyTpeHHWIA AnameTp umnnaHtaTa D2 ¢ gonyckamu (Mm) / Inner diameter D2 of the implant with tolerances (mm):
AdhdekTnBHBIN anameTp nmnnaHTata D3 ¢ gonyckamu (mm) / Effective diameter D3 of the implant with tolerances (mm): 63.38+0.10
AnvHa nmnnarTaTa L ¢ gonyckamu (Mm) / Length L of the implant with tolerances (mm): 66+0.20

Bbicota nmnnarHTtata HI ¢ gonyckamm (Mmm) / Height HI of the implant with tolerances (mm): 31.40+0.10

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 25+0.20

BoicoTa (pnaHua nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 2.80+0.10
Yron ¢pnaHuya umnnanTata 0 ¢ gonyckamu (°) / Angle of the implant’s flange with tolerances (°): 801

LLlepoxoBaTtocTb Ra BHyTpeHHeli BnaguHbl umniaHtata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 0.1
CdhepuyHOCTb BHYTPEHHEN BNagunHbl nMniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 40

Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 188.60+9.43
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Puc.9 MmnnanTatbl Mpact BUHT ry64aTblii KOCTHbI agnaMeTpoM 6,5 AnvHol 15, BUHT ry64aTtblii KOCTHbIA AnaMeTpom 6,5 AnvHoit 20, BUHT ry6yaThblil KOCTHbIN
AnameTpoMm 6,5 ANnHOIN 25, BUHT ry6uaTthlil KOCTHbIN AnameTpoM 6,5 annHoi 30, BUHT ry6yaThbiil KOCTHbIA gnameTpoM 6,5 anmHoi 35, BUHT ry6uaTblii KOCTHbIIA
AnameTpom 6,5 anuHoii 40, BUHT ry6uaTbiii KOCTHbIA gnaMeTpoM 6,5 AnnHol 45, BUHT ry64aTtbiii KOCTHbIN guaMeTpom 6,5 AnmHoi 50, BUHT ry64yaThblil KOCTHbIN
AnamMeTpom 6,5 AnnHoli 55, BUHT ry6uaTblii KOCTHBbIA agnameTpom 6,5 anvHol 60, BUHT ry6uatbiii KOCTHbIA agnameTpom 6,5 AnnHol 65, BUHT ry6uaTblii KOCTHbIN
AnameTpom 6,5 anmHon 70

Fig.9 Implants Mpact Cancellous bone screw 06,5 L 15, Cancellous bone screw 06,5 L 20, Cancellous bone screw 06,5 L 25, Cancellous bone screw 06,5 L 30,
Cancellous bone screw 06,5 L 35, Cancellous bone screw 06,5 L 40, Cancellous bone screw 06,5 L 45, Cancellous bone screw 06,5 L 50, Cancellous bone
screw 06,5 L 55, Cancellous bone screw 06,5 L 60, Cancellous bone screw 06,5 L 65, Cancellous bone screw 06,5 L 70

Tabnuua 8. TexHU4Yeckne xapaktepuctukn / Table 8. Technica characteristics

HavmeHoBaHWe n3genuns [nnHa umnnaHTaTa L ¢ gonyc-  LLlepoxoBaTtocTb Ra Macca nmnnaHTara ¢ onyckamm
Kamu (MM) (MKM) (n
Name of MD Length of the implant with tol-  Roughness Ra (pm) Mass of the implant with tolerances
erances (mm) ()]
o4
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BunT ry6yatslii KOCTHBIA JHaMeTpoM 6,5 mnuHoi 15 15+0.2 0.8 5+0.25
Cancellous bone screw ©6,5 L 15
BuHT ry64arsiii KOCTHbIH AHaMeTpoM 6,5 inHoi 20 20+0.2 0.8 5+0.25
Cancellous bone screw ©6,5 L 20
BuHT ry64arblit KOCTHBIH qHamMeTpoM 6,5 JutnHO#H 25 25+0.2 0.8 5+0.25
Cancellous bone screw 96,5 L 25
BuHT rybyarbiit KOCTHBIH quameTpoM 6,5 nuHo# 30 30+0.2 0.8 5+0.25
Cancellous bone screw 06,5 L 30
BunT ry64atsiii KOCTHBIH quaMeTpoMm 6,5 wmHo#i 35 35+0.2 0.8 5+0.25
Cancellous bone screw 96,5 L 35
BHHT ryOuarbiii KOCTHBIH quameTpoM 6,5 mmHoi 40 40+0.2 0.8 5+0.25
Cancellous bone screw 06,5 L 40
BuHT ryOuaTslii KOCTHBIH qHaMeTpoM 6,5 miHHO#M 45 45+0.2 0.8 5+0.25
Cancellous bone screw 06,5 L 45
BuHT rybuarniit KocTHBIH quaMeTpoM 6,5 minHo# 50 50+0.2 0.8 5+0.25
Cancellous bone screw 96,5 L 50
BunT rybuarniit koctTHbIH quaMeTpoM 6,5 muHoi 55 55+0.2 0.8 5+0.25
Cancellous bone screw 96,5 L. 55
BuHT ry64atblii KOCTHbIH AMamerpoM 6,5 nuHo# 60 60+0.2 0.8 5+0.25
Cancellous bone screw @6,5 L 60
BHHT ryOuartbiit KOCTHBIH AuaMeTpoM 6,5 mHHOM 65 65+0.2 0.8 5+0.25
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Cancellous bone screw 06,5 L 65
BWHT rybyarblil KOCTHbIN AnameTpoMm 6,5 g/inHoin 70 70+0.2 08 5+0.25

Cancellous bone screw 06,5 L 70

Puc. 10 mnnaHTaTbl Mpact BUHT ry6uaTbiii KOCTHbIV C MI0CKOI rONOBKOW AMameTpoM 6,5 AnvHol 15, BUHT ry6uyaThbiil KOCTHBIV C MNOCKON FOOBKOW AnameT-
pom 6,5 annHol 20, BUHT ry6uatbiii KOCTHBIN C NMI0CKOW FOOBKOIN AnameTpoM 6,5 AnnHoi 25, BUHT ry6uathbiii KOCTHbIM C M0CKON rofIoBKOW AnaMeTpoMm 6,5
AnvHon 30, BUHT ry6uyatbiii KOCTHBI C MI0CKOI rON0BKOW AnameTpoM 6,5 AnimHoi 35, BUHT ry6uaTblii KOCTHbIN C MI0CKOW FONOBKO AnamMeTpoM 6,5 A/IMHONM
40, BMHT ry6u4aTbliii KOCTHBbI C MI0CKOI roN0BKON AMaMeTPOM 6,5 AMHOIN 45, BUHT ry6uyatblii KOCTHBIV C MN0CKOM rONOBKOW AnaMeTpoM 6,5 annHoii 50, BUHT
rybyatbIii KOCTHBIN C NMI0CKOW FON0BKOM AnameTpoM 6,5 AnnHoiA 55, BUHT ry64aThlil KOCTHbIV C NAIOCKOR ronoBKoW AnaMeTpom 6,5 annHoi 60, BUHT ry6uaTbliii
KOCTHbIIA C NIOCKOV FONOBKOIA AnaMeTpoM 6,5 AnnHoin 65, BUHT ry6uaTblii KOCTHbINV C MI0CKOI rO/IOBKOW AvamMeTpoMm 6,5 anmHoin 70

Fig. 10 Implants Mpact Cancellous bone screw, flat head 06,5 L 15, Cancellous bone screw, flat head 06,5 L 20, Cancellous bone screw, flat head 06,5 L 25,
Cancellous bone screw, flat head 06,5 L 30, Cancellous bone screw, flat head 06,5 L 35, Cancellous bone screw, flat head 06,5 L 40, Cancellous bone screw, flat
head 06,5 L 45, Cancellous bone screw, flat head 06,5 L 50, Cancellous bone screw, flat head 06,5 L 55, Cancellous bone screw, flat head 06,5 L 60, Cancellous
bone screw, flat head 06,5 L 65, Cancellous bone screw, flat head 06,5 L 70
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Tabnuua 9. TexHunyeckne xapaktepuctukm / Table 9. Technical characteristics

HanmeHoBaHve n3genvs [nvHa nmnnaHTtata L ¢ go- LlepoxoBatocTb Macca umnnaHTarta ¢ gonyc-
MyCKaMm (mm) Ra (mkm) Kamu (r)

Name of MD Length ofthe implant with  Roughness Ra Mass of the implant with toler-
tolerances (mm) (uT) ances (9)

BVHT ry6uatbIii KOCTHBII C MIOCKOIN ronoBKov guameTpom 6,5 givHont 15 15+0.2 0.8 10+£0.5

Cancellous bone screw, flat head 06,5 L 15
BWHT ry64aTtblii KOCTHbIN C NIOCKOM rOM0BKOW AnaMeTpom 6,5 AiMHoin 20 20£0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 20
BWHT ry6uatblil KOCTHBbI C NIOCKOW rONI0BKOI AnameTpom 6,5 annHoin 25 25+0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 25
BWHT ry6uaTtbliii KOCTHbIA C NIOCKON rON10BKOW AnameTpom 6,5 ganHoid 30 30+0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 30
BWHT ry6uaTtblii KOCTHbI C NIOCKOM roM0BKO AnameTpom 6,5 ainHoit 35 35+0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 35
BUHT ry64aTtblii KOCTHbIA C NNOCKOI ronoBKoi agnameTpom 6,5 annHoin 40  40+0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 40
BWHT ry6yatblil KOETHbIA C NI0OCKOA FOMI0BKOW AnameTpom 6,5 annHoit 45  45+0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 45
BWHT ry64atblil KOCTHBbIA C NIOCKOI ronoBkom anametpom 6,5 anvHoi 50 50+0.2 0.8 10+0.5

Cancellous bone screw, flat head 06,5 L 50
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BWHT ry6uaTtblii KOCTHBbI C NIOCKOI FOM0BKOM AnameTpoMm 6,5 AMHOR 55

Cancellous bone screw, flat head 06,5 L 55
BWHT ry6uaTblii KOCTHBbIA C NIOCKOIA FOMI0BKOI AnameTpoM 6,5 AnnHoin 60

Cancellous bone screw, flat head 06,5 L 60
BWHT ry64aThlil KOCTHbIN C N/IOCKOW FO/IOBKOI AvameTpoM 6,5 AnnHO 65

Cancellous bone screw, flat head 06,5 L 65
BUHT ry6uaTblii KOCTHbIV C MI0CKOI rONOBKOV AvameTpom 6,5 anunHoli 70

Cancellous bone screw, flat head 06,5 L 70

+0.10
25 0

55+0.2

60+0.2

65+0.2

70+0.2

IVITIVITETENE i S

O d

-41

Sn

1
o

0.2x45

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

@ 0.08 R3-25

58

0.8

0.8

0.8

0.8

10+0.5

10+0.5

10+0.5

10+0.5

Pen. 2/Rev. 2



Pen. 2/Rev. 2

Puc.11 MmnnaHTatbl Mpact BUHT KOPTUKa/IbHBIA KOCTHbIW C NIOCKOM rON0BKOW AvameTpoM 4,0 AnnHom 25, BUHT KOPTUKa/IbHbIN KOCTHBIN C MI0CKOA rO/I0BKOM

anamveTpom 4,0 annHoii 30, BUHT KOPTMKaNbHbIA KOCTHbIV C NIOCKOW FOM0BKOW ArameTpom 4,0 animHoi 35, BUHT KOPTUKa/IbHbIA KOCTHBIV C NOCKON rO/I0BKOA

AnameTpom 4,0 annHoi 40, BUHT KOPTMKa/bHbIA KOCTHBIN C M10OCKOIN rof0BKON AnameTpom 4,0 ANNHON 45, BUHT KOPTUKabHbIN KOCTHbIV C N/IOCKOIN r0/I0BKOM

anameTpom 4,0 AnvHol 50, BUHT KOPTMKaNbHbIA KOCTHbIV C NOCKOW FON0BKOV anameTpom 4,0 anvHoin 55

Fig.l 1 Implants Mpact Cortical bone screw, flat head 04,0 L 25, Cortical bone screw, flat head 04,0 L 30, Cortical bone screw, flat head 04,0 L 35, Cortical bone
screw, flat head 04,0 L 40, Cortical bone screw, flat head 04,0 L 45, Cortical bone screw, flat head 04,0 L 50, Cortical bone screw, flat head 04,0 L 55

Tabnuua 10. TexHuueckume xapaktepuctukn / Table 10. Technical characteristics

HavmeHoBaHWe n3genus OnnHa nmnnadtata L  LllepoxoBatocTb  Macca umnnaHTaTta ¢ gonyc-
C fionyckamm (MM) Ra (mkm) kamu (r)

Name of MD Length of the implant  Roughness Ra Mass of the implant with toler-
with tolerances (mm)  (4T) ances (9)

BVHT KOPTUKa/bHBbIA KOCTHbIV C M1I0CKOI ronoBKov gnameTpom 4,0 onvHoii 25 25+0.2 0.8 15+0.75

Cortical bone screw, flat head 04,0 L 25
BVHT KOPTUKa/IbHBIA KOCTHbIW C M0CKOIN ronoBkor gnametpom 4,0 givHon 30 30+0.2 0.8 15+0.75

Cortical bone screw, flat head 04,0 L 30
BVHT KOPTUKaNbHbIA KOCTHbIN C NIOCKOW ronoBkov gnameTpom 4,0 annHoid 35 35+0.2 0.8 15+0.75

Cortical bone screw, flat head 04,0 L 35
BVHT KOPTUKanbHbI KOCTHbIA C NIOCKOWA ronoBKoi gnametpom 4,0 anmHoii 40 40+0.2 0.8 15+0.75

Cortical bone screw, flat head 04,0 L 40
BVHT KOPTUKanbHbIA KOCTHBIA C NIOCKOW ronoBKoi anametpom 4,0 annHoin 45 45+0.2 0.8 15+0.75

Cortical bone screw, flat head 04,0 L 45
BVHT KOPTUKaNbHbIA KOCTHBIWA C M1I0CKOM ronoBKoi anametpom 4,0 givHoin 50 50+0.2 0.8 15+0.75

Cortical bone screw, flat head 04,0 L 50
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BHHT KOpTHKAIbHEI KOCTHBIH © IUIOCKO#H roloBKoi muametpoM 4,0 xmanoi 535

Cortical bone screw, flat head 34,0 L 55

55+0.2

0.8

15+0.75
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Mexanuuecras MapKMpoBKa:
Pasmep: H=2 mm

Howmep moaesn: H=2 MM
Homep naptum: H=2 mm
fNoromn Medacta: H=2 mm

A-A
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Puc. 12 MmnnanTatbl Mpact Bknagpiw nnockuin PE HC guametpom 22/A, Bknagenn nnockuii PE HC gnametpom 28/A, Bknagpiw nnockuii PE HC guametpom
22/B, Bknagpiw nnockuii PE HC anameTtpom 28/B, Bknagbiw nnockuit PE HC anameTpom 32/B, Bknagpiw nnockunini PE HC gnametpom 22/C, Bknagbnmn naocKui
PE HC agnametpom 28/C, Bknagpiw nnockuin PE HC guameTtpom 32/C, Bknagbnn nnockuin PE HC guametpom 22/D, Bknagbnn nnockuii PE HC gnametpom 28/D,
Bknagbiw nnockuini PE HC gnameTpom 32/D, Bknagsnn nnockuin PE HC gnametpom 36/D, Bknagbnn nnockuii PE HC guameTpom 22/E, BKknagpiw naockuin PE
HC auameTpom 28/E, Bknaabiw nnockunini PE HC amnametpom 32/E, Bknagsnn nnockuii PE HC anametpom 36/E, Bknagsnn nnockuin PE HC amnametpom 22/F,
Bknaabiw nnockmin PE HC gnametpom 28/F, Bknagbnn nnockuii PE HC anametpom 32/F, Bknagsnn nnockuii PE HC guametpom 36/F, Bknagbnn nnockuii PE
HC guametpom 40/F, Bknagpiw nnockuii PE HC guameTpom 22/G, Bknagbnn nnockuin PE HC guameTpom 28/G, Bknagpiw nnockuini PE HC gnametpom 32/G,
Bknagbiw nnockuini PE HC gnametpom 36/G, Bknagbiw nnockuin PE HC gruameTpom 40/G, Bknagbiw nnockuii PE HC gruameTtpom 22/J, Bknagbnn naockuin PE
HC gmametpom 28/J, Bknagpiw nnockuini PE HC guametpom 32/J, Bknagbiw nnockuin PE HC guameTtpom 36/J, Bknagsnn nnockuin PE HC anametpom 40/],
Bknagbnn nnockuii PE HC amnameTtpom 22/K, Bknagsnn nnockuii PE HC grnametpom 28/K, Bknagbnn nnockuini PE HC guameTtpom 32/K, Bknagpiw nnockuii PE
HC gnametpom 36/K

Fig.12 Implants Mpact Flat PE HC liner 022/A, Flat PE HC liner 028/A, Flat PE HC liner 022/B, Flat PE HC liner 028/B, Flat PE HC liner 032/B, Flat PE HC
liner 022/C, Flat PE HC liner 028/C, Flat PE HC liner 032/C, Flat PE HC liner 022/D, Flat PE HC liner 028/D, Flat PE HC liner 032/D, Flat PE HC liner 036/D,
Flat PE HC liner 022/E, Flat PE HC liner 028/E, Flat PE HC liner 032/E,

Flat PE HC liner 036/E, Flat PE HC liner 022/F, Flat PE HC liner 028/F, Flat PE HC liner 032/F, Flat PE HC liner 036/F, Flat PE HC liner 040/F, Flat PE HC
liner 022/G, Flat PE HC liner 028/G, Flat PE HC liner 032/G, Flat PE HC liner 036/G, Flat PE HC liner 040/G, Flat PE HC liner 022/J, Flat PE HC liner 028/J,
Flat PE HC liner 032/J, Flat PE HC liner 036/J, Flat PE HC liner 040/J, Flat PE HC liner 022/K, Flat PE HC liner 028/K, Flat PE HC liner 032/K, Flat PE HC

liner 036/K
Tabnuua 11. TexHuuyeckme xapakrepuctuku / Table 11. Technical characteristics
HanmeHoBaHwue n3ae- TexHU4YecKme XapakTepucTukn n3genus
ns
Name of MD Technical characteristics of MD
Bknablll nnockuii PE  BHewHuin gnametp umnnanTata D ie gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 31.52+0.10
HC anametpom 22/A ShekTUBHBIN ArameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 33.84%,i0

BHyTpeHHWIA gnameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50®.0.20
Flat PE HC liner 022/A Bbicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 20.05"Y¥\,i5

Bbicota nmnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BbicoTa thnaHua nmnnaHTata H3 ¢ gonyckamn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350® -010

Yron umnnardtata 0 c¢ gonyckamu (°) / Angle 0 ofthe implant with tolerances (°): 18°58'0"+0®2'30"

LLIepoxoBaTocTb Ra BHyTpeHHe BnaguHbl imnnaHtaTa (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2

ChepryHOCTb BHYTPEHHeN BnaauHbl umniaHtata (Mkm) / Sphericity of the implant’s irnier socket (pm): < 100
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Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagpill nnockuit PE  BHewHuiA gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 31.52+0.10
HC gnameTpom 28/A AhdekTBHLIN AnameTp nmnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 33.84%.i0
BHyTpeHHUIA gnameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%,20
Flat PE HC liner 028/A  BbicoTa umnnaHTata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 20.05*®"\0.i5
BbicoTa nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BobicoTa thnaHua umnnadtara H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®""\.io
Yron umnnandtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+Q°2'30"
LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl nMmnnaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CthepruHOCTbL BHYTPEHHER BnaAuHbl MmnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTarta c gonyckamu (r) / Mass of the implant with tolerances (g): 10+£0.5
Bknagpll nnockuin PE  BHewHWin anameTp umnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 33.52+0.10
HC agnametpom 22/B AhdhekTMBHbIN AnameTp nmnnaHTaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 35.84®.0.i0
BHyTpeHHUIA arameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50".0.20
Flat PE HC liner 022/B  BbicoTa nmnnarTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 20.25"0.i5
Bobicota mnnaHtata H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BbicoTa haHua nmnnadtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®/V\).10
Yron umnnaHtara © ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHyTpeHHel BnafuHbl umnnaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHe BnaanHbl umnnaHTata (MkMm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagenn nnockuii PE  BHewHuin gnameTp umnnadTtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 33.52+0.10
HC gnameTpom 28/B AdheKTMBHBIN AnameTp umnnaHTaTa D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 35.84%.i0
BHyTpeHHUIA anameTp nmnnaHtaTa D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%,20
Flat PE HC liner 028/B  BbicoTa umnnanTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 20.25”*0.i5
Bobicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BoicoTa piaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®®&"),io
Yron umnnantata 0 ¢ gonyckamu (°) / Angle 0 ofthe implant with tolerances (®: 18°58'0"+0®2'30”
LLIepoxoBaTocTb Ra BHyTpeHHel BnaguHbl umnnaHtata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHel BnaanHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHtara c gonyckamu (r) / Mass ofthe implant with tolerances (g): 10+0.5
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Bknagbil naockwii PE  BHewwHuid gnameTp umnnantata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 33.52+0.10

HC gnamvetpom 32/B AeKkTMBHLIN gnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 35.84®-0.i0
BHyTpeHHWIA gnameTp nmnnantata D3 ¢ gonyckamu (Mm) / Inner diameter D3 ofthe implant with tolerances (mm): 32.30%.20

Flat PE HC liner 032/B  BbicoTta mmnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 2025*®&N).15
BbicoTa umnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BbicoTa dnaHua nmnnadtata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350 ®®@oio
Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (®): 18°58'0"+0®2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl umnnaHTaTa (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHel BnaguHbl umniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

Bknafpill nnockuii PE - BHewHuin guametp nmnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 35.52+0.10

HC gnametpom 22/C AekTUBHLIN arameTp umnnaHTata D2 ¢ gonyckamum (Mm) / Effective diameter D2 of the implant with tolerances (mm); 37.84®-0.i0
BHyTpeHHUIA gnameTp nmnnadTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 2250020

Flat PE HC liner 022/C  BbicotaumnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 21.25* *Vui5
Bbicota nmnnaHTtata H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BoicoTa pnaHua nmnnaHtata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50“"“q.ii0
Yronumnnartara 0 ¢ gonyckamu (®/ Angle 0 ofthe implant with tolerances (°): 18®58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl uMnnaHTata (MKM) / Roughness Ra of the implant’s inner socket (pm): <2
CdhepmyHOCTb BHYTPEHHEN BNaauHbl umnnaHTata (MkMm) / Sphericity ofthe implant’s inner socket (pm): <100
Macca umnnaHTaTta ¢ gonyckamu (r) / Mass ofthe implant with tolerances (g): 1Cofc05

Bknagpll nnockuii PE  BxewHuin anameTtp umnnadTtara D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 35.52+0.10
HC pgnametpom 28/C AhekTUBHLIN ArameTp umnnaHTata D2 ¢ gonyckamm (Mm) / Effective diameter D2 of the implant with tolerances (mm): 37.84°.0..
BHyTpeHHUIA anameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Flat PE HC liner 028/C  Bbicota umnnaHTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 2L25**"\0.i5
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mmm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BbicoTa naHua nmnnaHtata H3 ¢ gonyckamun (mm) / Height H3 of the implant’s flange with tolerances (mm): 333YY*ap
Yron nmnnartata © ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30”
LLlepoxoBaTocTb Ra BHYTpeHHeld BnaguHbl nmniaHTarta (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHe BnaauHbl uMnnaHTata (MkM) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagbill nnockwii PE  BHewHuid gnameTtp nmnnadtara D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 35.52+0.10
HC aguametpom 32/C AdhdhekTMBHBIN AnameTp nmnnaHTata D2 ¢ gonyckamun (mm) / Effective diameter D2 of the implant with tolerances (mm): 37.84*ano
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BHyTpeHHMWI anameTp umnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30"0.20
Flat PE HC liner 032/C  BbicoTa nmnnaHtaTa HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 21.255®®™9 is
BbicoTta umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05
BobicoTa thnaHuya umnnaHtara H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50"%io
Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnagnHbl uMmnnaHTata (MkMm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepryHOCTb BHYTPEHHEN BnaguHbl mnnaHTata (MKM) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTara c gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagpill nnockuin PE  BHeluHWin gnameTp nMnnaHTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
HC onametpom 22/D AddekTMBHLIN ArnameTp umnnaHTaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 39.85%.i0
BHyTpeHHWI gnameTp umnnanTara D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50".20
Flat PE HC liner 022/D  BbicoTa umnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75 ' ®®\i5
Bbicota nmnnaHTarta H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa (hnaHua nmnnaHtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®®).10
Yron umnnantata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl mnnaHtata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CchepuyHOCTb BHYTPEHHEN BnaanHbl uMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagpiw nnockmii PE  BHelwHwWin anameTp umnnaHTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
HC gnawmetpom 28/D AhekTUBHLIN ArameTp umnnaHtata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 39.85®.,i0
BHyTpeHHWIA gnameTp nmnnantara D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%,20
Flat PE HC liner 028/D  Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75®®&\.i5
Bobicota mnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa hriaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350@®®™0.i0
Yron umnnantata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0®2'30"
LLIepoxoBaToCcTb Ra BHyTpeHHe BnagnHbl mnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
ChepuyHOCTb BHYTPeHHel BnaguHbl uMniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagpil nnockuii PE  BHewHuiA gnameTp umnnaHtata D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
HC gnameTpom 32/D AhdhekTMBHLIN grnameTp umnnaHTaTa D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 39.85®.0.i0
BHyTpeHHWUIA anameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30@".20
Flat PE HC liner 032/D  BbicoTta umnnanTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75'®@*ai5
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Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa dpnaHua nmnnaHtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50'"VV¥).io
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle © ofthe implant with tolerances (°): 18°58'0”+0°2'30"

LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl mnniaHTata (MkM) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHER BnaauHbl nMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): <100

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

Bkiagbill nnockuii PE  BHewwHuii gnameTtp nmnnadtarta D1 ¢ gonyckamu (mMm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
HC gnameTtpom 36/D AhdekTMBHLIN AnameTp umnnaHTata D2 ¢ gonyckamu (mm) / Effective diameter D2 ofthe implant with tolerances (mm): 39.85%i0
BHyTpeHHUIA gnameTp umnnanTata D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%,20
Flat PE HC liner 036/D BebicoTta umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75'®@"i5
BbicoTa nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa (pnaHua nmnnaHtata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50"°
Yron umnnanTata 0 ¢ gonyckamu (®/ Angle © of the implant with tolerances (°): 18®58'0"+07'30”
LLlepoxoBatocTb Ra BHYTpeHHel BnaguHbl uMnnadTara (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHER BnaauHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagpill nnockuii PE  BHewHwii anameTp umnnadtata D ie gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm); 40.19+0.10
HC anametpom 22/E AhdekTMBHLIN AgnameTp umnnaHTata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84%.i0
BHyTpeHHUIA amameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 2250**0.20
Flat PE HC liner 022/E  Bbicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75°"%"\ai5
Bbicota nmnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BoicoTa dnaHua nmnnadtata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 350*Y\a.i0
Yron umnnantata 0 ¢ gonyckamm (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHyTpeHHe BnaguHbl umnnaHtata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHe BnaauHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): <100
Macca nmnnaHTata ¢ gonyckamm (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagpllw nnockuii PE  BHewHuit guametp nmnnadTata D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 40.19+0.10
HC gnametpom 28/E AddekTBHLIN AnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84%,i0
BHyTpeHHMIA gnameTp nmnnadTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Flat PE HC liner 028/E  Bbicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75'@®®&*ai5
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa hnaHua nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm); 3.50"* *%.10
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Yron umnnantata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHeit BnaguHbl umnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CthepnyHOCTb BHYTPEHHEN BNaguHbl MMnnaHTaTa (MKM) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagbil nnockmin PE  BHewHwuin gnameTp nmnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 40.19+0.10
HC pgnameTpom 32/E AhdhekTMBHLIN AnameTp umnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84®.0.i0
BHyTpeHHWIA anameTp nmnnanTata D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%,20
Flat PE HC liner 032/E  Bbicota umnnaHTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75 ®&\x5
Bbicota nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BobicoTa thnaHua umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50""\.to
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLIepoxoBaTocTb Ra BHYTpeHHeii BnaanHbl nvnnaHTarta (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHeW BnaauHbl umnnaHtata (MkMm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagpill nnockuii PE  BHewwHuin gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 40.19+0.10
HC anameTpom 36/E ApekTnBHLIN AnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84%.1
BHyTpeHHWI1 grameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%,20
Flat PE HC liner 036/E  Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75'®®*ai5
Bbicota mnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa dnaHya nmnnaHtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"%,t0
Yron umnnanTtata 0 ¢ gonyckamu (°)/ Angle 0 ofthe implant with tolerances (°): 18°58'0"+0°2'30"
LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl MMNAaHTaTa (micm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHeR BnaauHbl mnnaHTtata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagbilw nnockuii PE  BHewHwid anametp umnnaHtata D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
HC anameTpom 22/F AhekTUBHLIN ArameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84%.i0
BHyTpeHHWUIA gnameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%,20
Flat PE HC liner 022/F  BbicoTa umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75®®"0.i5
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa iaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®V¥>.io
Yron umnnantara 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHyTpeHHei BnaguHbl umnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
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CdhepryHOCTb BHYTPEHHE BnaauHbl nMniaHTata (MkM) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagpill nnockuii PE  BHewHuid guametp nmnnantata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
HC gnamveTpom 28/F AdekTUBHLIA arameTp umnnaHtata D2 ¢ gonyckamn (Mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84%.i0
BHyTpeHHUiA gnameTp umnnanTara D3 ¢ gonyckamn (mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30@.20
Flat PE HC liner 028/F  Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.75*®@®@"\5
BbicoTa umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BoicoTa (pnaHua nmnnadtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®&™0.i0
Yron nmnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl umnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CthepuyHOCTb BHYTPEHHeN BnagnHbl uMmnnaHTata (MKm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknafpill nnockuii PE  BHewHuin guametp umnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
HC gnameTpom 32/F ApheKTUBHLIN gnameTp nmnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84®-0.i0
BHyTpeHHWUIA gnameTp umnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30®0.20
Flat PE HC liner 032/F Bbicota umnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.75®®"0.i5
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BoicoTa priaHua nmnnadtata H3 ¢ gonyckamn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®@*aio
Yron nmnnaHtata 0 ¢ gonyckamu (°) / Angle 0 ofthe implant with tolerances (°): 18®58'0"+0°2'30”
LLIepoxoBaTocTb Ra BHyTpeHHel BnaguHbl nMniaHTarta (Mkm) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHER BNaauHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagbill nnockuii PE  BHewHuii guametp umnnarTara D ie gonyckamu (M) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
HC amameTpom 36/F AhheKTUBHLIN anaMeTp umnnaHTata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84®-0.i0
BHyTpeHHUiA gnameTp umnnaHtaTa D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.3080,20
Flat PE HC liner 036/F Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.75® ®%i5
Bbicota nmnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa dpnaHua nmnnadtata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50® ®0.10
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle O of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaToCcTb Ra BHYTpeHHel BnaguHbl nmnniaHTaTa (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepmyHOCTb BHYTPEHHe BnaauHbl uMnnaHTata (MkMm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
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Bknagbilw nnockuii PE  BHewHuin gnameTp umnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
HC guamvetpom 40/F AddekTUBHLIN ArnameTp umnnaaHTata D2 ¢ gonyckamu (M) / Effective diameter D2 of the implant with tolerances (mm): 46.84%, lo
BHyTpeHHMI gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 40.30".0.20
Flat PE HC liner 040/F BbicoTa umnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.75*®vV\i)/b
BbicoTa umnnaHtata H2 ¢ gonyckamn (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa hnaHua nmnnaHtata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50'®"%10
Yron umnnanTata 0 ¢ gonyckamm (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHyTpeHHeit BnaguHbl umnnaaHTata (Mkm) / Roughness Ra of die implant’s inner socket (pm): < 2
CthepryHOCTb BHYTPEHHEN BnaAuHbl uMniaHTara (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTara c gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagbill nnockuii PE  BHewHwnid guametp umnnanTara D1 ¢ gonyckamum (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
HC gnameTpom 22/G ApekTBHLIN ArameTp umnnaHTata D2 ¢ gonyckamum (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84".0m0
BHyTpeHHUiIA gnameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22508-0.20
Flat PE HC liner 022/G  Bbicota umnnaHTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 2475®@ab
Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa pnaHua umnnaHtata H3 ¢ gonyckamm (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50"*'%j10
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle © of the implant with tolerances (°): 18®58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl nMnniaHTarta (MkMm) / Roughness Ra of the implant’s inner socket (pm): < 2
CthepryHOCTb BHYTPEHHeW BnaguHbl MMmnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagblll nnockuii PE  BHewHuid guameTp umnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
HC gnametpom 28/G AdekTmBHLIN AnameTp umnnaHtata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84%.t0
BHyTpeHHWIA anameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Flat PE HC liner 028/G  BbicoTa umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75'®"%n5
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa hnaHua nmnnaHtara H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 350" @\.i0
Yron umnnanTtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (®): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl MnnaHTata (MkM) / Roughness Ra of the implant’s irmer socket (pm): < 2
CdhepnyHOCTb BHYTPEHHel BnaanHbl mnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnanTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknaabilu nnockuini PE  BHewHuin gnameTp nmnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
HC gnamveTpom 32/G AhekTUBHLIN ArameTp umnnanTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84%, lo

69

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



Pen. 2/Rev. 2

BHyTpeHHWiA grameTp nmnnaHTtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 3230020
Flat PE HC liner 032/G  Bbicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75“*@&«i5

Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 ofthe implant with tolerances (mm): 14.64+0.05

BbicoTa hnaHua nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350"®\-0.io

Yron umnnanTata © ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"

LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl umnnaHtata (MkM) / Roughness Ra of the implant’s inner socket (4T): <2

CdhepnyHOCTb BHYTPEHHe BnaanHbl umnnaHTata (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 100

Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagbill nnockuit PE  BHewHwnii guametp nmnnadtara DI ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
HC auameTpom 36/G AdekTmBHLIN agnameTp nMmnnandTata D2 ¢ gonyckamn (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84"-0.i0

BHyTpeHHUIA gnameTp umnnaHdTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30®0.20
Flat PE HC liner 036/G  Bbicota umnnadtara HI ¢ gonyckamu (Mmm) / Height HI of the implant with tolerances (mm): 24.75@&"*0.i5

Bbicota umnnaHTarta H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa naHua nmnnadtata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50"*

Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0”+0°2'30"

LLlepoxoBaToCTb Ra BHYTpeHHe BnaguHbl umnnaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): <2

CdpepnyHOCTb BHYTPEHHel BnaanHbl umnnaHTarta (MKM) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagblw nnockuii PE  BHewHuid guametp umnnadTata DI ¢ gonyckamu (Mm) / Outer diameter DI of the implant with tolerances (mm): 48.19+0.10
HC anameTpom 40/G AhheKTMBHLIN AnameTp nmnnaHtata D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84%.i0

BHyTpeHHWUIA gnameTp umnnandTata D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 40.30%.20
Flat PE HC liner 040/G Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.75®

Bbicota nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa (hnaHua umnnaHtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350@@™o.io

Yron umnnantata © ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18®58'0"+0°2'30"

LLIepoxoBaTocTb Ra BHYTpeHHel BnaguHbl uMniaHTarta (MKM) / Roughness Ra of the implant’s inner socket (pm); < 2

CchepuyHOCTbL BHYTPEHHE BNaanHbl uMmnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagplll nnockwii PE  BHewwHuin anametp umnnadtata DI ¢ gonyckamu (mm) / Outer diameter DI of the implant with tolerances (mm): 52.19+0.10
HC guametpom 22/J AhdhekTUBHLIN anameTp umnnaHTata D2 ¢ gonyckamun (mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84®.0.i0

BHyTpeHHMiA gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 250®0.20
Flat PE HC liner 022/  Bbicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.75@®®@"0.5
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Bobicota umnnaHTtara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BobicoTa hnaHua umnnadtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"0.i0
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLIepoxoBaTocTb Ra BHYyTpeHHel BnaanHbl MniaHTarta (micm) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHEN BnaauHbl mnnaHTaTa (MkMm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagbilw nnockuin PE  BHewHwuin gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
HC gnamvetpom 28/J AddekTMBHLIN gnameTp nmnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm):-54.84"\qjo
BHyTpeHHWIA grameTp nMmnnanTata D3 ¢ gonyckamu (Mm) / Irmer diameter D3 of the implant with tolerances (mm): 28.30%,20
Flat PE HC liner 028/J  Bbicota umnnaHTtaTta HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26.75""®&vi5
Bbicota umnnaHTata H2 ¢ gonyckammn (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa thnaHua umnnadtata H3 ¢ gonyckamun (mm) / Height H3 of the implant’s flange with tolerances (mm): 330" ™Yo
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0”+£0°2'30"
LLlepoxoBaTocTb Ra BHYTpeHHel BnaauHbl uMmnnadTarta (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
ChepryHOCTb BHYTPeHHel BnaguHbl umniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknaabill nnockuii PE  BHelwHwid gnametp nmnnadTarta D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
HC gnameTpom 32/J AddekTmBHBIN gnameTp nMnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84%.t0
BHyTpeHHWiA grameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%,20
Flat PE HC liner 032/  BbicoTta umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.75*®""\i5
Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa thnaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50'").io
Yron umnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"
LLlepoxoBaTocTb Ra BHyTpeHHe BnaguHbl umnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepryHOCTb BHYTPeHHel BnaanHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknaabiln nnockuii PE  BHelwHwid gnametp nmnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
HC gnameTpom 36/J AddpercTnBHBIN AnameTp nMmnnaHTaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84%.t0
BHyTpeHHUIA guameTp nmnnaHtarta D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%,20
Flat PE HC liner 036/J  Bbicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.75®®@"0.i5
Bbicota umnnanTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa thnaHua nmnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"%.io
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Yron umnnaHtara 0 ¢ gonyckamu (°) / Angle 0 ofthe implant with tolerances (°): 18°58'0"+0°2'30"

LLlepoxoBaTocTb Ra BHyTpeHHeld BnaauHbl MMnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2

CdhepryHOCTb BHYTPEHHEN BnaanHbl uMnnaHTata (MkM) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHtara c gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
Bknagbill nnockuii PE  BHeluHWin anameTp umnnaHtata D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
HC gnameTpom 40/J AhekTUBHLIN anameTp umnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84®.0.i0

BHyTpeHHUIA gnameTp nmnnaHTtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 40.30"-0.20
Flat PE HC liner 040/  BbicoTa umnnaHTara HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26.75'"®&wi5

Bbicota nmnnaHtata H2 ¢ gonyckamun (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa pnaHua nmnnadtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®

Yron nmnnaHtata 0 ¢ gonyckamu (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0°2'30"

LLlepoxoBaTocTb Ra BHYTpeHHel BnaguHbl nmnnaHtaTa (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2

CdhepuyHOCTb BHYTPEHHEN BnaauHbl nMnnaHTata (MKm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+£0.5
Bknagblll nnockuii PE  BHelwHWin guameTp umnnadtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10
HC gnametpom 22/K AphekTUBHLIN ArameTp nmnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84®-0.i0

BHyTpeHHWIA gnameTp nmnnadtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 250®0.20
Flat PE HC liner 022/K  Bbicota umnnantata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 28.75®".i5

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa piaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®®"0.i0

Yron umnnantata 0 ¢ gonyckamu (°) / Angle 0 ofthe implant with tolerances (°): 18°58'0"+0®2'30"

LLIepoxoBaTocTb Ra BHYTpeHHeii BNaAnHbl MMNiaHTara (micm) / Roughness Ra of the implant’s inner socket (pm): < 2

CdhepnyHOCTbL BHYTPEHHER BnaamHbl umnnaHTaTa (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknagpill nnockuii PE  BHewHuin guametp uMnnadtata D ie gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10
HC anameTpom 28/K AhekTUBHLIN anameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84®.0.i0

BHyTpeHHWIA gnameTp nmnnadTtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30®0.20
Flat PE HC liner 028/K BbicoTta nmnnaHtarta HIl ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.75®@\oi5

Bbicota nmnnaHTata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa (hnaHua nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®@®@\io

Yron umnnantata 0 ¢ gonyckamu (®/ Angle 0 ofthe implant with tolerances (°): 18°58'0”+0°2'30"

LLlepoxoBaTocTb Ra BHYTpeHHeit BnaanHbl MnnaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
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CthepruHOCTb BHYTPEHHEW BnaAuHbl MnnaHTaTa (MkM) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTtata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

Bkragpil nnockuid PE  BHeluHuii anameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10

HC gnametpom 32/K AhdhekTMBHLIN AnameTp nmnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84%,t0
BHyTpeHHUIA gnameTp nmnnanTara D3 ¢ gonyckamu (mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%.20

Flat PE HC liner 032/K  BbicoTa mmnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.75‘®®"\i5
Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa piaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50'"\o-,
Yron umnnaHtara 0 c¢ gonyckamu (°) / Angle © of the implant with tolerances (°): 18°58'0"+0°2'30" “
LLIepoxoBaTocTb Ra BHYTpeHHel BnagnHbl UMMaHTaTa (micm) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CdpepruHOCTb BHYTPEHHEW BnaguHbl MMnnaHTarta (MkM) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

Bknagbilw nnockvin PE  BHeluHWiA gnameTp nmnnantata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10

HC anametpom 36/K A dekTmBHbIN AnameTp umnnaHtata D2 ¢ gonyckamn (mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84®.0.i0
BHyTpeHHWIA gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30®.0.20

Flat PE HC liner 036/K  BbicoTa umnnaHTaTa HI ¢ gonyckammn (Mm) / Height HI of the implant with tolerances (mm): 28.75*®®\.i5
Bbicota nmnnaHTata H2 ¢ gonyckamun (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa pnaHua nmniaHTarta H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 350"@&@™0.i0
Yron umnnantata0 ¢ gonyckamm (°) / Angle 0 of the implant with tolerances (°): 18°58'0"+0®2'30"
LLlepoxoBaTocTb Ra BHYTpeHHeR BNaguHbl MMMNIaHTaTa (micm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepryHOCTb BHYTPEHHel BnaauHbl umnnaHTata (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 100
Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
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Puc. 13 MimnnanTatbl Mpact Bknagbiw aHTuAOKcaumMoHHbIn PE HC gnameTtpom 22/A, Bknagbiw aHTUAKOKCauMoHHbIA PE HC anametpom 28/A, BKnagbiw aHTW-
NKOKCaUMoHHbIN PE HC anameTpom 22/B, Bknaabiw aHTUAOKCaUMoHHbI PE HC anameTtpom 28/B, Bknagpilw aHTUOKCaLMOHHbIR PE HC gnametpom 22/C,
Bknagblw aHTUOKCaLMOHHbIN PE HC anameTpom 28/C, Bknagbil aHTUAKOKCaUMoHHbIA PE HC anametpom 32/C, BKknafbllw aHTUIKOKCaUMOHHbIN PE HC ana-
MeTpoM 22/D, Bknagplw aHTuAOKcaumoHHbIi PE HC anametpom 28/D, Bknagpil aHTUMOKCaLMOHHBIA PE HC anameTtpom 32/D, Bknagpill aHTUTHOKCALMOH-
HbIi PE HC amametpom 22/E, Bknagpll aHTUAOKcauMoHHbIn PE HC anameTpom 28/E, BKnafblw aHTUNOKCAUUOHHbIA PE HC amnametpom 32/E, Bknaapbiw
aHTUIOKCaLUMOHHbIN PE HC gnametpom 36/E, Bknagpilw aHTUAOKCaUMOHHbIM PE HC gnametpom 22/F, BKknafbllw aHTUAOKCcaUMOHHbIM PE HC gnametpom 28/F,
BknagpbLu! aHTUNOKCaumMoHHbIn PE HC gnameTpom 32/F, Bknafbllw aHTUMOKCaUMOHHbIN PE HC gnameTpom 36/F, Bknagpiw aHTUAOKCaUMoHHbIM PE HC gua-
meTpoM 22/G, BKnagpil aHTUAOKcaUnoHHbIi PE HC gnameTtpom 28/G, Bknaabnn aHTUAOKcaunoHHbIi PE HC gnametpom 32/G, BKnagbllw aHTUNHOKCALMOH-
Hblii PE HC amameTpom 36/G, BKnagpil aHTUAOKCAUMOHHLIN PE HC gnameTpom 22/J, Bknagbnn aHTUAOKCauMoHHbI PE HC anameTtpom 28/J, Bknagbiw aHTu-
NHOKCaUMOoHHbIN PE HC gnametpom 32/J, BKnaapiw aHTUAOKCaLMoHHbIM PE HC grnameTpom 36/J, BKnafblw aHTUAKOKCaUMoHHbIR PE HC anameTtpom 22/K,

Bknagbiw aHTUNtOKcaumoHHbIn PE HC gmnameTtpom 28/K, Bknagpiw aHTUOKcaunoHHbI PE HC anametpom 32/K, Bknagplw aHTUAOKCaUmMoHHbI PE HC ana-
meTpom 36/K

Fig. 13 Implants Mpact Hooded PE HC liner 022/A, Hooded PE HC liner 028/A, Hooded PE HC liner 022/B, Hooded PE HC liner 028/B, Hooded PE HC liner
022/C, Hooded PE HC liner 028/C, Hooded PE HC liner 032/C, Hooded PE HC liner 022/D, Hooded PE HC liner 028/D, Hooded PE HC liner 032/D, Hooded
PE HC liner 022/E, Hooded PE HC liner 028/E, Hooded PE HC liner 032/E, Hooded PE HC liner 036/E, Hooded PE HC liner 022/F, Hooded PE HC liner 028/F,
Hooded PE HC liner 032/F, Hooded PE HC liner 036/F, Hooded PE HC liner 022/G, Hooded PE HC liner 028/G, Hooded PE HC liner 032/G, Hooded PE HC
liner 036/G, Hooded PE HC liner 022/J, Hooded PE HC liner 028/J, Hooded PE HC liner 032/J, Hooded PE HC liner 036/J, Hooded PE HC liner 022/K, Hooded
PE HC liner 028/K, Hooded PE HC liner 032/K, Hooded PE HC liner 036/K

Tabnuua 12. TexHuuyeckue xapaktepuctukm / Table 12. Technical characteristics
HaumeHoBaHne wu3ae- TexHUYECKMe XapaKTepucTUKN U3aenns
s

Name of MD Technical characteristics of MD

Bknagbnn aHTutOKca- BHewwHuiA gnametp nmnnaHtata D ie gonyckamu (Mm) / Outer diameter D 1 of the implant with tolerances (mm): 31.52+0.10
LMOHHBI PE HC gna- OPdeKTVBHbIN AnameTp umnnaHTara D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 33.84%,i0
MeTpOM 22/A BHyTpeHHUiA gnametp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%,20
Boicota umnnanTara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 20.05""i5

BbicoTa nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BoicoTta paHua nmnnaHTata H3 ¢ gonyckamn (Mm) / Height H3 ofthe implant’s flange with tolerances (mm): 3.50®"“"\.io

BbicoTa BOpoTHMKa umnniaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Hooded PE HC liner
022/A
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Bknagpllw aHTWAOKCA-
UMOHHbIN PE HC guna-
meTpom 28/A

Hooded PE HC liner
028/A

Bknagplll aHTUOKCA-
LUMOHHbI PE HC ana-
meTpom 22/B

Hooded PE HC liner
022/B

Peg. 2/Rev. 2

Yron umnnantata 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18°58'0”+0°2'30"

Yron nmnnaHtarta 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 16+1

LLIepoxoBaTocTb Ra BHYTpeHHel BnagnHbl umnnaHtata (MkM) / Roughness Ra of the implant’s inner socket (uT): <2
CdhepnyHOCTbL BHYTPEHHe BrnaanHbl uMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): <100

Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHnin gnameTp nmnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 31.52+0.10
AhhekTUBHLIN anameTp umnnaHtata D2 ¢ gonyckamm (Mm) / Effective diameter D2 of the implant with tolerances (mm): 33.84%.i0
BHyTpeHHWI anameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%,20
Bobicota mmnnardTtata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 20.05®®™\i5

BbicoTta mnnaHTara H2 ¢ gonyckamun (Mm) / Height H2 ofthe implant with tolerances (mm): 13.64+0.05

BoicoTa pnaHua nmnnadtata H3 ¢ gonyckamn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®Y*-o,i0
BbicoTa BopoTHUKA umnnaHtata H4 ¢ gonyckamun (mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtata 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron nmnnanTata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1

LLIepoxoBaTocTb Ra BHyTpeHHeln BnaguHbl nmnniaHTaTa (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHEN BnaanHbl uMnnaHTata (MKm) / Sphericity of the implant’s inner socket (pm): <100

Macca umnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+£0.5

BHewwHuii gnameTp nmnnaHTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 33.52+0.10
AddekTnBHLIN AnameTp nmnnaHTata D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 35.84%.i0
BHyTpeHHMIA anameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%.ro
Boicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 20.25*®\ai5

Bbicota nmnnaHtata H2 ¢ gonyckamun (mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BbicoTa hnaHua nmnnadTtata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®*"\0.i0
BbicoTa BOpoTHMKa nMmnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnantata 01 c gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18®58'0"+0°2'30"

Yron umnnantata 02 ¢ gonyckamu () / Angle 02 ofthe implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHYTpeHHei BnaguHbl umnnaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPeHHe BnaanHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5

76

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



Bknagpllw aHTUOKCA-
LUMOHHbIN PE HC ana-
mMeTpom 28/B

Hooded PE HC liner
028/B

Bknagbilw aHTUNOKCa-
UMOHHbIA PE HC ana-
meTpom 32/B

Hooded PE HC liner
032/B

Bknagpbllw aHTUIOKCa-
LUMOHHbIA PE HC guna-
meTpom 22/C

Hooded PE HC liner
022/C

Pen. 2/Rev. 2

BHewHWIn gnameTp umnnaHTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 33.52+0.10
AhheKTUBHBIN AnameTp umnnaHTata D2 ¢ gonyckamm (mm) / Effective diameter D2 of the implant with tolerances (mm): 35.84%.i0
BHyTpeHHWIA gnameTp umnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30™\,20
Bbicota umnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 20.25®Y\,i5

Bbicota umnnaHtata H2 ¢ gonyckamu (Mmm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BoicoTa hnaHua nmnnadtata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50"-®%.i0
BbicoTa BOpoTHMKa nmnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4i0.10

Yron umnnanTata 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (®): 18°58'0"+0®2'30" .
Yron umnnantara 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1 A
LLIepoxoBaTocTb Ra BHYTpeHHel BnagnHbl MMnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (jim): < 2
CdhepnyHOCTb BHYTPEHHEN BrnaauHbl MnnaHTata (MkM) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5

BHewHuii gnametp nmnnadtara D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 33.52+0.10
AhdekTMBHBIN anameTp umnnadTata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 35.84®.0.i0
BHyTpeHHUIA guameTp nmnnaHTtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 3230®0,20
Bobicota umnnaHTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 20.25®®"0,i5

Bbicota nmnnaHTtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BbicoTa haHua umnnanTata H3 ¢ gonyckammn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®®*aio
BbicoTa BopoTHMKa UMnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnanHtara 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnaHtara 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20£1

LLIepoxoBaTocTb Ra BHyTpeHHen BrnagnHbl umnnaHtata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CthepryHOCTb BHYTPeHHel BnagumHbl uMnnaHTara (Mkm) / Sphericity of the implant’s inner socket (pm): <100

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHnii anametp nmnnantata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 35.52+0.10
AdekTnBHLIN AnameTp nmnnaHTara D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 37.84®u).0
BHyTpeHHMIA anameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50@"ro
Boicota nmnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 21.25°®M0.i5

BbicoTa nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BbicoTa hnaHua nmnnaHTata H3 ¢ gonyckammn (Mm) / Height H3 ofthe implant’s flange with tolerances (mm): 330®@aio
BbicoTa BOpoTHMKa uMmnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnantara 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18®58'0"+0°2'30"
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Bknagpblw aHTUHOKCA-
LUMOHHbIN PE HC ana-
meTpom 28/C

Hooded PE HC liner
028/C

Bknagpllw aHTWUAOKCa-
UMOHHbIM PE HC gua-
meTpom 32/C

Hooded PE HC liner
032/C

BKknagpblw aHTUHOKCA-
LUMOHHbIN PE HC guna-
meTpom 22/D

Pepn, 2/Rev. 2

Yron umnnaHTara 02 ¢ gonyckamu (°) / Angle 02 ofthe implant with tolerances (°): 16x1

LLlepoxoBaTocTb Ra BHyTpeHHeli BnaauHbl MnniaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdpepnyHOCTbL BHYTPeHHel BnaguHbl uMnnaHTara (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+£0.5

BHewHnn gnameTp nmnnantata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 35.52+0.10
AhhekTMBHLIM anameTp nmnnaHTata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 37.84®.0.i0
BHyTpeHHW1 grameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Bobicota umnnaHtata HI ¢ gonyckamu (Mmm) / Height HI ofthe implant with tolerances (mm): 2L.25@®"\i5

Bbicota umnnaHtata H2 ¢ gonyckammn (Mm) / Height H2 of the implant with tolerances (mm): 13.64+0.05

BobicoTa thnaHua umnnaHtata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"\\io
BbicoTa BopoTHMKa umnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara 01 ¢ gonyckamm (°) / Angle 01 ofthe implant with tolerances (°): 1858'0"+0°2'30"

Yron umnnanTata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20£1

LLIepoxoBaTocTb Ra BHyTpeHHe BnaguHbl umnnaHtata (Mkm) / Roughness Ra of the implant’s inner socket (pm): <2
CdhepnyHOCTb BHYTPEHHeN BnaanHbl uMnnaHTata (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 100

Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHwnin gnameTp nmnnanTata D ie gonyckamun (Mm) / Outer diameter D1 of the implant with tolerances (mm): 35.52+0.10
AhdhekTMBHLIN grnameTp nMmnnanTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 37.84%.i0
BHyTpeHHW1 guameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%.20
BbicoTa umnnanTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 21.25%¥*qi5

Bbicota umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 ofthe implant with tolerances (mm): 13.64+0.05

BbicoTa (pnaHua umnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm); 3-30"¥"\am
BbicoTa BopoTHMKA uMmnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron nmnnantata ©1 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (®): 18°58'0"+0°2'30"

Yron umnnantara 02 ¢ gonyckamu (®/ Angle ©2 of the implant with tolerances (°): 20£1

LLIepoxoBaTocTb Ra BHyTpeHHel BnaguHbl nmniaHTarta (MkMm) / Roughness Ra of the implant’s inner socket (pra): < 2
CdhepruHOCTb BHYTPeHHeW BnaaunHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHTara c gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHuin guameTp nmnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
A dekTMBHbIN AnameTp umnnaHTaTa D2 ¢ gonyckamun (mm) / Effective diameter D2 ofthe implant with tolerances (mm): 39.85%n0
BHyTpeHHWIA gnameTp nmnnaHtara D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%.20
Bobicota umnnaHTara HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75'@Y)/b
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Hooded PE HC liner
022/D

BknagbIlw aHTWUOKCA-
LUMOHHbIN PE HC ana-
meTpom 28/D

Hooded PE HC liner
028/D

Bknagplll aHTUNIOKCA-
LUMOHHbIN PE HC ana-
metpom 32/D

Hooded PE HC liner
032/D

Pen. 2/Rev. 2

Bbicota umnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa hnaHua nmnnaHtata H3 ¢ gonyckamun (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"%.io
BbicoTa BopoTHMKa umnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron nmnnantata ©1 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnaHtata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 16+1

LLIepoxoBaTocTb Ra BHYTpeHHel BnagnHbl nMnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHe BnaanHbl umnnaHTata (MkM) / Sphericity of the implant’s inner socket (pm): <100

Macca nmnnaHTaTta ¢ gonyckamu (r)/Mass ofthe implant with tolerances (g): 10i.0;5 _ —
BHewHuii gnametp nmnnaHtara D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
AhdekTMBHBIN anameTp uMmnnadTata D2 ¢ gonyckamun (mm) / Effective diameter D2 of the implant with tolerances (mm): 39.85% io
BHyTpeHHWIA gnameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%,20
Bobicota mnnaHtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75'""0.i5

BobicoTa mnnaHTaTta H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa dpnaHua nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®*0.io
BbicoTa BopoTHMKa nmnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara ©1 ¢ gonyckamu (°) / Angle ©1 of the implant with tolerances (®: 18®58'0"+0°2'30"

Yron umnnaHtara ©2 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 19+1

LLlepoxoBaTocTb Ra BHyTpeHHe BnaauHbl umnnaHtata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHEN BnaguHbl nmnnaHTarta (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 100

Macca umnnaHTara c gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHuii gnametp nmnnaHtara D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
AddekTMBHBIA anameTp nmnnaHTata D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 39.85%,t0
BHyTpeHHWIA gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 ofthe implant with tolerances (mm): 32.30%.20
Bobicota nmnnantata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75'®%.i5

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa aHua nmnnadtata H3 ¢ gonyckamn (Mm) / Height H3 ofthe implant’s flange with tolerances (mm): 3.50"-®&"\.io
BbicoTa BopoTHMKa nmnniaHTata H4 ¢ gonyckamm (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron nmnnantata®! ¢ gonyckamu (®/ Angle 01 ofthe implant with tolerances (°): 18°58'0"+0°2'30"

Yron nmnnaHtata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20£1

LLlepoxoBaTocTb Ra BHyTpeHHen BnaauHbl mnnaHtata (MkM) / Roughness Ra of the implant’s iimer socket (pm): < 2
CthepuyHOCTb BHYTPEHHeN BnaguHbl nMnnaHTaTta (MKm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
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BbcriagbIlw aHTUKOKCA-
LMOHHBIA PE HC ana-
meTpom 36/D

Hooded PE HC liner
036/D

BknagpbIw aHTUIHOKCA-
LUMOHHbI PE HC awa-
meTpom 22/E

Hooded PE HC liner
022/E

Bknagplw aHTWUOKCa-
UMOHHbIA PE HC ana-
meTpom 28/E

Hooded PE HC liner
028/E

Pen. 2/Rev. 2

BHewHwnin gnameTp nmnnanTata D ie gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 37.19+0.10
AdhdhekTMBHBIN AnameTp nmnnaHTata D2 ¢ gonyckamn (Mm) / Effective diameter D2 of the implant with tolerances (mm): 39.85%,i0
BHyTpeHHWIA gnameTp nmnnaHTara D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%.20
Bobicota nmnnarntata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75'®v“0.i5

BbicoTa umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa (pnaHua nmnnadtata H3 ¢ gonyckamn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®"*o,io
BbicoTa BopoTHUKA umnnaHTara H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (nun): 4+0.10

Yron umnnantata0l cgonyckamu (°)/Angle01 ofthe implant with tolerances (°): 18®58'0"+0°2'30"

Yron umnnaHtata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°); 20+1

LLIepoxoBaToCcTb Ra BHyTpeHHe BnagnHbl mnnaHTaTa (MKM) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CdhepyyHOCTb BHYTPEHHENW BnaanHbl MMnnaHTaTta (MkM) / Sphericity of the implant’s inner socket (pm): <100

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+£0.5

BHewwHwin gnametp nmnnadtarta D ie gonyckamu (Mm) / Outer diameter D 1 of the implant with tolerances (mm): 40.19+0.10
AdpekTMBHBIN AnameTp nmnnanTata D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84%,i0
BHyTpeHHMI gnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%.20
Bbicota umnnanTtata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 22.75"¥"\oi5

BobicoTta umnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa thnaHua umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50

BbicoTa BOpoTHUKA nMmnnaHtaTa H4 ¢ gonyckamu (mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtata 01c gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18°58 0 +0°2 30

Yron umnnanTata 02 ¢ gonyckamu (°) / Angle 02 ofthe implant with tolerances (°): 16+1

LLIepoxoBaTocTb Ra BHyTpeHHe BnagnHbl umnniaHTaTta (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHeN BnaanHbl uMmnnaHTata (Mkm) / Sphericity ofthe implant’s inner socket (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHunin gnameTp nmnnanTata D ie gonyckamun (mm) / Outer diameter D1 of the implant with tolerances (mm): 40.154().10
AhdhekTMBHBIN gnameTp nmnnanTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 ofthe implant with tolerances (mm): 42.84"\o.io
BHyTpeHHMI gnameTp nmnnantata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Bbicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 22.75'®&\0.i5

BbicoTa nmnnaHtata H2 ¢ gonyckamm (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa dnaHua nmnnadtata H3 ¢ gonyckamum (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50

BbicoTa BOpoTHUKA nmnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtarta 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0®2'30'
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Bknagpllw aHTUOKCA-
LMOHHbIA PE HC guna-
meTpom 32/E

Hooded PE HC liner
032/E

BKknagbILw aHTUTIOKCa-
LMOHHBIN PE HC guna-
meTpom 36/E

Hooded PE HC liner
036/E

Bknagpilw aHTUNIOKCa-
LUMOHHbIN PE HC auna-
meTpom 22/F

Pen. 2/Rev. 2

Yron nmnnantata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances Q: 20x1

LLlepoxoBaTocTb Ra BHYTpeHHeit BnaanHbl uMmnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (jrm): < 2
ChepuyHOCTL BHYTPEHHEN BnaguHbl mnnaHTata (Mkm) / Sphericity of the implant’s inner socket (|7T): < 100

Macca nmnnaHTaTta ¢ gonyckamu (r) / Mass ofthe implant with tolerances (g): 10+0.5

BHewHunin gpameTp umnnadTtata D1 ¢ gonyckamun (Mm) / Outer diameter D1 of the implant with tolerances (mm): 40.19+0.10
AhdekTMBHBIN anameTp umnnaHtaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84®.0.i0
BHyTpeHHWMiA gnameTp umnnanTata D3 ¢ gonyckamm (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%.20
Bobicota umnnantata HI ¢ gonyckamun (mm) / Height HI of the implant with tolerances (mm)rr22.75 ®®voi5

BbicoTa umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa (hnaHua umnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50**-0.io
BbicoTa BopoTHMKa nmnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnantata 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnanTata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20£1

LLlepoxoBaTocTb Ra BHYTpeHHeN BnafuHbl UMMaHTaTa (miem) / Roughness Ra of the implant’s inner socket (uT): <2
CdpepnyHOCTb BHYTPEHHeW BnaguHbl umnnaHTara (Mkm) / Sphericity of the implant’s inner socket (41): < 100

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHnn gnameTp umnnaHTtata D1 ¢ gonyckamm (Mm) / Outer diameter D1 of the implant with tolerances (mm): 40.19+0.10
AhdekTMBHLIN anameTp umnnaHtaTa D2 ¢ gonyckamun (mm) / Effective diameter D2 of the implant with tolerances (mm): 42.84*0.10
BHyTpeHHWIA anameTp nmnnaHtara D3 ¢ gonyckamun (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%.20
Bbicota umnnaHtata HI ¢ gonyckammn (mm) / Height HI of the implant with tolerances (mm): 22.75' *"\qi5

Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTta hnaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"0.io
BbicoTa BopoTHMKa umnnaHTara H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara 02 ¢ gonyckamu (®/ Angle 02 of the implant with tolerances (°): 20+1

Yron umnnantara 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

LLIepoxoBaTocTb Ra BHyTpeHHe BnaanHbl mnnaHTaTa (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
ChepuyHOCTb BHYTPEHHel BnaguHbl uMniaHTarta (Mkm) / Sphericity of the implant’s irmer socket (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5

BHewwHwin gnameTp nmnnanTata D1 ¢ gonyckamm (Mm) / Outer diameter D1 ofthe implant with tolerances (mm): 44.19+0.10
AhdhekTnBHBIN AnameTp nmnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84%.i0
BHyTpeHHUIA fuameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 225080,20
Bobicota umnnarntata HI ¢ gonyckamu (mm) / Height HI ofthe implant with tolerances (mm): 24.75**"\0.i5
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Pepn. 2/Rev. 2

BbicoTta nmnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
Hooded PE HC liner BbicoTa naHua nmnnadTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®
022/F BbicoTa BOpOTHMKa umnniaHTata H4 ¢ gonyckamu (mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10
Yron nmnnantata 01 ¢ gonyckamm (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"
Yron umnnaHtata 02 ¢ gonyckamu (®/ Angle 02 of the implant with tolerances (°): 16+1
LLIepoxoBaTocTb Ra BHyTpeHHel BnagnHbl umnnaHTata (MkM) / Roughness Ra of the implant’s inner socket (gm): < 2
CdhepuyHOCTb BHYTPEHHe BnaguHbl uMniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknafblll aHTUNOKCa-  BHewHuid guameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm); 44.19+0.10
LMOHHBI PE HC gna- Oh(eKTnsHbIA ArameTp umnnaxTara D2 ¢ gonyckamn (Mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84".aio
MeTpoM 28/F BHyTpeHHWIA gnameTp nmnnadtata D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%,20
Bobicota mnnanTtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75 &5
i Bbicota umnnaHtata H2 ¢ gonyckamm (mm) / Height H2 ofthe implant with tolerances (mm): 14.64+0.05
Hooded PE HC liner g, co1a dnanua nmnnanTata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350°®
028/F BbIcoTa BOPOTHUKa UMMnaHTaTa H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10
Yron umnnaHtara 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (®): 18°58'0"+0°2'30"
Yron umnnaHtarta 02 ¢ gonyckamm (°) / Angle 02 ofthe implant with tolerances (°): 20+1
LLlepoxoBaTocTb Ra BHyTpeHHe BnagnHbl umniaHTarta (Mkv) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHeN BNaguHbl nMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): <100
Macca nmnnaHTara c gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
Bknafplll aHTUNtOKca- BHewHuii anameTtp umnnadTtara D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
LMOHHBIA PE HC gna- OMheKTVBHbI AnameTp nmnnanTtata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84@-0,i0
MeTpom 32/F BHyTpeHHUIA fnameTp nmnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30*-020
Bbicota nmnnarTtata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 24.75'®¥\0i5
. Bbicota nmnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
Hooded PE HC liner g co7a dhnanua umnnanTata H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350@*aio
032/F BbicoTa BOpoTHUKA nmMnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10
Yron umnnantara 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18®58'0” +0°2'30"
Yron umnnaHtara 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1
LLIepoxoBaTocTb Ra BHYyTpeHHel BnagnHbl nMmnnaHTata (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
ChepnyHOCTb BHYTPEHHEN BnaguHbl uMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100
Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
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Bknaabllw aHTUOKCA-
LMOHHbIA PE HC guna-
meTpom 36/F

Hooded PE HC liner
036/F

Bknagpilw aHTUIOKCa-
UMOHHbIM PE HC ana-
meTpom 40/F

Hooded PE HC liner
040/F

BknagbIlw aHTWUOKCa-
LUMOHHbIA PE HC aua-
meTpom 22/G

Hooded PE HC liner
022/G

Pen. 2/Rev. 2

BHewHnin gnameTp umnnadTtata D1 ¢ gonyckamu (mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
AhdekTMBHLIN gnameTp umnnaHTaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84%.i0
BHyTpeHHWIA gnameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%.20
Boicota umnnanTtata HI ¢ gonyckamn (Mm) / Height HI of the implant with tolerances (mm): 24.75*®“0.i5

Bbicota umnnaHtata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa thnaHua umnnaHTata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50“Y\io
BbicoTa BopoTHMKa nmnnaHTtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnartata 01 c¢ gonyckamm (°) / Angle ©1 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnanTata ©2 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1

LLIepoxoBaTocTb Ra BHYTpeHHel BrnaanHbl MMniaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepuyHOCTbL BHYTPeHHeR BnagunHbl umnnaHTtata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHuin gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 44.19+0.10
AddeKTMBHBIN AnameTp umnnaHTata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 46.84%.i0
BHyTpeHHWI gnameTp umnnaHtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 40.30%.20
Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75®"\-0.s

Bbicota umnnaHTaTa H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BobicoTa (hnaHua umnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50“Y"\.10
BbicoTa BOpoTHMKa umniaHTata H4 ¢ gonyckamm (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron numnnaHtata ©1 ¢ gonyckamu (°) / Angle ©1 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnantara 02 ¢ gonyckamu (°) / Angle ©2 of the implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHyTpeHHel BnaguHbl nmniaHTarta (Mkv) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHeR BnaguHbl umnnaHTata (MkM) / Sphericity ofthe implant’s inner socket (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHwnin guameTp nmnnaHtata D1 ¢ gonyckamm (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
AdekTMBHLIN AnameTp umnnaHtata D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84®-0.i0
BHyTpeHHUiA gnameTp nmnnantata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%.20
Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75®&"*0.i5

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa (hnaHua nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350®®"\.io
BbicoTa BopoTHMKa umnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18°58'0"+0°2'30"
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Bknaabllwl aHTUMOKCA-
LUMOHHBIA PE HC ana-
meTpom 28/G

Hooded PE HC liner
028/G

Bknagplll aHTUIOKCA-
LMOHHbIN PE HC awa-
meTpom 32/G

Hooded PE HC liner
032/G

Bknagpllw aHTUIOKCa-
UMOHHbIN PE HC ana-
meTpom 36/G

Pen. 2/Rev. 2

Yron umnnantarta 02 ¢ gonyckamu (°) / Angle 02 ofthe implant with tolerances (°): 16x1

LLlepoxoBatocTb Ra BHyTpeHHeld BnagunHbl mnniaHTata (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepuyHOCTb BHYTPEHHeN BnaanHbl uMniaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHuiA gnameTtp nmnnaHTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
AddekTnBHBIM anameTp nmnnaHTata D2 ¢ gonyckamn (Mm) / Effective diameter D2 ofthe implant with tolerances (mm): 50.84%,t0
BHyTpeHHWIA anameTp nmnnadTata D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30@".20
Bbicota umnnanTara HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 24.75""\.i5

Bbicota nmnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa pnaHua nmnnadtata H3 ¢ gonyckamu (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.30""qano
BbicoTa BOpoTHMKa umnnaHTaTa H4 ¢ gonyckamun (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnantata 01 ¢ gonyckamu (®/ Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron nvmnnartata 02 ¢ gonyckamu (°) / Angle 02 ofthe implant with tolerances (°): 20+1

LLIepoxoBaToCTb Ra BHyTpeHHe BnagnHbl MnnaHTaTa (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
CchepuyHOCTb BHYTPEHHE BnaguHbl MnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHnii anametp nmnnanTata D1 ¢ gonyckamm (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
AddpekTMBHBIN AnameTp nmnnandTata D2 ¢ gonyckammn (Mm) / Effective diameter D2 of the implant with tolerances (mm): 5084010
BHyTpeHHWIA gnameTp nmnnaHTata D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%-0.20
Bbicota umnnantata HI ¢ gonyckamu (Mm) / Height HI ofthe implant with tolerances (mm): 24.75**\qi5

Bbicota nmnnaHTtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa paHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350**"\qio
BbicoTa BOpoTHMKa nMmnnaHTata H4 ¢ gonyckamn (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtata ©1 ¢ gonyckamu (°)/Angle©l ofthe implant with tolerances (°): 18°58'0”+0°2'30"

Yron umnnaHtata 02 ¢ gonyckamu (°) / Angle ©2 of the implant with tolerances (°): 20+1

LLIepoxoBaTocTb Ra BHyTpeHHel BnaguHbl nMnaaHTarta (Mkm) / Roughness Ra ofthe implant’s inner socket (pm): <2
ChepryHOCTb BHYTPeHHel BNaguHbl umniaHtata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnarTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHuii gnametp nmnnaHTarta D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10
AddekTnBHLINM gnameTp nmnnaHTata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84*-0io
BHyTpeHHMIN gnameTp umnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%,20
Bbicota nmnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 24.75*"*"qi5

84

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



Hooded PE HC liner
036/G

BknagpIlw aHTUNOKCA-
LMOHHbIA PE HC gua-
meTpom 40/G

Hooded PE HC liner
040/G

BknagbILw aHTUTIOKCa-
LUMoHHbIM PE HC ana-
MeTpom 22/J

Hooded PE HC liner
022/J

Pen. 2/Rev. 2

Bbicota nmnnaHTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa (pnaHua nmnnaHTara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.30"“YV\io
BbicoTa BOpoTHMKa nmnnaHTaTa H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10
Yron umnnanTtata 01 cgonyckamu (°)/Angle01 ofthe implant with tolerances (®): 18°58'0"+0°2'30"

Yron umnnantata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHYTpeHHeit BnaanHbl mnnaHTata (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
ChepmyHOCTb BHYTPEHHEW BnaanHbl mnnaHTata (MKm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5
BHewwHnin gnameTp umnnadTata D ie gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 48.19+0.10

A dekTnBHLIN AnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 50.84%.t0
BHyTpeHHWIA gnameTp umnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 40.30%.20
Bobicota umnnanTtata HI ¢ gonyckamun (Mm) / Height HI of the implant with tolerances (mm): 24.75*®

Bbicota nmnnaHTata H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa dpnaHua nmnnaHtata H3 ¢ gonyckamun (Mm) / Height H3 of the implant’s flange with tolerances (mm): 350*@&M\).10

BbicoTa BopoTHUKaA umnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnaHtara 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHYTpeHHeli BnaguHbl MnnaHTaTta (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHel BnaguHbl umnnanTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTarta ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5

BHewHnin gnameTp umnnaHTtata D1 ¢ gonyckamm (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
AdhekTMBHLIN AnameTp umnnaHtata D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84®-0.i0
BHyTpeHHWIA anameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 2250®-0.20
Bbicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.75*®@oi5

BobicoTa mnnaHTaTta H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa naHua nmnnadtata H3 ¢ gonyckamun (Mm) / Height H3 ofthe implant’s flange with tolerances (mm): 350®®"0.io

BbicoTa BopoTHMKa umnnaHTara H4 ¢ gonyckamu (mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnantara 02 ¢ gonyckamu (® / Angle 02 of the implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHYTpeHHe BnaguHbl umniaHTata (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHe BnaAuHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTarta ¢ gonyckamum (r) / Mass of the implant with tolerances (g): 10+0.5
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Bknagplll aHTUOKCA-
LUMOHHBIA PE HC ana-
meTpom 28/J

Hooded PE HC liner
028/J

Bknagplll aHTUIOKCA-
UMOHHbIN PE HC gua-
meTpom 32/J

Hooded PE HC liner
032/J

Bknagplll aHTUIOKCA-
LMOHHbIN PE HC awa-
meTpom 36/J

Hooded PE HC liner
036/J

Peq. 2/Rev. 2

BHewwHuii anametp nmnnaHTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
AheKkTMBHLIN AnameTp umnnaHTata D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84".0.i0
BHyTpeHHWIA gnameTp nmnnantata D3 ¢ gonyckamu (mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Boicota umnnanTara HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26.75®®@“0.5

Bbicota nmnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa piaHua nmnnadtata H3 ¢ gonyckamun (mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50"®™"\io
BbicoTa BOpoTHMKa nMmnnaHtata H4 ¢ gonyckammn (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtarta 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (®): 18°58'0"+0®2'30"

Yron umnnaHtata 02 ¢ gonyckamu (°) / Angle 02 ofthe implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHyTpeHHeii BnaguHbl uMniaHtata (Mkm) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHeN BnaguHbl nvnnaHTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHtara c gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHnii anametp nmnnantata D1 ¢ gonyckamm (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
AhdhekTnBHBIN AnameTp nmnnaHtata D2 ¢ gonyckamun (Mm) / Effective diameter D2 of the implant with tolerances (mm): 54.84*"-0io
BHyTpeHHWIA AnameTp nmnnaHTara D3 ¢ gonyckamn (Mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%.20
Bobicota nmnnarntata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 26.75®®".0,i5

Bbicota umnnaHTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa (priaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®"0.i0
BbicoTa BOpoTHMKa nMmnnaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron nmnnartata 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18°58'0"+0°2'30"

Yron nmnnantata 02 ¢ gonyckamu (°) / Angle 02 ofthe implant with tolerances (®): 20+1

LLlepoxoBaTocTb Ra BHyTpeHHel BnaguHbl nmnniaHtata (MkM) / Roughness Ra ofthe implant’s inner socket (pm): < 2
CthepuyHOCTb BHYTPEHHEN BNaanHbl UMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHtata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHuii guametp nmnnaHTata D1 cgonyckamm (mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
AddekTnBHBIN AnameTp nmnnaHtata D2 ¢ gonyckamu (Mm) / Effective diameter D2 ofthe implant with tolerances (mm): 54.84®-0.i0
BHyTpeHHWIA anameTp nmnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30".0.20
Bobicota umnnanTata HI ¢ gonyckamu (Mm) / Height HI ofthe implant with tolerances (mm): 26.75®W0.i5

Bbicota umnnanTata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa hiaHua nmnnadtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50***\aio
BbicoTa BOpoTHMKa umnnaHTtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtata 01 ¢ gonyckamu I / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"
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BroTagbILL aHTUNIOKCA-
LUMOHHbIN PE HC aua-
meTpom 40/J

Hooded PE HC liner
040/

Bknagpbilw aHTU/OKCa-
LUMOHHbIA PE HC ana-
meTpom 22/K

Hooded PE HC liner
022/K

Bknagpilw aHTUNIOKCa-
LMOHHbIN PE HC awa-
meTpom 28/K

Pen. 2/Rev. 2

Yron nmnnantata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20£1

LLIepoxoBaTocTb Ra BHYTpeHHel BnagnHbl nMmnnaHtata (MKM) / Roughness Ra of the implant’s inner socket (UT): <2
CdhepnyHOCTb BHYTPEHHeR BnagnHbl mnnaHTata (MkM) / Sphericity of the implant’s inner socket (lim): < 100

Macca nmnnaHtata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHwnin gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 52.19+0.10
AdekTMBHLIN AnameTp nmnnaHTata D2 ¢ gonyckamu (Mv) / Effective diameter D2 of the implant with tolerances (mm): 54.84%.io0
BHyTpeHHMI1 gnameTp umnnaHtaTa D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 40.30%,20
Boicota umnnanTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 26.75®-®\0.5-
Bbicota umnnaHtata H2 ¢ gonyckamn (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05
BbicoTa hnaHua nmnnaHtata H3 ¢ gonyckamum (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®@Y\io

BbicoTa BopoTHMKa umnniaHTata H4 ¢ gonyckamun (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron nmnnanTata 01 ¢ gonyckamu (°) / Angle 01 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnaHtara 02 c¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 201

LLlepoxoBaTocTb Ra BHYTpeHHe BnagnHbl mnnaHTata (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
CthepryHOCTb BHYTPEHHEN BnaguHbl umnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHwnin gnameTp umnnaHtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10

A dekTMBHbIN AnameTp umnnaHTaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84%,t0
BHyTpeHHWIA gnameTp nmnnanTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 22.50%,20
Bbicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.75®"0.i5

Bbicota umnnartata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa (hnaHua nmnnaHtara H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50*""\4y)mo

BbicoTa BopoTHMKA umnniaHTata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnantara 01 ¢ gonyckamu (°) / Angle 01 ofthe implant with tolerances (°): 18°58'0"+0®2'30"

Yron umnnanTata 02 ¢ gonyckamu (°) / Angle 02 of the implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHYTpeHHel BnaamHbl nmnnaHTarta (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepuyHOCTb BHYTPEHHel BrnaanHbl uMmnnanTarta (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTata ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5

BHewwHuin gnameTp umnnadTtata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10
AhheKTMBHbLIV anameTp umnnaHTaTa D2 ¢ gonyckamu (Mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84"\.io
BHyTpeHHWiA gnameTp nmnnadtata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 28.30%.20
Bobicota umnnaHtata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.75'®0.i5
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Hooded PE HC
028/K

liner

BknagbIlw aHTUOKCa-
LUMOHHbIN PE HC gua-
meTpom 32/K

Hooded PE HC liner
032/K

Bknagplw aHTUOKCa-
UMoHHbIM PE HC ana-
meTpoMm 36/K

Hooded PE HC liner
036/K

Pepn. 2/Rev. 2

Bobicota mnnaHtata H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa (hnaHua nmnnaHtata H3 ¢ gonyckamu (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.50®Y\.io
BbicoTa BOpoTHMKa nMnnaHTara H4 ¢ gonyckamm (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara ©1 ¢ gonyckamu (°) / Angle ©1 of the implant with tolerances (®): 18°58'0"+0°2'30"

Yron numnnaHtata ©2 ¢ gonyckamu (°) / Angle ©2 of the implant with tolerances (°): 20+1

LLIepoxoBaToCTb Ra BHYTpeHHeR BnaguHbl MMnnaHTaTa (Mkm) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHelN BnaanHbl nMmnnaHTata (MKm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewHwuii gnametp nmnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10
AddhekTMBHBIN AnameTp nMmnnaHtata D2 ¢ gonyckamn (Mm) / Effective diameter D2 of the implant with tolerances (mm): 58.84°-0.i0
BHyTpeHHMIn gnameTp nmnnantata D3 ¢ gonyckamn (mm) / Inner diameter D3 of the implant with tolerances (mm): 32.30%,20
Boicota nmnnantata HI ¢ gonyckamu (Mm) / Height HI of the implant with tolerances (mm): 28.75®®".0.15

Bbicota umnnaHTtarta H2 ¢ gonyckamu (mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BoicoTa thnaHua umnnadtata H3 ¢ gonyckamn (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.30"*-0r0
BbicoTa BOpoTHMKa nMmnnaHtata H4 ¢ gonyckamu (Mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron umnnaHtara ©1 ¢ gonyckamu (°) / Angle ©1 of the implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnaHtara ©2 ¢ gonyckamu (°) / Angle ©2 ofthe implant with tolerances (°): 20+1

LLlepoxoBaTocTb Ra BHYTpeHHe BnafuHbl umnnaHTata (MKM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdpepuyHOCTb BHYTPEHHel BnaanHbl uMmnnanTarta (MkM) / Sphericity of the implant’s inner socket (pm): < 100

Macca umnnaHTtara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10+0.5

BHewwHwuid gnametp nmnnanTata D1 ¢ gonyckamu (Mm) / Outer diameter D1 of the implant with tolerances (mm): 56.19+0.10
AhekTMBHLIN gnameTp umnnaHtaTa D2 ¢ gonyckamu (mm) / Effective diameter D2 ofthe implant with tolerances (mm): 58.84%,i0
BHyTpeHHWi1 gnameTp umnnaHTata D3 ¢ gonyckamu (Mm) / Inner diameter D3 of the implant with tolerances (mm): 36.30%,20
Biicota nmnnaHTata HI ¢ gonyckamu (mm) / Height HI of the implant with tolerances (mm): 28.75®®"0.i5

Bbicota umnnaHTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 14.64+0.05

BbicoTa thnaHua nmnnadTtaTta H3 ¢ gonyckamm (Mm) / Height H3 of the implant’s flange with tolerances (mm): 3.30"aro
BbicoTa BOpoTHMKa nMmnnaHtara H4 ¢ gonyckamu (mm) / Height H4 of the implant’s hood with tolerances (mm): 4+0.10

Yron nmnnaHtata ©1 ¢ gonyckamu (°) / Angle ©1 ofthe implant with tolerances (°): 18°58'0"+0°2'30"

Yron umnnaHtara ©2 ¢ gonyckamu (°) / Angle ©2 of the implant with tolerances (®): 20+1

LLIepoxoBaTocTb Ra BHyTpeHHel BnaanHbl nMnnaHTaTta (MkM) / Roughness Ra of the implant’s inner socket (pm): < 2
CdhepnyHOCTb BHYTPEHHEN BnaanHbl uMnnaHTata (Mkm) / Sphericity of the implant’s inner socket (pm): < 100

Macca nmnnaHTaTa ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 10£0.5
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/TTepesod ¢ anaauiicko20 RIKA U WMARLRHCKO2O A3LIKA KA PYCCKuii A3biK/

JVpexTop NO KOHTPOJIO 38 HOPMATHBHO — MPABOBLIM COOTBETCTBHEM

Bamx Credaro
16.08.2023 .

/moanucano/
{Tevams/: ATBOKAT MOHUKA MAPALILIA (MONICA MARAZZI) * HOTAPHUYC
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Ne 4804 (yeThipe THICAYH BOCEMBCOT HETHIPE)
I. fiyrano (Lseiiuapus), 21 (asaguats nepsoe) abrycta 2023 roaa (e THICAH ABAAUATH TPETHENO rOAA)-
A, Monruka MAPALLIH (Monica MARAZZI), uwxenoanu#casmuica rocylapcTBeHHbIll HOTapHyc,
peaymmMil csolo mesrensHocTs B r. Jlyrano (llleefiuapua), momkubiM 06pasoM W B CWIY 3akoHa
YTIOIHOMOYEHHBIH HA COBEpINeHUE HOTAPHANLHBIX ACHCTBUI, HACTOAIIHM YAOCTOBCPHAIO NMOANHHHOCTH
NOANKCH, MPOCTaBJIEHHOM Ha ofopore, ¥ NpHHAAACSKANCH NHLY, YKAIGHHOMY HIDKE!
Credano BAJIK (Stefano BAJ), nara poxaeua: 12 (mpesanuaroe) mona 1980 (oaHa ThICS4a A€BATLCOT
BOCHMHECATOrO TOZA), NON: MYXKCKOii, keHar, rpaxianud Hrammn, npoxkusaiowmit B r. Beaano-Onona
(Urannsg), no aapecy: Bua Ansao Mopo 9/b (aeBaTe/b), apasioluyiics Aepkare/ieM Nacnopra rpokIaHiHa
Uranuu Ne.AV6066327 (AV 1wecTs HOMbL WECTh LIECTh TPH ABA CEMb), BHIAHHOTO MYHHLIHIANHTETOM
r. Beaano-Onosa 11 (omomanuaroro) miona 2015 (ase THCAYMH TIATHAZUATOrO MOAa), CPOK ACHCTEMA
KOTOpOro uctekaer 12 (aBexanuaroro) uioHs 2025 (nse THICAYH ABAAUATE TIATOrO roaa);
JINYHOCTD KOTOPOro 4 YAOCTOBEPAIO
BO CBHAETENLCTBO 4Ero, NPOCTARIRIO CBOIO MOAMKHCH H CKPEIUINIO HACTORILMA AOKYMEHT OpHUMANbHOM
MIE4aTHIO.
Mouuka MAPALIM (Monica MARAZZI), rocyaapcreenHbti HoTapHyc, ROMKHBIM 0OpasoM
YNOIHOMOUEHHRIA HA cOBepllieHHe HOTapHanbHLIX neficTsuii IlanaTtodl aaBokaToB W HOTAPHUYCOB MpH
Ane/IALUMOHHOM cyae kanTona Tuuuno, Jlyrano, Lllseliuapus, yn. Kantonane, 19 (nesarnaauars), 6901
Jlyrano (Lsekuapus), Ten.: +41/91.922.74.06, monica.marazzi

fnoanucano/
[Heyamv!: AIBOKAT MOHHKA MAPAILIM (MONICA MARAZZI) * HOTAPUYC

ANOCTHIb

(Taarckas koHBeHIMA oT 05 oxTabpa 1961 r.)

1. Crpana: PecniyGnuka u xanTon Tuuuso (Lseituapus)
Hacrosuuii my6nuuno-npasopol BOKYMEHT

2. 6w noanucan Mouxxod Mapauun (Monica Marazzi)
BHICTYIAIONIEH B KAYSCTEE HOTAPHYCA,

4, CKpemieH NeIaThiO NITAMIIOM BHIIICYNOMAHYTOr0 HOTAPHYCA,

SapepeHo:
5. BT benauxuoHa 6. 22amryceta 2023,
7. Tocynapcraennol xaHuenspue
8. 3a N0 73565
9, [Mevars/irraMn 10. Toamuce:
/Tepbosaz nenamp. T'OCYNaPCTBCHHAN KRHUENAPHA /nodnucanol
xanToHa THiHHO/ KPUCTHAHO JIYHAPIH
(CRISTIANO LUNARDI)
Cexperaps

Hanor rr.: 35.-
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MepeBo AAaHHOIO TeKcTa caenaH MHO, NnepeBOAYNKOM HuHax BaneH TUHON MeT PoOBHOIA

MNOoANMNCH

Poccuiickas depepaupns
lopog Mocksa

MsaToro ceHTA6pPSA ABe ThicAuM ABaALaTh TPeThLEro roga

A, KBuTKO ®epop AnekcaHapoBuy, HoTapuyc ropoga MockBbl, CBUAE T EeNbCTBY NOANUHHOCT b
noLnucu nepesogymka KuHax BaneHTUHbI MNeTpoBHbLI.

MoAnucs caenaHa B MOEM NPUCY T CTBUK.

JInyHoCT b NognNucaBLlLEero JOKYMeHT yCTaHOoB/eHa.

3aperncTpupoBaHo B peecTpe: Ne 62/137-H/77-2023- O - BHO'N
YnnayeHo 3a cOBeplIeHMe HOTapuanbHoro geiicTeusa: 400 py6. 00 kon.

NOAMUCH

®.A. KBUTKO

fepboBas neyaTb
HoTapuyca r.MockBbl
KBuTKO ®.A

Bcero npowHypoBaHo, NPOHYMepoBaHO
M CKpenneHo nevyaTblo 86 nucT(a)(oB)

HoTapwuyc

noAanunch

Poccuiickas ®epepauyns

fopopa Mocksa

MsATOoro ceHTA6ps ABe ThiCAYM ABAALATL TPETbero roga

A, Keutko ®egop AnekcaHapoBuy, HoTapuyc ropoja MoCKBbI, CBUAETENLCTBY IO
BEPHOCTb KONWUK C NPeACTaBNeHHOro MHe JOKYyMeHTa.
3aperunctpupoBaHo B peectpe: Ne 62/137-H/77-2023-« - ro*?

hayeHo 3a coBeplleHUe HoTapuanbHoro geiicteusa: 16700 py6. 00 kon.

\iQ o ji

®.A. KBUTKO

Bcero Mpowunto, NpOHYMEpOBaHO, CKPEeNaeHo
neyatblo 86 nuct(a) (o0B)

HoTtapuyc
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