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Russian text

1. HAUMEHOBAHWE MEAMLHCKOIO UN3AENSA
(MW) N EFO KNACCUPUKALIA

1.1 HanmeHoBaHne MW, Mmofgenn nnm BapuaHTbl ucnonHeHus MU

CucTtema 3HA0MNPOTE30B Ta306eapeHHOro cyctasa AMIStem:

English text

1. MEDICAL DEVICE (MD) NAME AND CLASSIFI

CATION

1.1 MD name, models or variations of MD

AMIStem hip joint endoprostheses system:

Puc.1 onoska kepamuyeckas Biolox Delta 12/14 sapuaHTbl ncnonHeHus: / Fig.l BIOLOX Delta Ceramic Ball Heads, versions

Homep no Ka-
Tanory
01.29.201
01.29.202
01.29.203

01.29.204

01.29.205

Ha3BaHue

lonoska kepamuyeckas Biolox Delta 12/14 guameTtpom
28 pasmepom S -3.5

FonoBka Kepamunyeckas Biolox Delta 12/14 gnameTpom
28 pasmepom M 0

onoska kepamuyeckas Biolox Delta 12/14 pnameTtpom
28 pasmepom L +3.5

MonoBKa Kepamunyeckas Biolox Delta 12/14 gnameTpom
32 pasmepom S -4

onoeka kepamuyeckas Biolox Delta 12/14 guameTpom
32 pasmepom M 0
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Catalogue
Number
01.29.201
01.29.202
01.29.203

01.29.204

01.29.205

Description

BIOLOX Delta Ceramic
28 Size S-3.5

BIOLOX Delta Ceramic
28 Size M 0

BIOLOX Delta Ceramic
28 Size L +3.5
BIOLOX Delta Ceramic
32 Size S-4

BIOLOX Delta Ceramic
32 Size M 0

Ball Head 12/14 o

Ball Head 12/14 o

Ball Head 12/14 o

Ball Head 12/14 o

Ball Head 12/14 o



01.29.206

01.29.207

01.29.208

01.29.209

01.29.210

01.29.211

01.29.212

01.29.213

01.29.214

01.29.215

01.29.216

01.29.217

01.29.218

01.29.219

ConoBka Kepamunyeckas Biolox Delta
32 pasmepom L +4

FonoBKa Kepamuyeckas Biolox Delta
32 pasmepom XL +7

MonoBKa Kepamuyeckas Biolox Delta
36 pasmepom S -4

FonoBKa Kepamuyeckas Biolox Delta
36 pasmepom M 0

MonoBKa Kepamuyeckas Biolox Delta
36 pasmepom L +4

MonoBKa Kepamuyeckas Biolox Delta
36 pasmepom XL +8

MonoBka kepamuyeckas Biolox Delta
40 pasmepom S -4

MonoBka kepamnyeckas Biolox Delta
40 pasmepom M 0

MonoBka kepamudeckas Biolox Delta
40 pasmepom L +4

FonoBKa Kepamunyeckas Biolox Delta
40 pasmepom XL +8

MonoBKa Kepamuyeckas Biolox Delta
44 pasvepom S -4

FonoBKa Kepammueckasa Biolox Delta
44 pasvepom M 0

FonoBKa Kepammnyeckas Biolox Delta
44 pa3vepom L +4

onoBka Kepammyeckas Biolox Delta
44 pasmepom XL +8
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12/14 nnameTpom
12/14 pnameTtpom
12/14 gpnameTpom
12/14 pnameTpom
12/14 pnameTpom
12/14 pnameTpom
12/14 pnameTpom
12/14 gpnameTpom
12/14 nnameTpom
12/14 pnameTtpom
12/14 gnameTpom
12/14 pnameTpom
12/14 pnameTpom

12/14 pnameTpom

01.29.206

01.29.207

01.29.208

01.29.209

01.29.210

01.29.211

01.29.212

01.29.213

01.29.214

01.29.215

01.29.216

01.29.217

01.29.218

01.29.219

BIOLOX Delta Ceramic
32 Size L +4

BIOLOX Delta Ceramic
32 Size XL +7

BIOLOX Delta Ceramic
36 Sizes-4

BIOLOX Delta Ceramic
36 Size MO

BIOLOX Delta Ceramic
36 SizelL +4

BIOLOX Delta Ceramic
36 Size XL +8
BIOLOX Delta Ceramic
40 Size S- 4

BIOLOX Delta Ceramic
40 Size M 0

BIOLOX Delta Ceramic
40 Size L+ 4

BIOLOX Delta Ceramic
40 Size XL +8
BIOLOX Delta Ceramic
44 Size S- 4

BIOLOX Delta Ceramic
44 Size M 0

BIOLOX Delta Ceramic
44 SizeL + 4

BIOLOX Delta Ceramic
44 Size XL +8

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

Ball Head

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o

12/14 o



Puc.2 Monoeka Biolox Option, BapuaHTbl ncnonHenus: /1"ig.2 Biolox Option Heads, versions:

Homep no ka- HasBaHue Catalogue Description
Tanory Number
01.29.230H Monoska Biolox Option gnameTtpom 28 01.29.230H Head Biolox Option o 28
01.29.231H Monoska Biolox Option gnametpom 32 01.29.231H Head Biolox Option o 32
01.29.232H onoska Biolox Option gnametpom 36 01.29.232H Head Biolox Option o 36
01.29.233H Monoska Biolox Option gnametpom 40 01.29.233H Head Biolox Option o 40

01.29.234H Monoska Biolox Option gnameTtpom 44 W W WD 01.29.234H Head Biolox Option o 44
N

$ IL Ja*
Puc3 BTynku, BapuaHTtbl ncnonHeHus: / Fig.3 Sleeves, versions:
Homep no ka- HasBaHue Catalogue Description
Tanory Number
01.29.240A BTynka pasmepa S 01.29.240A Sleeve Size S
01.29.241 A BTynka pasmepa M 01.29.241A Sleeve Size M
01.29.242A BTynka pa3mepa L 01.29.242A Sleeve Size L
01.29.243A BTynka pasmepa XL 01.29.243A Sleeve Size XL
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Puc.4 Hoxka STD ¢ nokpbeiTvem HA; Hoxka LAT ¢ nokpbiTuem HA, BapnaHTbl ucrnonxenus: / Fig.4 STD stems with HA coating; LAT stems
coated with HA, versions:

Homep no ka- Ha3sBaHue Catalogue Description
Tanory Number
01.18.098 Hoxka STD ¢ nokpbiTnem HA #00 01.18.098 HA coated STD stem #00
01.18.130 Hoxka STD c nokpbiTnem HA #0 01.18.130 HA coated STD stem #0
01.18.131 Hoxka STD c nokpbiTnem HA #1 01.18.131 HA coated STD stem #1
01.18.132 Hoxka STD c nokpbiTnem HA #2 01.18.132 HA coated STD stem #2
01.18.133 Hoxka STD c nokpbiTuem HA #3 01.18.133 HA coated STD stem #3
01.18.134 Hoxka STD c nokpbiTuem HA #4 01.18.134 HA coated STD stem #4
01.18.135 Hoxka STD c nokpbiTnem HA #5 01.18.135 HA coated STD stem #5
01.18.136 Hoxka STD ¢ nokpbiTnem HA #6 01.18.136 HA coated STD stem #6
01.18.137 Hoxka STD c nokpbiTnem HA #7 01.18.137 HA coated STD stem #7
01.18.138 Hoxka STD c nokpbiTvuem HA #8 01.18.138 HA coated STD stem #8
01.18.139 Hoxka STD ¢ nokpbiTuem HA #9 01.18.139 HA coated STD stem #9
01.18.140 Hoxka LAT c nokpbiTuem HA #0 01.18.140 HA coated LAT stem #0
01.18.141 Hoxka LAT c nokpblTnem HA #1 01.18.141 HA coated LAT stem #1
01.18.142 Hoxka LAT ¢ nokpbiTriem HA #2 01.18.142 HA coated LAT stem #2
01.18.143 Hoxka LAT c nokpbitnem HA #3 01.18.143 HA coated LAT stem #3
01.18.144 Hoxka LAT ¢ nokpbitnem HA #4 01.18.144 HA coated LAT stem #4
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01.18.145 Hoxxka LAT c nokpbitnem HA #5 01.18.145 HA coated LAT stem #5

01.18.146 Hoxka LAT c nokpbiTuem HA #6 01.18.146 HA coated LAT stem #6
01.18.147 Hoxka LAT c nokpbiTuem HA #7 01.18.147 HA coated LAT stem #7
01.18.148 Hoxka LAT c nokpbiTvuem HA #8 01.18.148 HA coated LAT stem #8

Puc.5 Hoxka STD ¢ BOpOTHUKOM € nokpbiTueM HA; Hoxka LAT ¢ BOPOTHUKOM € NoKpbiTMeM HA, BapuaHTbl ucnonHeHus / Fig.5 Stem Collared
HA coated STD stem; stem Collared HA coated LAT stem versions:

Homep no ka- HasBaHue Catalogue Description
Tanory Number
01.18.229 Hoxka STD ¢ BOPOTHUKOM € nokpbiTuem HA #00 01.18.229 Stem Collared HA coated STD stem #00
01.18.230 Hoxxka STD ¢ BOPOTHUKOM C nokpbiTnem HA #0 01.18.230 Stem Collared HA coated STD stem #0
01.18.231 Hoxka STD ¢ BOPOTHUKOM C MOKpbITUEM HA #1 01.18.231 Stem Collared HA coated STD stem #1
01.18.232 Hoxka STD ¢ BOPOTHMKOM C NOKpbITUEM HA #2 01.18.232 Stem Collared HA coated STD stem #2
01.18.233 Hoxka STD ¢ BOPOTHUKOM C noKpbiTUem HA #3 01.18.233 Stem Collared HA coated STD stem #3
01.18.234 Hoxka STD ¢ BOpOTHUKOM € NoKpbiTeM HA #4 01.18.234 Stem Collared HA coated STD stem #4
01.18.235 Hoxxka STD ¢ BOPOTHUKOM C NoKpbITnEM HA #5 01.18.235 Stem Collared HA coated STD stem #5
01.18.236 Hoxka STD ¢ BOPOTHUKOM C NOKpbITUeM HA #6 01.18.236 Stem Collared HA coated STD stem #6
01.18.237 Hoxka STD ¢ BOpOTHUKOM C NOKpbITUEM HA #7 01.18.237 Stem Collared HA coated STD stem #7
01.18.238 Hoxka STD ¢ BOPOTHUKOM C NOKpbITUEM HA #8 01.18.238 Stem Collared HA coated STD stem #8
01.18.239 Hoxka STD ¢ BOPOTHUKOM C NOKpbITueM HA #9 01.18.239 Stem Collared HA coated STD stem #9
01.18.240 Hoxka LAT ¢ BOPOTHUKOM C NOKpbiTuem HA #0 01.18.240 Stem Collared HA coated LAT stem #0
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01.18.241 Hoxka LAT ¢ BOPOTHMKOM C noKpbiThem HA #1 01.18.241 Stem Collared HA coated LAT stem #1

01.18.242 Hoxka LAT ¢ BOPOTHMKOM C NoKpbiTueM HA #2 01.18.242 Stem Collared HA coated LAT stem #2
01.18.243 Hoxka LAT ¢ BOPOTHMKOM C NOKpbiTemM HA #3 01.18.243 Stem Collared HA coated LAT stem #3
01.18.244 Hoxxka LAT c BOPOTHMKOM C NoKpbiTuem HA #4 01.18.244 Stem Collared HA coated LAT stem #4
01.18.245 Hoxxka LAT ¢ BOPOTHMKOM C MOKpbITUEM HA #5 01.18.245 Stem Collared HA coated LAT stem #5
01.18.246 Hoxka LAT c BOPOTHUKOM C nokpbiTnem HA #6 01.18.246 Stem Collared HA coated LAT stem #6
01.18.247 Hoxka LAT ¢ BOPOTHUKOM C NOKpbITUEM HA #7 01.18.247 Stem Collared HA coated LAT stem #7
01.18.248 Hoxka LAT c BOPOTHUKOM C nokpbiTnem HA #8 1 01.18.248 Stem Collared HA coated LAT stem #8

Puc.6 Hoxka STD AMIStem-P; Hoxka LAT AMIStem-P, BapuaHTbl ucnonHenus: / Fig.6 STD stems AMIStem-P; LAT stems AMIStem-P, ver-

sions:
Homep no ka- HasBaHue Catalogue Description
Tanory Number
01.18.399 Hoxka STD AMIStem-P #00 01.18.399 AMIStem-P STD stem #00
01.18.400 Hoxka STD AMIStem-P #0 01.18.400 AMIStem-P STD stem #0
01.18.401 Hoxka STD AMIStem-P #1 01.18.401 AMIStem-P STD stem #1
01.18.402 Hoxka STD AMIStem-P #2 01.18.402 AMIStem-P STD stem #2
01.18.403 Hoxka STD AMIStem-P #3 01.18.403 AMIStem-P STD stem #3
01.18.404 Hoxka STD AMIStem-P #4 01.18.404 AMIStem-P STD stem #4
01.18.405 Hoxka STD AMIStem-P #5 01.18.405 AMIStem-P STD stem #5
01.18.406 Hoxka STD AMIStem-P #6 01.18.406 AMIStem-P STD stem #6
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01.18.407 Hoxka STD AMIStem-P #7 01.18.407 AMIStem-P STD stem #7

01.18.408 Hoxka STD AMIStem-P #8 01.18.408 AMIStem-P STD stem #8
01.18.409 Hoxka STD AMIStem-P #9 01.18.409 AMIStem-P STD stem #9
01.18.410 Hoxka LAT AMIStem-P #0 01.18.410 AMIStem-P LAT stem #0
01.18.411 Hoxka LAT AMISlem-P #1 01.18.411 AMIStem-P LAT stem #1
01.18.412 Hoxka LAT AMIStem-P #2 01.18.412 AMIStem-P LAT stem #2
01.18.413 Hoxka LAT AMIStem-P #3 01.18.413 AMIStem-P LAT stem #3
01.18.414 Hoxka LAT AMIStem-P #4 01.18.414 AMIStem-P LAT stem #4
01.18.415 Hoxka LAT AMIStem-P #5 01.18.415 AMIStem-P LAT stem #5
01.18.416 Hoxka LAT AMIStem-P #6 01.18.416 AMIStem-P LAT stem #6
01.18.417 Hoxka LAT AMIStem-P #7 01.18.417 AMIStem-P LAT stem #7
01.18.418 Hoxka LAT AMIStem-P #8 01.18.418 AMIStem-P LAT stem #8

Puc.7 Hoxka STD c BopoTHukom AMIStem-P; Hoxka LAT ¢ BopoTHMKOM AMIStem-P, BapnaHTbl ncnonHenus:/ Fig.7 Collared STD Stems
AMIStem-P, Collared LAT stems AMIStem-P, versions:

Homep no ka- HasBaHue Catalogue Description
Tanory Number
01.18.429 Hoxka STD c BopoTHukom AMIStem-P #00 01.18.429 AMIStem-P Collared STD stem #00
01.18.430 Hoxka STD c BopoTHukom AMIStem-P #0 01.18.430 AMIStem-P Collared STD stem #0
01.18.431 Hoxka STD c BopoTHUKoM AMIStem-P #1 01.18.431 AMIStem-P Collared STD stem #1
01.18.432 Hoxka STD ¢ BopoTHUKOM AMIStem-P #2 01.18.432 AMIStem-P Collared STD stem #2
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01.18.433
01.18.434
01.18.435
01.18.436
01.18.437
01.18.438
01.18.439
01.18.440
01.18.441
01.18.442
01.18.443
01.18.444
01.18.445
01.18.446
01.18.447
01.18.448

Puc-8 Hoxka STD ¢ KopoTKoW weikoii AMIStem-P; Hoxka LAT ¢ KopoTKoii weikoii AMIStem-P, BapuaHTbl ncnonHexnus: / Fig.8 A Short Neck

Hoxka STD ¢ BopoTHUKOM AMIStem-P #3
Hoxka STD ¢ BopoTHuKoMm AMIStem-P #4
Hoxka STD ¢ BopoTHUkom AMIStem-P #5
Hoxxka STD ¢ BopoTHUKOM AMIStem-P #6
Hoxka STD ¢ BopoTHukom AMIStem-P #7
Hoxka STD ¢ BopoTHUKoM AMIStem-P #8
Hoxka STD ¢ BopoTHUKOM AMIStem-P #9
Hoxka LAT c BopoTHUKOM AMIStem-P #0
Hoxka LAT c sopoTHukom AMIStem-P #1
Hoxka LAT c BopoTHUKOM AMIStem-P #2
Hoxka LAT c sopoTHukom AMIStem-P #3
Hoxka LAT c sBopoTHukom AMIStem-P #4
Hoxka LAT c BopoTHUKOM AMIStem-P #5
Hoxka LAT c BopoTHMKOM AMIStem-P #6
Hoxka LAT ¢ BOpOTHMKOM AMIStem-P #7
Hoxka LAT ¢ BOpoTHUKOM AMIStem-P #8

01.18.433
01.18.434
01.18.435
01.18.436
01.18.437
01.18.438
01.18.439
01.18.440
01.18.441
01.18.442
01.18.443
01.18.444
01.18.445
01.18.446
01.18.447
01.18.448

AMIStem-P Collared STD stem #3
AMIStem-P Collared STD stem #4
AMIStem-P Collared STD stem #5
AMIStem-P Collared STD stem #6
AMIStem-P Collared STD stem #7
AMIStem-P Collared STD stem #8
AMIStem-P Collared STD stem #9
AMIStem-P Collared LAT stem #0
AMIStem-P Collared LAT stem #1
AMIStem-P Collared LAT stem #2
AMIStem-P Collared LAT stem #3
AMIStem-P Collared LAT stem #4
AMIStem-P Collared LAT stem #5
AMIStem-P Collared LAT stem #6
AMIStem-P Collared LAT stem #7
AMIStem-P Collared LAT stem #8

STD stems AMIStem-P; Short Neck LAT stems AMIStem- P, versions:
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Homep no Ka-
Tanowy
01.18.459
01.18.460
01.18.461
01.18.462
01.18.463
01.18.464
01.18.465
01.18.466
01.18.467
01.18.468
01.18.469
01.18.470
01.18.471
01.18.472
01.18.473
01.18.474
01.18.475
01.18.476
01.18.477
01.18.478

Ha3BaHue

Hoxka STD ¢ KopoTKO/
Hoxka STD ¢ KOpoTKoOW
Hoxka STD ¢ KOpOTKOli
Hoxxka STD ¢ KOpoTKOlA
Hoxka STD ¢ KOpoTKOl
Hoxka STD ¢ KOpOTKOlA
Hoxka STD ¢ KOpPOTKOIA
Hoxka STD ¢ KopoTKoii
Hoxka STD ¢ KopoTKoii
Hoxka STD ¢ KopoTKoii
Hoxka STD ¢ KOpOTKOM
Hoxka LAT ¢ KOpOTKoOW
Hoxka LAT ¢ KOpoTKoi#
Hoxka LAT ¢ KOpOTKOW
Hoxka LAT ¢ KOpoTKoi
Hoxka LAT ¢ KOpOTKoiA
Hoxka LAT ¢ KopoTKoW
Hoxka LAT ¢ KopoTKoi
Hoxxka LAT ¢ KOpOTKOIA
Hoxka LAT ¢ KOpOTKOW
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werikon AMIStem-P #00
Wwenkon AMIStem-P #0
lwenkon AMIStem-P #1
werikon AMIStem-P #2
werikon AMIStem-P #3
werikon AMIStem-P #4
weinkoin AMIStem-P #5
weikoi AMIStem-P #6
wenkon AMIStem-P #7
weikoh AMIStem-P #8
wenkon AMIStem-P #9
weikoin AMIStem-P #0
Wwenkon AMIStem-P #1
lwenkon AMIStem-P #2
lwenkon AMIStem-P #3
wenkon AMIStem-P #4
wenkon AMIStem-P #5
werikoin AMIStem-P #6
weikoi AMIStem-P #7
weinkoin AMIStem-P #8

Catalogue
Number
01.18.459
01.18.460
01.18.461
01.18.462
01.18.463
01.18.464
01.18.465
01.18.466
01.18.467
01.18.468
01.18.469
01.18.470
01.18.471
01.18.472
01.18.473
01.18.474
01.18.475
01.18.476
01.18.477
01.18.478

Description

AMIStem-P Short Neck STD stem #00
AMIStem-P Short Neck STD stem #0
AMIStem- P Short Neck STD stem #1
AMIStem- P Short Neck STD stem #2
AMIStem- P Short Neck STD stem #3
AMIStem- P Short Neck STD stem #4
AMIStem- P Short Neck STD stem #5
AMIStem- P Short Neck STD stem #6
AMIStem- P Short Neck STD stem #7
AMIStem- P Short Neck STD stem #8
AMIStem- P Short Neck STD stem #9
AMIStem- P Short Neck LAT stem #0
AMIStem- P Short Neck LAT stem #1
AMIStem- P Short Neck LAT stem #2
AMIStem- P Short Neck LAT stem #3
AMIStem- P Short Neck LAT stem #4
AMIStem- P Short Neck LAT stem #5
AMIStem- P Short Neck LAT stem #6
AMIStem- P Short Neck LAT stem #7
AMIStem- P Short Neck LAT stem #8



Puc.9 Hoxka STD uemeHTHas; Hoxxka LAT uemeHTHas, BapuaHTbl ncnonHenus: / Fig.9 STD cemented stems; LAT cemented stems, versions
Homep no Ka-

Tanory

01.18.149
01.18.150
01.18.151
01.18.152
01.18.153
01.18.154
01.18.155
01.18.156
01.18.157
01.18.158
01.18.100
01.18.101
01.18.102
01.18.103
01.18.104
01.18.105
01.18.106

Ha3BaHue

Hoxka STD uemeHTHaa#00
Hoxka STD uemeHTHaa#0
Hoxka STD uemeHTHas#!
Hoxka STD uemMeHTHasA#2
Hoxka STD uemeHTHaa#3
Hoxka STD uemeHTHas#4
Hoxka STD LemMeHTHaa#5
Hoxka STD ueMeHTHasa#6
Hoxka STD ueMeHTHaa#?
Hoxka STD uemeHTHas#8
Hoxka LAT uemeHTHas#0
Hoxka LAT uemMeHTHasa#!
Hoxka LAT ueMeHTHasa#2
Hoxka LAT uemeHTHaa#3
Hoxka LAT ueMeHTHas#4
Hoxka LAT uemeHTHasa#5
Hoxka LAT ueMeHTHasA#6

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

Catalogue
Number
01.18.149
01.18.150
01.18.151
01.18.152
01.18.153
01.18.154
01.18.155
01.18.156
01.18.157
01.18.158
01.18.100
01.18.101
01.18.102
01.18.103
01.18.104
01.18.105
01.18.106

Description

Cemented STD stem #00
Cemented STD stem #0
Cemented STD stem #1
Cemented STD stem #2
Cemented STD stem #3
Cemented STD stem #4
Cemented STD stem #5
Cemented STD stem #6
Cemented STD stem #7
Cemented STD stem #8
Cemented LAT stem #0
Cemented LAT stem #1
Cemented LAT stem #2
Cemented LAT stem #3
Cemented LAT stem #4
Cemented LAT stem #5
Cemented LAT stem #6



01.18.107
01.18.108

Homep no Ka-

Tanory
01.25.130
25055.2203
25055.2801
25055.2803
25055.2805
25055.2807
25055.2810
25055.3201
25055.3203
25055.3205
25055.3207
25055.3210

Hoxka LAT ueMeHTHasa#7
Hoxka LAT ueMeHTHas#8

01.18.107
01.18.108

Cemented LAT stem #7
Cemented LAT stem #8

Puc.10 lonoska, BapnaHTbl ncnonHeHus / Fig.10 Ball Heads, versions:

Ha3BaHwue

MonoBka 12/14 pnameTtpom 22 pasmepom S -2.5
onoska 12/14 puameTtpom 22 pasmepom M 0
Monoska 12/14 guameTtpom 28 pasmepom S -3.5
onoska 12/14 puametpom 28 pasmepom M 0
lonoBka 12/14 gpnametpom 28 pasmepom L +3.5
lonoska 12/14 pnuametpom 28 pasmepom XL +7
Monoska 12/14 gpnametpom 28 pasmepom XXL +10.5
lonoska 12/14 guameTtpom 32 pasmepom S -3.5
Monoska 12/14 gnametpom 32 pasmepom M 0
lonoeka 12/14 gnametpom 32 pazmepom L +3.5
lonoBka 12/14 gnameTtpom 32 pasmepom XL +7
Monoska 12/14 gpnametpom 32 pasmepom XXL +10.5
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Catalogue
Number
01.25.130
25055.2203
25055.2801
25055.2803
25055.2805
25055.2807
25055-2810
25055.3201
25055.3203
25055.3205
25055.3207
25055.3210

Description

Ball Head 12/14 0 22 Size S-2,5

Ball Head 12/14 0 22 Size M 0

Ball Head 12/14 o 28 Size S-3.5
Ball Head 12/14 o 28 Size M 0

Ball Head 12/14 o 28 Size L +3.5
Ball Head 12/14 o 28 Size XL +7
Ball Head 12/14 o 28 Size XXL +10.5
Ball Head 12/14 o0 32 Size S-3.5

Ball Head 12/14 0 32 Size M 0

Ball Head 12/14 o 32 Size L +3.5

Ball Head 12/14 o 32 Size XL +7

Ball Head 12/14 o 32 Size XXL +10.5



€e

Puc. 11 lonoska CoCr, BapuaHTbl ucnonHenus: / Fig. 11 Ball Heads CoCr, versions:

Homep no ka- HasBaHue Catalogue Description
Tanory Number
01.25.124 Monoska CoCr 12/14 gnametpom 22 pasmepom S -2.5 01.25.124 CoCr Ball Head 12/14 0 22 Size S -2,5
01.25.123 Monoska CoCr 12/14 gnametpom 22 pasmepom M 0 01.25.123 CoCr Ball Head 12/14 0 22 Size M 0
01.25.011 Monoska CoCr 12/14 gnametpom 28 pasmepom S -3.5 01.25.011 CoCr Ball Head 12/14 o0 28 Size S-3.5
01.25.012 Monoska CoCr 12/14 guametpom 28 pasmepom M 0 01.25.012 CoCr Ball Head 12/14 0 28 Size M 0
01.25.013 Monoeka CoCr 12/14 gnametpom 28 pasmepom L +3.5 01.25.013 CoCr Ball Head 12/14 0 28 Size L +3.5
01.25.014 Monoeka CoCr 12/14 gnameTpom 28 pasmepom XL +7 01.25.014 CoCr Ball Head 12/14 o 28 Size XL +7
01.25.015 Monoska CoCr 12/14 puameTrpom 28 pa3mepom XXL 01.25.015 CoCr Ball Head 12/14 0 28 Size XXL +10.5
+10.5 | 01.25.021 CoCr Ball Head 12/14 o 32 Size S-3.5
01.25.021 Monoska CoCr 12/14 gnameTtpom 32 pasmepom S -3.5 1 01.25.022 CoCr Ball Head 12/14 0 32 Size M 0
01.25.022 Monoska CoCr 12/14 gpnameTtpom 32 pasmepom M 0 1 01.25.023 CoCr Ball Head 12/14 o 32 Size L +3.5
01.25.023 lonoska CoCr 12/14 gpnameTtpom 32 pasmepom L +3.5 01.25.024 CoCr Ball Head 12/14 o 32 Size XL +7
01.25.024 Fonoeka CoCr 12/14 gnameTtpom 32 pasmepom XL +7 01.25.025 CoCr Ball Head 12/14 o 32 Size XXL +10.5
01.25.025 MNonoska CoCr 12/14 punametpom 32 pasmepom XXL 01.25.030 CoCr Ball Head 12/14 o 36 Size S -3.5
+10.5 01.25.031 CoCr Ball Head 12/14 o 36 Size M 0
01.25.030 Monoska CoCr 12/14 gnameTtpom 36 pasmepom S -3.5 01.25.032 CoCr Ball Head 12/14 o 36 Size L +3.5
01.25.031 Monoska CoCr 12/14 puametpom 36 pasmepom M 0 1 01.25.033 CoCr Ball Head 12/14 o 36 Size XL +7
01.25.032 Monoska CoCr 12/14 guameTtpom 36 pasmepom L +3.5 | 01.25.034 CoCr Ball Head 12/14 0 36 Size XXL +10.5
01.25.033 Monoska CoCr 12/14 pnameTtpom 36 pasmepom XL +7
01.25.034 Monoska CoCr 12/14 puameTpom 36 pasmepom XXL
+10.5
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[anee no TeKCTy ANa MeAULMHCKMUX U34eNniA MOTyT ObITb UCNO/b30BaHbI Cie-
Aylole HaMMeHOBaHMA: n3genve, meamumHckoe nsgenne, M, ycTpoiicTso,
MMNAaHTaT, UMNNaHTUPYEMOe YCTPONCTBO, NPOTe3, 3HAONPOTE3, 3HAONPOTE3
Ta306epeHHOro cycTaBa, roNoBKK, HOXKKM, AMIStem, a TakXKe KOMOUHaLUK
BbllLieNepeyYnceHHbIX Ha3BaHWUin (HanpuMep nmnnaHTatel AMIStem).

1.2. Knaccugmkauyma MU

MeanunHCcKoe n3aenne 0OTHOCUTCA K Knaccy pucka 26.

Twn - 3HAONPOTE3bl BEPTNYXKHble (COCTOALWME U3 OAHOTO U 601ee KOMMo-
HeHTOB) B cooTBeTcBME ¢ TOCT P NCO 7206-1-2005.

TWN 1 ANUTENbHOCTb KOHTAKTa C OPraHM3mMoMm 4YesioBeKa - M34enns NocTosH-
HOro KoHTakTa (6onee 30 CyTOK) C MATKAUMU N KOCTHbIMU TKaHAMMU.
KpaTHOCTb NPUMEHEHUA MEAULUHCKOro U34enusa - u3genne o4HOKPaTHOro
NPUMeEHEHUS.

VIHBa3MBHOCTb - MeAULMHCKOE N3Lenne NHBa3WBHOE, BBOAMMOe XUpypruye-
CKUM MyTeMm.

CTepunbHOCTb - MEAULMHCKOE U3fenne cTtepusibHoe.

MpuMeHeHne ANA XU3HEHHO BaXKHbIX OpraHoB (cepgue, LeHTpasbHas cu-
CTeMa KpoBOoOOpalleHWs, LeHTpanbHas HepBHas CuUCTemMa) - WU3[efive He
MMEET KOHTAKT C XXM3HEHHO BaXXHbIMN OpraHamu.

2. HASHAUYEHWE MEAVUMHCKOIO U3LENNSA N NMPUHLAMBI
NENCTBUA

CucTtema 3HA0NPOTE30B Ta306eapeHHOro cyctaBa AMIStem npegHasHaveHa
AN UCNONb30BaHWA KakK Npv NOJIHON, Tak ¥ NpY YaCTUYHOI apTponiacTuke
Ta306epeHHOro cycTaBa, YT06bl 06ecne4YnTb yBeMYeHNEe NOLABUXHOCTM Na-
LMEeHTa U YMeHblleHne 6011 MyTeM 3aMeHbl NMOBPEXAEHHOro Ta3obenpeH-
HOro cycTaBa Mpu NePBUYHON MU PEBU3NOHHON Onepayuu.
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The following names may be used for medical devices: product, med-
ical device, MD, device, implant, implantable device, prosthesis, en-
doprosthesis, hip endoprosthesis, ball heads, stems, AMIStem, and
combinations of these names (e.g., AMIStem implants).

1.2. MD classification

The medical device belongs to risk class 2b.

Type - acetabular endoprostheses (consisting of one or more compo-
nents) in accordance with TOCT P NCO 7206-1-2005.

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 sur-
gical way.

Sterility - medical device is sterile.

Use for vital organs (heart, central circulatory system, central nervous
system) - the product has no contact with vital organs.

2. INTENDED USE AND PRINCIPLE OF OPERATION

AMIStem hipjoint endoprostheses system are designed for use in total
or partial hip arthroplasty to provide increased patient mobility and
reduced pain by replacing the damaged hipjoint, in primary or revision
surgery.



3. MOKA3AHUNA N MPOTUMBOMOKA3SAHNA K MPMMEHEHWIO
MU 1 BO3MO>XHBIE MOBOYHbBIE 3 PEKTbI
3.1. TlokasaHus

Cuctema aHgonpoTe3oB TazobedpeHHOro cycrtasa AMIStem npefHasHayveHa
AN UCMONb30BaHMA NPU TOTa/IbHOM UM YaCTUYHOW apTponnacTuke Tasobes-
PEHHOrO CycTaBa, A4/11 MEePBUYHON UV PEBU3MOHHON Onepauuu.

ToTanbHasa apTponiacTuka Ta3o6e4peHHOro cycrasa nokasaHa B CneayroLLmnx
cnyyvasx:

- CunbHaa 60nb n/mnn HepaboTOCNOCOBHOCTL CyCTaBa B pe3ynbTaTe apTpos3a,
TpaBMaTMUYECKOro apTpuTa, PeBMaToOMAHOr0 NOANapTpPUTa UM BPOXKAEHHOM
aucnnasmy Ta3o06eapeHHOro cycrasa.

- ABacKy/NApHbIA HEKPO3 FONOBKY GefpeHHON KOCTH.

- OCTpblli TpaBMaTUYECKUIA Nepenom ronoBKW UN Wekn begpa.

- Heypaua npegbifyLuein onepauunmn Ha Ta3obepeHHOM CycTaBe: PEKOHCTPYK-
UMA cycTaBa, BHYTPEHHAA (PuKcauus, apTpojes, YaCcTMyHas apTponnactmka
Ta3obepeHHOro cycrtaBa, 3HAOMPOTE3MPOBaHWE UNN TOTaNbHasf apTponsa-
CTMKa Ta3obepeHHOro cycrasa.

YacTuyHas apTponnacTMka Ta3obeipeHHOro cycTaBa NnokKasaHa B ClefyHoLmnx
cnyyvasx:

- OCTpbIil TpaBMaTMUYECKNIA Nepenom rofioBKKM Unu werkn begpa.

- HecpacTtaHue nepenoma weikun 6eapa.

- ABacKyNApHbIA HEKPO3 FOI0BKW GefpeHHOl KOCTK.

- MepBMYHas naTonorus, 3aTparvearoLLas ronosky 6eapa, Ho ¢ Hegehopmu-
POBaHHOI BEPTNAYXXHOIN BNaAUHOIWA.

T0ONOBKMW M3 KepaMUKN UCMONb3YHTCA Npu:
- MepBMYHOE TOTaNbHOE 3HAOMPOTE3NPOBaHME Ta306eAPEHHOI0 CyCcTaBa B CO-
YyeTaHUN C 6eAPEHHbIMN HOXKaMW;
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3. INDICATIONS AND CONTRAINDICATIONS FOR MD
USE AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

AMIStem hip joint endoprostheses system are designed to be used in

total or partial hip arthroplasty, for primary or revision surgery. Total

hip arthroplasty is indicated in the following cases:

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

- Avascular necrosis of the femoral head.

- Acute traumatic fracture ofthe 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.

Partial hip arthroplasty is indicated in the following cases:

- Acute traumatic fracture of the femoral head or neck.

- Non-union of femoral neck fracture.

- Avascular necrosis of the femoral head.

- Primary pathology involving the femoral head but with a non de-
formed acetabulum.

For use of ceramic heads:

- Primary total hip replacement in combination with femoral stems;

- Revision (prosthesis removal), and reoperation with new prosthetic
stems;

- Hemiarthroplasty (partial replacement).



- PeBu3us (ynanenue npotesa) M NOBTOPHAs ON€paLHs C HCIIOIb30BAHHEM HO-
BbIX NPOTE30B;

- FemuapTponnacTuka (YacCTHYHAs 3aMEHa).

3.2. [lporuBonoka3aHus

[Tonxas K yacTHYHas apTPOIUIacTHKA Ta300€ApEHHOro CyCTaBa H SHJOMNPO-
Te3UpoBaHHE NPOTHBOMNOKA3aHbl B CAEAYIOLIHUX Cy4asX:

- OcTtpasi, cuCTEMHas WJIM XpOHHUYECKas HHPeKuus.

- CkeneTHas HE3peJOCTb.

- Tskenas Mbllie4Has, HEBPOJIOTHYECKas, COCYIMCTas HEAOCTATOYHOCTD HITH
IpyrHe MaTojiOrH¥ MOPaXKEHHOH KOHEYHOCTH, KOTOpPble MOIYT HapyLIHTh
($YHKIHIO HMIUTAHTaTa.

- CocTosiHHE KOCTHOM TKaHH, KOTOPOE€ MOXET HapyUIHUTh CTabHILHOCTL UM-
IUlaHTaTa.

K cneunduyeckuM MpoTHBONOKa3aHUAM JUIS 3aMEHBI NPOTE3a TaKXKE OTHO-
cATCA:

- Tsxensiii cy4yal peBMaTOMAHOrO MOJHAPTPUTA HIIH BPOXKACHHAA AMCILIA-
34 Ta300€IPpEeHHOro CYCTaBa.

- [TanueHTBI C OCTEOHEKPO30M WITH aBACKYJIAPHBIM HEKPO30M C KPHTHYECKHM
MOpaKeHHEM rojIoBKH OGeApeHHOH KOCTH.

- [TauueH T ¢ OCTPBIM TPaBMaTHYECKHMM NEPESIOMOM Lueiiku 6eapa.

- Tsxenas nedopMaLHs roJIOBKH M LIEHKH HIM HEOIAroNpUATHOE COOTHOLLE-
HHME TOJIOBKH H LICHKH, KOTOPOE MOXET HapyUIHTh CTAOHJIBLHOCTb HMILIAH-
TaTa.

- [NaiMeHThl ¢ MHOXXECTBEHHBIMH KHCTaMH rOJIOBKH OeIpeHHOMH KOCTH, KOTO-
pble MOTYT HapYIIUTh CTAOHJIBHOCTD HMILIAHTATA.

[Tcuxuyeckue HIH HEPBHO-MBIIICYHBIC paccrpoﬁcma MOryT CO31aTh HCIIPpH-
eMJIEMBIH PHCK Ui MAIHEHTA H CTaTh HCTOYHHKOM IIOCJICONCPAITHOHHBIX

3.2. Contraindications

Total or partial hip arthroplasty and resurfacing replacement is contra-
indicated in the following cases:

- Acute, systemic or chronic infection.

- Skeletal immaturity.

- Severe muscular, neurological, vascular deficiency or other patholo-
gies of the affected limb that may compromise the function of the im-
plant.

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

Specific contra-indications for resurfacing replacement also include:
- Severe case of rheumatoid polyarthritis or congenital hip dysplasia.
- Patients with osteonecrosis or avascular necrosis critically involving
the femoral head.

- Patients with acute traumatic fracture of the femoral neck.

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

- Patients with multiple cysts of the femoral head that may compro-
mise the stability of the 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
or hyper-sensitivity to the materials used.
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OCNIOXHEHWA. Xupypr 0643aH y6eanTbCs, 4TO Y NaumMeHTa HEeT U3BECTHON an-
Nepruv A NOBbILWEHHON YyBCTBUTENILHOCTU K UCNONb3yEMbIM MaTepuanam.
3.3. MobouHble ahheKTbl

O6uwme:

- CMeLleHVe NpoTesa, YacTo CBA3AHHOE C BbILeyNnoMAHYTbIMUW (haeTopamu.

- PaHHee nnn no3gHee pacwartbiBaHWe KOMMOHEHTOB NpoTe3a, 4acTo CBA3aH-
HOE C BbILWEeyNnOMAHYTbIMU (haKTopamu.

- Y CTaNnoCTHOe paspyLueHne 6e4peHHOro CTePXXHSA, 4aCcTo CBA3aHHOE C Bbllle-
YNOMSIHYTbIMUK (haKTOpamu.

- TpewnHbl y ronoBOK M3 KEpaMUKM, 4acTO CBSI3aHHbIE C BbILLIEYMOMAHYTbIMMU
(hakTOopamu.

- I3HOC 1nn BbICBOGOXAEHNE NOHOB U3 MeTa/l/IMYeCKMUX OMOPHbIX NOBEPXHO-
CTel, 4acTOo CBA3AHHbIE C BbILLEYNOMAHYTbIMY (haKTopamu.

- I3HOC K BbICBOOOXAEHNE NOHOB U3 METaN/IMYECKMX ONOPHbIX MOBEPXHO-
CTei, 4acTOo CBA3aHHbIE C BbILLEYNOMAHYTbIMU (haKTopamu.

- PaHHAA nnn no3gHAa MHMEKLMS.

- Heliponatun. NHppaknnHn4eckKoe NopaxeHne HepBa, BbI3BaHHOE XMPYpPru-
YyecKoli TpaBMOIA.

- TKaHeBble peakLuu, OCTEO/IU3 /UK pacllaTbiBaHWE UMMIaHTaTa, Bbl3BaH-
Hble KOppo3uei MeTanna, anieprueid, 0CKONKaMm M3HOCa UAN PbIXIbIMK Ya-
CTMLAMWN LEMEHTA.

- Yponoruyeckme 0CNOXHeHUS.

- bonbk.

MepuronepayoHHbIA NepUoA:

- Mepopayns grnadusa 6epeHHON KOCTU, TPELLMHA NN NepesioM, KOTOpPbIi
MOXeT NoTpe6oBaTb BHYTPeHHel (ukcaymu.

- Mepenom TpoxaHTepa.

- MoBpexaeHne cocyaoB (N0AB3A0LLIHON, 06TYpPaTOPHO N GeApPeHHON apTe-

puin).
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3.4. Adverse effects

General:

- Prosthesis displacement, often related to the above-mentioned fac-
tors.

- Early or late loosening ofthe prosthetic components, often related to
the above-mentioned factors.

- Fracture of the ceramic head, often related to the above-mentioned
factors.

- Fatigue failure of the femoral stem, often related to the above-men-
tioned factors.

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

- Early or late infection.

- Neuropathies. Infraclinical lesion ofa nerve, due to surgical trauma.
- Tissue reactions, osteolysis and/or implant loosening caused by metal
corrosion, allergy, wear debris, or loose cement particles.

- Urological complications.

- Pain.

Peroperative:

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

- Trochanter fracture.

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

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



- BpeMeHHOe Unu NocTosiHHOe MOBPEXAeHne HepBoB (6eApeHHOro, 06Typa-
TOPHOTO WU CeAaNnLLHOrO).

- MopfBbIBUX UM BbIBUX Ta306eApEHHOr0 CycTaBa U3-3a HEMPaBU/IbHOTO Bbl-
6opa pasmepa WM HENPaBUbHON KOHQUIypaLuuy npoTesa, HENPaBUIbLHOTO
PacrnosioXXeHnsi KOMMOHEHTOB W/UNn ApAGNOCTW MbllIL, U COeAUHNTENbHOM
TKaHW.

- Y ANMHEHWEe UK YKOPOYEHME ONePaTUBHOWM CTOPOHBI.

HenocpefCTBEHHbIN NocneonepaLnoHHbIA Nepuoa;

- CepaeyHo-cocyamncTblie 3aboneBaHusl, TpoM603 BEH, 3MOONIO U NUHDAPKT
MUoKapaa.

- Fematoma n/unu 3ameaneHHOE 3aXMBIEHNE.

- MHeBMOHUS n/Mnn aTanekTas.

- MoABbIBUX MW BbIBUX.

Mo3aHMI nocneonepaLnoHHbIN NePUOA:

- BbKnX TpoxaHTepa B pe3ynbTaTe Ype3mMepHOro Hanps>XXeHUs MbMny, uam ne-
PerpysKku.

- O6ocTpeHne Npobnem ¢ KONEHOM U FONIEHOCTOMNOM MMcunaTepanbHOW Unn
KOHTpanaTepanbHOW KOHEYHOCTH, BbI3BAHHOE pa3HuLIel B A/IMHE HOT, CMeLye-
HMeM 6eApeHHON KOCTU U/MNKN MblLLIEUYHbIM Ae(ULUTOM.

CMeLeHNEM U/MNK MbMMNEeYHbIM AeULUTOM.

- Mepenom 6GeapeHHON KOCTWM WAW BepPTAY>KHON BMajuHbl B pesynbTaTe
TpPaBMbl UM NePErpy3kKn, 0CO6GEHHO N3-3a NI0XOr0 COCTOAHMNA KOCTHOW TKaHK
B pe3y/ibTaTe TSHXeNoin popmMbl 0CTEONOpPO3a, AePeKTOB KOCTHOW TKaHU B pe-
3ynbTate TAXENON (opMbl OCTEONOpo3a, Ae(eKTOB KOCTM B pe3ynbTaTe
npeablayLiein onepaunuu, nocneonepayMoHHOR pa3BepTKN AN pe3opbLmm Ko-
CTW.

- Pe3opbuns KocTu, KOTopas MOXeT MOBPeAUTb PUKCALUIO UM NPUBECTU K
pacliatbreaHuio UMMNaaHTara.
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- Subluxation or dislocation ofthe hipjoint due to wrong size selection
or wrong prosthesis configuration, malposition of the components
and/or laxity of the muscles and connective tissue.

- Lengthening or shortening of the operative side.

Immediate postoperative:

- Cardiovascular disorders, vein thrombosis, embolism, and myocar-
dial infarction.

- Haematoma and/or delayed healing.

- Pneumonia and/or atalectasis.

- Subluxation or dislocation.

Late postoperative:

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

- Aggravation ofthe problems with the knee and ankle ofthe ipsilateral
or contralateral limb caused by difference in leg length, femur
displacement and/or muscular deficiency.

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

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



4. NHPOPMAUWNA O MOTEHUMAJIBHbBIX NMOTPEBW-
TETAX M N YKASAHUA TO NCTMNOJIb3SOBAHNIO

4.1 MoTeHUnanbHble noTpebutenn MU

MW npeaHasHayeHbl 4N8 UCNOb30BaHUSA KBAIN(PULMPOBAHHLIMU CneLmann-
cTamu B 061aCTV 34paBOOXPaHEHUS.

CneumnanucTbl 34paBoOXPaHEHNs LOMKHbI MUMeTb MOSIHOE MpeAcTaBneHne o
npegnonaraeMoM WMCMONb30BaHUM MPOAYKTA U MCNOMb3YEMbIX XUPYpruye-
CKMX MeTofax, a TakXe MPONTN COOTBETCTBYHOLLYI NOAIOTOBKY.

W3genna moryT HasHayaTbCHd M MMMAAHTMPOBATLCA TONIbKO MEAULUHCKUMU
paboTHUKaAMW, UMEKLWNMIN 3aKOHHOE paspelleHne Ha NpoBefeHne Takoro
poja onepauuii.

MeguumHCKne paboTHUKN: XMPYpPr-opTones, Xupypr-TpaBMartonor

4.2 YKasaHuAa N0 UCMNosib30BaHUIO

MpefonepaLOHHbINA 3Tan

XUNpypr JonmKeH MpoBepuTb BO3MOXHbIe (hM3MUeCcKMe OrpaHUyveHus nauu-
eHTa, a TakXKe 06CyanTb C HUM BCe AeTanu npouesypbl U NpoTe3MpoBaHusa. B
Xofe 06CYyXAeHNs cnefyeT pacCMOTPETb OrpaHUYeHns NpoLeaypbl U OrpaHun-
YEHUS, HaKNaAblBaeMble BblOPaHHbIM MMMAAHTAaTOM. [N NOBbILLEHUS LIaH-
COB MaumeHTa n3bexarb OCNOXHEHWIA cnefyeT yKasaTb (hakTopbl, KOTOpbIE
MOTYT OFrpaHMUYnNTbL Pab0TOCNOCOOGHOCTb U CTabUNBHOCTL MMMIAHTaTa, HaMpu-
Mep, YPOBEHb aKTUBHOCTHU, BEC NaLmeHTa. Heo6xoanMmMocThL cnegoBaTh nocne-
OnepauoHHbIM MHCTPYKLUAM, LaHHBIM XUPYPrOM, AO/KHA 6bITb NOHOCTLIO
noHATa NaLUeHTOM.

3anac CTepuibHbIX MMMNNAHTATOB MOAXOAALWEr0 pa3mMepa AO/MKEH ObiTb B
Ha/IMYMM 1 NPOBEPEH BpPavyoM nepej onepawyuei.

O6pawyeHune
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4. INFORMATION ON POTENTIAL USERS OF MD

AND DIRECTIONS FOR USE
4.1 Potential users of MD

The products are intended for use by qualified personnel.

Health care professionals must have a thorough understanding of the
intended use ofthe 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

4.2 Directions for use

Preoperative phase

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

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

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



UTo6bl M36eXaTb LapanuH Wiy NOBPeXAeHU A MMNNAHTATOB, C HUMKW CnefyeT
o6palyathCs ¢ MaKCUManbHON OCTOPOXHOCTbIO KBaNUMLMpPOBaHHOMY Mep-
COHany U B YCNOBWAX, FAe KOHTPONMPYIOTCH TMITUeHNYecKne ycnosms. Nm-
nNaHTaTbl CefyeT XpaHUTb B HEMOBPEXAEHHON YNaKoBKe.

Xnpyprmyeckasa TexHuKa

XUpypr Jo/MKeH 6bITb MOMHOCTHIO 03HAKOMJIEH C XUPYPru4eckKo TeEXHUKOMN.
JononHutensHas MHpopmaumnsa 0 XMpypruyeckon texHuke (6powitopa v Bu-
[,e0) 1 NPoAYyKLMY NpefocTaBnseTca no 3anpocy. OYeHb BaXHO TwaTe/lbHOe
npegonepayyMoHHOe naaHWpoBaHWe, MNOATBEPXAEHHOE PEHTIEHOBCKUMU
CHUMKaMu. 18 601bLIMHCTBA UMMNNAHTATOB UMEKOTCA PEHTreHOBCKME LWab-
NOHbI.

MpoTesnpoBaHme nmnnaHTa \ Prosthetics of the implant

ToTasnibHOe 3HA0NPOTe3MpPoBaHMe TazobeapeHHOro cycTaBsa

MpoTe3 Ta3o0bepeHHOro cycraea, NpegHa3HauYeHHbl 419 TOTalIbHOro 3HA0-
NpoTe3MpoBaHNA Ta3o6epeHHOro cycTaBa, COCTOUT U3 MeTannn4eckoi 6ea-
PEHHOI HOXKW, TOIOBKM U3FOTOB/IEHHOI U3 MeTanna uan kepaMmmku. Monoeka
COCTOMT U3 1-0/ NN 2-X YacTeli:

e 1wr.: Yawka ns CBMIMS3, nav clumMToro nonnaTuneHa, Ui metanna.

* 2 WT.: MeTan/InyecKasa BepTay>XHasd 060104Ka (MU MeTanMyeckas 3agHsas
4yacTb) W BKNablw. Bknagblw N3roTaBAnBaeTca U3 KepaMuku, Uam Metanna,
nnm CBMI13, unm clumMToro NoanaTUMeH.

YacTnyHoe aHLONPOTE3NPOBaHNE Ta300epeHHOro cycTaBa

MpoTe3 Ta306e4peHHOro cycTaBa, NpefHasHauYeHHbI 415 YaCTUYHOIO 3HAO-
npoTe3npoBaHus Ta3o6eapeHHOro cycTaBa, COCTOUT U3 MeTaNIM4eckoro 6ep-
PEHHOT0 HOXKW M FON0BKW. T0N0BKA COCTOUT M3 1-0i Mnmn 2-x vacTeil:

o 1WT.: MeTanIn4yeckas MogynbHas rofioBka 6epeHHON KOCTH.

* 2 WT.: MOAY/IbHaA 6efpeHHas ronoBKa U3 MeTtanna Uan Kepamuku n 6uno-
napHasa ronoska ns CBMIM3 n metanna.
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where conditions of hygiene are controlled. The implants should be
kept in their undamaged packages.

Surgical technique

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

Total Hip Arthroplasty

A hip prosthesis designed for use in total hip arthroplasty consists ofa
metallic femoral stem, a modular femoral head made of metal or
ceramic, and an acetabular component. The acetabular component
consists of 1 or 2 pieces:

« 1 piece: a cup made of UHMWPE, or cross-linked polyethylene, or
metal.

« 2 pieces: a metallic acetabular shell (or metal back) and a liner. Liner
is made of ceramic, or metal, or UHMWPE, or cross-linked
polyethylene.

Partial Hip Arthroplasty

A hip prosthesis designed for use in partial hip arthroplasty consists of
a metallic femoral stem and an head component. The head
component consists of 1 or 2 pieces:

* 1 piece: a metallic modular femoral head.

2 pieces: a modular femoral head made of metal or ceramic and a
bipolar head made of UHMWPE and metal.



KOMNOHEHTH CHCTEMHI 3HIOMPOTE30B Ta300eApeHBOro cycrasa AMIStem
COBMECTHME! ¢ KOMIIOHEHTaMM CHCTEM NpoTe3upopanns Mpact, Apricot 1
Versafitcup, sunyckaembix Medacta International S.A.

The components of the AMIStem Hip Endoprosthesis System are
compatible with the components of the Mpact, Apricot and
Versafitcup prosthetic systems manufactured by Medacta Interna-
tional S.A.

NMPEAONEPAIIHOHHOE NJAHHPOBAHHE B COOTBETCTBHH
C KJACCUOHKAIIUEHA AOPPA

B 3aBHCHMOCTH OT aHATOMHHECKUX OCOOEHHOCTEH MANHEHTA H COCTOAHHA €TI0
Kocte#t, cucreMa AMIStem npennaraer pasHHe pelleHRA.

becnieMeHTHEIC BApHAHTEL:

« AMIStem-P;

« AMIStem-P ¢ BOPOTHHROM.

BapwanT ¢ neMEHTHpOBAHHEM:

* AMIStem-C.

TmarenbHoe NpeAOnepalMOHHOS TUIAHHPOBAHHE HMEET MNEPBOCTENCHHYIO
BaXXHOCTH. HICTIONBE30BaHHE PEHTTEHOBCKAX 1MAabNoHOB (¢ TAKUM Ke yBEIHYe-
HHEM, KaK Yy pEeHITeHOBCKOTO CHIMKA Nal[MeHTa) HOMOXET ONPCACINTD:

* pa3sMep HMILIAHTATa;

* YPOBEHb paspesa WICHKH;

* LEHTp BpallleHUA NpoTe3a.

I DocTAXEHRA LeNN IUIAHAPOBanYA Hamexallei 6noMexanmku CycTasa,
BaXHBIM aHATH3UPYEMEIM NapaMeTpoM SBsteTca GopMa OeipeHHOIO KaRana.
Knaccudukauna JJoppa Bouiesmia 3 pa3HhIX THA RHATOMUH KOCTH Ha OCHOBE
penTrenorpadnueckoil oneHKH, GHOTICHH KOCTH H THCTOMOP(OMETPHH.

[IpanAMan BO BHHMAHHE pagHorpaduIeckyio oleHky, GopMy NpoKCHMan.-
HOro otAena CepeHHON KOCTH MOXHO OIEHATH MOCPEACTBOM COOTHOINCHHA
CYXKEHHR KaHana K CY}XeHHI0 KanbKkapa (cooTHomenue CC), paccunThiBae-
MOI0 Kak OTHOMICHHME MEXAY CYXKeHHeM KOCTHOMO3roBoro kanana (BB) u
cy)eHueMm Kanpkapa (meeqnolf mmopnt) (CC).

PRE-OPERATIVE PLANNING ACCORDING TO

DORR CLASSIFICATION

The AMIStem system is the first stem specifically designed for AMIS
(Anterior Minimally Invasive Surgery).

Depending on the patient anatomy and bone conditions the AMIStem
system offers different solutions.

Cementless options:

» AMIStem-P

* AMIStem-P Collared

Cemented option:

+ AMIStem-C

Careful pre-operative planning is essential. Using X-ray templates
(with the same magnification of the patient’s X-ray), will help deter-
mine the following:

« The implant size

» The level of the neck cut

« The prosthetic rotation centre

With the goal of planning the appropriate joint biomechanics. An im-
portant parameter to be analysed is the shape of the femoral canal.
Dorr classified different bone anatomies in 3 types of bone anatomies,
based on roentgenographic evaluation, bone biopsy and histomor-
phometryl.

Considering radiographic evaluation, the shape of the
proximal femur can be assessed through the canal to
calcar isthmus ratio (CC Ratio), calculated as the ratio
between the intramedullary canal isthmus (BB) and the

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




calcar isthmus (CC).

IMTo knaccaduxanyu Joppa MOXHO YCTAHOBHTD 3 pa3IH4HbIX THIIA KOCTH:
Kocts Tuna A (coornomenne CC < 0,5): aeMOHCTpUpyeT ToNcThle kopkobbie | According to Dorr classification 3 different types of bone

CIIOR ¢ NPOKCHMANBHBIM OenpeHHBIM KaHANOM y3ko#i BopoHkooOpazHoi#t | can be identified:

(opMEL. Type A bone (CC Ratio<0.5): shows thick cortices with a narrow fun-
Kocts tana B (0,5 < cootroinenne CC < 0,75): umeeT ymepeHHsle Meauanms- | nel shape of the proximal femoral canal.

HEIE H 3aHHE KOPKOBHIE CNIOH, 3a4acTyIO ¢ HEPOBHBIMH HAOCTANBHBIMA No- | Type B bone (0.5<CC Ratio< 0.75): presents moderates medial and
BEPXHOCTAMH. posterior cortices, frequently with irregular endosteal surfaces.

Kocte Tena C (cootroimenue CC > 0,75): aMeer gpessuaiino Toakne Meau- | Type C bone (CC Ratio>0.75): has extremely thin medial

aNbHBIE U 3a/HHE KOPKOBLIE CNIOH ¢ IMHPOKHUM OeApeHHBIM KaHanoM umuH- | and posterior cortices with a wide cylindrical shape femoral
Apuueckoit GopMH. - canal.
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" Ilpamepn: mpoxcEMAILEOID oTAena Geapennok KocTH |
; no xiaccuukansn Joppa: :

Kocerh ThHna A Kocta TN B Kocth THNa C
Coot. CC <0,5 0,5 <Coorn.CC < 0,75 Coorn.CC> 0,75
3

Coorromenne CC cmyxuT nokasareneM GOpMb NPOKCHMAILHOIO OTAENa
GeapeHHOM KOCTH H NnoMoraeT B BHGOpe HMILIaHTaTa g cicTeMul AMIStem.
Brarozaps 3THM TpeM THRAM AHATOMHH KOCTH MOXHO PacCMaTPHBAaTh pas-
NUYHEIE pelLIeHuA:

KocTs THIA A: NpEACTABIET CNOXHOCTH ¥ Tpebyer TmarensHoro noabopa
HOXKH, TaK Kak y3Kad opMma GeapenHoil KOCTH MOXET NOBLICHTh PHCK JH-
cTanbHO# duxcauny.

Mozxer OBITE peKOMEHIOBAHO NPENAapAPOBaHKE AMCTAIBHOTO OTACNA KaHana
1A co3IaHHA GoNBINero NPOCTPaHCTBA B AHCTANBHON YacTH ¢ NOMONIbIO ru6-
KHX WA MOHOOIOMHBIX pacuinpureneii.

3arteM, B CAly4ae XOpPOIIETro KauecTBa KOCTH, MOXKHO BhIOpaTh GeclieMEHTHYIO
HOXKY (AMIStem-P unu AMIStem-P ¢ BopoTHEKOM).

The CC Ratio is an indicator of the shape of the proximal femur and
aids the implant selection for the AMIStem system.

With these 3 types of bone anatomy, different solutions can be con-
sidered:

Type A bone: is challenging and needs careful stem selection, as the
narrow femoral shape could increase the risk of distal fixation.

Distal canal preparation might be advisable to create more space dis-
tally with the help of flexible or monobloc reamers.

Then, where there is good bone quality, a cementless stem can be cho-
sen (AMIStem-P or AMIStem-P Collared).

Another option could be to reduce the stem press-fit in combination
with proximal bone grafting and use AMIStem-P or AMIStem-P Col-
lared. Finally, it is possible to opt for the cemented version AMIStem-
C.

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




Ewe oAnH BapmaHT MOXET 3aK/M4yaTbCA B COKpaleHWM Nnocafku HOXKK
press-fit B coueTaHnn ¢ NnepecagKoil NPOKCMManbLHOro 0TAena KocTu 1 npume-
HeHVeM HOXKu AMIStem-P nam AMIStem-P ¢ BOPOTHUKOM. W HakoOHel,
MOXXHO cfiefiaTb BbI6Op B MONb3Y LLeMeHTUPYyeMoro ncnonHeHns AMIStem-C.
KocTb Tuna B: gns jaHHOro Tuna Hy)KHO BHUMaTEbHO YUYMTbIBaTb Ka4yecTBo
KOCTU, MPUYeM A1 XOPOLUEro KayecTsa KOCTU PeKOMEHYeTCs UCNONb30BaTb
AMIStem-P, a gna 6onee HM3Koro kayectsa - AMIStem-C.

KocTb Tna C: TaK KakK [JaHHbI TUN KOCTU XapakKTepusyeTcs 4pe3BblHanHo
TOHKMMMW KOPKOBBIMU CNOSIMU, PEKOMEHAYEeTCS UCMO/b30BaTb OANH BapuaHT,
ONATH Xe B 3aBUCUMOCTW OT OLLEHKMN KayecTBa KOCTHU:

¢+ AMIStem-P ¢ BOPOTHUKOM - ANA CHUXEHWUA pUCKa BTOPMYHOIO oceflaHns;

* AMIStem-C - B cnyyasaX, Korga npeanoytTnTenbHO LEMEHTUPOBaHNE.
MpyHsTYE peteHns no cucteme AMIStem B COOTBETCTBIM C Knaccudmkaumeid Joppa

opp A [opp B Hopp C
Y3Kuii KaHan ¢ TONCTbIMU KOPTUW- YMepeHHble KOPTUKa/IbHbIE LLIMpOKUiA KaHa/ C TOHKMM KOp-
Ka/IbHbIMM CTEHKaMM (KaHan Tuna CTEeHKM TUK&JTbHBIMU CTEHKaMU
«B0KaN /19 LLIaMMaHCKOro») (Kakan TMna «neyHas TpyoGa»)

Mopxopswpe B maHTsl AMIStem

BecLieMeHTHble BapnaHThbl ' becLieMeHTHbIe BapuaHThI ’ LieMeHTUpyeMblii BapynaHT
AMIStem-P (npm xopoLLieM Ka4yecTse AMIStem-P (npu xopoLLem KauyecTse AMIStem-C
KOCTW) KOCTW)
AMIStem-P ¢ BOPOTHVKOM AMIStem-P ¢ BOPOTHWKOM (Npw Mnio-

XOM KauecTse KOCTU)
[JONONHNTENBHO:  YMEHbLUWTbL MO-
cagky press-fit nytem nepecagxu
MPOKCUMA/TLHOTO OT/eNa KOCTU

LiemeHTMpyeMble BapuaHTbl ' BapnaHT ¢ BOPOTHNKOM
’ LieMeHTVpyeMmblii BapuaHT AMIStem-C (Npu NoXoM Kauectse AMIStem-P ¢ BOPOTHWKOM
AMIStem-C KOCTW)
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Type B bone: this type needs careful bone quality

consideration, where the use of AMIStem-P is advisable for good
bone quality, and AMIStem-C for less good quality.

Type C bone: since this type of bone presents extremely thin cortices,
one option is advisable, again depending on bone quality assesment:
* AMIStem-P Collared to reduce the risk of secondary

subsidence

* AMIStem-C when cementation is preferred

AMISlem <feoi»yHri<Jufig lo Etondoxil>calkifi

DorrB

Narrow canal wnhthick corocaivr®ls Moderate ccrucoi witl Wide canal with ihin conical vrt;b
(champagne (lute canal) (Moverpipa condl

SmioUe M Y”arn optior»

« C»mentless optioris « Cementle&s options « Cemented option
AMtStarrvP (WNe good bene quality} AMIStemn-P (wifrigood bone qualty) AMIStem”
AMiStemP Coiared AMIStem-PColared (w iflipoor
O ptioul: reduce bypnxdmal bone quality)
bone grating

+ Cemented option « Csm"ed iHitions < Coibred option
«tiStenvC AMiStem-C (with poor bone quaBty) AMIStem-P Cokarsd
(Quadra-H. MiniMAX. Quadra-C. (Quadra-M, MmMAX, Quadra-C, (Quadta-M. QuadraC)
Mastertoc) Masteiloc)

AMIStem decision making according to Dorr classification. This de-
cision tree should be considered as a general suggestion. It must not
be regarded as a definition of indications or contraindications. Itis the
surgeon’s responsibility to assess the patient and make the appropriate
choice based on clinical indications, experience and education.



(Quadra-H, Quadra-C)
(Quadra-H, MiniMAX, Quadra-C,
MasterLoc)

(Quadra-H, MiniMAX, Quadra-C,
MasterLoc)

MpuHATKE pewleHMs no cucteme AMIStem B COOTBETCTBMW C Knaccuuka-
uvel fdoppa. [JaHHOe [epeBO pelleHWid crefyeT NMPUHMMATb BO BHUMaHue B
KayecTBe 06LLero npegnoxxeHns. Ero Henb3g paccmatpuBarh Kak onpegerse-
HVMe NoKasaHWn UM NPOTMBONOKa3aHWn. IMEHHO Ha XUpypre NeXuT OTBET-
CTBEHHOCTb 3a OCYLLEeCTB/IEeHWE OLUEHKM COCTOSHWUSA NaluneHTa u COOTBETCTBY-
toLLero Bbibopa Ha OCHOBE KIMHMYECKMX NOKa3aHWiA, a TaKXXe CBOero onbiTa u
o6pasoBaHus.

MPUMEYAHWME: oKoH4YaTenbHbI pasMep uMmnaaHTata 6yaeT BblbpaH BO
BpeMSA onepauuy B CBA3N C BO3MOXHbLIMU PACXOXAEHUAMU Mexay pakTuye-
CKMMW YCNOBUAMW N NNAHMPOBaHWEM Ha OCHOBe LLab/I0HOB.

OnepaTuBHbI NOAXOA

CucTema 3HAONPOTE30B TazobegpeHHOro cycrtasa AMIStem 6bina paspabo-
TaHa crneunanbHO A48 UCMONb30BaHUAC XMpypruyeckum pgoctynom AMIS
(AMIS = lepefHAsa mManonHBasMBHaA Xupyprus). Belbop Xupypruyeckoro
[OCTyMna OCTAeTCA 3a XMPYProm, Takxke AOCTYMHbl ChneunanbHble UHCTPY-
MEHTbI A4/15 3aiHero n 60KOBOro focTyna.

CM. creumnanbHyo XMpypruyeckyro texHnky AMIS, 4To6bl OTMETUTL CUHEP-
rmo mexay AMIStem v nogxogom AMIS.

OcTeoTOMUA WeEMKKN beapa

YpoBeHb pa3pesa Wenky onpegenseTcs BO BpeMs npeAonepalMoHHOro nna-
HUPOBaHMA C MOMOLLbIO PEHTreHOBCKMX LWWa6/M0HOB. OCTEOTOMUA LUEAKM
6eapa NnpoBoamMTCS nof yrnom 45° K agnadmusapHoin ocn 6eapeHHO KocTu. Pe-
3eKLMSA BbINOHAETCA C MOMOLLbIO OCLMANMPYIOLLEA NuAbl, Ceasa 3a coxpa-
HeHvem yrna 45°. FonoBka 6efpeHHON KOCTW yaansetcs ¢ MOMOLLbIO 3KC-
TpakTopa.
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NOTE: the final implant size will be selected intra-operatively due to
possible discrepancies between actual conditions
and templating.

Surgical approach

These stems have been developed especially to be used with the AMIS
surgical approach (AMIS=Anterior Minimally Invasive Surgery). The
choice of surgical approach is up to the surgeon and specific instru-
mentation for posterior and lateral approaches is also available.
Please see the dedicated AMIS Surgical Technique to note the synergy
between AMIStem and AMIS approach.

Femoral neck osteotomy

The level of the neck cut is determined during preoperative planning
using the X-ray templates. The femoral neck osteotomy is at an angle
of 45° to the diaphyseal axis ofthe femur. The resection is performed
with an oscillating saw, taking care to maintain the 45° angle. The
femoral head is removed using an extractor.



IloaroToBka Gegpennoll KocTH Femoral preparation

JUia AocTyNa K O3BOHOYHOMY KaHany, 6eZpo yRepikupaeTcs B nonoxeHHH, | For access to the medullary canal, the thigh is held in the position
obecneunBaomeM Hawtyamee oGraxenne auadusapoli ocu, B 3asucumo- | providing the best exposure of the diaphyseal axis, depending on the
cTH oT BeiGpaHBoro noaxoaa. YroGe! uabexarh 3JaHHAKEHHA pasMepa u Bapyc- | selected approach. To avoid undersizing and varus positions of the
HOIO NOJIOKESHHs HOKKH, HANPOTHE AUTHTAILHOM AMKH wekiky Geapa Rakna- | stem, a box chisel is applied opposite the digital fossa of the femoral

JLIBAETCA AONOTO. neck.
Beanre monoro ¢ Hebonpmoli aHTeBepCcHEtt: HTOT mar HeobxomuM st npa- | Guide the chisel with a slight anteversion: this step is essential for cor-
BHJILHOIO IPUMEHEHHSA TIPOTDKKH M HMILIAHTATA. rect application of the broach and implant.

I[pu atoM yaangercs 610K OTNOMKXOB KOCTH. This removes a block of cancellous bone.
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PexoMmenpyercs caenats HeGonbilioe yriy6aenue B melike 0cHOBaHMM WH B | It is recommended to make a slight recess in the neck base or in the
TpoxaHTepRambHOM BhicTyne. Jnadus GeapeHHolt KocTH mpenapupyerca ¢ | trochanteric overhang. The femoral diaphysis is prepared using se-

NIOMOMIBIO NOCNEOBATENBHbIX TIPOTAKEK. quential broaches.

CobepaATe NpOTAXKKY HA PYKOATKS PYHHOM NMPOTIKKH. Assemble the broach on the manual broach handle.

BHHMAHHE WARNING=

Huxoraa ne dopcupyiite AMnakuuio, €CH MpoTHKKa 3a6noxuposana B a- | Never force impaction when the broach is blocked in the diaphysis.
¢uze. Broaches of increasing sizes are introduced until complete locking; the
TMpoTaxxn Bee GoMbILIEro pasMepa BBOAATCS 10 NOJHO#M 6rokupoBky; nepeas | first broach determines the positions of the following broaches.
TPOTAKKA ONpeaenseT NON0KEeHHE NOCASIYIOUHX MPOTKEK. Check the broach anteversion. The final broach should be rotationally

TTpoBepbTe aBTEBEPCHIO NPOTHXKH. [Tocneanss npoTxKa Jo/kHa OHITE Bpa- | stable to assure stability of the implant.
IHaTeNbHO CTaOMNBHOMN, YTOOR 00eceunTh CTAOUNLHOCTE HMITIAHTATA.
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IloaroroBka KanbKapa Calcar preparation

[Tocne nonHo#t ¢ukcauuu npoTsxkkd B AuHadu3e, pyuka npoTskkd MoxeT | After completely locking the broach in the diaphysis, the broach han-
6bITb ynaneHa. B cnydae BOpOTHHYKOBOH HOXKH, YyToOBI 0GecneunTsh anek- | dle can be removed. In case of a collared stem, to ensure an adequate
BaTHOE NMpenapHpoBaHHs Kajbkapa, IPOBEPLTE, YTO YPOBEHB Cpe3a KOCTH co- | calcar preparation, check that the bone cut level corresponds to the last
OTBETCTBYET MocieAHeMy 3yOy npoTsukku. Ecnu nporsxka Haxoautcs Huxe | broach tooth. If the broach is under the correct level a recut can be
HY>XHOTO YPOBHS, MOXXHO BBIIIOJIHKTH MOBTOPHBIN pa3pe3 HJIK HCcnoib3oBaTh | done or the calcar reamer can be used to achieve a flat resection sur-
JUIs JOCTH)KEHHS TUIOCKOH MOBEPXHOCTH Pe3CKIHH pacLIMpHTENb Kaibkapa. | face.

HMeercs onopHas Hanpasisiowas Ui COCAMHEHHS C NMPOTAXKKOi BMecTe ¢ | A support guide to connect with the broach is available together with
10 pa3TMYHBIMH KaTbLEBBIMH ananrtepaMu (1o oqHOMYy s kaxaoro pasmepa | 10 different calcar adaptors (one for each femoral broach size).
6enpeHHOH MPOTAKKH). Position the correct calcar adaptor in the support guide, aligning both
YcTaHOBHTE NpaBUIIbHBIH KallbKapHbIH ajanTtep B ONOPHYIO landmarks.

HanpaBJAIOLILYI0, BbIpaBHMBasA 06a OpHEHTHPA.

T

Puc.14 lNoaroroska kanskapa / Fig.14 Calcar preparation

3adukcupyiite y3en (ONOpHYIO HANMpaBNISIOUIYI0 H NpaBWiIbHBIA Kanbkap | Lock the assembly (support guide and correct calcar adaptor) by press-
ajanrep), MpHXaB ero K ruesay. ing it onto the socket.
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Prc.15 ®ukcanna yana / Fig.15 Assembly lock

OtpesepyiiTe JIHITHIO KOCTH € MOMOIIBIO PACIIAPHTENA KAIBKADA.

[ Mill the excess bone with the calcar reamer.

Puc.16 ®peseposxa mimmei koctn / Fig.16 Mill the excess bone

IIpofnbie HenLITANAS

Tocne nomAo# Puxcaltii NPOTHKKH B [HadH3E, PYIKY NMPOTSHKKH HIK pac-
INHPHTENS Kannkapa (¢ HanpapastomeH) MOryT GbITh YAANEHEL

[TpobGuan meiixa, CTaHAAPTHAA HIIH JaTEPATH30BAHHAL, YCTAHARIHBACTCA Ha
TIPOTAKKE.

Trialing

Afier completely locking the broach in the diaphysis, the broach han-
dle or the calcar reamer (with guide) can be removed.
A trial neck, standard or lateralised, is fitted to the broach.
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Puc.17 YcranoBka l’lp.06H0ﬁ weitku / Fig.17 Trial neck setup

YTo6s! 3apuKCHpOBaTh NPOOHBIE LIEHKH HA MPOTSHKKE, HAKMHTE Ha

rHe3710; Ui pa36IOKHPOBKY MOTAHHTE 32 IICHKY.

[IpoGHbie roNnoBKH pa3aHYHBIX AHAMETPOB H Pa3MEPOB AOCTYTHBI U1 BBIMOJI-
HEHHUA MPOOHBIX pelyLiMPOBaHHI.

[TpoGHas rosoBka ycTaHaBIHBaeTCA Ha NPOOHYIO 1IEHKY, HAXHMAas Ha Hee Ha
KOHYC.

To lock the trial necks to the broach press onto the socket; to unlock
pull the neck.

Trial heads of different diameters and sizes are available to perform
the trial reductions.

Trial head is fitted to the trial neck by pushing it

onto the taper.

Puc.18 IIpo6usie ronosku / Fig.18 Trial heads

[Tocne ycraHOBkM MPOOHOrO HIIM OKOHYATENBHOrO BEPTIY)KHOIO KOMIIO-
HEHTA, IPOOHOE BIPABJIEHHE BHIMOIHACTCS C TOMOIIBIO MOJIOBKH
yAApHOTrO MEXaHH3Ma.

After placement of the trial or final acetabular component, the trial
reduction is performed with the help of the head impactor.
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Puc. 19 Mpo6Hoe BnpaBneHue / Fig. 19 Trial reduction

MPUMEYAHWME: MMNakTop rofIoBKW LONXEH UCMNO/Ib30BaTLCA TOMILKO 414
MMNaKLUK, a He 415 KOPPeKL MM NONOXKEHUSA BEPTNYXHOM Yawwkn. YTobbl yaa-
NUTb NPOBGHYIO TONI0BKY, MPOCTO NOTAHUTE ee.

MMocne NpoBepKM U TECTUPOBAHUA NOABMXXHOCTM, CTabUILHOCTH CYCTaBOoB U
O/MHbBI HUXKHEA KOHEYHOCTU, CHUMUTE NPOTAXKKY.

MmnnaHTaumsa 6ecueMeHTHbIX UMMNIaHTaToB

YCcTaHOBMTE OKOHYaTe/NbHbI NpoTe3 Ha MecTo. OKOHYaTe/IbHbIA NpoTes
COOTBETCTBYET pa3mepy MocfeaHero Npo6HOro CTEPXXHSA WAU PYYHOW Npo-
TSKKM.

BHMMAHWE

By/AbTe OCTOPOXHbI, UTO6bI HE MOBPEAUTb MUKPOPE3bBY KOHYca Npw
MO3MLNOHUPOBAHNM OKOHYATEIbHOTO MMMIaHTaTa.

CTepXXeHb BCTAB/AETCA [0 Mpeaena, COOTBETCTBYIOLLErO TECTY U COBMajako-
LLleMy C KOHLLOM MaKpOCTPYKTYpbl.

OCTOPOXHO BbIMO/IHUTE OKOHYATE/NIbHOE BAAB/MBAHWE C MOMOLLbIO CreLu-
aNbHOT0 Y1apHOT0 MHCTPYMEHTA.
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NOTE: the head impactor must be used only for head impaction and
not for the correction ofthe acetabular shell position.

To remove atrial head, simply pull it.

After checking and testing mobility, joint stability and

lower limb length, remove the broach.

Cementless implant

Insert the final prosthesis into place. The final prosthesis size corre-
sponds to the size of the last trial stem or manual broach.

WARNING

Take care not to damage the taper’s micro-thread when positioning the
final implant.

The stem is inserted to the limit corresponding to the test and matching
the end of the macrostructures.

Carefully perform the final impaction using a dedicated impactor.



ANTEBEPCHA CTEPXKHA OCYIIECTBIAETCA B COOTBETCTBHH € YETHPEXYTONBHLIM
yrayGnenneM, OCTaBICHHEIM B GeipeHHO# KOCTH MPOTKKAMH.

BHHMAHHE
Hn 8 koeM cilyyae HENE38 HIMEHATE AHTEBEPCHIO HMIUIAHTATA HA STOM 3Tare.

BHAMAHHE
Huxorma e GopcupyliTe MMIAKINMIO, €CIIH HOXKA 2a6N0KUpoBaRa B Auadnse.

MPHMEYAHWE: AMIStem-H Collared, BMecte ¢ TexHukoii npenapupona-
HHA KajbKapa Oeia paspaborana TakiM 00pa3oM, 9ToOkt OCTaBHTE paccTos-
HHe B | MM MEXAY BOPOTHHKOM H METHANLHEIM KAILKAPOM.

TMoxanyticra, noMHUTE 00 3TOM BO BpeMsR OKORYATENBHOH HMIAKITHH.

3arem MoxeT OLITL MpOREACHA ele oA MpodHas PEAYKIOMA ANg [JIA Ofpe-
JEJICHHSE OKOHYATEILHOIO paMepa NoJIOBKH.

The anteversion of the stem is guided by the quadrangular recess left
in the femur by the broaches.

CAUTION
Under no circumstances should the implant anteversion be changed at
this stage.

WARNING
Never force impaction when the stem is blocked in the diaphysis.

NOTE: the AMIStem-H Collared, together with the calcar preparation
technique, was designed to leave a distance of 1mm between the collar
and the medial calcar. please bear this in mind during final impaction.
a further trial reduction can then be performed to determine the final
head size.
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Puc.21 PaccTosHHe MeXIY BOPOTHHKOM B MeHansHEM KanskapoM / Fig.21 Distance between the collar and the medial calcar

Konyc crepxna a0/0keH GRITH TINATENLHO OYHINEH Mepea BO3eHCTBHEM Ha
FOJNIOBKY ITpOTE3a.
YCTaHOBHTE Ha MECTO OKOHUATENLHYIO TOJIOBKY BHIOpaHHOro pa3Mepa.

The stem taper must be thoroughly cleaned before impacting the pros-
thetic head.
Place in position the final head of the chosen size.
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Puc.22 YcraHoBka ronoBku okoHuartensHoro pasmepa / Fig.22 Final head position

MNPEAYNPEXAEHUE

Hukorga He vcnonp3yHTe METAJUIHYECKHH MOJIOTOK JUIS 3aKpEIUICHHSA Kepa-
MHUYECKOH r'OJIOBKH.

Hcnonb3yi#Te s 3TOro TONbLKO MJIACTMACCOBBbIA yJapHbI HHCTPYMEHT s
TOJIOBKH.

WARNING
Never use a metal hammer to fix the ceramic head.
Use only the plastic head impactor.

AMniaaHTanHA HeMEeHTHLIX HMILIAHTATOB

JUs OKOHYATENBbHOM YCTAaHOBKH MMIUIAHTaTa MOXKHO HCIOJIB30BaTh ABE pa3-
JAUYHbIE TEXHHKH.

Texuuka 1 no3BoJsgeT CO34ATh TOJICTYIO H NMOJHYIO UEMEHTHYIO MaHTHIO BO-
KpYT CTEPXHS: paccBepiieHHas NOnocTb OGeApeHHOH KocTH Ha Ha 1,4 MM
Gonblie, Y4eM MMIUIAHTHPOBAHHbIH MPOTE3.

Texnuka 2 (paccBepiHBaHHE OT JIMHHM K JIMHHH) HMeeT bosiee TOHKYIO Le-
MEHTHYIO MAHTHIO H CO3/1acT MOJIOCTh TAKOro Xe pa3Mepa. Kak H BBOAMMABIHA
MpOTe3: NoC/e BBEAEHHS LIEMEHTA, POTE3 HMILUIAHTHPYETCA Kak npecc-Qur.

VY nanute modyio peIXIYIO, HE OAJEPXKHBAIOLLYIO ryOYaTylo KOCTh M3 KaHala
€ MOMOIIBIO JIOXKKH HJIH KaHANBHOH INETKH. 3aKpoHTe JUCTATIbHBIA KaHal Me-
QyJ/UspHO#t npoOkoH Ha paccTOSHHH He MeHee 1 cM OHCTalbHEe KOHYMKA
HOXKH.

Cemented implant

Two different techniques can be used for the final implant positioning.
Technique 1 produces a thick and complete cement mantle around the
stem: the reamed femoral cavity is 1.4 mm larger than the implanted
prosthesis.

Technique 2 (line-to-line reaming) has a thinner cement mantle and it
produces a cavity which is the same size as the inserted prosthesis:
after the cement insertion the prosthesis is implanted as a press-fit.

Remove any loose, unsupportive cancellous bone from the canal with
a spoon or canal brush. Close the distal canal with a medullary plug at
least

1 cm distal to the tip of the stem.
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OuHCTHTE HHTpaMeYJUISPHbIH KaHall ¢ TOMOMILIO MMY/ILCOBOTO JIaBaXka H
BHICYIIHTE ero. JlepxuTe KaHan ynakoBaHHbIM [0 TEX MOp, NOKa LIEMEHT He
6yaer roToB /Ui BBEACHHA.

Hcnonb3ys perporpalHyio LEMEHTAlHIO, BBEUTE LIEMEHT B KaHal C NOMO-
LIbI0 LIEMEHTHOro mucrosera. HarHeraiite narneHHe B EMEHTHBIA cTONO,
4TOOBI MO3BOJINTL LIEMEHTY HHTEPAUIHTAIlHPOBaTh B OTMEHHYIO KOCTb.

Clean the intramedullary canal with pulse lavage and dry it. Keep the
canal packed until cement is ready to be injected.

Using retrograde cementation, introduce the cement into the canal by
means of a cement gun. pressurise the cement column to allow the ce-
ment to interdigitate into the cancellous bone.

-

Puc.23 Ycram;mca umruianTara / Fig.23 Implant setup

BBoauTe GeapeHHbIH cTepXeHb B KOCTHOMO3rOBO#H KaHal 10

ONTHMAJILHOTO MOJIOXKEHHUA, YCTAHOBJIEHHOI0 BO BpeMs npoOHOro Jrarna.
HanexHo yaepxxuBaiTe cTrepXXeHb B IPaBHJILHOM MOJIOXKEHHH C NOMOLIbIO
yAapHO# YacTH CTBOJIA 10 3aTBEp/IEBaHUs LIEMEHTa, YToObI H3bexarsb cMelle-
HUS CTEPXHA H3 ONITHMAILHOIO MOJIOKEHHUS.

BHUMAHHE

ByabTe OCTOPOXHBI, YTOOBI HE MOBPEINTb MHKpOpe3bOy MIEHKH BO BpeMs
YCTAHOBKH OKOHYATEJIbHOTO HMILIAHTATa. 3aTEM MOXET ObITh NPOBE/ICHA €1Ie
oaHa npoOHas peayKUHs Juls ONMpeAesiCeHHs OKOHYATEeJIbHOro pasmepa ro-
JIOBKH.

Introduce the femoral stem into the medullary canal until the optimal
position, established during the trial step, is reached. Hold the stem
securely in the correct position with the stem impactor until the cement
has hardened in order to avoid the stem moving from its optimal posi-
tion.

WARNING

Take care not to damage the neck’s micro-thread whilst placing the
final implant. a further trial reduction can then be performed to deter-
mine the final head size.
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The stem taper must be thoroughly cleaned before placing the pros-
KOHyC cTepXXHA AO/MKeH ObiTb TLLATENbHO OYMLLEH Mepefj yCTaHOBKOW ro- thetic head.
NOBKW NpoTesa. Place in position the final head of the chosen size.
YCcTaHOBUTE Ha MECTO OKOHYaTe/lbHY F0/10BKY BbIOPaHHOIO pasmepa.

Puc.24 YcTtaHoBKa (hnmHanbHoi ronoeku / Fig.24 Final head position

NMPEAYNPEXOEHWE WARNING

Hwukorga He ucnonb3yiiTe MeTaNIMYeCKUn MONOTOK ANs 3akpenneHus kepa- Never use a metal hammer to fix the ceramic head.
MMWYECKOI FONOBKMN. Use only the plastic head impactor.

Wcnonb3yinTe 4nd 3TOr0 TO/IbKO M1aCTMACCOBbIN YAapHbIA UHCTPYMEHT NS

rofI0BKMU.

MocneonepauuoHHbI yxoa 1 HabnaeHne Postoperative care and follow-up

XMpypr fO/MKEH NpeaynpeanTb NauMeHToB 0 HE0O6XO0AMMOCTM KOHTponupo- The surgeon should caution the patients to control their level of activ-
BaTb YPOBEHb aKTUBHOCTM M U36erath Ype3amMepHbIX Harpy3oK Ha 3ameHeHHbIn ity and avoid excessive loads on the replacedjoint. The surgeon should
cycTaB. Xupypr fO/MKEH 03HAKOMMUTb MayMeHTOB C MepaMu NpeaocTopoXkHo- make the patients aware of the precautions to be taken during exer-
CTW, KOTOpPblE HEOOXOAUMO COGMOAaTh BO BPeMS YMpPaXHeHWUR, neyeHus n cises, treatments and limitations on activities, any limitations reported
OrpaHNYeHNIi B AeATENbHOCTH, C NHO6GLIMU OrpaHNYeHUAMN, yKasaHHbNUKM Ha on the label, as well as exposure to magnetic fields. The patient must
3TUKeTKe, a TakKXe C BO3[e/CTBMEM MarHUTHbIX nosnei. MayneHTy Heo6xo- be told that implants can affect the results of computer tomography
AMMO COO0OLLNTb, YTO MMMNNAHTATbl MOFYT NOBANATL Ha pe3ynbTaThl KomMblo- (CT) or magnetic resonance imaging (MRI) scans.

TepHoli Tomorpadun (KT) nnm MarHMTHO-pe3oHaHCcHoW Tomorpahun (MPT).
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PekomeHayeTCs nepuogmyeckoe HabnogeHMe U PEHTIEHOBCKUE CHUMKHY A1s
CpaBHEHMA C COCTOAHMEM Cpa3y Nnocne onepayuu, a TakKe 414 NPOrHO3Mpo-
BaHUS CMELLeHUs, paclaTbiBaHUA W T.4. UMNNaHTata. UpesmepHble gusnye-
CKWe Harpysku, TpaBMbl OMepMPOBaHHbIX KOHEYHOCTEW MOrYT CTaTb MpUyn-
HO paHHero oTKas3a apTpoOnaacTUKU M3-3a CMeLLeHns, nepesoma U/vnm uns-
HOoca umnnaHTata. Ecnv 310 Nnpom3owno, Heo6XxoAMMO MOMECTUTb NaLueHTa
noj HabnwpjeHne, OUEHUTb BO3MOXHOE MPOrpecCMpoBaHne YyXYALEeHUs u
B3BECUTb MO/Ib3Y PaHHEN PEBU3NMN.

Mpoueaypa yganeHns

Mocne umnakuum, Ha cnydvail, ecnm TpebyeTcs yAanUTb OKOHYATENbHYHO
HOXKY UW U3MEHUTbL ee MON0XKEHWE, NPeJYCMOTPEHO Haln4yue ycTpoincTea
AN UBMEHEHUS MOMNOXEHUS HOXKMN. DTO YCTPOICTBO MOXHO MCMO/b30BATh
npu nto6om Buae aocTtyna K 6eapy, Bkntovas TexHUKY AMIS.

BuHT

UT06bI CO6paTh YCTPOMCTBO ANA U3MEHEHUS MONOXEHUSA HOXKU, OTKPOMTe
MNacTMaccoBble 3aXXUMbl, BbIKPYTUB BUHT OTBEPTKOW Ha 3,5 MMm.

3aTteM cobepuTe ero Ha UMNIaHTUPOBAHHON HOXKe [0 ero NJA0THOM Nocafku
MeXAy NnacTMaccoBbIMU 3aXMMamMu, Nocne Yero 3aTAHUTe BUHTbI 06paTHO.
MeTannuyeckunii Kopnyc npu 3TOM AO/DKEH pa3MeLlaTbCa Ha MefuanbHOA
CTOPOHE HOXKMW.
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Periodic follow-up and X-rays are recommended to make comparisons
with the immediate postoperative condition and anticipate implant dis-
placement, loosening, etc. Excessive physical activity, and operated
limb traumas may cause early failure of the arthroplasty through im-
plant displacement, fracture and/or wear. If the case occurs, it is nec-
essary to place the patient under supervision, evaluate the possible pro-
gression ofthe deterioration, and weigh the benefit of early revision.

Removal procedure

After impaction, if the final stem needs to be removed or repositioned,
a stem repositioner is available. This repositioner can be used with any
hip approach, including the AMIS technique.

Screw

Assemble the stem repositioner by unscrewing the screw with the
3.5mm screwdriver to open the plastic clamps.

Then, assemble it to the implanted stem until this is firmly seated be-
tween the plastic clamps and re-tighten the screw. The metal body
should be positioned on the medial side of the stem.



\

\

MeTannuyeckuii Kopnyc npyu 3TOM AO/MKEH pa3MeliaTbCs Ha MefuanbHONA

CTOPOHE HOXXKMW.

4.3 Ycnosua npumMmeHeHusa/akennyatauun MU

YcnoBus oKpyXarollleit cpeabl: 3HadeHUs TemmnepaTypbl OTHocsATCA K CaH-
MuHy 2.1. 3678-20, npunoxeHue 3.
Ycnosua akcnayarayum:

BnaxxHoctb 100%, Temnepatypa 32-42 ° C, KaK B 4e/lOBEYECKOM Tefle.
Tabnuua 1. Ycnosus npumeHeHus/skcnnyatayun M

Ycnosusa oihyxxato el cpeibl
BnaxHocTb HeT cneynanbHbK yCoBuUi
Temnepatypa OT1 21 °C po 24°C
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The metal body should be positioned on the medial side of the stem.

4.3. Use/operation conditions of MD

As for environmental conditions: Temperature figures refer to SanPiN
2.1. 3678-20, appendix 3.
As for operation conditions:

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

Table 1. Use/operation conditions of MD
Environmental conditions
Humidity No special conditions
Temperature From 21 °C to 24°C



JasneHune HeT cneymanbHbIX YCNOBUIA Pressure No special conditions

Y CNOBUAIKILIMKATALAH . . e, . Operation conditions ...
BnaxHocTb 100% Humidity 100%
Temnepatypa 0132 °C po 42 °C Temperature From 32 °Cto 42 °C
JasneHue HeT cneynanbHbIX YCNOBWUIA Pressure No special conditions

5. ONMMCAHNE OCHOBHbIX ®YHKUNOHAJIbHbIX /IEMEHTOB MW/ DESCRIPTION OF MAIN FUNC-
TIONAL ELEMENTS OF MD

5.1. O6uwee onncaHne GYHKLNOHaNbHbIX 3ieMeHT0B MU 5.1 General description of functional elements of MD
CucTema aHAONPOTE30B TazobeapeHHOro cyctasa AMIStem ¢ ykasa- The AMIStem hip joint endoprosthesis system with an indication of all its
HMEM BCeX BXOAALWMX B €r0 COCTaB KOMMOHEHTO NpeAcTaBieHa HKe: components presented below
Yawka
CuP B
M ari CTpotye*iyi>ne Cooic orpofy tivrin

N FEMCmSTEM
QUHNi Mari » GMKibvtat
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5.0NMMCAHVE OCHOBHbIX ®YHKUWNOHAJ/IbHbIX 3JIEMEHTOB M/ DESCMPTION OF MAIN FUNC-
TIONAL ELEMENTS OF MD

5.1 O6lLee onucaHme PyHKLMOHaNbHbLIX 3neMeHToB MW / General description of functional elements of MD
B Tabnuue 2 mogenbHble paabl U3LeNNRA, 4158 KOTOPbIX COOTBETCBYET TOT UAN WUHOW BHELHWI BUJ U ONWcaHWe, 3anncaHbl B BUAE: NepBoe n3genune
MOJeNbHOro paga nocnefHee nsgenvie MOLeNbHOro paga cornacHo NyHKTy 1.1 BbIMUCKU U3 TEXHUYECKON [OKYMEHTaLNN.

Mpumep: Hoxka STD ¢ nokpbiTvem HA #00 -... - Hoxkka STD ¢ nokpbitvem HA #9

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

Example: HA coated STD stem #00 - ... - HA coated STD stem #9

Tabnuua 2. Obuiee onvcaHne GyHKUNOHaNbHbIX anemeHToB MW / Table 2. General description of functional elements of MD

BHewHnii Bug / Appear- HanmeHoBaHMe N KpaTKOe onucaHune n3genms Name of MD and its general description
ance

MonoBka Kepamuyeckas Biolox Delta 12/14 gnamet- BIOLOX Delta Ceramic Ball Head 12/14 o 28 Size S
pom 28 pasmepom S -3.5 - ... - Fo/0BKa Kepammyeckass -3.5 - ... - BIOLOX Delta Ceramic Ball Head 12/14
Biolox Delta 12/14 pnameTtpom 44 pasmepom XL +8 o 44 Size XL +8

KOoMMNOHEHT TOTaNbHOro npoTe3a Ta3obegpeHHoro cy- A component of a total hip joint prosthesis that is used
CTaBa, KOTOPbI UCNonb3yeTcs AN 3amMeHbl ro1oBku 6ea- to replace the femoral head. The device is made of ce-
PEHHOM KOCTW. YCTPOWCTBO M3roTOB/MEHO M3 Kepamuye- ramic material. It is assembled with a femoral stem and
ckoro matepuana. OHO cobupaeTcsi ¢ 6eJpeHHON HOXKOW it is designed to articulate with an acetabular prosthetic
M NpeAHa3HaYeHO A8 COUNIEHEHUS C BEPTYXXHbIM KOMNO- component.

Puc.25 / Fig.25 HEeHTOM MpoTesa.
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Punc.26 / Fig.26

Puc.27 / Fig.27
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MonoBka Biolox Option gnameTtpom 28 - ... - [0510BKa
Biolox Option gnameTtpom 44

KOMMNOHEHT TOTanbHOro npoTe3a Ta300eApEHHOro Ccy-
CTaBa, KOTOPbIV UCMONb3yeTCs AN 3aMeHbl TON0BKK 6ej-
PEHHOW KOCTW. Y CTPONCTBO M3rOTOB/IEHO U3 Kepamuye-
cKoro matepuana. OHoO cobupaeTcs ¢ 6e4peHHON HOXKOM
M NpejHa3HavyeHo 415 COUNIEHEHUSA C BEPTIYXXHbIM KOMMO-
HEHTOM npoTe3a. BHyTpb KOMNOHEHTA MOXeT ObITb yCTa-
HOBNeHa BTy Ka.
BTynka pasmepa S - ... - Brynka pasmepa XL
KOMMOHeHT ToTaNbHOro npoTte3a Ta300efpeHHOro cy-
CTaBa, KOTOPbIA UCMNONb3YeTCA 415 3aMeHbl TO/I0BKN 6ej-
PEHHOM KOCTWU. YCTaHaBIMBAETCA MPU HEOBXO4MMOCTMN B
onosky Biolox Option.

Hoxka STD ¢ nokpbiTuem HA #00 - ... - Hoxxka STD
¢ nokpbiTem HA #9 (Puc.28);
Hoxka LAT c nokpbitem HA #0 -... - Hokka LAT ¢

nokpblTem HA #8 (Puc.28);

Hoxka STD ¢ BOpOTHMKOM C noKpbiTvem HA #00 - ...
- Hoxkka STD ¢ BOpPOTHMKOM C NokpbiTem HA #9
(Pwnc.29);

Hoxka LAT ¢ BOpOTHUKOM c nokpbiTem HA #0 - ... -
Hoxka LAT c BOpPOTHMKOM C MOKpbiTMeM HA #8
(Pwnc.29);

Hoxka STD AMIStem-P #00 - .... - Hoxka STD
AMIStem-P #9 (Puc.30);
Hoxka LAT AMIStem-P #0 - - Hoxka LAT

AMIStem-P #8 (Pwnc.30);

Hoxka STD ¢ BopoTHuUKomM AMIStem-P #00 - ... -
Hoxka STD ¢ BopoTHMKOM AMIStem-P #9 (Puc.31);
Hoxka LAT c BopoTHMKom AMIStem-P#0 - ... -
Hoxka LAT c BopoTHUKOM AMIStem-P#8 (Puc.31);

Head Biolox Option 0 28 -... - Head Biolox Option o
44

A component of a total hip joint prosthesis that is used
to replace the femoral head. The device is made of ce-
ramic material. It is assembled with a femoral stem and
it is designed to articulate with an acetabular prosthetic
component. A sleeve can be installed inside the compo-
nent.

Sleeve Size S -... - Sleeve Size XL

A component of a total hip joint prosthesis that is used
to replace the femoral head. Installed if necessary in the
Biolox Option head.

HA coated STD stem #00 - ... - HA coated STD stem
#9 (Fig.28);

HA coated LAT stem #0 -... - HA coated LAT stem
#8 (Fig.28);

Stem Collared HA coated STD stem #00 - ... - Stem
Collared HA coated STD stem #9 (Fig.29);

Stem Collared HA coated LAT stem #0 - ... - Stem
Collared HA coated LAT stem #8 (Fig.29);
AMIStem-P STD stem #00 - ... - AMIStem-P STD
stem #9 (Fig.30);

AMIStem-P LAT stem #0 - ... - AMIStem-P LAT

stem #8 (Fig.30);

AMIStem-P Collared STD stem #00 -... - AMIStem-
P Collared STD stem #9 (Fig.31);

AMIStem-P Collared LAT stem #0 - ... -AMIStem-
P Collared LAT stem #8 (Fig.31);

AMIStem-P Short Neck STD stem #00 - ... -
AMIStem- P Short Neck STD stem #9 (Fig.32);



Puc.30 / Fig.30

Puc.31 / Fig.31

Hoxxa STD ¢ xoporkoii meiixoii AMIStem-P #00 - ...
- Hoxxa STD ¢ xoporkoi#i meiikoii AMIStem-P #9
(Pnc.32);

Hoxxa LAT ¢ xopoTkoii meiixoli AMIStem-P #0 - ...
- Homxxa LAT ¢ woporxoit meiixoii AMIStem-P #8
(Puc.32)

KomiioHeHT ToTANBHOrO mMpoTesa TaszobeApeHHOro cy-
CTABA, KOTOPHIH WCHONL3YETCA JUIA 3aMEHB! NOJIOBKH M
mefixkn Genpennoli koctn. Ucnomssyerca 6e3 xocTHOrO
LCMCHTA.

Brimyckaercs B paamiusbix Bapuantax: STD u LAT, or-
JNHYAIOUMXCH YTIOM HHKTHHALHY.

AMIStem- P Short Neck LAT stem #0 - ... -
AMIStem- P Short Neck LAT stem #8 (Fig.32)

A component of a total hip joint prosthesis that is used
to replace the femoral head and the femoral neck. It is
used without bone cement,

Auvailable in different versions: STD and LAT, differing
by the angle of incision.
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Pnc32/an2

Punc.33/Fig.33

Puc.34 / Fig.34
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Hoxka STD uemeHTHaa #00 - ...
MEeHTHas #8;

Hoxka LAT uemeHTHaa #0 - ... - Hokka LAT LEMEHT-
Haqa #8;

KOMMOHEHT TOTaNbHOro npoTe3a Ta300ef4peHHOro cy-
CTaBa, KOTOPbIA WMCNOMb3YeTCA A5 3aMeHbl TO/I0BKU U
ek 6efpeHHON KoCcTU. MICnonb3yeTca ¢ KOCTHbIM Le-
MEHTOM.

Bblinyckaetcs B pa3finyHbiX BapnaHtax: STD u LAT, oT-
NMYarLWmMxXcs yrnom MHKIMHaUNK.

- Hoxka STD ue-

MonoBka 12/14 gnametpom 22 pasmepom S -2.5 - ... -

MonoBka 12/14 gnametpom 32 pasmepom XXL +10.5

(Pwnc.34);

Monoska CoCr 12/14 gnametpom 22 pasmepom S -2.5 -
. - NonoBka CoCr 12/14 pgnameTtpom 36 pasmepom

XXL+10.5 (Pwnc.35)

KOMMNOHeHT TOTanbHOro mnpoTe3a Ta306eApeHHOro cy-

cTaBa, KOTOPbI/ UCNONb3yeTCsA AN 3aMeHbl FONOBKK 6ej-

PEHHOW KOCTWU. Y CTPOMCTBO M3rOTOBEHO U3 MeTannunye-

cKoro matepuana. OHo cobupaeTcs ¢ 6eipeHHO HOXKOIA

Cemented STD stem #00 - ... - Cemented STD stem
#8;
Cemented LAT stem #0 - ... - Cemented LAT stem
#8;

A component of a total hip joint prosthesis that is used
to replace the femoral head and the femoral neck. It is
used with bone cement.
Available in different versions: STD and LAT, differing
by the angle of incision.

Ball Head 12/14 e 22 Size S-2,5-... - Ball Head 12/14
o 32 Size XXL +10.5 (Fig.34);

CoCr Ball Head 12/14 o 22 Size S -2,5 - ... - CoCr
Ball Head 12/14 o 36 Size XXL +10.5 (Fig.35)

A component of a total hip joint prosthesis that is used
to replace the femoral head. The device is made of metal
material. It is assembled with a femoral stem and it is
designed to articulate with an acetabular prosthetic com-
ponent.



HEHTOM IIpOTE3a.

Puc.35 / Fig.35

H NIPECAHA3HAYCHO JIA COWICHEHHA C BEPT/YKHbIM KOMII0-

5.2 BO3MOXHOCTb U METOAbI HHTErpalHH C APYTHMH MEIMUMHCKHMH H3Je-
JIUAMH

Heobxoanmo cobmoaaTh HHCTPYKLIHH 11O HCIIONB30BAHHIO KOHKPETHOMH Mpo-
IyKLMH, OMHCaHHble mpou3BoauteneM. [IpousBoguTens He HeceT OTBET-
CTBEHHOCTD 3a JIIOObI€ OCJIOXHEHHS, BOSHUKIIHE B pe3ysibTaTe CMEIIHBaHHUA
JeTajed MM B pe3yJbTaTe MCMOJIb30BAHUA M3JCNHA APYTHX MPOU3BOIAMTE-
Jie.

Komnanus Medacta International S.A. He HeceT OTBETCTBEHHOCTH 33 UCIOJIb-
30BaHHE KOMIIOHEHTOB CBOHX MMIUIAHTaTOB B KOMOHHAIIMHM C KOMIIOHEHTaMH
Apyroro mnpousBoauTens (eclid MHOE He yka3zaHo KommnaHued Medacta
International S.A. B Xupyprudeckoil TEXHHKE), [I0ITOMY MbI HE COBETYEM HC-
NOJIb30BaTh TAKHE KOMITOHEHTBI.

Bo3moxHble koOMOHHALMH KOMIIOHEHTOB MMILIaHTaToB Medacta International
S.A. yxa3aHbl B TEXHHKE [TPOBECHHSA ONEpPaLIMH.

KoMnoHeHTsl nmporte3a Ta300eApEHHOro0 CycTaBa HHKOTAAa He JOJDKHBI MO-
BTOPHO UMILUTAHTHPOBATHCA. XOTA BHELTHE HMIUIAHTAT MOXET BBITJIAACTD He-
NOBPEXICHHBIM, B HEM MOTYT MOSBHTHCA MUKPOCKOMHYECKHE AeeKThI, KO-
TOpbIE MOTYT MPHBECTH K NOJIOMKE HMIUTaHTaTa. Onepupyroiuit Xupypr aoi-
XEH 3HaTh, YTO JAXeE OYEHb MAJIEHbKOE MMOBEPXHOCTHOE MOBPEXACHHUE, BbI-
3BaHHOE, HanpHMEp, OCTPIM HHCTPYMEHTOM HIH 3JIEKTPOKAayTEpOM, OCO-

5.2 The possibility and ways of integrating with other medical devices

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

Medacta International S.A. is not responsible for the use of its implant
components in combination with a component from another manufac-
turer (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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GEHHO Ha LeiiKe HOXKM, MOXET MOBMMATb Ha BbLIOC/MBOCTb HOXKMW U Mpu-
BECTU K Nepenomy. Bcerga ncnonb3yiite Npo6HbI MPoTes B NPOGHbLIX LENsX.
Hu npy Kakux 06CTOATENbCTBAX He afianTupyiiTe U He U3MeHsiTe NPoGHble

npoTe3bl.

MonoBku/ Heads

OuameTp/ Diameter
22
22
28
28
28

28

28
32

32

32
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Pasmep/ Size

ESN))

XL

XXL

Stainless steel

01.25.130

25055.2203

25055.2801

25055.2803

25055.2805

25055.2807

25055.2810
25055.3201

25055.3203

25055.3205

CoCr

01.25.124

01.25.123

01.25.011

01.25.012

01.25.013

01.25.014

01.25.015
01.25.021

01.25.022

01.25.023

CeramTec BI-
OLOX delta

38.49.7175.455.0
0

38.49.7175.455.0
0

38.49.7175.465.0
0

38.49.7175.665.0
0

38.49.7175.675.0
0

38.49.7175.685.0
0

CeramTec BI-
OLOX Option

38.49.7176.935.8
1

38.49.7176.935.8
2

38.49.7176.935.8
5

38.49.7176.935.8
4

38.49.7176.945.8
1

38.49.7176.945.8
2

38.49.7176.945.8
5



32 XL 25055.3207 01.25.024 38.49.7181.345.0 | 38.49.7176.945.8
0 4

32 XXL 25055.3210 01.25.025 - -

36 S - 01.25.030 38.49.7179.275.0 | 38.49.7176.965.8
0 1

36 M - 01.25.031 38.49.7179.285.0 | 38.49.7176.965.8
0 2

36 L - 01.25.032 38.49.7179.295.0 | 38.49.7176.965.8
0 5

36 XL - 01.25.033 38.49.7175.925.0 | 38.49.7176.965.8
0 4

36 XXL - 01.25.034 - -

40 S - - 38.49.7179.885.0 | 38.49.7179.815.8
0 1

40 M - - 38.49.7179.895.0 | 38.49.7179.815.8
0 2

40 L - - 38.49.7179.905.0 | 38.49.7179.815.8
0 5

40 XL - - 38.49.7179.915.0 | 38.49.7179.815.8
0 4

40 XXL - - - -
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6. OMVNCAHME COCTABHbIX YACTE MU

He npyumeHnmo

7. ONMMCAHVIE npnHapgne>xHocTe

He npumeHumo

Ha camoM u3genmy ¢ NOMOLLbIO rpaBUPOBKM MOXET B6biTh YKasaHa cnegytowas nHgopmayumsa / The following information can be indicated on the
device using engraving:

norotun npoussoantens / manufacturer logo;
Homep no KaTanory (Homep mogenun) / REF number;

Tabnuua 3. 3Ha4YeHNA CUMBOOB, YKa3aHHbIX HAa OpUrMHaNbHON MapkKMpoBKe ynakoBku / Table 3. Interpretation of symbols used on the original
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>0R@ 2

6. DESCRIPTION OF MD PARTS

Non-applicable

7. DESCRIPTION OF ACCESSORIES

Non-applicable
8. OAHHbLIE O MAPKMPOBKE MW /8. DATA ABOUT LABELING OF MD

e Homep naptum / LOT number;
pasMmep umnnaHtara/ implant size

label
MN3rotoBuTtenb

Jarta n3rotoeneHus

3anpeT Ha NOBTOPHOE
MPUMEHEHNE

He cTtepunnsosaTtb no-
BTOPHO

OCTOpPOXHO, 06paTuTe
BHMMAaHWE Ha npuiara-
LIMecs K U3LeNnto [OKy-

MEHTbI

Manufacturer

Date of manufacture

Do not reuse

Do not resterilize

Caution, read the accom-
panying documents
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O6paTtnTecb K MHCTPYK-
LUK No aKcnayaTayumu

He gonyckaTb BO3feli-
CTBUS CONTHEYHOTO CBETa

bepeyb OT BNarun

Mpefen Temnepartypeol

He ncnonb3oBatb npu
MOBPEXAEHMNN YNaKOBKN

Ncnonb3osatb A0
(rrrr-mm-gn)

LOT Koga naptum
Howmep no katanor
REF P d
SN CepuitHblii HOMep

PagnaynoHHasa ctepunm-
3auus

HecoBmectumo ¢ MPT

Consult instuctions to
use

Do not expose to sun-
light
Store in a dry place
Temperature limit
Do not use if package is

damaged

Use by (YYYY-MM-
DD)

Lot number

Reference number

Serial number

Sterilization by radiation

MR Unsafe



|QTY| KonnyecTtso Number of Units

Made in CpaenaHo B Made in
EBponeiickoe coOTBET- European Conformit
C€ 0476 P P Y
cTBUE
GTIN I'no6aanub|m HOMep TO- Global Trade Item
BapHOM Mo3nuun Number
8.1. CpOK rogHocTu, CPOK Cy>Kobl 8.1. Shelf life, use by date
CPOK CNyX6bl 4Ns BCeX UMNaHTaToB coctasnseT 10 nert. The service life for all implants is 10 years.
CpOK rogHoCTK Ansi BCEX MMMIaHTaTOB COCTaBNseT 5 nerT. Shelflife for all devices is 5 years.
8.2. ®opma nocraBku 8.2. Form of supply

N3nenne nocTaBnseTcs B MHAMBWUAYaNbHOW CcTepunbHOl  ynakoeke, The product is supplied in an individual sterile package with original
COMPOBOX/JAeTCs OPUTMHAaNbHOW U  pyccKosa3bluHOM  MapkupoBkoir u and Russian labels and instruction for use in Russian. Packaging
WHCTPYKLMel No aKcniyaTauuy Ha pycckom fsblue. YnakoBka cofepxuT 1 contains 1part.

nsgenwe.
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9. IEPEYEHb PUCKOB

[Ipouecc ynpasneHus puckamu B komnanud Medacta International (Menaxra
Hureprnauuonan) coorsercrByet cranaapty EN ISO 14971:2012.

9. LIST OF RISKS

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

10. CBEAEHHUSA O BEPHOHKAILIMH U BAIMJALIMA MH

[IpousBoauTens paspabaTbiBaeT Bce MpoAykThl B cooTBeTcTBHH ¢ EN ISO
13485, MeauuutHckoe obopynosanue - CHcTeMbl MEHEDKMEHTa KauyecTBa.
H3penus cnpoekTHpoBaHbl, pa3paboTaHbl, H3rOTOBJIEHBI H YNIAaKOBaHbI B CO-
OTBETCTBHH C YTBEPKACHHBIMH CTaHJAPTHBIMH OMNEpPallMOHHBIMU TIPOLENY-
paMH M pOLECCaMH IOKYMEHTHPOBaHHS.

10. DATA ABOUT MD VERIFICATION AND
VALIDATION

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

11. IEPEYEHDb MATEPHAJIOB )KUBOTHOI'O X (MJIN)
YEJOBEYECKOI'O NIPOUCXOXIAEHUS

He npumeHumo

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

Non-applicable
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12. VTHPOPMAULUWA O NMPOBEAEHHBIX NCIbITA-

HUNAX, MPOTOKOJIAX
NYYEHHbIX OAHHbIX

NCMbITAHWNIA, AHANT3E MO-

N3gnenvs BbigepXXanu NCnbiTaHUS No BepuduKauum U Banuaauum n ygoene-
TBOPAIOT TPEGOBAHUAM CNefyoLWnX CTaHAapToB:

Tabnuuya 4. MNepeyeHb MeXAYHAPOLHOW HOPMATUBHOW AOKYMEHTaLNK

CraHgapT/LOKYMEHT
93/42/EEC

2005/50/EC

MCO 9001-2015

MOCT ISO 13485-2017

CAN/CSA-ISO 13485

MOCT P NCO 19011-2021

21 CFR YacTtb 820
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OnucaHune

OVNPEKTVBA COBETA 93/42/EEC ot 14
noHa 1993 roga no sonpocy

MeAULMHCKOro 060pyAoBaHus
ONPEKTVBA KOMUMCCUI 2005/50/EC ot
11 aBrycta 2005 roga o peknaccupukaymu
npoTe30B Ta306e4peHHOro, KOJIEHHOI0 U
M/ie4eBOro CycTaBoB B pamKax JupeKTuBbl
CoBeta 93/42/EEC 0 MeANLUHCKNX N34ENNAX
CucTeMbl MeHeDKMEHTA KayecTBsa.
Tpeb6oBaHus (MepensgaHne)

N3penusa megnunHckue. Cuctemsl
MeHeKMeHTa KayecTBa. TpeboBaHua Ans
Lenein perynnpoBaHms

MegunumnHckne nsgenna. Cuncrtemol
ynpaBneHnsa Ka4yectBom. TpeboBaHUs ans
Lenew perynnpoBaHus

PyKoBOAALLME YKa3aHWNA N0 NPOBELEHUIO
ayamTa CUCTEM MeHegKMeHTa

YnpaBneHne No KOHTPOO 3a NPOAYKTaMMK U
nekapcteamm - MefuUUHCKNE U3[eNns;
Tekyllan Hagnexawias npou3BoLCTBEHHAA
npaktnka (CGMP); 3akntountenbHoe
npaBuno - 7 okTa6psa 1996 r.

12. INFORMATION ON THE TESTS CARRIED
OUT, TEST REPORTS, ANALYSIS OF THE

OBTAINED DATA

The devices have passed verification and validation tests and meet the

requirements of the following standards:

Table 4. List of international standards and documents

Standard/Document
93/42/EEC

2005/50/EC

UNI EN I1SO 9001

ISO 13485

CAN/CSA-ISO 13485

ISO 19011

Description

COUNCIL DIRECTIVE 93/42/EEC
of 14 June 1993 concerning medical
devices

COMMISSION DIRECTIVE
2005/50/EC of 11 August 2005 on the
reclassification of hip, knee and
shoulder joint replacements in the
framework of Council Directive
93/42/EEC concerning medical de-
vices

Quality management systems -- Re-
quirements

Medical devices —Quality manage-
ment systems -- Requirements for reg-
ulatory purposes

Medical devices —Quality manage-
ment systems -- Requirements for reg-
ulatory purposes

Guidelines for quality and/or environ-
mental management systems auditing



SOR/98-282

DINEN 1041-2013

FOCT ISO 14971-2011

FTOCTPNCO 14155-2014

ASTMF1875

ASTM F2009

ASTM F2068

FOCT P NCO 5832-11-2014

ASTM F746

ASTM A 380
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KaHazckue npasuna no meanLnUHCKUM
n3gennam, onybaMKoBaHHbIE

MWHNCTEPCTBOM 3apaBooXpaHeHns KaHagbl

M3genns meguunHckue. MHpopmauus,
npefocTaensgemas U3roTOBUTENEM
N3penna meguumHckue. MNMpumeHeHne
MeHEeI>XMeHTa pUcKa K MegULNHCKUM
N30enmam

KnnHunyeckne nccnenoBaHns MeanLNHCKNX
nsgennii 4na yenoseka. Obuime TpeboBaHUs

CTaHfapTHas NpakTUKa UCMbITaHWIA Ha
(hpPeTTUHI-KOPPO3UKD MOAYbHbIX
MMNNaHTaToB: VHTepdeiic ronoBkm

6eipeHHOI KOCTU Ta306epeHHOro cycTaBa C

OTBEPCTNEM U KOHYCHbIM CYXXEHUeM
CTaHAapTHbI MeTO UCMbITAHUS ANS

onpefeneHuns Cubl 0CEBOTO paspyLLIeHUs
KOHYCHbIX COeJMHEHNIA MOAYbHbIX NPOTE30E
CTaHAapT ANs NpoTe30B 6ePeHHOl KOCTK -

MeTanIn4yeCcKme nMmnnaHTaThbl

MmnnaHTatel gng xupyprum. Metannmyeckue
maTepuansl. YacTb 11. lepopmmpyemblii
TUTAHOBbI CNNaB, COAepPXallniA 6-antOMUHLL

7-Hnobwusa
CTaHgapTHble MeTOAbl UCMbITaHMIA Ha
MATITUHTOBYO U LLLENEBYH KOPPO3MIO

MeTaN/IMYECKNX MaTepmanoB XMpypruyecknx

NMMNAaHTATOB

CTaH,qapTHaFI NpPpaKTuUKa O4YNCTKN, yaaneHna

Hakumnmn n naccnsnpoBaHnA ,u,eTanel‘/’l,

060pyA0BaHMA N CUCTEM U3 HEPXKaBEIOLL e

cTanun

21 CFRPart 820

SOR/98-282

EN 1041

UNI CEI EN ISO
14971
ISO 14155

ASTMF1875

ASTM F2009

ASTM F2068

ISO 5832-11

ASTM F746

Food and Drug Administration -
Medical Devices; Current Good Man-
ufacturing Practice (CGMP); Final
Rule - October 7, 1996

Canadian Medical Devices Regula-
tions as published by Health Canada
Information supplied by the manufac-
turer with medical devices

Medical devices - Application of risk
management to medical devices
Clinical investigation of medical de-
vices for human subjects - Good clini-
cal practice

Standard Practice for Fretting Corro-
sion Testing of Modular Implant In-
terfaces: Hip Femoral Head-Bore and
Cone Taper Interface

Standard test method for determining
the axial disassembly force of taper
connections of modular prostheses
Standard for Femoral Prostheses -
Metallic Implants

Implants for surgery - Metallic mate-
rials - Part 11: Wrought titanium 6-
aluminium 7-niobium alloy.

Standard Test Methods for Pitting or
Crevice Corrosion of Metallic Surgi-
cal Implant Materials



NF S 90-483-3

NF S 94-091

1ISO 9377-2-2000

ASTM F 2459

UNIEN 1484

FOCT 31857-2012 (ISO
7875-1)

USP <788>

EBponeiickas dapmakones
ASTM A 967
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MmnnaHTatbl gna xupyprum - Pykosoacteo  1ASTM A 380
Mo 0YMCTKeE, yNaKoBKe U CTepunnsaymmu

opTOoneAnyecKMx UMnNNaHTaTos - Yactb 3:

MMnnaHTaTbl ¢ MeTa/INYECKUM Cy6CTpaTOM, NF S 90-483-3
MOKPbITbIM TEPMUYECKUM HaMblIEHUEM
Banugauunsa o4ncTkn opTonesuveckunx
MMNIAHTATOB Nepej OKOHYaTeIbHOA
yNakKoBKOA

KayectBo BoAbl. OnpegeneHne
yrneBoA0OPOAHOI0 HepTAHOIO MHAEKCa. YacTT
2. MeTop XXNAKOCTHOW 3KCTPaKLMmM 1 rasoBoi
Xpomarorpadgum

CTaH4apTHbIA MeTOo UcnbliTaHNA 4NS
N3BMIEYEHNA OCTATKOB U3 MeTa/l/InyeCcKux
MeLULNHCKUX KOMMOHEHTOB U NX
KO/MYECTBEHHOrO OMNpeaeneHns ¢ MoMOLLbIO
rpaBUMeTPUYECKOro aHanmsa

AHanus BoAbl. PYKOBOACTBO MO
onpegenieHnto 06Lero opraHMYeckoro
yrnepoga n pacTBOPEHHOro opraHnyeckoro
yrnepoga

Boga nutebeBad. MeTofbl onpefeneHuns
COAEepPXaHus MOBEPXHOCTHO-aKTUBHbIX
BeLLeCTB

TecT Ha cogepyXaHue TBepablX YacTuL, B UHb-
eKumnax ansg napeHTepanbHbIX Npenaparos
60/MbLLOro 06beMa

5-0e n3gaHue

CraHpapTHaa cneyudukaumns Ha Xxummye-
CKYI0 MaccuBaluio feTaneil u3 Hepxxasetolein USP <788>
cTanu

NF S 94-091

1 1SO 9377-2

[ ASTM F 2459

- UNIEN 1484

ISO 7875-1

Standard Practice for Cleaning, De-
scaling, and Passivation of Stainless
Steel Parts, Equipment, and Systems
Implants for surgery - Guidelines for
cleaning, packaging and sterilization
for orthopaedic implants - Part 3:
Thermal spray coated metallic sub-
strate implants

Validation du nettoyage des implants
orthopediques avant conditionnement
final

Water quality —Determination ofhy-
drocarbon oil index —Part 2: Method
using solvent extraction and gas chro-
matography

Standard Test Method for Extracting
Residue from Metallic Medical Com-
ponents and Quantifying via Gravi-
metric Analysis

Water analysis. Guidelines for the de-
termination of total organic carbon
(TOC) and dissolved organic carbon
(DOC)

Water quality —Determination of sur-
factants ” Part 1. Determination of
anionic surfactants by measurement of
the methylene blue index (MBAS)
Particulate Matter in Injections test
for a Large Volume Parenteral (LVP)



roct ISO 10993-1-2011

MOCT ISO 10993-5-2011

MOCT ISO 10993-11-2011

FOCT ISO 10993-12-2015

USP<151>

MOCT ISO 11607-1-2018

MOCT ISO 11607-2-2018

ISO 187

ASTMDA4169
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N3penns meguumHckune. OueHKa 6uonornye-
CKOrO JeiCTBMA MeAULUHCKUX U3AENNIA.
YacTtb 1. OueHkKa n nccnegoBaHus

N3genna megnumnHckue. OueHka 6uonorunye-
CKOr0 JeCTBMUS MEAULMHCKNUX U3AENWIA.
YacTb 5. MiccnepgoBaHns Ha LMTOTOKCKY-
HOCTb: MeTOoAbl in Vitro

N3penna megnunHckue. OueHka 6uonorunye-
CKOro AeNCTBUS MeAULMHCKNX U3AENNIA.
YacTb 11. NccnenoBaHMs 06LLETOKCMYECKOTO
hencTemsa

N3genna meguumHckume. OueHka 6uonormye-
CKOro AeCTBUS MeANLMHCKUX U3AENNIA.
YacTb 12. MpurotoBneHne npod 1 KOHTPO/Ib-
Hble 06pasLbl

OueHka nuporeHos lNMpouenypa UCMnbITaHNSA
Ha NMporeH

Y nakoBka A8 MeAULUHCKUX U3LeNnin, nog-
nexawmx QUHNLWHON cTepunmsaymm. Yactb
1. Tpe6oBaHua K MaTepunanam, 6apbepHbIM
cucTemam Ans cTepunmsalmm 1 ynakosou-
HbIM cUCTEMaM

YnakoBka A8 MeAULUHCKUX U3LeNnunin, noj-
nexawmx MUHULWHON cTepuansaymu. Yactb
2. TpeboBaHua K BanmjaLuy npoweccos gop-
MWUPOBaHUA, repMeTu3aumm n cbopku
bymara, kapToH 1 Lenntonosa. CtaHgapTHas
aTMmocepa 419 KOHAULNOHUPOBAHMA U UC-
NbITAHWI ¥ NpoLesypa KOHTPONA aTMocdepbl
M KOHAWLWOHNPOBaHMA 06pasL0oB
CTaHfapTHaa npakTuMKa NpoBefeHNs aKCny-
aTayMOHHbIX NCNbITAHUIA TPY30BbIX KOHTEN-
HEpoB U CUCTEM

Pharmacopoeia
Europea
ASTM A 967

ISO 10993-1

ISO 10993-5

ISO 10993-11

ISO 10993-12

USP<151>

ISO 11607-1

ISO 11607-2

ISO 187

5th Edition

Standard Specification for Chemical
Passivation Treatments for Stainless
Steel Parts

Biological evaluation of medical de-
vices " Part 1. Evaluation and testing
within a risk management system
Biological evaluation of medical de-
vices - Part 5: Tests for in vitro cyto-
toxicity

Biological evaluation of medical de-
vices —Part 11: Test for systemic tox-
icity

Biological evaluation of medical de-
vices —Part 12: Sample preparation
and reference materials

Evaluation of pyrogens Pyrogen test
procedure

Packaging for terminally sterilized
medical devices —Part 1: Require-
ments for materials, sterile barrier sys-
tems and packaging systems
Packaging for terminally sterilized
medical devices -- Part 2: Validation
Requirements for forming, sealing
and assembling processes

Paper, board and pulps - Standard at-
mosphere for conditioning and testing



ASTMF88/F88M

ASTM F 1608

ASTMF 1886/F1886M

ASTMF 1929

ASTMEF 1980

DIN 58953-6

FED-STD-101/4047

EBponelickasa hapmakones
FOCTPUCO 14644-1-2017

FOCT P NCO 14644-2-2020
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CTtaH[apTHbIA MeTOo UCMbITaHWUA Ha NPoY-
HOCTb YNNOTHEHWNA TMOKNX BapbepHbIX MaTe-
pnanos

CTaHfapTHbIA METO/ UCMNbITAHUSA HA MUKPO6-
HbI PEATUHT MOPUCTLIX YNaKOBOYHbIX MaTe-
puanoe (MeTof 9KCMO3ULMOHHON KaMepbl)—
CTtaH[apTHbIA MeTO UCNbITaHUA AN onpeje-
NeHNs LeNoCTHOCTU NNIOTHOCTW MefULUH-
CKOW ynakoBKW NyTeM BU3yasbHOro 0CMOTpa
CraHfapTHbIA MeTO UCNbITaHUA ANA 06Ha-
PYXXEHUA YTEUYKMN YNIOTHEHUS B NOPUCTOIA
MeAULNHCKON yNnakoBKe NyTeM NPOHUKHOBe-
HUA KpacuTens

CTaHfapTHOe PYKOBOACTBO MO YCKOPEHHOMY
CTapeHWIo CTEPU/IbHBIX BapbepHbIX CUCTEM
ANA MeLULUUHCKUX U3aenmni

NcnbiTaHne Ha MUKPOOGHbLIA G6apbep ynako-
BOYHbIX MaTEPUanoB A1 MeLULNHCKUX U3ae-
NWiA, Nognexatmx cTtepunmsaymm

Y CKOpPEHHOe CTapeHne YyBCTBUTE/bHbIX K
[aB/IEHUNIO YMaKOBOYHbIX NEHT (Teno u
BNXHOCTb U/IN TOJIbKO TEMO)

4-0e n3paHue

YncTble MOMELLEHNSA N CBA3AHHbIE C HUMU
KOHTponupyeMsble cpefbl. YacTe 1. Knaccu-
(hMKaLmMsa YNCTOTbI BO3AYXa MO KOHLEHTpaLuuu
yacTuy,

YuncTble MOMeLLeHNs 1 CBA3aHHbIE C HUMU
KOHTpoNnupyeMmble cpefbl. YacTb 2. TeKyLyuii
KOHTPO/Ib A/19 NOATBEPXAEHNA NOCTOAHHOIO
COOTBETCTBUA YNCTOTbI BO3AYyXa MO KOHLEH-
Tpauumn yactuy,

ASTMD4169

ASTMF 88/F88M

ASTMF 1608

ASTMF 1886/

F1886M

ASTMF 1929

ASTMF 1980

DIN 58953-6

FED-STD-101/4047

Pharmacopoeia
Europea
ISO 14644-1

and procedure for monitoring the at-
mosphere and conditioning of samples
Standard practice for performance
testing of shipping containers and sys-
tems

Standard test method for seal strength
of flexible barrier materials

Standard Test Method for Microbial
Ranking of Porous Packaging Materi-
als (Exposure Chamber Method)
Standard Test Method for Determin-
ing Integrity of Seals for Medical
Packaging by Visual Inspection
Standard Test Method for Detecting
Seal Leaks in Porous Medical Packag-
ing by Dye Penetration

Standard guide for accelerated aging
of sterile barrier systems for medical
devices

Microbial barrier testing of packaging
materials for medical devices which
are to be sterilized

Accelerated Aging of Pressure Sensi-
tive Packaging Tapes (Heat and Hu-
midity, or Heat Only)

4th Edition

Clean rooms and associated controlled
environments air cleanliness classifi-
cation



roct PUNCO 14644-3-2020

FOCT P UUCO 14644-4-2002

UNIENV 1631

GMP

FOCT NCO 14698-1-2005

FOCT NCO 14698-2-2005

NF EN 980

FOCT P NCO 15223-1-2020

21 CFR YacTb 801
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UuncTble NOMeELLEHUA U CBA3AHHbIE C HAMMU
KOHTponupyemble cpegbl. Yacte 3. MeTtogbl
NCMbITaHWNI

UuncTble NOMeLLEHUA U CBA3AHHbIE C HAMMU
KOHTponupyemble cpeabl. HacTb 4. [MpoeKTu-
poBaHWe, CTPOUTENLCTBO U BBOJA B 3KCM/yaTa-
uuto

TexHONorna YNCTbIX NOMELLEHWNI - MPOEKTU-
poBaHune, CTPOUTENLCTBO U 3KCMNayaTauns yn-
CTbIX MOMELLEHWNIA N YCTPONCTB OUYNCTKN BO3-
ayxa.

Hapnexauias npon3BoLCTBEHHAA NpaKTUKa -
JlekapcTBeHHble npenapaTbl 419 Yenoseye-
CKOro 1 BeTEPUHAPHOIO NPUMeHeHUs

UuncTble NoOMeLLeHUsA N CBA3aHHbIE C HUMMN
KOHTponinpyemble cpefbl. KOHTposb 6103a-
rpsasHeHuid. Yactbe 1. O6WMe NPUHLUMBLI N Me-
TOAbI

YncTtole nomeLeHnsa n cBA3aHHbIE C HUMU
KOHTpo/npyemble cpefbl. KoHTponb 61o3a-
rpsasHeHuii. YacTtb 2. AHanM3 faHHbIX 0 61o-
3arpAsHeHnsax

CumMBO/IbI 419 NCMOJIb30BaHNA B MapKUPOBKeE
MeANLUHCKUX N3Lenuni

CunMBOSIbI, NPUMEHSAEMbIE NMPU MapKUPOBaHUY ~
MEeANLUHCKUX N3LeNNIA, Ha 3TUKETKAxX 1 B CO-
NPOBOANTENbHON AOKYMeHTauun. YacTb 1.
OcHOBHble TpeboBaHMA

YnpaBneHue Mo KOHTPOJIKO 3a NPOAYKTaMU U
nekapcrtsamm - MapKnpoBKa MeguLUHCKUX
nsgennin Yacto 801

ISO 14644-2

ISO 14644-3

ISO 14644-4

UNIENV 1631

GMP

ISO 14698-1

ISO 14698-2

NF EN 980

Clean rooms and associated controlled
environments - Part 2: Specifications
for testing and monitoring to prove
continued compliance with 1ISO
14644-1

Clean rooms and associated controlled
environments -- Part 3: Test methods
Clean rooms and associated controlled
environments -- Part 4: Design, con-
struction and start-up

Tecnologia delle camere sterili —
progettazione, costruzione e
funzionamento delle camere sterili e
dei dispositivi di depurazione
delFaria.

Good Manufacturing Practices - Me-
dicinal products for human and veteri-
nary use

Clean Rooms and associated con-
trolled environments - Biocontamina-
tion control - Part 1: General princi-
pals and methods

Clean Rooms and associated con-
trolled environments - Biocontamina-
tion control - Part 2: Evaluation and
interpretation of biocontamination
data

Symbols for use in the labelling of
medical devices



UNI EN 556-1

MOCT ISO 11137-1-2011

MOCT ISO 11137-2-2011

FOCT PNCO 11137-3-2008

MOCT ISO 11737-1-2012

MOCT ISO 11737-2-2011

MOCT PUCO 14630-2017

FOCT PUCO 21534-2013

FOCT PNCO 21535-2020
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CTepununsayma MeguuMHCKUX nsgenuii - Tpe-
60BaHNA K MEAULUHCKUM U3aennsam, 0603Ha-
yaembIM Kak "cTepunbHble” - YacTb 1 Tpebo-
BaHWA K TEPMUYECKMN CTEPUIN30BAHHBIM Me-
OULMHCKAM N3L4ennam

CTepunusauns MeguLUHCKOR NPOAYKLNAN.
PagnaunoHHaa ctepunmnsauma. Yacte 1. Tpe-
60BaHMA K pa3paboTke, BaMaLuu N Teky-
LLleMy KOHTPO/O npoLecca cTepuansaumnm
MeAULUHCKUX U3aennin

CTtepunnsaymsa MefULMHCKOW NPOSYKLMN.
PagnaunoHHaa ctepunumsaumsa. Yacto 2.
YcTaHOBeHME CTepuIn3yoLLelt 403bl
CTepunnsayma MeanLNHCKON NPOAYKLNN.
PagwnauunoHHas ctepunnsayms. Yactb 3. Py-
KOBO/CTBO MO BONpocam A03UMETPUU
Crepunusaymns MeLUUNHCKUX n3gennin. Muk-
pobuonornyeckne metodbl. Yactb 1. OueHKa
nonynayun MMKPOOPraHM3MOB Ha NPOAYKLUT
CTtepunusayna meguLnUHCKUX n3gennin. Mumk-
pobuonornyeckne metogbl. Yacts 2. McnbiTa-
HWA HA CTEepPUNbLHOCTb, NPOBOAUMbBIE MPU Ba-
nugaumy npoueccos cTepunnsaymmu
MMnnaHTatbl XUPYpPruyeckne HeakTUBHbIE.
Obuwune TpeboBaHUs

MIMnnaHTaTbl XMPYpPruyeckne HeakTUBHbIE.
MMnnaHTaTbl 415 3aMeHbl CycTaBoB. YacTHble
TpeboBaHuA

MIMnnaHTaTbl XMpYypruyeckme HeakTuUBHbIe.
MmnnaHTaTtbl 418 3aMeHbl cycTaBoB. Cneyu-
anbHble TpeboBaHUA K MMMIaHTaTam Ana npo-
Te3nMpoBaHua Ta306e4peHHOro cycTaBa

ISO 15223-1

21 CFR 801

UNI EN 556-1

ISO 11137-1

ISO 11137-2

ISO 11137-3

ISO 11737-1

ISO 11737-2

UNI EN ISO 14630

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

Food and Drug Administration -
Medical Devices Part 801 labelling
Sterilization of medical devices - Re-
quirements for medical devices to be
designated “Sterile” - Part 1: Require-
ments for terminally sterilized medi-
cal devices

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

Sterilization of health care products —
Radiation - Part 2: Establishing the
sterilization dose.

Sterilization of health care products -
Radiation —Part 3: Guidance on dosi-
metric aspects.

Sterilization of medical devices —Mi-
crobiological methods -- Part 1: De-
termination of a population of micro-
organisms on products

Sterilization of medical devices -- Mi-
crobiological methods -- Part 2: Tests
of sterility performed in the validation
of a sterilization process.

Non-active surgical implants -
General requirements



FTOCTPNCO 7206-1-2005

FTOCTPUCO 7206-2-2013

FOCT P NCO 7206-4-2012

MOCT P NCO 7206-6-2012

FOCTPNCO 7206-10-2005

NF ISO 14242-1

FOCT P NCO 14242-2-2020
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MmnnaHTaTbl Ans XMpypruu. 3H4onpoTessl
Ta306ejpeHHOro cycraBa YaCTUYHbIe U TO-
TanbHble. YacTb 1. Knaccudukauymsa n 060-
3HauyeHne pa3MepoB

MMnnaHTaTbl 4ns Xupyprum. SHA0NPOTESLI
Ta306ejpeHHOro cycTaBa YacTUYHbIE M TO-
TanbHble. YacTb 2. CycTaBHbIE MOBEPXHOCTH,
N3rOTOB/IEHHbIE N3 METaNIMYECKUX, KepaMu-
YeCcKMX 1 NOSIMMepPHbIX MaTepunanos
MmnnaHTaTbl 418 Xupypruun. SHA0NPOTEsbI
Ta306eipeHHOro cycTaBa YacTUYHbIE N TO-
TanbHble. YacTb 4. OnpegeneHne npoyYHoCTH
M 3KCM/yaTauMoHHbIX KayecTB 6efpeHHbIX
KOMMOHEHTOB C HOXKOWA

MmnnaHTaTtbl 4Nd XUpPYyprum. QHLONPOTE3bI
Ta300ejpeHHOr0 cycTaBa YaCTUYHbIE U TO-
TanbHble. YacTb 6. OnpegeneHune npovyHoCT-
HbIX CBOWCTB 061acTu LWEWKN N rON0BKK 6ea-
PeHHbIX KOMMNOHEHTOB

MmnnaHTaTel Ang Xvpyprum. HL0NPOTeE3bI
Ta306ejpeHHOro cycTaBa YacTUYHbIe N TO-
TanbHble. YacTb HO.OnpegeneHne conpoTms-
NEHNA CTaTUYECKOW Harpyske MOAY/bHbIX
6epeHHbIX FON0BOK

MmnnaHTtaTbl 4na xmpyprum - IsHoc ToTasb-
HbIX MPOTE30B Ta306epeHHOro cycTasa -
UacTb 1: MapameTpbl HArpy3Ky 1 CMeLLeHuns
ONA MAWWH ONA UCMIbITAHWSA HA U3HOC U COOT-
BETCTBYIOLLME YCNIOBUA OKPYXKaKOLLEen cpefbl
ONA UCNbITaHNA

MmMmnnaHTaTbl gng xupypruum. VI3Hoc Totanb-
HbIX 3HAOMPOTE30B Ta306epeHHOr0 cycTaBa.
YacTb 2. MeTobl U3MepeHuni

ISO 21534

ISO 7206-1

ISO 7206-2

ISO 7206-4

ISO 7206-6

ISO 7206-10

MNUNIEN ISO 21535

NF ISO 14242-1

Non-active surgical implants - Joint
replacement implants - Particular re-
quirements

Non-active surgical implants - Joint
replacement implants - Specific re-
quirements for hip -joint replacement
implants

Implants for surgery - Partial and to-
tal hip joint prostheses - Part 1: Clas-
sification and designation of dimen-
sion.

Implants for surgery - Partial and to-
tal hip joint prostheses - Part 2: Artic-
ulating surfaces made of metallic, ce-
ramic and plastics materials.

Implants for surgery - Partial and to-
tal hip joint prostheses - Part 4: De-
termination of endurance properties of
stemmed femoral component.
Implants for surgery - Partial and to-
tal hip joint prostheses - Part 6: De-
termination ofendurance properties of
head and neck region of stemmed
femoral component

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

Implants for surgery - Wear of total
hip-joint prostheses - Part 1. Loading
and displacement parameters for



ASTMF 1820

FOCTPUCO 6474-1-2014

ASTM F 732

FDA Guidance nr. 1328

FDA Guidance nr. 1647

IYAKUSHOKUKI
Notification No. 0306001
YAKUSHOKUHATSU
Notification No. 100800

FOCTPUMCO 5832-1-2010

MOCT P NCO 5832-9-2009
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CTaHAapTHbIA MeTo4 UCNbITaHWUA ANs onpeje-
NEHWNS CUMbl OCEBON0 AEMOHTaXKa MOLY/bHOrC
BEPT/IY>XXHOI0 YCTPOMCTBA.

MmnnaHTatbl gna xupypruu. Kepammyeckune
MaTepuansl. YacTb 1. Kepamunyeckune matepu-
asnbl Ha OCHOBE OKCWAa a/lloMUHMNSA BbICOKOA
YUCTOTHI

CTaHfapTHbIA MeTOo[ UCNbITAaHUA HA U3HOC
MoJIMMEPHbLIX MaTepunanos, UCMNO/b3YEMbIX B
npoTe3ax 06LLEero cycrasa.

PyKoBOACTBO MO CrneunanbHOMY KOHTPO/HO
Knacca ll: MetannononumepHblii nnu ecue-
MEHTHbI NpoTe3 Ta306e4peHHOro cycTasa ¢
OrpaHU4YeHNAMIN; PYKOBOLCTBO A5 MPOMBbILL-
neHHocTn n FDA

PYyKOBOACTBO A/19 MPOMbINLWIEHHOCTM U CO-
TpyAaHUKOB FDA - HeKNMHMYeCcKas MHGopMa-
umna Ang NpoTe30B 6e4pPeHHOr0 CTePXHEBbIX
PekomeHaaLuu Nno yTBep>KAeHNto NpoTe3os
Tas3obefpeHHOro uMniaHTaTa

Ob6paleHune ¢ JOKYMeHTaMn 0 pe3ynbrarax
KNMHUYECKUX UCCNefoBaHWIA, KOTOpble Npu-
naratoTcs K 3asBKe Ha "LWOHMH" (0406peHune)
N5 0pTONeAMYECKUX UMMNAHTaTOB
MmnnanTtatbl gns xupyprun. Metannmyeckue
maTepuanbl. Yacte 1. CTanb KOPPO3NOHHO-
CToikaa (HepxaBsetowasn) geopmupyemas
MmnnaHTaTbl gna xupyprun. Metannnyeckue
maTepuansl. Yactb 9. CTasib KOPPO3UOHHO-
cToikasa (HepxkaBetowasn) geopmupyemas
MOBbILWEHHbIM COfepXaHeM a3oTa

ISO 14242-2

ASTMF 1820

ISO 6474

ASTM F 732

FDA Guidance nr. 1328

FDA Guidance nr. 1647

IYAKUSHOKUKI
Notification No.
0306001
YAKUSHOKUHATSU
Notification No.
100800

wear-testing machines and corre-
sponding environmental conditions
for test

Implants for surgery - Wear of total
hip-joint prostheses - Part 2: Methods
of measurement

Standard Test Method for Determin-
ing the Axial Disassembly Force ofa
Modular Acetabular Device.

Implants for surgery- Ceramic materi-
als based on high purity alumina
Standard Test Method for Wear Test-
ing of Polymeric Materials Used in
Total Joint Prostheses.

Class Il Special Controls Guidance
Document: Hip Joint Metal/Polymer
Constrained Cemented or
Uncemented Prosthesis; Guidance for
Industry and FDA

Guidance for Industry and FDA Staff
- Non-clinical Information for Femo-
ral Stem Prostheses

Approval Guidelines for Prosthetic
Hip Implant

Handling of the document about the
clinical study results that is attached
on the shonin (approval) application
for orthopaedic implant products



roct P CO 5832-12-2009

ASTM E 3

ASTM E 407

ASTM E 384

ASTM F2503-13

ASTM F2052

F2182

F2213-06

ASTM F1044

ASTM FI 147
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WmnnanTtatel gns xvpypruv. MeTtaninyeckue
matepuansl. YacTb 12. CnnaB KobanbT-XpoM-
MONM64EeHOBbLIV feopMuUpyeMblii
CTtaHfapTHOe pyKOBOACTBO MO MOArOTOBKE
meTanforpaguyeckmx o6pasuos
CraHfapTHas npakTuka MUKpOTpasieHns Me-
Tan/0B 1 CNNaBoB

CTaHOapTHbIA MeTog UCNbITaHNA Ha TBep-
[OCTb MaTepranoB Npu MUKPOUHAEHTUPOBA-
HUK

CTtaHfapTHas npakTuka MapKupoBKu
MeANLUHCKUX U3JEeNNA N 4pYTrUX NpeLMeToB
Ans obecrieyeHns 6e30MacHOCTW B MarHUTHO-
pe30HaHCHOl cpege
CTaHfapTHbIA MeTOA4 UCNbITaHWUA AN
N3MepPEHNsA MarHUTHO-UHAYLMPOBAHHO
CU/Nbl CMELLEHNA Ha MeANLMHCKNX
YCTPOICTBaxX B Cpefje MarHMTHOro pe3oHaHca
CTaHAapTHbIA MeTog UCnblTaHUA Ans
N3MepeHns MHAYLMPOBAHHOTO
pafMo4acToTON HarpeBa Ha NacCUMBHbIX
nMmnnaHTatax unm s6an3n HUX BO BpPeMs
MarHMTHO-PE30HaHCHOW ToMorpagum
CTaHfapTHbIA MeTo4 UCMbITaHUI ANns
N3MepeHnss MarHUTHO-NHAYLLMPOBAHHOIO
KPYTALLEro MOMEHTa Ha MeAULUHCKNX
yCTpOCTBax B cpefe MarHUTHOIO pe3oHaHca
CTaHfapTHbIA METOA UCMbITAHWUA Ha CABUT
KanbUnin-gocdaTtHOro NOKPbITUSA U
MeTan/IMYeCcKNX NOKpPbITUI
CTaHAapTHbIA MeTOA UCMbITaHUA Ha
pacTsXXeHue NOKPbITUIA 13 hocthaTa KanbLms
N MeTanIMYecKnX NOKpbITUIA

ISO 5832-1

ISO 5832-9

ISO 5832-12

ASTM E 3

ASTM E 407

ASTM E 384

ASTM F2503-13

ASTM F2052

F2182

F2213-06

Implants for surgery - Metallic mate-
rials - Part 1: Wrought stainless steel
Implants for surgery - Metallic mate-
rials - Part 9: Wrought high nitrogen
stainless steel

Implants for surgery - Metallic mate-
rials - Part 12: Wrought cobalt-chro-
mium-molybdenum alloy.

Standard Guide for Preparation of
Metallographic Specimens

Standard Practice for Microetching
Metals and Alloys

Standard Test Method for Microin-
dentation Hardness of Materials
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 radio frequency induced heating on
or near passive implants during mag-
netic resonance imaging

Standard test method for measurement
of magnetically induced torque on
medical devices in the magnetic reso-
nance environment



ASTMF1160

ASTMF1185

ASTMF1580

ASTMF1978

ISO 13779-2-2018

ISO 13779-3-2018

ISO 13779-4-2018
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CTaHapTHbI MeTOA UCMbITAHMA Ha IASTMF1044
yCTanocCTb NPW CABUTE N N3TNGe KanbLuii-

thochaTHbIX U MeTaNIMYeCKUX MegULUHCKNX

NOKPbITUN _ ASTMF1147

CTaHfapTHasa cneungukauma coctaBa
Kepamumueckoro rumjpokcumanatura gns
XUPYPruyecKnx UMniaHTaToB
CTaHfapTHasa crneynpukaLma Ha NopoLLKu
TUTaHa 1 cnnaBa TUTaH-6 aNtOMUHNIA-4
BaHaAWM ANA NOKPbITUA XUPYPTrUYECKUX
NMMNaHTaToB

CTaHAapTHbIA MeTOA UCNbITaHNS ANs
N3MEPEHNS CTOMKOCTU K UCTUPAHUIO
MeTaN/IMYeCKNX NOKPbITUIA TEPMUYECKOTO
HanbLeHNa ¢ NoMoLLbto abpa3usa Xabepa
MMnnaHTaTbl 4na Xupyprumu.
MmpapokcnanaTtuT. YacTb 2. NMoKpbITMA U3
rmgpokcuanaTmta, HaHOCUMbIe TEPMUYECKUM
HanblNeHnem

MMnnaHTaTbl 4Ns XMpypruu.
MmapokcmanaTuT. YacTb 3. XMUYeCcKuii
aHanns3 n onpegeneHue KoaphuumeHTa
KPUCTaN/IMYHOCTUN 1 (ha30BOIN YNCTOTbI
VIMnnaHTaTbl Ans Xxvpypruu.
Mmopokcmanatut. Yacte 4. OnpegeneHue
NMPOYHOCTU CLIeNNEHUA MOKPLITUSA

J ASTMF1160

1 ASTMF1185

ASTMF1580

ASTMF1978

ISO 13779-2

ISO 13779-3

ISO 13779-4

Standard Test Method for Shear Test-
ing of Calcimn Phosphate Coating
and Metallic Coatings

Standard Test Method for Tensile
Testing of Calcimn Phosphate Coat-
ings and Metallic Coatings

Standard Test Method for Shear and
Bending Fatigue Testing of Calcium
Phosphate and Metallic Medical Coat-
ings

Standard Specification for Composi-
tion of Ceramic Hydroxyapatite for
Surgical Implants

Standard Specification for Titanium
and Titanium-6 Aluminium-4
Vanadium Alloy Powders for
Coatings of Surgical Implants
Standard Test Method for Measuring
Abrasion Resistance of Metallic
Thermal Spray Coating by Using the
Taber Abraser

Implants for surgery - Hydroxyapatite
- Coatings of hydroxyapatite.

Implant for surgery - Hydroxyapatite
- Part 3: Chemical analysis and char-
acterization of crystallinity and phase
purity

Implants for surgery - Hydroxyapatite
- Determination of coating adhesion
strength



13. TPEBOBAHUNA BESOINACHOCTUN N 2O PEKTUBHO-
CT MA

13.1. TpepynpexaeHus

Ycnex onepayuu 3aBUCUT OT CO6MOAEHUS MpeaocTaB/eHHON onepaTuBHON
npoueaypbl 1 NPaBUILHOIO0 UCMOMNb30BAHUA NPeoCcTaBNAeMblIX UHCTPYMEH-
TOB, CneumanbHo pa3paboTaHHbIX A1 4AHHOT0 TUMNa UMNIaHTaToB. Ang nog-
TBEPXAEHNS Bbl6GOpa pasMepoB M MPOBEPKM (PYHKLMOHANLHOCTU cycTaBa
HeobX0AMMO MCMONb30BaTb UCMbITaTe/IbHOe 060pyLOBaHuMe.
MonnatTuneHoBbIe UMMNNAHTATbI Nepes onepaumneit cnefyet XpaHUTb HEe MeHee
3 yacoB npu Temnepatype 20°C (+/- 3°C). 3anpeltaeTcd NOBTOPHas UMMNIaH-
Taunsa KOMMOHEHTOB KO/IEHHOr0 npoTe3a. B TO BpeMs Kak UMMIaHTaT MOXeT
Ka3aTbCA HEMOBPeXAEeHHbIM, MOTyT BO3HUKHYTb MUKPOCKOMUYECKUe [e-
(hekTbl UK gedopmaunm, KOTopblie NPUBEAYT K HEMCNPABHOCTU MMMNNaHTaTa.
Ha aTukeTKe MOTyT 6bITb YKa3aHbl HEKOTOPbIEe OrPaHNYEHUA; XUPYPT JOJKEH
MPUHATbL 3Ty NHOPMaLUI0 BO BHUMaHWe nepes MMnaaHTaume.

Crefytouie ycnoBusi MOTYT Bbl3BaTb YUPE3MEPHYH HarpysKy Ha MOpaXeH-
HYI0 KOHEUYHOCTb, NOABEPras nayueHTa 60/bLLEMY PUCKY:

o OXWpeHne nim n3bbITOYHbIV BeC

* PyuyHagq paborta

*  VHTeHCcMBHasa cnopTMBHaAA [eATe/IbHOCTb
* BbiCOKMIA ypOBEHb aKTUBHOCTU

* BepodaTHocTb NageHuns

e AJIKOT0/IU3M W/ HAPKOMaHUA

e [lpyrve npensaTcTBMS, KOTOPbIE MOTYT MOCTaBUTb NOJ YIPO3y NCXOA One-
paumm

Cneaytolime ycnoBus 3aTpyaHSOT UKcaL o npoTtes3a Ta306eApeHHOro cy-
cTaBa:
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13. MD SAFETY AND EFFECTIVENESS

REQUIREMENTS

13.1. Warnings

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

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

abnormal loading of the affected limb, exposing the

patient to greater risk of a hip arthroplasty failure:

* Obesity or excessive weight of the patient

* Hard manual work

* Intense sporting activity

« High level ofactivity

* Probability of falling

e Other handicaps which could compromise the outcome of the
operation.

may cause

The following conditions, individually or together, will make fixation
ofthe implants challenging:
» Advanced osteoporosis or insufficient bone stock



e [Iporpeccupyroumuii ocTeonopo3 HiIH HEAOCTATOK KOCTHOH TKaHH

e Merabonuyeckue HapylIEHHA HJIH CHCTEMHOE MEIHKaMEHTO3HOE Jieve-
HHe, NPHBOLIME K NMOCTENEHHON NOoTepe KOCTHOM MOAAEPXKKH NpoTe3a
(vanpuMep, caxapHblii THabeT, TeYeHHE CTEPOMIaMH H T.1.)

o PaccesHHas wiH MecTHas HHQEKIIHA B aHaMHe3e

o 3HauuTeNnbHBlE NeOpMaLMH, NPENATCTBYIOIMHE MPaBHJIbLHOH (HKCalHH
WJIM YCTaHOBKeE NpoTe3a

¢ Onyxonu ONOPHBIX KOCTHLIX CTPYKTYP

e AJuiepruyecKkHe peakliii Ha MaTepHalbl MPOTE3a HIIH LIEMEHT

e TxaneBas peakuus Ha KOPPO3HIO HMIIJIAHTATa HJIH €r0 H3HOC.

e (MyHKIHOHAIbHAA HENMPHIOAHOCTD APYTHX CYCTaBOB.

CucteMy sHa0npOTE30B Ta306eApeHHOro cycraBa AMIStem cienyer uc-

NoJIb30BaTh TOJbLKO B COYETAHHH C HHCTPYMEHTaMH Npou3BoacTBa Medacta,
HCIONIB30BaHHE HHCTPYMEHTOB CTOPOHHHMX [TPOH3BOJHTENICH HE NPeayCMOT-
peHo.

KOMNOHEHTHI CHCTEMBI 3HAONPOTE30B TazobeaperHoro cyctasa AMIStem
COBMECTHMBI C KOMIIOHEHTaMH CHCTEM NpoTe3upoBaHus Mpact, Apricot H
Versafitcup, Beinyckaembix Medacta International S.A.

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

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

¢ History of disseminated systemic or local infection

¢ Significant deformities preventing correct fixation or placement of
the prosthesis

e Bone tumors in the limb to be operated

e Known hypersensitivity to the prosthesis materials or cement

¢ Tissue reaction to implant corrosion or wear debris

e Alcoholism or drug addiction

¢ Functional incapacity of the other joints.

AMIStem hip joint endoprostheses system should only be used in
conjunction with instruments manufactured by Medacta, the use of
third party instruments is not intended.

The components of the AMIStem Hip Endoprosthesis System are
compatible with the components of the Mpact, Apricot and
Versafitcup prosthetic systems manufactured by Medacta Interna-
tional S.A.

13.2. 3agBnenue otHocurensno MPT

WMMnnanTaTel KoOMnaHud Meaakta He 6bUIH IPOTECTHPOBAHBI HA HarpeB, JBH-
KEHHE WK onpeie/ieHHEe XapaKTEPHCTHK YCIIOBHOTO CTaTyca B Cpe/ie MarHUT-
HOro pesoHaHca. beszonacHocts umnnanrtatoB B cpeae MPT Heu3secTHa,
CKaHHPOBAHHE TIALIMEHTOB, Y KOTOPbIX YCTAHOBJIEH HMIUIAHTAT, MOXET NpH-
BECTH K TPaBMaM.

13.2. MRI 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.
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14. HHO®OPMAIIHA O JJEKAPCTBEHHBIX ITPEIIAPA-
TAX H (MJIH) PAPMALIEBTHYECKHX CYBCTAH-
IIUSAX B COCTABE MH

He npumenumMo

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

Non-applicable

15. OMHCAHME METO/JA CTEPHJIH3AIIUHA

Tpoayxuus nocraBnaseTcs B CTEpHAbHOM BHAC. CTEPHAM3AIMA ¢ HCTIONB30-
BaHHEM STUICHOKCAJA WM PajHaluy.

Ipouecc CTCPHAH3ALAM NPHrOACH A CTCPHIH3AUBH KOMIIOHCHTOB HAa
ypOBHe rapaHTHpoBanHoi crepunsHoctd 10-6 (SAL). Bamupauns 6su1a npo-
BefieHa B COOTBETCTRBHH ¢0 ctanzaprom EN ISO 11135:2014 ¢ ucnons3sora-
RAueM «KoHcepBaTHBHOINO ONpeJeNcHHA CMCPTHOCTH B IIPOIlecce CTepHIN3a-
UM — H3OLITOYHOTO MOAXOAA.

15. DESCRIPTION OF STERILIZATION METHOD

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

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

16. BAJIHJAAIIMA MPONECCA YIIAKOBMBAHHA (ECJIN MU ITO-
CTABJHETCA B CTEPHJIBHOM BHIE)

CrepwibHad yUAKOBKA BATHIMPOBAHA Ha cOXpaHeHHe 6e30MacHOCTH H CTe-
punsHOoCcTH MM npH TPaHCIIOPTHPOBKE M XPAHCHHH 0 KOHIIA YCTAHOBJICH-
HOIO CpPOKa NOJAHOCTH.

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

Sterile packaging is validated to preserve the safety and sterility of MD
during transportation and storage until the expiration date.
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17. AHOOPMAILMS O MIPOUNECCE ITPOEKTHPOBA-
HHUSA, PASPABOTKE U BAJIMJAIIMHU ITPOT'PAMM-
HOI'O OBECIIEMEHMS, HCITIOJIB3YEMOI'O B MH

He npumenumo

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

- | Non-applicable

18. TPEBOBAHHSA K TEXHHYECKOMY OBCJIY)XHUBA-
HHUIO 1 PEMOHTY MU

He npuMenumo

18. REQUIREMENTS FOR TECHNICAL SUPPORT
AND REPAIR OF MD

Not applicable

19. HTHOOPMAILMSA OB YIAJEHUU U U3BJIEYEHUU
HUMIIVIAHTATOB

Ecniu nocne uMnakiMM HeoOXOAMMO YIAlHTh WIH PENO3HLIHOHHPOBATH
HOXKY, MOXHO BOCMOJIb30BaTbCA HHCTPYMEHTOM PENO3HLUHOHKPOBAHHA
HOXXKH. 3TOT HHCTPYMEHT MOXHO HMCNOJIb30BaTh MPH HOOOM NOAXOAE K Ta-
300e1peHHOMY CYCTaBy, Bkno4as Metog AMIS.

CobeprTe MHCTPYMEHT peNO3HLHOHMPOBAHHSA HOXKH, OTKPYTHB BHHT OT-
BEPTKO# 3,5 MM, 4TOOBI OTKpBITh TUIACTHKOBBIE 3KHMBbI. 3aT€M YCTaHOBHTE
€ro Ha UMILTAHTHPOBAHHYIO HOXKKY TaK, YTOOb! OH IJIOTHO BOLIE] MEXAY IJIa-
CTHKOBBIMHM 3Q)KHMaMH, U CHOBa 3aTSIHUTE BHHT. MeTaJuIHueckHit xopnyc
JIOMKEH pacrosiaratbCs Ha MEAHAIBHOH CTOPOHE HOXKH.

19. INFORMATION ABOUT IMPLANT REMOVAL
AND EXTRACTION

If the stem needs to be removed or repositioned after impaction, the
stem repositioning tool can be used. This instrument can be used with
any approach to the hip joint, including the AMIS method.

Assemble the stem repositioning tool by loosening the screw with a
3.5mm screwdriver to expose the plastic clips. Then place it on the
implanted leg so that it fits snugly between the plastic clips and tighten
the screw again. The metal case should be located on the medial side
of the leg.
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20. YCNnoBnA TPAHCINOPTUPOBKW NN XPAHEHWA 20. CONDITIONS OF TRANSPORTATION AND
STORAGE

YnakoBKW [O/KHbI XPaHNTbCA B NpoxnagHoOM, Cyxom MecCTe, Baann OT COon-

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

Tabnuua 5. ¥Ycnosus TpaHCMOPTUPOBKN: Table 5. Transportation conditions:

Designation Range
HanmeHoBaHMe JunanasoH T . 29 °C 10 +60 °C
emperature -29 °C to +60 °
Temnepatypa OT -29 °C po +60 °C p .
Relative humidity 30 % to 85 %
OTHOCUTENbHAS BNAXXHOCTb OT130 % o 85 % . . ..
. Barometric pressure blo special conditions
ATMOC(epHOe faBneHue HeT cneynanbHbiX TpeboBaHNi

Tabnuua 6. YcnoBumsa xpaHeHus: .
H P Table 6. Storage conditions:

HavnmeHoBaHue [nana3oH Des™nation Range

Temnepatypa Ot -29 °C po +60 Temperature -29 °C to +60 °C
OTHOCUTENbHAA BNAXXHOCTb 0130 % po 85 % Relative humidity 30 % to 85 %
ATmoc(epHOe faBneHue HeT cneumnanbHbIX TpeboBaHMI Barometric pressure Mo special conditions

21. MOPAAOK N YCNOBUA YTUITN3AUNN nnn YHN- 21. MD DISPOSAL RULES AND CONDITIONS
UTOXEHWNA mun

The product belongs to class B of the classification of medical waste.
M3fenne 0THOCUTCS K KnacCy b B COOTBETCTBMM ¢ Knaccudukaumeii megu- After last use the product and its package must be disposed of in
LIMHCKMX OTXOA0B. [ocne NOCNeAHEr0 MCMOMb30BaHNs M3genue u ero yna- accordance with documented procedures for manufacturer and state
KOBKY HE0GX0/MMO YTUNM3NPOBATh B COOTBETCTBUN C JOKYMEHTUPOBaHHbIMK  feéquirements.
npoLesypamMu ANs NPOU3BOANTENS U FOCYAapCTBEHHbIMU TPe6OBaHUAMM. Uncontaminated packaging is recycled as household waste.
HesarpsasHeHHas ynakoBka nepepabaTblBaeTcs Kak ObITOBble OTXO/bI.
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22.TAPAHTHS 1 PEKJIAMALINA 22. WARRANTY

Ipon3BoanTe b NOATBEPXKAAET cobmoaenne neex oba3aTeNsHLX nokansHLx | Manufacturer confirms the compliance with all mandatory local
TpeGoBanril K H3NCAMIO H rapaHTHIHEM 00A3aTeBCTRAM. JTO BK/HOYAET, HO | product liability and warranty obligations. This includes but is not
HE OrpaHHIHBAETCH, YCTAHORJICHHYIO OTBETCTBEHHOCTL H rapaHTHiiHEIe 063- | limited to the mandatory liability and warranty obligations under the
3aTe/ICTBA B COOTBETCTBRH C 3aKOHOJIATENLCTBOM 006 0TBETCTBEHHOCTH 3a Ka- | product liability act applicable at local level.

4eCTBO H3/eauil, IPHMEHNMOM Ha JIOKAILHOM YPOBHE.
Llenecoo6pasHoCTs HCNONL30BAHUA JAHHOTO MEHLIMHCKOTO H3AeNHs ana ka- | Suitability for use of this medical device for any particular surgical
KoH-mHG0 KOHKpETHON XMpYPrH4YecKoi IMpomeAypPHl ZONXHa onpeneaarscs | procedure should be determined by the user in conformance with the
MONL30BATENEM B COOTBETCTBHH ¢ HHCTPYKIMAMH IO 3KCIUTyaTauny npoms- | manufacturer’s instructions for use.

BOAMTEILS,
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23. HAUMEHOBAHHE ¥ IOPHAWYECKHH AJIPEC
MPOU3BOAUTEJSI MM H YIIOJHOMOYEHHOI'O
IPEACTABHMTEJS IPOM3BOAUTESI B POCCHH

PA3PABOTYHK:
Medacta International S.A. (Menakra Unrepnanponan C.A.)

NMPOH3IBOAUTEJID:
Medacta International S.A. (Menakta Hurepraumonan C.A.)

MECTO ITPOH3BOACTBA:
Crpana Pepxuna
CH-6874 Kacrens C. [Tsetpo

Ise#tnapna

Bua Anna Pocca
CH-6862 Pankare
HIgetinapua

YIIOJIJHOMOYEHHOH NMPEACTABHTEJL TPOH3BOJMTEIA B
POCCHH:

OOiecTBO ¢ OrpaHHYeHHONH OTBETCTBEHHOCTHIO «CHEMHANH3HPOBAHHLIN
ueHTp MeadmHckHX npoextoB (000 «CIIMII»)

115114, r. Mocxksa, BH. Tep. I. MyHBIHMNANLHEI okpyr Janunosckuii, Jlep-

Genenckan HaGepexnas, a. 7. ¢. 16, noM. 4
+7 495 181 7505

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

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

PLACE OF PRODUCTION:
Strada Regina

CH-6874 Castel San Pietro
Switzerland

Via Alla Rossa
CH-6862 Rancate
Switzerland

AUTHORIZED REPRESENTATIVE
MANUFACTURER IN RUSSIA:

LLC SPECIALIZED CENTER FOR MEDICAL PROJECTS
115114, Moscow, ext. ter. Danilovsky municipal district, emb.
Derbenevskaya, 7 building 16, room 4

Phone: +7 495 181 75 05

OF THE
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/TTepeaod ¢ anZAUNCKO20 A3BIKA U UMATBANCKO20 RIKA HA PYCCKYI AT6IK/

HenonuurensHbIH IUPEKTOP
Cuxxapau Opanuecko

/noanucano/
{Hevamy!: AIBOKAT MOHHKA MAPALILIA (MONICA MARAZZI) * HOTAPUYC
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Ne 4685 (ueTbIpe ThICAYM 1IECTHCOT BOCEMbAECAT NATh)
I'. Jlyrawo (Llseiiuapus), 15 (narHaguaroe) Mas 2023 rona (ase THICA4M ABaALATH TPETHETO roaa)-

S, Mouuka MAPALIUM (Monica MARAZZI), HMXenoANHCaBIUHACA roCyNapCTBEHHBIA HOTapHyc,
BeAywnii cBolo aestenbHocTh B r. Jlyrawo (lLIBeiinapus), nomkHeiM oGpasoM M B CWly 3aKOHa
YNOAHOMOUEHHbIH Ha COBEPLIEHHE HOTApHANbHBIX JEHCTBUH, HAaCTOAUIMM YAOCTOBEPAIO NMOMLIHHHOCTbL
NOANMCH, NPOCTaBIEHHOM Ha 06opoTe, ¥ NpUHaANEXKaLUEH UL, YKa3aHHOMY HHXKe!
Aurn. ®panvecko Mapus Huxono CUKKAPJH (Francesco Maria Nicolo SICCARDI), nara
poxaeHus: 8 (Bocbmoe) aekabpa 1977 roaa (oaHa ThiCA4a AEBATBCOT CEMbAECAT CEAbMOro roaa), noi:
MYCKOIA, )eHaT, rpaxaanut Lliseiiuapuu, npoxusatomui B kommyHe Mopkote (Truuno, Lllsefiuapus)
no aapecy: ya. um JI-p Hano Toppuanu, 2 (aBa), ABASIOLIKACS AepiKaTeneM nacnopra rpaxaaHuHa
LLseiuapun Ne X1056510 (X oauH HOMb NATH WECTb NATL ONHH HOJMb), BLIAAHHOTO aIMHHHCTPALHEi T.
Bennuuuona 2 (Broporo) aexabps 2014 roaa (aBe THICAYM YETHIPHAAUATOrO roja), CPOK AEHCTBHA
KoToporo Hctekaet 1 (nepsoro) aekaGps 2024 roza (aBe THICAYM ABAAUATb YETBEPTOrO rOAa);-------------
JIMYHOCTb KOTOPOTO  YOCTOBEPSIO.
Bo CBHMIETENLCTBO YEro, MPOCTABIIAID CBOKO MOANKCH H CKPEIUIAIO HACTOAWMIA JOKYMEHT OHUHaNbHOH
ne4artblo.
Mounuka MAPALILIM (Monica MARAZZI), rocyaapcTBeHHbIi HOTapHyc, OO/DKHbIM 0Opa3om
YIOJIHOMOYEHHBIH Ha COBEplleHWe HOTapuanbHbIX AelicTBHi [lanaroii agBokaToB M HOTApPHYCOB NpH
AnennsuMoHHoM cyae kaHtoHa Tuuuno, Jlyrano, 1l1seliuapus, yn. Kantonane, 19 (aesstHanuars), 6901
Jlyrano (LLBejiuapus), Ten.: +41/91.922.74.06, monica.marazzi{@mlegal.ch.

/noanucaxo/
/Mevams/: AIBOKAT MOHUKA MAPALILA (MONICA MARAZZI) * HOTAPHYC

ANOCTHIIb
(Taarckas kouBeHuus ot 05 oktabpa 1961 r.)

. Crpana: Pecniy6nuka u kanton Tuuuso (Llseiuapus)
Hacroauuii ny6iuyHO-npaBoOBOH JOKYMEHT

2. 6bin1 noanucad Mouuko# Mapauuu (Monica Marazzi)
BbICTYNaloLLEel B kKa4yeCTBE HOTApHYCa,

4. CKpEMneH neyarhio/WTaMNoM BbIIIEYIOMRHYTOrO HOTApHYCa,

3aBepeHo:

5. BT. beanuHLoHa 6. 17 man2023rT.
7. TocynapcTBeRHON kaHUenspHeH
8. 33 Ne 68096
9. Tlevars/wramn 10. TNoanuce:
/lep6osas nevamv: ['0cy1apCTBEHHAA KaHLIENAPHA /noonucanol
KaHTOHa THuKHO/

KAPJIO BAHUHA

(CARLO VANINA)

Cexperapb

Hanor rr.: 35.-
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\ro TekcTa BbINOMHEH nepesofuynkom KoTnaposbiM AHTOHOM Mropesuuem.

Poccuiickas degepauus
Mopog Mocksa
TpeTbero MKn4a aee TbiCAYM ABaauaTb TPETHLENo roga
A, Kopcuk Bnagumup KoHCTaHTUHOBMY, HOTapuyc ropoga Mocksbl, CBUAETENLCTBYHO NOAIMHHOCTb
nognucu nepesogunka, Kortnsaposa AHTOHa Vropesuya.
Moanuck caenaHa B MOEM NPUCY TCTBUN.
JInyHoCTb NOANUCABLLIETO AOKYMEHT YCTaHOB/IEHA.
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