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Russian text English text

1. HAMUMEHOBAHWE MEAVLIMIHCKOIMO N3OENNA (M) 1. MEDICAL DEVICE (MD) NAME AND
N EINO KITACCUNDUKALNA CLASSIFICATION

171 HanmeHoBaHue MW, mogenn wnu BapuaHTbl ncnonHeHna MMM 1.1 MD name, models or variations of MD

KoMnoHeHT 3HAonpoTe3a Ta306epeHHOro cycrasa Apricot: A component of the Apricot hip replacement:

Puc. 1 Yawwka uemeHTMpoBaHHas ¢ nnockum kpaem HC PE/ Fig.l Flat edge full High-Cross PE cemented cup

Homep no HassaHune Catalogue Description
Kartanory Number
25070.2840HC  YaluKa LeMeHTMpOBaHHas ¢ NIoCKUM Kpaem HC PE 25070.2840HC  Flat edge full High-Cross PE cemented cup 0
onamveTpom 28 / # 40 28 /#40
25070.2842HC  Yaluka LemMeHTMpOBaHHasA ¢ nnockum Kpaem HC PE 25070.2842HC  Flat edge full High-Cross PE cemented cup 0
AnaveTpom 28 / # 42 28 [#42
25070.2844HC  Yawika LieMeHTMpoBaHHasa € Naockum kpaem HC PE 25070.2844HC  Flat edge full High-Cross PE cemented cup 0
AnameTpom 28 / # 44 28 /#44

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



25070.2846HC | Yamxa uemeHTHpoBaHHas ¢ ItockAaM kpaeM HC PE 25070.2846HC | Flat edge full High-Cross PE cemented cup o
JauameTpoM 28 / # 46 28 /#46

25070.2848HC | Yamnka ueMenTupoBatnas ¢ nmnockuM kpaem HC PE 25070.2848HC | Flat edge full High-Cross PE cemented cup @
auaMeTpoM 28 / # 48 28 /#48

25070.2850HC | Yamka neMeHTHpOBaHHaA ¢ IockuM kpaeM HC PE 25070.2850HC | Flat edge full High-Cross PE cemented cup &
auaMerpoM 28 / # 50 28 /#50

25070.2852HC | Yamka neMerTHpoBaHHas ¢ miockuM kpaem HC PE 25070.2852HC | Flat edge full High-Cross PE cemented cup o
auaMerpom 28 / # 52 28 /#52

25070.2854HC | Yamka neMeHTHpoRaHHas ¢ miockuM kpaem HC PE 25070.2854HC | Flat edge full High-Cross PE cemented cup o
auameTpoM 28 / # 54 28 /#54

25070.2856HC | Yamxa ueMeHTHpOBaHHaA ¢ IIOCKHM Kpacm HC PE 25070.2856HC | Flat edge full High-Cross PE cemented cup o
arametpoM 28 / # 56 28 /#56

25070.2858HC | Yammxa neMeHTHpOBaHHaA ¢ WockuM kpaeM HC PE 25070.2858HC | Flat edge full High-Cross PE cemented cup &
auaMerpom 28 / # 58 28 /#58

25070.2860HC | Yamxka nemerTHpoBaHHAA ¢ nockuM kpacM HC PE 25070.2860HC | Flat edge full High-Cross PE cemented cup o
nuameTpom 28 / # 60 28 /#60

25070.2862HC | Yamka neMeHTHpoBaHHas ¢ nuockuM kpaeM HC PE 25070.2862HC | Flat edge full High-Cross PE cemented cup o
nuamerpoM 28 / # 62 28 /#62

25070.2864HC | Yamxa ueMeHTHpOBaHHAA ¢ iiockuM kpaeM HC PE 25070.2864HC | Flat edge full High-Cross PE cemented cup o
anameTpoM 28 / # 64 28 /#64

25070.3244HC | Yamka uemenTHpoBanHas ¢ miockuM kpacM HC PE 25070.3244HC | Flat edge full High-Cross PE cemented cup o
maameTpom 32 / # 44 32 /#44

25070.3246HC | Yamrka nemeHTHpOBaHHa ¢ 1WiockuM kpaeM HC PE 25070.3246HC | Flat edge full High-Cross PE cemented cup o
mmuameTpoM 32 / # 46 32 /#46

25070.3248HC | Yamka neMeRTHpOBaKHHas ¢ wiockuM kpaem HC PE 25070.3248HC | Flat edge full High-Cross PE cemented cup o
maamerpoM 32 / # 48 32 /#48

25070.3250HC | Yamxa ueMeHTHpOBaHHas ¢ 1WIockuM kpaem HC PE 25070.3250HC | Flat edge full High-Cross PE cemented cup o
mamerpom 32 / # 50 32 /#50

25070.3252HC | Yamxka ueMeHTHpOBaHHAs ¢ IWiockuM kpaeM HC PE 25070.3252HC | Flat edge full High-Cross PE cemented cup ¢
maameTpom 32 / # 52 32 /#52

25070.3254HC | Yamka ueMeHTHpoBaHHas ¢ 1wiockuM kpaeM HC PE 25070.3254HC | Flat edge full High-Cross PE cemented cup @
muamMeTpoM 32 / # 54 32 /#54

25070.3256HC | Yamka nemeRTHpOBaHHAA ¢ WIockuM KpaeM HC PE 25070.3256HC | Flat edge full High-Cross PE cemented cup @
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JmametpoM 32 / # 56

32 /#56

25070.3258HC | Yamxa uemeHTHpOBaHEAA C IIockuM Kpacm HC PE 25070.3258HC | Flat edge full High-Cross PE cemented cup ¢
JHameTpoM 32 / # 58 32 /#58

25070.3260HC | Yamka ueMeHTHpOBaHHas ¢ wiockuM kpaem HC PE 25070.3260HC | Flat edge full High-Cross PE cemented cup ¢
muamerpom 32 / # 60 32 /#60

25070.3262HC | Yamxa nemeHTHpORaRHaA ¢ wiockuM kpaem HC PE 25070.3262HC | Flat edge full High-Cross PE cemented cup &
auameTpom 32 / # 62 32 /#62

25070.3264HC | Yamka uemMeHTHpoBaHHas ¢ nnockaM kpaeM HC PE 25070.3264HC | Flat edge full High-Cross PE cemented cup o
auaMeTpom 32 / # 64 32 /#64

25070.3648HC | Yamka uemenTHpoBanHaA ¢ 1wiockuM xpaeM HC PE 25070.3648HC | Flat edge full High-Cross PE cemented cup o
IuaMeTpoM 36 / # 48 36 /#48

25070.3650HC | Yamxa nemenTHpoBaHHaA ¢ miockmM kpacm HC PE 25070.3650HC | Flat edge full High-Cross PE cemented cup &
JaameTpoM 36 / # 50 36 /#50

25070.3652HC | Yamxa neMeRTHpoBaHRaA ¢ WIockkM kpaeM HC PE 25070.3652HC | Flat edge full High-Cross PE cemented cup o
zAaMeTpoM 36 / # 52 36 /#52

25070.3654HC | Yamka nemMeRTHpoBaHH2% ¢ MIockHM kpaeM HC PE 25070.3654HC | Flat edge full High-Cross PE cemented cup o
amaMerpouM 36 / # 54 36 /#54

25070.3656HC | Yamka nemenTHpoBanHas ¢ IwiockuM kpaecM HC PE 25070.3656HC | Flat edge full High-Cross PE cemented cup 2
JaameTpom 36 / # 56 36 /#56

25070.3658HC | Yamxka neMeHTEpOBaHHad ¢ miockuM kpaeM HC PE 25070.3658HC | Flat edge full High-Cross PE cemented cup o
nauaMerpoM 36 / # 58 36 /#58
maameTpoM 36 /# 60 36 /# 60

25070.3662HC | Yamka ueMeHTHpOBaHHaA ¢ mockuM kpaeM HC PE 25070.3662HC | Flat edge full High-Cross PE cemented cup @
nuaMeTpoM 36 / # 62 36 /#62

25070.3664HC | Yamka uemeHTHpoBaHHas ¢ MiocxuM kpaeM HC PE 25070.3664HC | Flat edge full High-Cross PE cemented cup &

maaMeTpoM 36 / # 64

36 /#64

Hanee 0o TekcTy i MeAULUMHCKHX H3/eNud MOryT OLITH HCNONB3OBAHHI
CJieqyIOMMe HAWMEHOBAHHMSA: M3IAenNHe, MEJUUHHCKoe m3genue, MU,

YCTpOHCTBO, HMIUIAHTAT, HMIUIAHTHPYEMOE YCTPOHCTBO, MpOTe3, SHAOIPOTES,
SHAONPOTEe3 Ta306ePEHAOrO CYCTABA, YAIIKH HEMEHTHHIE, Apricot, 8 TaKke

The following names may be used for medical devices: product,
medical device, MD, device, implant, implantable device, prosthesis,
endoprosthesis, hip endoprosthesis, Apricot, and combinations of
these names (e.g., Apricot implants).
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KOMOHHALAM BHINENCPEUMCNICHABIX Ha3BaHWE (HANpHMEp HMILIAHTATH

Apricot).

1.2 Knaccupuxanns MH 1.2 MD classification

MemuurHcKoe H3eIHe OTHOCHTCA K Knaccy preka 26. The medical device belongs to risk class 2b.

Ten W JNIHTENEHOCT, KOHTAaKTA ¢ OpPTraHM3MOM 4YelloBeKa — m3jemud | Type and duration of contact with the human body - products in
AOCTOSHHOIO KOHTAKTa (Gonee 30 CYTOK) ¢ MATKMMHE H KOCTHEIMHA TKAHAMH. constant contact (more than 30 days) with soft and bone tissues.
KpaTHocTs npEMEHEHMS MEAMIMHCKOTO M3Aemus — H3AcnMe omHokparHoro | Frequency of medical product use - single-use product.
NPAMEHEHHA. Invasiveness - a medical device is invasive and is administered by
HHBasuBHOCTE —  MEAHIMHCKOE M3AENHE HMHBA3HBHOC, BBOAUMOeE | surgical way.

XHPYPrE9YECKHM ITYTEM. Sterility - medical device is sterile.

CTepHILEOCTD — MEJMIMHCKOE H3IETHE CTEPHIBHOE. Use for vital organs (heart, central circulatory system, central
IIpamenensre s XKH3HCHHO BAKHRIX OpraHoB (Cepaue, UCHTpanbHas CHCTeMa | nervous system) - the product has no contact with vital organs.
KpoBoOOpameHns, LCHTPAIbBAS HEpPBHAA CUCTEMA) — H3ACIIAE HE HMEET

KOHTEKT C XHM3HEHHO BAXKHBIMH OPraHaMM.
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2. HASHAYEHME Mnmmcxoro’zmm H
IIPHHIIMIIBI AEHCTBHUSA

KoMmoneHTH 3Hmonporesa Tazo0eApeHHOro CycTaBa Apricot MpeaHasHA9EHH!
I WCHOML3OBAHMA TpH TMOMHOH WM HacTHYHOM  apTpOIIAcTHKE
Ta300epeHHONO CcycTaBa, 9ro0bl oOecnedHTh YBEHUEHHE MOABHKHOCTH
NauMeHTa M yMeHbIIeHHe OOAM NYTEM 3aMEHH  MOBPEXACHHOIO
Ta300eIPEHHOTO CYCTARA MPH NEPRUYHON KM peBH3HOHHOH onepaimy.

2. INTENDED USE AND PRINCIPLE OF
OPERATION

The components of the Apricot hip replacement are designed for use
in total or partial hip arthroplasty to provide increased patient
mobility and reduced pain by replacing the damaged hip joint, in
primary or revision surgery.

3. IOKA3AHHMS 1 ITPOTHBOIIOKA3ZAHUS K
NPUMEHEHHWIO MH H BO3SMOXXHBIE IOBOYIHBIE
IDOEKTBI

3.1 Ifoxalranug

ToransHas apTponnacTHKa Ta3o0eIpeHHOro CycraBa NOKa3aHa B CICAYIOMHX
Cayuasx:

- CanbHas Gonp ¥/HIM MOBPEKACHHOCTH CYCTaBa B PE3YNBLTATE apTpo3a,
TPAaBMATHYECKOTO APTPHTA, PEBMATOMAHOIO NONMAPTPHTA HIH BPOXIACHHOH
IMCIUIa3HH Ta300eIpeHHOTO CYCTARA.

- ABacKyIApHLI HeKpo3 roNloBKM OeaperHoH KOCTH.

- OcTphili TpaBMaTH4ECKHIA NEPeIoM FONIOBKH WK WIeHKA Geapa.

- Heynaua npenpiaymeif omepauuM Ha Ta300eAPEHHOM  CycTape:
PEKOHCTPYKIIAS CyCTaBa, BHYTPEHHSS (HMKcalus, apTpoAes, 4HacTHYHaA
apTPONNACTHKA Ta300eApeHHOr0 CycTaBa, OHNONPOTEIHPOBAHHE MMM
TOTANbHAA APTPOILIACTHKA TA300eAPEHHOr0 CyCTaRa.

YacruyHas apTpoIUIacTHKA Ta300eIpeHHOTO CYCTaBa MoKa3aHa B CIEAYIOMHX
CITydasx:

- OcTphi TpaRMaTHUCCKHIA TEPENOM rONOBKHA WA Inelikk Genpa.

- He cpacranue nepenoma metixu 6eapa.

- ABACKYNIRPHBIA HEKPO3 roNoBKM GeApeHHOM KOCTH.

- Ilepsuunas naTonorus, 3aTparWBaiomias ToOJNOBKY Oeapa, HO ¢
HeneGOPMHUPOBAHHON BEPTNYKHOH BNaTHHOH,

CucreMa ansa 3HAOMPOTEIAPOBAHAS Ta300EAPEHAOrO CycTaBa NpeaHasHadeHa

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

3.1. Indications

Total hip Arthroplasty is indicated in the following cases:

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

- Avascular necrosis of the femoral head.

- Acute traumatic fracture of the femoral head or neck.

- Failure of previous hip surgery: joint reconstruction, internal
fixation, 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
deformed acetabulum.

Hip resurfacing system is designed for use in resurfacing
replacement to provide increased patient mobility and reduced pain
by replacing the damaged hip joint, when bone stock is adequate. It
is designed for patient who, due to their relatively younger age or
increased activity level, may not be suitable for traditional total hip
arthroplasty.
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IUIA 3aMEHBI MOBPSKICHHOIO Ta300€APEHHOIO CyCTaBa, KOrAa KOCTHBIHA 3anac
JAOCTAaTOYEH, ¢ LCTBIO YBEIHYCHHA NOABHXHOCTH HALMEHTa H YMCHBIUCHHS
Gonn. OHa mpeaHasHayeHa [UIA NMAlKEHTOB, KOTOPHE B CANY OTHOCHTENBLHO
MOJIOZIONO BO3PACTa W/IH NOBHIMICHHOTO YPOBHA aKTHBHOCTH HE HOAXOAAT A
TPaJMIHOHHOHR TOTANbHOM apTPOILIACTHKY Ta300eAPEHHOTO CYCTaBa,
JHAOHPOTE3NPOBAHHUE NOKA3AHO B CASAYIOIAX CAYyYasX:

- CHnbHas GoNMe W/HNIM NOBPEXKACHHOCTH CYCTABa B Pe3y/IbTaTe NICPBHYHOTO
HIA BTOPHYHOTO A&PTPHTA, a4 TAKKE MOXKCT pacCMATPHBATLCA TPH
BOCHIANHTENALHOM apTPHTE HITH BPOKACHHON UCILIA3HH.

IQHCTIA3HM.

- ABacKy/N4pHBIi HEKPO3 rojioBKkd OeApeHHOHM KOCTH, €ClIM OCTaBImicH
KOCTHEIN 3aT1ac JOCTaTO4CH.

Resurfacing replacement is indicated in the following cases:

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

dysplasia.

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

3.2 lIporuBonoKka3aHHg

[lonHas #WIM 49acTHYHad AapTPOIUIACTHKA Ta300eApEeHHOro CycTaBa M
3HAOMPOTE3HPOBAHHE IIPOTHBONOKAEHE! B CICHYIOMHAX CIy9asnx:

- OcTpad, cHCTeMHaA WM XpoHnYecKas HAGeKmA.

- CxenerHas He3penoCTs.

- Taxenas MbllieyHas, HEBPOIOTHYECKAd, COCYMCTad HEAOCTATOTHOCTh HIM
OpyTHe TNATOJOTHH NOpaXeHHOH KOHEYHOCTH, KOTOphie MOTYT HapyUIHTh
(YHKUHIO HMILIAHTATA.

- CocTosHHE KOCTHOH TKaHH, KOTOpDOE MOXET HApYMHTL CTaOHIBHOCTD
HMILIAHTATA.

K cnempduueckHM NpPOTHBONOKA3AHMAM /IS 3aMEHBI INpOTe3a TakKe
OTHOCATCA:

- Taxennidi coryuall peBMATOMAHOTO NOMHAPTPHTA HIH BPOXACHHAA NUCTLIA3ZHA
Ta300eAPeHHOro CYCTaBA.

- [NauyenTH ¢ OCTEOHEKPO30M HIH aBACKYNSIPHBIM HEKPO3OM C KPUTHYECKHM
nopaxeHHEM rolloBKH OeApeHHON KOCTH.

- [TamyeHTH ¢ OCTPBIM TPAaBMaTHHESCKHM TiepesiomMom melikn Gespa.

- Taxenas aedopMaums TroNOBKE H mWeHKH WM HeOnarompHATHOE
COOTHOLICHHE TOIOBKH M WICHKH, KOTOPOS MOXCET HapyIIUTh CTaOWIBHOCTD
MMIIaHTATA.

3.2 Contraindications

Total or partial hip arthroplasty and resurfacing replacement is
contraindicated in the following cases:

- Acute, systemic or chronic infection.

- Skeletal immaturity.

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

- Bone condition that may compromise the stability of the implant.
Specific contra-indications for resurfacing replacement also include:
- Severe case of theumatoid 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
compromise 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
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- TlamueHTH ¢ MBOXECTBeHHHIMM KHCTAMH IuvnuBKH OeApeHHON XOCTH,
KOTOpBIE MOTYT HApyIlHTL CTAOHNBHOCTh HMIIAHTATA.

[lcuxuveckue WIH HEPBHO-MBIIEYHLIE pPACCTPONCTBA MOTYT CO3NAThH
HENPHENJICMBII PHCK U4 HAUHCHTa H CTATh HCTOYHHKOM MOCIICONEPAHOHHEIX
ocnoxHeHuR, Xupypr o0a3aH yOeaMTECH, 9TO y NAOMEHTa HET M3BECTHON

is the surgeon’s responsibility to ensure that the patient has no
known allergy or hyper-sensitivity to the materials used.

AUICPrAH  WIH  NOBBINEHHOH 9yBCTBHTENBHOCTH K  MCHOML3YEeMBIM

MaTepHasaM.

3.3 lloGoannie 3pPexTH 3.3 Adverse effects
O6mue: General:

- CMemeHre ApoTe3a, YacTo CBA3AHHOE ¢ BRINEYTOMAHYTHIMH (akTopamu.
- PaHee WM DO3HEE pacHaTHBAHUE KOMIIOHEHTOB NPOTE3d, YACTO CBA3AHHOS

¢ BHILICYNOMAHYTHIMH (akTopamMu.

- YcranoctHoe paspyiieHHe OeApeHHON0 CTEpXKHS, YaCTO CBA3aHHOE ¢
RBINICYNOMSHYTHIME $aKTOpaMH.

- H3noC NONMAITHICHOBOrO KOMIIOHEHTA WIM NeEpefioM KepaMHUeCKOro
BKJIA/ILINA HIIM FOJIOBKH, YACTO CBA33HHBIC C BHIICYNIOMAHYTHME dakTopamu.
- Panusg HnH NO3AHAS HHOEKIHA.

- He#iponaran. HWedpaknuHiueckoe NOpaXeHHE HEPBA, BbI3BAHHOE
XHpyprudecko#l TpasMolt.

- TkaneBrie peaknyi, OCTEONH3 W/HIRA PacIiaTRIBAHKE HMILIAHTATA, BHI3BaHHEIC
Koppo3sneit meTaia, ajvieprucif, OCKOIKaMH H3HOCa WIH PEDUIBIMH JaCTHIAMHA
LEMERTa.

- YPONOrH9eckue OCI0KHEHHA.

- boss.

IepronepanmonnLiii nepuon:

- [lepdopamus qammxw.

- [lepdopamus raadmsa GenpeHHON KOCTH, TPEIMMAA WM NEPEOM, KOTOpHIH
MoxeT notpedoBare BHyTpenHeH dukcanun.

- [TepenoM TpoxarTepa.

- IloBpexnmenme cocynoB (noAB3OmHON, oOTypaTopHO# H OeapeHHOH
apTepui).

- BpemenHo¢ wm nNocrosHHOE nOBpeXAcHWE HepeoB (Geapenworo,
00TYpaTOpHOTC AIH CeJAMHINHOrO).

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

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

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

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

- Early or late infection.

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

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

- Urological complications.

- Pain.

Peroperative:

- Cup perforation.

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

- Trochanter fracture.

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

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

- Subluxation or dislocation of the hip joint due to wrong size
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- IlogseBHX WIH BHBUX Ta300€APCHHOrO CycTaBa H3-3a HENPaBHIBHOTO
BHOOpa pa3Mepa HIH HENPaBHMbHOH KOH(HTYpanyH npoTe3a, HENMPABAJIBHOTO
PacnoioKeHAS KOMIIOHEHTOB WA ApabiocTH ML H COCAMHMTENbHOM
TKaHH.

- YinaeAne WM YKOpOYeHHe ONlepaTHBHON CTOPOHEL.

Henocpeacrpennniil mocaconepannonnsiil nepuon:

- Cepacuno-cocymuctoie 3a0oncBanmd, BKmodas TpomOo3 BeH, 3MbomMio u
HEdapKT MHOKapaa.

- FemMaToma w/iim 3aMefiIcHROE 3aXKHBNICHHE.

- [IneBMOHnA W/WIHA aTanexras.

- [ToABEIBMX HIH BRIBHX.

ITo3nunii nocieonepaumonabii nepuoa:

- BelBHX TpoxaHTepa B pe3yJbTare IPE3MEPHOTO HANPKEHAA MBI HIH
neperpy3Kn.

- OGocTpeHue npobneM ¢ KONCHOM K TOJCHOCTONOM HIICHIATEpANLBON MM
KOHTpANaTepalbHOif KOHEUHOCTH, BhI3BAHHOE pasHHIEH B JJHHE HOT,
cMemeHneM GeipeHHOH KOCTH H/H/H MBIECYHEIM JehHIETOM.

CMEIICHHEM W/HITN MBIUCYHBIM ACPHUHTOM,

- [TepenoM GeapeHHON KOCTH HIM BEPTIYXHOH BNAZHHH B Pe3Y/LTaTe TPABMBI
HAM TICperpy3kH, OCOOEHHO H3-3a IUIOXOr0 COCTOSHHA KOCTHOH TKaHM B
pe3ynsTare TExeNO# (GOpMEI OCTeomopo3a, ACHEKTOB KOCTHOM TKaHM B
pe3ynbrate Tsokenodf GopMBI ocTeomoposa, AeheKToB KOCTH B pe3ylbTare
OpeNuaymel omepaluy, NOCACONEPALMOHHON pa3BepTKE WIH pe3opOLHH
KOCTH.

- PesopOuma KOCTH, KOTOpas MOXET MOBpENHTh (PHKCAMIO HIM NPHBECTH K
PacIIATHIBAHAIO HMILIARTATA.

selection or wrong prosthesis configuration, malposition of the
components and/or laxity of the muscles and connective tissue.
- Lengthening or shortening of the operative side.

Immediate postoperative:

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

- Haematoma and/or delayed healing.

- Pneumonia and/or atalectasis.

- Subluxation or dislocation.

Late postoperative:

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

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

displacement and/or muscular deficiency.

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

- Bone resorption which may damage the fixation or result in implant
loosening.
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4. HHOOPMAIIMA O NIOTEHIHHAIbnoIX
MOTPEBUTEJISAAX MH H YKA3ZAHUA 110
HCIIOJb30BAHHIO

4.1 IloTennuaasabie noTpeburesn MH

MU  npemnasHaueHHi QNS HCNONB30BAHMR  KBANMOHIMPOBRHHBLIMH
CIEUHANHCTAME B 001aCTH 3ApaBOOXPAHCHHS.

CneunamicThl 34paBOOXpaHeHHs JO/DKHBI MMETh NMOMHOE INPEACTABICHHE O
NpeanoaracMoM HCMOAb30BAHHN NPOAYKTA H HCIONB3YEMbIX XHPYPTHUECKHX
METONAX, 4 TRKXKS IPOATH COOTBETCTBYIOIYIO OATOTOBKY.

Uspemust MOTYT Ha3HAYaThCS M MMIUIAHTHPOBRTHRCA TONBLKO MEAHITHHCKUMH
paloTHAKAMH, HMEIOIIMMH 3aKOHHOE paspellicHHe Ha IPOBEACHHE TAKoro poja
onepanwuit.

Meanunrackie pabOTHHKH: XHEPYPr-OpTONCH, XUPYPr-TpaBMaToIor

4. INFORMATION ON POTENTIAL USERS OF MD
AND DIRECTIONS FOR USE

4.1 Potential users of MD

The products are intended for use by qualified personnel.

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

The products can be prescribed and implanted only by a health care
professional legally authorized to perform this type of surgery.
Medical professionals: orthopedic surgeon, trauma surgeon

4.2 YkazaHHus N0 HCHOJb30BAHHIO

IIpeaonepanuoHnblii 3TAN

XHpypr A0MKeH OPOBEPHTh BO3MOXHEIE (PHIMIECKAE OTPAHHYCRHS NALHCHTA,
a Take o0CYIHTs ¢ HHM BCE ACTANH NPOUEAYPH! H NPOTe3HpoBaHuA. B xone
o6CyXIeHHA CliefyeT PacCMOTPETh OrpaHHYeHHAs NPOUEAYPH H OrPAHMYCHAS,
HaKnaghlBacMble BHOpAHHHIM HMIUIAHTATOM. J{I9 NOBBINCHHA IHAHCOB
naiueHTa H30eXaTh OCNOXHEHUM cleqyeT ykasaTh (GakrTophl, KOTOphiE MOTYT
OrpaHHHTh paboTocnocoOHOCTh B CTAOHJILHOCTL HMIINAHTATA, HANPHMED,
YPOBCHb AKTHBHOCTH, Bec manmeHTa. HeoOxozumocts  cenosarh
NOC/ACONCPANMONREIM HHCTPYKUMAM, HNAHHBIM XHPYProM, JAONKHA OLITH
MOMHOCTBIO MOHATA NAICHTOM.

3anac CTepHIBHRIX HMIUIQHTATOB MOAXONAIIEIO pasMmepa JHoinkeH OHTh B

HAIMYMH H IPOBEPEH BPpAdoM Mepexn onepaiueit.

OOpamenne
Yrober m3bexars uapamHl HAH NOBPEKACHHH HMMNAHTATOB, C HUMH CICAYeT
ofpamarbcs ¢ MakCHMAIBHON OCTOPOXKHOCTBHIO  KBATH(HIMPOBAHHOMY

NepCOHANY H B YCIOBHAX, Ie KOHTPOJHMPYIOTCA THIHCHHYECKHE YCIIOBHS.

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

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

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

10
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UMnnanTaTh CieAyeT XpaHATh B HENOBPEXKACHHOMN YIIAKOBKE.

XHPYPrudeckan TEXHHKA

Xupypr Ao/DKeH OBITh HOMHOCTHIO O3HAKOMIIEH ¢ XHPYPTHYeCKOH TEXHHKOi.
HononuurensHas uudopMauus o XHpypruveckod TexHHke (Opommopa H
BUZIE0) H NPOAYKIHH NPeROCTaBseTCA 00 3anpocy. OdeHb BaXHO TIIATCALHOE
NpeAonepalMonHOe  IUIAHUPOBAHHE, NOXTBEPKACHHOE PEHTTEHOBCKHMH
cHuMKkaMH. Jlna GONBINMHCTBA MMILIAHTATOB HMEIOTCA PEHTTEHOBCKHE
mabnoHsl.

Pacmuapenne

Ilocne BEmMONHEHMA OCTCOTOMHM Inciikm Genmpa, oOHaKUTE H IOATOTOBBLTE
BEPTIYXHYIO BHauBy M yAamute ocreodputsl. Haunure pacummpenne
BEPTNYXHOH BNANHMHE! C MOMOINBIO BEPIAYXKHHX pacmmprrtencii. Uncansnas
OCh pa3BepTKH HMeeT HakioH 40°/45° m amrepepcus 15°/20° (amTeBepcHa
PEeKOMEHIYeTCS MPH 38JHUX METoAax). PazpepThiBaHue BepTAYyAKHOM BNAaXHHE
HAYMHAETCA C CAMOT0 MAJICHBKOIO PACIIHPHTENA H YBEIHIABACTCA C IIAroM B 2
MM, RO TIONyMEHHS MACANIBHO TIpaBHIbHON modycepuueckol mMomoCcTH, TpH
HaNMYHK KPoBOTOuaIeH cyOXoRapantHOi KoCTH.

NPEAYIIPEXKJIEHHE! Bo BpeMa 0OKOHYATENBHOrO pacinMpeHHs H3beraiite
H3MEHCHHMA OCH paclUMpeHHS, YTOOLI He cHeNaTh NOATOTOBJIEHHOE JIOXKe
OB&JILHEIM, ITO MOXET NOBJIHATH HA/MIIA MPeJOTBPaTATh NIEPBATHYIO NOCAAKY
ummianrara. IlosaGorbrech © TOM, 9T0o0BI COXPAHHTH, HACKOJNBKO 3TO
BO3MOJXHO, KOCTHBIH 3arac 0 YPOBHA NEPEAHMX H 3a/JHHX KOIOHH.

Jna myuineii nemMeHTAIlMH, B 3aBUCHMOCTH OT pa3Mepa BEPTIYXKHOH BIafUHLI,
NIPOCBEPIIHBACTCA HECKOJIBKO OTBEPCTHH /1A KPEILIEHAA MO KPAIO BEPTIYKHOH
BNaAuHLL. OTBEPCTHA MOTYT OBITh HpPOCBEPICHHI B BEPTIYXKHOH KOCTH C
ODOMOMIBIO CNIELHATLHOIO BEPTIYXHOIO CBepa.

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

Surgical technique

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

Reaming

After performing the osteotomy of the femoral neck, expose and
prepare the acetabular cavity and remove osteophytes. Start reaming
with the acetabular reamers. The ideal reaming axis has an
inclination of 40°/45° and an anteversion of 15°/20° (anteversion
recommended for posterior approaches). Reaming of the acetabulum
starts with the smallest reamer

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

WARNING! During final reaming, avoid changing the reamer axis,
in order not to make the prepared bed oval, which may affect or
prevent primary seating of the implant. Take care to retain, as far as
possible, the bone stock up to the level of anterior and posterior
columns.

For a better cementation, depending on the size of the acetabulum, a
number of anchorage holes are drilled along the rim of the
acetabulum. Holes can be drilled into the acetabular bone with the

specific acetabular drill.

11

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




\

Puc. 2 PaclumpeHune BepTiyHOM BnaguHel / Fig 2. Reaming of the acetabulum
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IIpobunie nenbITARMS

Cobepute mpobHyI0 HamKy ¢ daieuyHuM HMIakTopoM. I[Ipo6Has wamka umeer
TOT XK€ JUAMETP, 9TO M nochneAHuit pacmrpuTens. Beragbe npobHyIo yamky B
PAcCBepICHHYI0 IONOCTh, YTOOM ONEHHTh TIMYOMHY H OpPHEHTALMIO
BEPTAYXRHOIO KOMIIOHEHTA,

Jna oOnerdeHns NO3MIMORMPOBAHWA YAIIKH WMEETCA OPHCHTHPOBOYHASA
Hanpapnigioman: ona SyaeT pacnooxena Ha BepXHeif JACTH YaIIKH YAAPHOIo
3NleMEHTa. ARTeHHA Hanpasnmomei J0JokHa ObITh HanpaBicHa NOPH3OHTANBHO
(gamxa noa HaknoHoM 40°-45°) u oTAETbHLIH CTEPXKEHD JUIA HANpaBIAIOMEH
JOMkeH OLITE HANpaBNCH NEPNCHIMKYMAPHO ONEPAIHOHHOMY CTONY
(autesepcun 15°-20°).

Trials

Assemble the trial cup with the cup impactor. The trial cup has the
same diameter as the last reamer. Insert the trial cup into the reamed
cavity in order to estimate the depth and the orientation of the
acetabular component.

An orientation guide is available to aid in the cup positioning: the
orientation guide will be positioned on the top of the cup impactor.
The antenna of the orientation guide must be directed horizontally
{cup in 40°- 45° inclination) and the separate rod for orientation
guide must be aimed perpendicular to the operating table (15°-20°
anteversion).
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Hanecende meMenTa

[locne yROBNETBOPHTENBHONH NMPAMEPKH MOXHO YCTAHOBHTH OKOHuYATENbHLIR
pasmep vawkd. OKOHYaTeNGHEE pasMep damky OyAeT Ha OAMH pasMep
MEHBIIE, YEM OKOHYATENbHEIH pa3Mepa pacIIHPHTEIIA.

TouHO OUYMCTHTE BEPTIYKHYIO BNAAMHY, a 3aT¢éM BBCJATE LEMEHT B

BEPTIYRHYIO BIIAAHHY.
YeranoBka YaAmMKH

Yamka MO3MIMOHHPYETCA € MOMOMBIO HMMAKTOpa 4YAIKM, OCHAIIEHHOro
HANpPaB/IAIONIeH A YCTAHOBKH YAIIIKH.

Jng ofnerdeHns MNO3UKHMOHHPOBAHUA YAMIKH HMECTCS OPHEHTHPOBOUHAR
Hampansiomas: oHa OyAET pacnonoxeHa Ha BepXHelt 4acTH MMIAKTOpa JUIA
Jalmkd. AHNTEHHa HanpaBnsiomed nomkHa ORITE HampaRlIeHA MOPH3CHTANLHO
(uaimka nmox HaknoHoM 40°-45°) K oTAeAbHBIN CTEpXKEHH 14 HANpABIAOMEH

Cement application

After a satisfactory trial, the final cup can be positioned. The
definitive cup size will be one size less than the final reamer size.
Accurate clean the acetabulum and then introduce the cement into
the acetabular cavity.

Cup setting

The cup is positioned using the cup impactor fitted with the cup
setting guide.

An orientation guide is available to aid in the cup positioning: the
orientation guide will be positioned on the top of the cup impactor.
The antenna of the orientation guide must be directed horizontally
(cup in 40°- 45° inclination) and the separate rod for orientation
guide must be aimed perpendicular to the operating table (15°-20°

14
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JOMKEH ObITb  HanpaBneH MEepPreHAMKYNSPHO — OMepauyoHHOMY  CTOo/ly — anteversion).
(aHTeBepcus 15°-20°).

Ecnn nosnuymoHVMpoBaHMe YallKu YAOBNETBOPUTENbHOE, MOXHO 3ameHuTb When the cup positioning is satisfactory, it is possible to replace the
HanpaBNSAOLLYH 418 YCTaHOBKM YallKn Ha CepuyecKyro HamnpaenstoLwyto ans  cup setting guide with the spherical cup setting guide, to decrease
YCTAHOBKM  YalliKK, 4YTOObl YMEHbWWTb Mapa3vWTHble HanpsbkeHus 1 parasitic stress and strains before cement polymerisation. Keep the
aechopmaumm nepen nonumepusaumen LemeHta. CoxpaHsinTe fgaBneHue Ha pressure on the cup until the cement has hardened.

yaLLKy [0 TeX Mop, Nnoka LeMeHT He 3aTBepAeer.

Puc. 5 HaHeceHwve LemeHTa 1 yctaHoBKa Yalkm / Fig. 5 Cement application and cup setting
MocneonepauMoHHbIN YX04 U HabnaeHne Postoperative care and follow-up

Xupypr — [O/KeH — npeaynpeauTs  nauyueHToB 0 HeobxoammocTn  The surgeon should caution the patients to control their level of
KOHTPONMPOBaTb YPOBEHb aKTMBHOCTU M M36eraTb Ype3MepHbIX Harpy3ok Ha activity and avoid excessive loads on the replaced joint. The surgeon
3aMeHEHHbI CcycTaB. XUpYypr [OO/MKEH O03HaKOMWUTb nauueHToB ¢ mepamy should make the patients aware of the precautions to be taken during
NPeAoCTOPOXKHOCTM, KOTOPble HEOOXOAMMO COBMOAATL BO BPEMSA YNpaXKHEHWUIA, exercises, treatments and limitations on activities, any limitations
NEeYEHUs W OrpaHUYEHWn B [AeATeNbHOCTW, C NHO6bIMM  orpaHnyeHuamn, reported on the label, as well as exposure to magnetic fields. The
YKa3aHHbIMW Ha 3TUKETKE, a TakKKe C BO3/E/CTBMEM MarHWTHbIX noneid. patient must be told that implants can affect the results of computer
MauneHTy HeobXOAMMO COOOLWMTL, UYTO MMMMAaHTaTbl MOFyT noBAMsATb Ha tomography (CT) or magnetic resonance imaging (MRI) scans.
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pesynbTaTbl KOMMbOTEPHOW Tomorpadmm (KT) MarHuTHo-pe3oHaHcHol  Periodic  follow-up and X-rays are recommended to make
Tomorpadgum (MPT). comparisons with the immediate postoperative condition and
PekomMeHayeTCcs nepuoanyeckoe HabMOAeHVe U PeHTTeHOBCKME CHUMKM Anis  anticipate implant displacement, loosening, etc. Excessive physical
CpaBHeHMA C COCTOSIHMEM cpa3ly nocne onepaumMu, a Takxke pana  activity, and operated limb traumas may cause early failure of the
MPOrHO3MpoBaHUA CMeLLEeHNs, pacLlaTbiBaHNA W T.4. UMNiaHTaTa. YpesamepHble arthroplasty through implant displacement, fracture and/or wear. If
(hn3nyeckne Harpysku, TpaBMbl OMepMpoBaHHbIX KOHEYHOCTe MOryT cTaTtb the case occurs, it is necessary to place the patient under supervision,
MPUYNHONM paHHero oTKasa apTponnacTUKM M3-3a CMeLLeHns, nepenoma u/wnmn  evaluate the possible progression of the deterioration, and weigh the
M3HOCa MMNNaHTaTa. Ecnm 3To npomsoLuno, He06xoAMMO NomecTuUTb nanveHTa benefit of early revision.

nosg HabnwofeHue, OUEeHUTb BO3MOXHOe MNPOrpeccrpoBaHne YXYALEeHUS U

B3BECUTb MO/b3Y PaHHEN peBn3uN.
4.3 Ycnosusa npumeHeHunsa/skcnnyataumm MU 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.

YCNnoBusi OKpY>KatoLLel cpefibl: 3Ha4YeHusi TeMnepaTypbl OTHOCATCA K
CaHlNnHy 2.1. 3678-20, npunoxeHwe 3.

Ycnosus aKcnayarauumn:

BnaxxHocTb 100%, Temnepatypa 32-42 ° C, Kak B Ye/I0OBEYECKOM Tefle.

Tabnuua 1 Ycnosus npumeHeHus/akcnnyatauum M Table 1. Use/operation conditions of MD

YcnoBus 0lCpy»KatoLLiel cpegpbl Environmental conditions

BrnaxHoCTb HeT cneumanbHbIX YCI0BUIA Humidity No special conditions
Temnepatypa OT121 °C po24°C Temperature From 21 °Cto 24°C
[asneHvie HeT cneymanbHbIX YCNoBUiA Pressure No special conditions
Ycnosusa akcnayartauum Operation conditions

BnaxHocTb 100% Humidity 100%
TemnepaTypa 0O132°Cpo42-°C Temperature From 32 °Cto 42 °C
[asneHve HeT cneyunanbHbIX YCNOBUiA Pressure No special conditions
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5. ONMMCAHME OCHOBHbIX ®YHKUMOHAJIbHbLIX 3/TEMEHTOB M/ DESCRIPTION OF MAIN
FUNCTIONAL ELEMENTS OF MD

5.1 O6uee onucaHne yHKUMoHanbHbIX anemeHToB MW / General description of functional elements of MD

Puc.6 BHewHwnin Bug nsgenns / Fig.6 Appearance of medical device
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PoHITRHRONTPOCTHER YOTIR0RKH
NPORONOND

Puc.7 Mecta yCTaHOBKH peHTreHKORTpacTHOH mpososiokk yia manenud / Fig.7 Insert places for radiopaque wire in medical device

Ha pucyske 6 npeacrasicH BHCIIHN By u3nemua. Moaensauii psaa Yamxa nemenTaas ¢ wiockuM kpaem HC PE mramerpom 28 / #40 - ... - Yamka
uementHad ¢ miockuM KpaeM HC PE nmamerpom 36 / #64 npeacrariser M3 cefs KOMIOHEHTHI TOT&ILHOTO MPOTE3a Ta300eAPEHHONO CyCTaBa,
HCTIONb3YeMbIC /14 3aMCHBI MM BOCCTAHORJICHMA BEPTAyxHOM BnamuHb. KoMnoHeHT nmpeacTariger co6oii HeNbHYIO KOHCTPYKIHIO H3 NOHMEPHOTO
Marepuana. KpoMe Toro, BHYTpH Hero BCTaB/leHa METALIAYECKad PEHTIeHOKOHTpacTHad OpoBooka. Mcmomb3yeTcs ¢ KOCTHHM LeMeHToM. Ha
PHCYHKe 2 TIOKa3aHO H3/ICIHE ¢ MECTAMH YCTAHOBKH PEHTTCHKOHTPAcTHOH MPOBOOKH.

Figure 6 shows appearance of medical device. Product line Flat edge full High-Cross PE cemented cup & 28 / #40 - ... - Flat edge full High-Cross PE
cemented cup o 36 / #64 are components of a total hip joint prosthesis used to replace or repair the acetabulum. Component is a one-piece construction
made from polymeric material. In addition, there is a metal radiopaque wire. It is used with bone cement. Figure 2 shows insert places for radiopaque
wire in medical device.

5.2 Bo3MOXBOCTH H MeTOAbl HHTErPAIHH ¢ APYTHMH 5.2 The possibility and ways of integrating with other
MeANRKHHCKHMH H3JeJHAME medical devices
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Heobxoaumo cofmozare HHCTPYKIME 1O HCNONBL30BAHHIO KOHKPETHOM
NPOAYKIMH, ONHCaHHBIE NpousBomuTeneM. IlpoMsBOIMTENL HE HeceT
OTBETCTBEHHOCTh 3a& JNOOBIC OC/NOXHCHHA, BO3HHKIIHE B pe3yisTare
CMCLINBAHHA JCTaNcii MMM B pesylNbTaTe HCNONB30BAHHUA U3ACAMH APYrHX
MPOHN3BOAMTENCH.

Kommanua Medacta International S.A. He HeceT OTBETCTBEHHOCTH 3a
ACNONL3OBAHHE KOMIIOHGHTOB CBOMX MMIUIAATATOB B KoMOmmammn c
KOMIIOHEHTAMH APYTOro IpPOM3BOAMTENA (SC/IM RHOC HE YKa3aHO KoMnaHuekH
Medacta International S.A. B xupyprudeckoli TeXHHMKE), MOSTOMY MH He
COBETYEM HCMIONb30OBATh TAKAE KOMIIOHCHTHI.

BosMoxHBe KOMOMHAIINM KOMNOHEHTOB MMIIaHTaToB Medacta International
S.A. yka3aHbl B TEXHHKE IIPOBEICHHA ONICPALHH.

KoMnoHeHTH npoTe3a Ta300eApeHHOr0O CycTaBa HHMKOrA3Z HE JHODKHBI
TOBTOPHO MMNNAHTHPOBAThCA. XOTH BHEIHC MMILNAHTAT MOXET BBITTIAACTD
HENOBPEXACHHLIM, B HEM MOTYT NMOABHTHCA MHKPOCKONMHYECKHE Ae(EKTHI,
KOTOpble MOTYT NPHBECTH K NOJOMKe MMIUlanTata. Onepmpyiommii XHpypr
NO/KEH 3HATh, 9TO JaXKe O4YEeHb MAJNCHLKOE MOBEPXHOCTHOE MOBPEXACHHE,
BEI3BAHHOE, HaNpHMEP, OCTPHIM MHCTPYMEHTOM WIH 3JJIEKTPOKAYTEpOM,
oco0eRHO Ha meiike HOXKHM, MOXET HOBIHATh HA BHHOCIHBOCTH HOXKH H
OpHBECTH K mepenoMy. Beeraa ucnons3ylite npoGHbii npore3 B mpoGHbIX
enax. Hu mpe xaxkumx OOCTOATENRCTBAX HE AfaNTHPYHTE U He W3MEHANTE

IpOOHEIE MPOTESHL.

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 2 component from another
manufacturer (unless otherwise specified by Medacta International
S.A. in the surgical technique), therefore we advise against such a
use.

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

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 fracture. Always use a trial prosthesis for trial
purposes. Never adapt or alter trial prostheses.
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6. OHHCAHME COCTABHBIX YACTr.xn MHA 6. DESCRIPTION OF MD PARTS

He npumMeraMO Non-applicable

7. OIHCAHHE I[PHHA,I[JIE)KHOCTEﬁ 7. DESCRIPTION OF ACCESSORIES
He npuMeHHMO Non-applicable

8. JAHHBLIE O MAPKHPOBKE MH / 8. DATA ABOUT LABELING OF MD

Ha caMoM B3¢ ¢ NOMOIIBIO rPaBHpPOBKH MOXET OBITH yKaszasa cneayiomas wHdopmauus / The following information can be indicated on the
device using engraving:

¢ Jiorotun npou3sozutens / manufacturer logo;
¢ HoMmep no Katanory / REF number;
e Homep naprun / LOT number;
e pa3Mep UMInaHTata / implant size

TaGnuua 2 3naueHns CUMBOJIOB, YKa3aHHBIX Ha MapkapoBke ynakoBky / Table 2. Interpretation of symbols used on the label

I Usrotosurens Manufacturer
[I Jlara H3roTOBNICHHA Date of manufacture
3anper Ha NOBTOPHOE Do not reuse
NpHMeHeHHe
He crepunnsoBath Do not resterilize
NOBTOPHO
OcropoxHo, obparnre Caution, read the
BHMMAHHE Ha accompanying
OpHIAraloIuecs K documents
A3IEHIO JOKYMEHTH
Dm OGparurech k Consult instuctions
HHCTPYKLHH N0 to use
SKCITYaTAHA
20
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—h

He ponyckatb
BO3AECTBUSA

COJIHEYHOr 0 CBETA

bepeub OT Bnaru

Do not expose to
sunlight

Store in a dry place

Mpenen Temneparypbl Temperature limit

He ncnonb3oBatb npu Do not use if
nospexaeHun ynakosku  package is damaged
icnonb3oBatb 4o Use by (YYYY-
(rrrr-mm-aw) MM-DD)
|LOT| Kog naptun Lot number
Homep no katanory Reference number
|ref|
1 1 CepuiiHblii HOMep Serial number
|BTALA Crepunusaums oKCuaom Sterilization with

3TUNEHa
HecoBmectmo ¢ MPT

ethylene oxide
MR Unsafe

0

Konnyectso Number of Units
\ol|
Made in CpenaHo B Made in
EBponeiickoe European
C C 0476 COOTBETCTBUE Conformity
G T | N "nobanbHbI HOMep Global Trade Item
TOBapHOI NO3nuUMK Number

8.1. CpoK rogHocTun, CPoK cnyxo6 bl 8.1. Shelf life, use by date
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Cpox rofHOCTH 1S BCEX HMILIAHTATOB COCTARIAE :  JIeT. Shelf life for all devices is 5 years.

8.2. ®opMa NOCTABKH 8.2. Form of supply

Hagerme nmocraBnfercds B HHAMBHAYATGHOH  creprubHOM  ymakoBke, | The product is supplied in an individual sterile package with original
CONPOBOXKAACTCA OPHTHHANBHOM H  pycckomsmmHol MapkupoBko# ® | and Russian labels and instruction for use in Russian. Packaging
HHCTpYKIMeH Mo 3KCIUIyaTaIlMH HA PYCCKOM s3hike. YmakoBka cofepxuT 1 | contains 1 part.

H3/eIme.
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9. IEPEYEHb PHCKOB

[Iponecc ynpaenenns puckamu B kommaHHH Medacta International (Menakra
Hrrepranponan) cooTeTcTBYET cranaapty EN ISO 14971:2012.

9. LIST OF RISKS

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

10. CBEAEHHUS O BEPHOHKAIIMHA H BAJIMAALIUH MH

[NpomsBomaTens paspalarsiBacT Bce NPOAYKTH B coorBerctedH ¢ EN ISO
13485, Memumunckoe obopynosatue - CucTeMB MEHEMXMEHTA KAYECTBA.
Wanenua CnpoeKTHPOBaHBL, pa3paboTaHEl, WM3TOTOBNEHHI H YNAKOBAaHH B
COOTBETCTBHM ¢  YTBEPXKACHHHMH  CTAHNAPTHRIMH  ONEPAMOHHEIMH

TIPOLEAYPaMH H NPOIEeCCaMH JOKYMCHTHPOBAHHAS.

10. DATA ABOUT MD VERIFICATION AND
VALIDATION

The manufacturer develops all products in compliance with EN I1SO
13485, Medical Devices — Quality Management Systems. The
devices were designed, developed, manufactured and packaged in
accordance with validated standard operating procedures and good
documentation processes.

11. IEPEYEHb MATEPHAJIOB J)KHBOTHOTI'O H (1)TH)
YEJOBEMECKOI'O NIPOUCXOXIAEHHSA

He npuMeHNMO

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

Non-applicable

12, HH®OPMAIIHAA O ITPOBEAEHHBIX HCIIBITAHMSIX,
MMPOTOKO.JIAX HCIIBITAHUH, AHAJIH3E
MOJYYEHHBIX JAHHBIX

Wsgenua BoiiepXanH HCHBITAHHS 7O BepHOHKAUMH H BATHAADHH o
YAOBNETBOPSIOT TPeGOBAHMIM CNEAYIOMMX CTAHAAPTOB:

Tabmuua 3. [Nepeuenn MexIYHApOAHOH HOPMATABHON JOKYMEHTALHH
Cranrnapr/noky | Onmcanue
MEHT

93/42/EEC TMPEKTHBA COBETA 93/42/EEC or 14 moma 1993 roga no
Bonpocy
MEMHUUHHCKOIO 0601)}'&088!‘!!4!

2005/50/EC TMPEKTHBA KOMUCCHH 2005/50/EC ot 11 asrycra 2005

1072 0 PeKNACCHPHKALIHH NPOTe30B Ta300eAPEHHOTO,

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 3. List of international standards and documents

Standard/Document | Description
93/42/EEC 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

2005/50/EC

23

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




KONIEHHOTO U MNEe4YeBoro Cycranos s pamkax Jlupexmasn CoBera framework of Council Directive 93/42/EEC
93/42/EEC 0 MeAMUHHCKMX H3NCAKAX concerning medical devices
roCTIsO Hanenna Meanumunckue. CUCTeMbl MCHE/DKMEHTA KauecTsa. ISO 13485 Medical devices — Quality management systems
FOCT P HCO | Pykopopsugie yKasaHus 1o NPOBE/ICHHIO ay/4TA CHCTEM 1SO 19011 Guidelines for quality and/or environmental
19011-2021 MEHCDKMCHTA management Systems amlltmg
g;OCF R Hacrs g‘“l’me“"“" 0 KOHTPATD Sh PQLVKTANA ¥ NekAPOTEMIl © 21 CFR Part 820 Food and Drug Administration — Medical
eAMLMHCKHE u3aenun; Texylliad HaaIexKAatan . . .
npoussoacTeernan npakthka (CGMP); 3akniouurenstoe g&:;i%u::]ﬂéciwdm:ﬂfam Practice
npasuno - 7 okrsbpa 1996 r. > ) Finat Rue - 2
SOR/98-282 Kanaackuie npaBwia no MEAHUWHCKAM H3TEIHIM, SOR/98-282 Cana.dlan Medical Devices Regulations as
onyonukopaHHMe MunucTepceTROM 3apasooxpanenms Kanaan published by Health Canada
DINEN 1041- | Hanenus meauumuckue. Hndopmarma, npenocrasnsemasn EN 1041 Information supplied by the manufacturer with
2013 H3TOTOBUTENIEM medical devices
TOCTISO Hinenua meanumnckue. [IpuMeHcHne MECHEDKMEHTa PHCKA K UNICEIEN ISO Medical devices - Application of risk
14971-2011 MEAHLMHCKHM H3JETHAM 14971 management to medical devices
FOCTPHUCO | Knunuveckue uccefOBAHHA MEAHUMHCKNX H3enuii ana ISO 14155 Clinical investigation of medical devices for
14155-2014 uenoseka. Obuuie TpeGosanis human subjects - Good clinical practice
MEDDEYV 2.7/1 Kﬂ"";'mm OLieHKa: PYKOBOZCTBO 114 NPOUIBOAHTENCH H MEDDEV 2.7/1 Clinical evaluation: a guide for manufacturers
HOTUHUMPOBAHHBIX OPraHOB B COOTBETCTBHY C AHPEKTHBAMH . . .
93/42/EEC 1 90/38S/EEC ;r:: ;gtf;f;esdmbggles under directives 93/42/EEC
ASTMF1814 CrannaprHoe pyKOBOACTBO 10 OLCHKE KOMIIOHEHTOB : i -
MOy Genpe A KQNGHHBIX CYCTABOB ASTM F1814 it::edﬂn?g:; ic;r n:lnv;luanng Modular Hip and
ASTM F2091 Cranga CneUnpHKALMA Ha BEPTIYKHBIC N1 Bl
prHa cricug PP ' ASTM F2091 Standard Specification for Acetabular Prostheses
TFOCTPHUCO | HmnnaHTaTsi AN XMPYPruM. METAUIHYSCKHE MATEPHATIB. ASTM F2068 Standard for Femoral Prostheses - Metallic
5832-9-2009 Yactp 9. Crant Koppo3HOHHO-CTOMKASR (HepikaBeloman) Implants
COCTPHCO :;‘@PMHPWW ¢ mmem;” CONCPRAHIEN SI0T8 = 1SO 5832-9 Implants for surgery — Metallic materials — Part
MNaHTaThi U1 XHpYprau. [lonusmiwieH cBepXBLICOKO 9: Wrought high nitrogen stainless steel.
5834-1-2015 mosiexynspHo#i maccel. Uacts 1. [opoumcooGpasHbiii IS0 5834-1 Impmgf]?or ;gh - Ultra-hi gh molecular
FOCTPHCO | HMnnasraTh s xupyprid. [oamssmwien caepxBoicokoi . BeT)
weight polyethylene - Part 1: Powder form.
5834-2-2014 monexynapHoi Maccul. Yacts 2. Jlurelinbie dopMu 150 58342 Trolants f b
ASTM A 380 CraHgapTHOE NPAKTHYECKOE PYKOBOACTBO MO OYHUCTKE, " mp ants for surgery - Ultra-high molecular
YARNEHHIO OKANHHE! H NACCHBHPOBAHHIO AcTaneil, weight polyethylene - Part 2: Moulded form.
000pYAOBAHKE ¥ CHCTEM H3 HEPXKABEIOLEH CTAIH
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NF S 94-091 Banuaaims o8MCTXH OPTONEARYESCKHX HMILIAHTATOB Nepen ASTM A 380 Standard Practice for Cleaning, Descaling, and
OKOHYATSIIHHON YHAKOBKOM Passivation of Stainless Steel Parts, Equipment,
ASTM F3127 CrannapTHoe PyKOBOACTBO MO BATHAALIMK NPOLIECCOB OMUCTKH, and Systems
HCMO/L3YeMbIX PH NPOHIBOACTEE MENMUMHCKHX U3NCAHH NF S 94-091 Validation du nettoyage des implants
USP <788> Tect Ha conepoikanme TBEPIBIX HACTHUL B MHLEKLMAX U1 orthopédiques avant conditionnement final
NapeHTEpANLHEIX Npenapatos Gonbimoro obsema ASTM F3127 Standard guide for validating cleaning processes
22‘;‘.’.';32?;.’ 9-o¢ uananme used during the manufacture of medical devices
I'OCT P HCO Hmnnasratl Ana xupypriu. Meranumnyeckue Marepuans. USES/ss= Parltlculate M,;.ge:a]m Injections test for a Large
5832-1-2010 | Yacts 1. CTa/tb KOPPO3HOHHO-CTOMKAS (HEPIKABEIOWIAK) : Volume Parenteral (LVF)
AedopMupyemas Pharmacopoeia 9th Edition
ASTM A 967 | CTaunapTHas ciCUM(HKALMA HA XHMHYECKYIO ACCHBALMIO Europea
AeTaneit M3 Hepakapetowedi cranu ISO 5832-1 Implants for surgery — Metallic materials — Part
TOCTISO Hanenmna meamunckue, Ouenka Guonoruyeckoro AelicTeHa ‘ 1: Wrought stainless steel
10993-1-2011 MeaHUMHCKHX u3Aenuit, YacTs |, Ouenka u HeeneopaHus ASTM A 967 Standard Specification for Chemical Passivation
roCTISO H3anenua mepamumackure. OueHka GHOIOrHIecKoro JeHcTsna Treatments for Stainless Steel Parts
10993-3-2018 | mepuumnciix usnenuit. acts 3. Hecnenosanus 1SO 10993-1 Biological evaluation of medical devices - Part
IFEeHOTOKCUYHOCTH, KAHUEPOTEHHOCTH H TOKCHMECKOrD neticTeug 1: Evaluation and msting within a risk
Ha PENpOAYKTHBHYIO DYHKLHIO management system
roCTISO Hspenna meanumsckue. Ouenka Suonorayeckoro aeicreus 1SO 109933 Biol oEicaI evaluation of medical devices — Part
10993-6-2011 MeanunHeKkux uanenuil. Yacrs 6. UccnenopaHna MecTHOrO 3: Tests for . . . . .
- genotoxicity, carcinogenicity and
JAeHCTBMA NOCJIe UMILIAHTALMH . .-
rocCT ISO Wsnenns meguupuckne. Ouenka GHONOTHYECKOro AeHCTRHS reproductive toxicity. i _
10993-10-2011 MEITHUMHCKHX Hageani. Yaets 10. Mccnenosanus 1SO 10993-6 Blologlcal evaluation of med{cal dWIOFS -~ Part
PAIIPANAIOLUETO W CCHCHOWMINPYIOLLIETO NEHCTBHA 6: Test for local effects after implantation
IFOCT ISO H3nenus MeHIHHCKHE, Oueum OHOTOrHYECKOro AeHCTBHS ISO 10993-10 Biological evaluation of medical devices -- Part
10993-11-2011 | meanumrckux wzaenuid. Yacts 11. Uccnenoranus 10: Tests for irritation and delayed-type
ofmeToKCHUSCKOre AelCTRHA hypersensitivity
roCTISO Wspenna meanumucine. Ouenka OHONOr#uecKoro aeHCTENs I1SO 10993-11 Biological evaluation of medical devices - Part
10993-12-2015 | megmumHckrX w3geauii. Yacte 12. [Tparotoenenue npob 1 11: Test for systemic toxicity
KOHTPO/TbHbie 0Gpasubl 1SO 10993-12 Biological evaluation of medical devices -- Part
roCT ISO Hanemus mepuumnckne. Ouenka Suonoruyeckoro aekcTeus 12: Sample preparation and reference materials
10993-18-2011 | meauumrckux waaeauii. Yacts 18, Uccnenosanue XMMUYEcKHx 1SO 10993-18 Biological evaluation of medical devices — Part
USP <151> gﬁl’:::: ::;:f:::: I;Ipouegypa MCORITAHMS HA TMPOTeH 18: Che.mical ¢ isation of materials
TOCT ISO ViiaKosKa 18 MEARLNHCKNX WSS, NOINCAAIINX USP <151> Evaluation ofpyrogens Pyrogen test procedure
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11607-1-2018 | dunmwHO#M crepunusaunn. HacTs 1. [peGoBanns k ISO 11607-1 Packaging for terminally sterilized medical
MarepHanam, GapbepHBEIM CHCTEMAM ANA CTEPIIHBALHH H devices -- Part 1: Requirements for materials,
YNAKOBOYHEIM CHCTEMAaM sterile barrier systems and packaging systems

roctiso YnakoBka /14 MEAMUHHCKUX H3JIHH, NOVIEXKAIUX ISO 11607-2 Packaging for terminally sterilized medical

11607-2-2018 | puHumHOM crepravzaumu. Yacts 2. TpeGoBaHua K BATHAALMKA devices — Part 2: Validation Requirements for
MpOLIECCOB POPMAPOBAHNA, TEPMETHIAINMY U COODKY forming, sealing and assembling processes

ASTMF 88/ | Craniapruuill METON UCTILITAHMA 1A NPO'HOCTS YIUIOTHEHHA ASTMT 88 /F88M | Standard test method for seal strength of flexible

F88M rubkux 6apbepHLIX MaTEPHANIOB barrier ials

Qf::,z[h: 1886/ gw'a'm““%m?:{ﬂ:;m’m’mm"wm ”é':o;"m:::"mu ASTMF 18867 Standard Test Method for Determining Integrity
BHBYANEHOTO 0CMOTPA F1886M of Sealz‘; for Medical Packaging by Visual

ASTMF 1929 | CranaapTubiif METOA HCTILITAHMA AN OGHAPYKEHUA YTEUKH Inspection
YTNOTHEHHA B NOPHCTOM MEAHUMHCKOH ynakoBke fryTeM ASTMF 1929 Standard Test Method for Detecting Seal Leaks
TPOHHKHOBEHHUA KPacHTed in Porous Medical Packaging by Dye Penetration

ASTMF 3039 | CranpapTHbiii METOA HCITHITAHKAS ANA OCHAPYXKEHAA YTEUKH ASTMF 3039 Standard Test Method for Detecting Seal Leaks
YIVIOTHEHHUS B HENOPHUCTOH MEAMIIMHCKOH YTIAKOBKE ITyTeM in Non Porous Medical Packaging by Dye
TIPOHUKHOBEHHS KPacUTeNt Penetration

ASTMF 2096 | CrannapTHBIA METOA HCTIBITaHUS ANS 0OHApYXKeHna rpyOsix ASTM F 2096 Standard Test Method for Detecting Gross Leaks
YTEHCK B YNAKOBKE C NOMOLULIO BHYTPCHHErO AABIIOHHA in Packaging by Internal Pressurization (Bubble
(MCITHITAHHE HA MY3MPbKH) Test)

ASTMF 1980 | CtanaapTHOE PYKOBOACTBO N0 YCKOPEHHOMY CTAPEHHIO ASTMF 1980 Standard guide for accel Taging of sterile
CTEPHNbHBIX GAPLEPHBIX CHCTEM A/ METHUMHCKHX U3neuit barrier systems for medical devi

FOCTPHCO | Uncthie nOMEIIEHHS H CBI3aHHBIC ¢ HHMH KOHTPOAHpYEMbIe cf Sy=TeIms "of mec Kces

14644-1-2017 | cpeant. Yacts 1. Knaccudmxaing 44cToTH BO3AYXA MO ISO 14644-1 Clean rooms and associated controlled
KOMLEHTPAIMH Y8CTHIL environments air cleanliness classification

COCTPHUCO | UYnmcTsie NOMEIEHHA K CBI3AHHBIE C HIMH KOHTPOJFAPYEMBIE [SO 14644-2 Clean rooms and associated controlled

14644-2-2020 | cpeant. Yacts 2. Texymuit KOHTpPONS ANA NOATBEPAKACHHA environments - Part 2: Specifications for testing
NOCTOAHHOTO COOTBETCTBHA THCTOTH BO3AYXa NO and monitoring to prove continued compliance
KOHLICHTPALIMH YaCTHU with ISO 14644-1

IF'OCTPHCO | YncTic NOMEIUEHHS W CBA3AHHAIC C HUMH KOHTPOJIHpYEMbIe ISO 14644-3 Clean rooms and associated controlled

14644-3-2020 | cpensi. YacTe 3. MeToan vonbIranmii environments — Part 3: Test methods

roCT HCO YucToie NoOMeLIeHUA M CBE3aHHLIS C HUMH KOHTPOJIHpYEMBIe ISO 14698-1 Clean Rooms and associated controlied

14698-1-2005 | cpenst. Kowtpons Guosarpasenuii. acts 1. O6imue npurianu environments ~ Biocontamination control — Part
7 METOAR 1: General principals and methods

roct uco YHCcThIe NOMELICHHA U CBA3AHHBIC ¢ HEMH KOHTPOJSIMPYEMbIE -

14698-2-2005 cpeani. Kourpons 6uosarpasaennii. Hacts 2. AHaNK3 NaHHKX O 1S0 14698-2 Clean Rooms and associated controlled

environments — Biocontamination control — Part
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2: Evaluation and interpretation of
biocontamination data

1SO 15223-1

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

21 CFR 801

Food and Drug Administration — Medical
Devices Part 801 labelling

ISO 11135

Sterilization of health care products — Ethylene
oxide -- Part 1: Requirements for development,
validation and routine control of a sterilization

process for medical devices.

1SC 10993-7

Biological evaluation of medical devices — Part
7: Ethylene oxide sterilization residuals

OHo3arps3HEHUAX
FOCTPHCO | Cameonbl, NPUMEHAEMBIC MPH MAPKHPOBAHMH MEAMUMHCKMX
15223-1-2020 H3AeNHif, HA ITHKETKAaX H B CONPOBOANTEIbHON JOKYMCHTAlHH.
Yacts 1. OcHoBHEIE TpeOoBAHHA
21 CFR Yacte | YnpasneHne no KOHTPONIO 38 NPOAYKTAMH H JICKaPCTBAMM -
801 MapxHpoBKka MeAHIMHCKHX u3nenmi Yacrs 801
rOCT ISO Creprimzanys MEHLHHCKOH MPOAYKIMHA. JTHICHOKCHA.
11135-2017 TpeGosauus x paspaboTrke, BANMAALIMH K TEKYLIEMY
YIPABNEHKIO MPOLIECCOM CTEPH/IH3AIHH MEAULHHCKKX H3enil
IroCT ISO Uanenus Meanuunckue. Ouenxa GHonornueckoro aelicremns
10993-7-2016 | meanumHckux w3pennii. Yacts 7. OcraTorHOe coaepixanye
3TWICHOKCHAR NOCNE CTEPHIH3ALHM
rocCTIsO Crepuausauna MeaHUMHCKOH NpoRyKuHK. buonornyeckue
11138-2-2012 uHANKaTophl. YacTs 2. BHonoruyeckne WHAWKATOPHI 1S
CTEPUAMBALIMK OKCHJIOM 3THNIEHa
FOCT1SO Crepunn3aluHa MeAHITHHCKON NPOAYKUMH. PaaHalHoHHas

11137-1-2011

crepunwzama. Yacts 1. TpeGoranus k paspaboTke, BANHAALHH
¥ TEKYIIEMY KOHTPONIO NPOLECCA CTEPHIIHAALINH METHLIBHCKHX
mpenni

ISO 11138-2

Sterilization of heaith care products — Biological
indicator — Part 2: Biological indicators for
Ethylene oxide sterilization processes

roCTISO Crepunnzaiis MeAHUHHCKOH NpoayKumK. PasyauporHan
11137-2-2011 crepunusaiag. Yacts 2. YcraHorneHue crepuinsylowmei 2o3n
FOCTPHCO | Crepunmsamus MEIHUKHCKON npoaykuny. Pagnaunonnan

11137-3-2008

crepwinsanns. Yacts 3. Pykosoactso no sonpocam
LO3UMETPHH

ISO 11137-1

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

ISO 11137-2

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

rocr I1so
11737-1-2012

Crepruimniaung MeFHUMHCKHX W3aenuil. MukpoOuonornyeckue
meroas!. Yacts 1. OueHka nonynsimMu MHKPOOPraHH3MOB Ha

NPOAYKHHH

1SO 11137-3

Sterilization of health care products - Radiation
-- Part 3: Guidance on dosimetric aspects.

1SO 11737-1

Sterilization of medical devices --
Microbiological methods -- Part 1:
Determination of a population of micro-

organisms on products

rocTIso Crepunuiatng MeAHUMHCKHX H3aeAHHi. Mukpobuonornueckue

11737-2-2011 metoasl. Yacrs 2. HenbiTaHug Ha CTEPHABHOCTS, NPOBOAMMBIC
NpH BATHAALIMH NPOLIECCOB CTCPHANUIALNK

I'OCTPHCO | HMmnanrarss Xupypruveckue HeakTHaHbie. Obuie Tpebopanus

14630-2017

IF'OCTPHUCO | HMnaHTaTht XHpypruueckie HeakTHBHbie. MMmnanTaTh ans

21534-2013 3aMeHbl CYCTaBoB. YacTHiie TpeboBaHHA

roCT P HCO HmnnauTatht Xupyprudeckie HeakTusHble, IMnnanTars aas

21535-2020 3aMeHB! CycTaroB. CnelpanbHble TpeGOBAHMA K HMILIAHTATAM

ISO 11737-2

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

UNI EN ISO 14630

Non-active surgical implants - General
requirements
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JUIS IPOTE3NPOBAHMA Ta300eAPEHHUIL CYCTABA 1SO 21534 Non-active surgical implants - Joint replacement
FOCTPHACO | MIMmiaHTaTH AA XMpYPrud. JHIONPOTE3b! TA300€APEHHOIO implants - Particular requirements
7206-1-2005 CYCTaBa HaCTH4HBIC H TOTATbHble. YacTs 1. Knaccudukaumns u UNI EN ISO 21535 | Non-active surgical implants — Joint replacement
obosHauetye pasmepos implants — Specific requirements for hip - joint
FOCTPHUCO | UMnnaHTaTs! AMA XHPYPrUH. JHAOTIPOTE3bl TA300€APEHAOTO replacement implants
7206-2-2013 CYCTaBa YacTH4YHbIE H ToTaNbHbie. YacTs 2. CycraBHbie SO 7206-1 Tmplants for surgery — Partial and total hip joint
NOBEPXHOCTH, H3TOTOBIEHHbIE H3 METALIHYECKHX, heses — Part 1+ Classification and
IroCT P HCO m;xmﬁumsxo?pﬁ::; TazobeapeHHoro designation of dimension.
72064-2012 | cycrasa sacTHuHMe n ToTanGHBIe, YacTs 4, OnpenencHe IS0 7206-2 Implants for surgery — Partial and total hip joint
MPO4HOCTH M IKCTUTYaTALIMOKHBIX KAYECTB GepeHHbX prostheses — Part 2: Articulating surfaces made
KOMITOHEHTOB ¢ HOMKOM of metallic, ceramic and plastics materials.
TOCTPHCO | HMmnanTarsi A8 XMpypriu. SHAONPOTEIH TasobeapeHHOTO ISO 72064 Implants for surgery — Partial and total hip joint
7206-6-2012 CyCTaBa HACTHYHbIE H ToTanbHble. YacTs 6. Onpenenehue prostheses — Part 4: Determination of endurance
MPOYHOCTHHIX CBOHCTB 06N1ACTA WeliKH K ronoBKH GeApeHHMX properties of stemmed femoral component.
KOMIMOHEHTOB 1SO 7206-6 Implants for surgery — Partial and total hip joint
FOCTPHCO | HMmnaHTaTsl AN XHPYPrHH. DHAONIPOTE3H Ta300eAPEHHONr0 prostheses — Part 6: Determination of endurance
7206-10-2005 CyCTasa 4acTHUHbie N ToTansHbE, YacTs 10.0npenenchHune properties of head and neck region of stemmed
crg:llmmenm CTATHYECKOM Harpy3Kke MOAY/IbHBIX OcIpeHHBIX femoral component
FOCTPUCO | UmnnaxTarnl Ana Xupyprisn. U3HOC TOTANBHBIX 3HAONPOTE30B IS0 14242-1 Implants for surgefy - w‘.m °f‘°‘?’ hip-joint
14242-1-2020 | Tasofeapertoro cycrasa. Yacts 1. TlapaMerpnl HarpysxeHus U prostheses - Part I: Loadmg and ¢!1splacement
NepeMellieHHs U1 HCTBITATETEHAIX MALIHH H YCAOBHA parameters for wear-testing machines and
OKpy*KalolieH CPEas! MPH HCMBITAHHK corresponding environmental conditions for test
TOCTPUCO | MmmuiaHTaTs! ans Xupyprii. MBHOC TOTANBHBIX IHAONPOTEIOR FDA Guidance nr. Class II Special Controls Guidance Document:
14242-2-2020 | TasoGeapennoro cycrasa. Yacts 2. MeTonn! HamepenHii 1328 Hip Joint Metal/Polymer Constrained Cemented
FDA Guidance | PykoBOACTBO MO COELHANSHOMY KOHTpo/O knacca II: or Uncemented Prosthesis; Guidance for
nr. 1328 MertatononuMepHsii Hwin 6ecuemeHTHLIN NpoTes Industry and FDA
;.”f’,;‘:,’,‘,,",,";‘,’,’,‘,’;ﬁ;’ DA | HHACHIIMY, PYKOROACTRO MM | | ['FDA Guidance nr. | Guidance for Industry and FDA Staff - Non-
FDA Guidance | PykOBOACTBO ANA NPOMBIILICHHOCTH ¥ COTPYAHHKOB FDA - 1647 clinical Information for Femoral Stem
nr. 1647 HEKNHHHYECKan HHPOPMALMA VIS NPOTE30B GEAPEHHOrO Prostheses
CTepIKHEBBIX — —
IYAKUSHOKU Pemuemu"n 11O YTBEPIKACHHIO [IPOTE30B mosenpem{ oro IYqA.KUS.HOKUKl Appl'oval Guidelines for Prosthetic Hlp lmplant
KI Notification | nmmianrara Notification No.
No. 0306001 0306001
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YAKUSHOKU | Obpaiuenue ¢ JOKyMERTaAMH O Pe3yJIbTATaX KIHHMICCKHX YAKUSHOKUHAT | Handling of the document about the clinical
HATSU HCCIeNoBaHMH, KOTOphIE NPUNATAIOTCA K 384BKe HA "INOHHH" SU Notification No. | study results that is attached on the shonin
Notification No. | (ono0penne) 14 opToneH4eckHX HMILIAHTATOB 100800 (approval) application for orthopaedic implant
100800 products
ASTM F2503- | CranpapTHas npaxTHka MAPKHPOBKM MEAMIMHCKHX H3ACTHHA 1 ASTM F2503-13 Standard Practice for Marking Medical Devices
13 ApyrUx npeaMeToR Ana ofecneyeHus 6€30nacHoCTH B and Other Items for Safety in the Magnetic
MAaTHHTHO-Pe30HaHCHOH cpeae Resonance Environment
ASTM F2052 CTaHaapTHH METO/, HCNLITAHAA VI8 HIMEPSHHEA MArHUTHO- ASTM F2052 Standard test method for measurement of
RHAYIHPOBAHHOM CHIIB CMEIIEHHS HA MEIMIIHHCKHX magnetically induced displacement force on
YCTPOHCTBAX B Cpeie MArHHTHOTO PE30HAHCA medical devices in the magnetic resonance
F2182 CrasaapTHiil METOJ HCNBITAHHA QNS HIMEPEeHHA environment
MHAYLIMPOBAHHOTO PaJHOMACTOTOH HarpeBa Ha NACCHBHLIX F2182 Standard test method for measurement of radio
MMINAHTaTaX WY BONU3H HHX BO BpEeMS MarHUTHO- frequency induced heating on or near passive
pe3oHaHCHOM ToMorpadun implants during magnetic resonance imaging
F2213-06 CraHaapTHBIA METOA HCIILITAHKI A4 HIMEPEHHA MATHHTHO- F2213-06 Standard test method for measurement of
HHIYUADPOBRHHOIO KPYTALUETO MOMENTA HA MEHUHHCKHX magnetically induced torque on medical devices
R ol Ut b e e cviomen
Sy Sty e il M,‘.",’.‘Z,@m pyprIMCOKIX ASTM F1580 Standard Specification for Titanium and
AMILIAHTATOB Emt;emn}é Almninium-:s\faqacg:ull:m ﬁ:log
owders for Coatings o
ASTM F732 Crannapribiii METOA HCTILITAHHA HR H3HOC MOTHMEPHBIX ASTM FI32 Standard Test Meth%fi Tor Wurﬂ;ar Testing of

MaTepHaNoB, HCMOMb3YEMbIX B NPOTe3ax 0biero cycrasa

Polymeric Materials Used in Total Joint
Prostheses.
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13. TPEBOBAHMS BE301]ACHOCTH’

IPOEKTHBHOCTH MH
13.1. IIpeaynpexaenns

¥Ycnex onepaluH 3aBHCHT OT COOMONCHHA MpPEMOCTABICHHOHA onepaTUBHON
Tpoueaypsl H MPABHILHOTO HCMOAL30BAHNS MPEAOCTARIAEMBIX HHCTPYMEHTOB,
cmenManbHO paspafoTaHHBIX JUIA  JBHHOTO THOA HEMIUanTaToB. Jlus

NOATBEPXACHHA BuiGopa pasMepoB M NpPOREPKH PYHKIHOHANLHOCTH CYCTaBa
Heo0XOAHMO RCIIONE30BaTh HCHTATENbHOE 000pYAOBAHHE.

TMomaaTHICHOBLIE UMIIIAHTATH NIEPEX ONEpaNNleii CACAYET XPAHATL HE MCHEe 3
uacos npa Temneparype 20°C (+/- 3°C). 3anpemaeTca NOBTOpHas
HMIUIAHTAIHA KOMIIOHEHTOB KOJICHHOTO mpoTesa. B TO BpeMs Kak MMNAHTAT
MOXKET Ka3arbCAd HEMOBPCKACHHEIM, MOTYT BO3HHKHYTh MMKPOCKOIHYECKHE
nedexTH WM aedopManiy, KOTOPhIE NPUBEAYT K HEHCIPABHOCTH HMIUTAHTATA.
Ha sTuxeTke MOTYT OBITH YKa3aHE! HEKOTOPHIC OIPAHHYMCHMA, XHPYPT ACIKEH
HPHHATH 3TY HHYOPMAIMIO BO BREMAaHKE Niepe/l MMILIaHTaIMe .

Creayione YCIOBAA MOTYT BBI3BaTh YPE3MEPHYIO HAMPY3KY HA NMOPAKEHHYIO
KOHEYHOCTh, TOABEPras MALHECHTA GONbILEMY PHCKY:

Oxupenne WK W30OHNTOYHHIA BeC

Pyunaa paGota

HnTeHcHBEas CIOPTHBHAS ACATENLHOCTD

Bricokmii ypoBeHb AKTHBHOCTH

BepoaTHOCTb TafeHHSA

AJNKOrOMH3M HTH HAPKOMaHHS

Hpyrae NpemATCTBHA, KOTOPHE MOIYT MOCTABHTh MOJ YIPO3y HCXOX
olnepauyH

Crenyloimye ycnoBHS 3aTpyAHAIOT PHUKCAKIO NPOTE3a KONCHHOTO CYCTaBA:

[Iporpeccrpyiommil OCTEONOPO3 WIH HEAOCTATOK KOCTHOH TKAHH
e MeraGonuyeckue HapyLICHHS WM CHCTEMHOE MEAHKAMEHTO3HOE JICUCHAS,
NPHBOAZIIHE K IOCTENMEHHON mnoTepe KOCTHOM NOAXCPAKKH NpoTesa

13. MD SAFETY AND EFFECTIVENESS
REQUIREMENTS
13.1. Warnings

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

Polyethylene implants should be stored for at least 3 hours at 20°C
(+/- 3 °C) before the operation. The components of a 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, may cause
abnormal loading of the affected limb, exposing the

patient to greater risk of a knee arthroplasty failure:

Obesity or excessive weight of the patient

Hard manual work

Intense sporting activity

High level of activity

Probability of falling

Other handicaps which could compromise the outcome of the
operation.

The following conditions, individually or together, will make

fixation of the implants challenging:

® Advanced osteoporosis or insufficient bone stock

¢ Metabolic disorders or systemic medications leading to gradual
loss of bone support for the prosthesis (e.g.
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(manpumep, caxapHbii auaber, JeYeHHE CTEPOHAAME H T.1.)
PaccesHHAs HIM MECTHAd HH(eKIUd B aHAMHE3e

AJIH YCTAHOBKE MPOTE3a

Onyxo/a ONOPHBIX KOCTHLIX CTPYKTYP

Anniepravecke peakiii Ha MaTepHaihbl IPOTe3a WK NEMEHT
TkanReBas peakuuA Ha KOPPO3HIO HMIUIAHTATA HIH €0 H3HOC.
AJIKOTOJIbHAg WIH HAPXOTHYECKas 3aBUCHMOCTD.
OYHKIHOHALHAY HEIPHIOAHOCTE APYTHX CYCTABOB.

3HaukTeNbHKE AeOpPMAnAH, NPENATCTBYIONME NpaBHIbHOH dukcamnny | o

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

History of disseminated systemic or local infection

Significant deformities preventing correct fixation or placement
of the prosthesis

Bone tumors in the limb to be operated

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

Functional incapacity of the other joints.

13.2. 3agBaeHHe oTHOCHTeALHO MPT

UMmiantathl koMnannm Mexakra He OBUIM HpOTECTHPOBAHBI HA HArpeB,
ABHKCHAC WM ONIPCACHCHRES XapaKTCPHCTHK YCIOBHOTO CTaTyca B cpene
MarHWTHOTO pe3oHaHca. besomacHocTh HMmnamratoB B cpeae MPT
HEH3BECTHA, H CKAHHPOBAHWE MAIMEHTOB, Y KOTOPHIX YCTAHOBJICH WMIUIAHTAT,
MOXET NPHBECTH K TPaBMaM.

o
®
®
o Alcoholism or drug addiction
L
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.

14. ”HOOPMAIIHA O JEKAPCTBEHHBIX ITPEITAPATAX
H (WIH) PAPMAILIEBTHYECKUX CYBCTAHIIMSX B
COCTABE MU

He npuMernmMo

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

Non-applicable

15. OIINCAHHUE METOJA CTEPHIM3AIIMHA
INpoxykums nocraBmsercs B cTepwibHoM Buae. Crepwmsauus ¢
HCTOJNb30BAHHEM ITHICHOKCHAA HIIH PaTHAlHA.

TIpouecc cTepHAA3aLAE IPUTOACH IS CTEPHIH3AIMH KOMIOHEHTOB Ha YPOBHE
rapaHTHpoBaRHO# cTepwisHOCTH 10-6 (SAL). Banuzauua Osina nposeaesa B
coorBercTBHH co craHmaproM EN ISO 11135:2014 c ucnomb3oBaHHEM
«KOHCEpBATHBHOTO ONpEAENEHHS CMEPTHOCTH B IPOLECCE CTEPWIA3ALMH —
#30BITOYHOrO NOJXO0HAN.

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. BAJIMJAIINA TIPOLIECCA YNIAKOBHLIBAHHA (ECJIM MH

16. PACKAGING PROCESS VALIDATION (IF MD IS
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NOCTABJSIETCA B CTEPHJILHOM BHAE, SUPPLIED STERILE)

CrepunsHad YNaKoBKa BaNTAJMpPOBAHA HA COXpaHCHHe Oe€30macHOCTH H ‘Sterile packaging is validated to preserve the safety and sterility of
crepwisHocTH MW npu  TpaEcmopTHpOBKE H XpaHermHE a0 KoHna | MD during transportation and storage until the expiration date.
YCTaHOBJICHHOTO CpOKa I'OJHOCTH.
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17. AH®OPMAIINA O NPOIECCE NPOEKTHPOBAHNS,
PA3PABOTKE H BAAIWJAIIUHM TPOTPAMMHOI'O
OBECIIEMEHHSA, HCITOJIB3YEMOI'O B MH

He npuMennmo

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

Non-applicable

18. TPEBOBAHHS K TEXHHYECKOMY
OBCJIYXHBAHUIO H PEMOHTY MH

He npuMenumMo

18. REQUIREMENTS FOR TECHNICAL SUPPORT
AND REPAIR OF MD

Not applicable

19. HHOOPMAIIUA OF YJAJEHHH H H3BAEYEHHH
HMILUIAHTATOB

Cucrema ynaneHus damex Medacta Obuia paspaborama g obnerdenus
YIOANCHUS XOpowWo (GHKCHPOBAHHBIX BEPTIYXKHBIX HMIUIAHTATOB BO BpeMA
PEBH3HOHHKIX Onepauuii ¢ MUHMMaTLHOH oTepeli KOCTH.

Ota cucTeMa ObUla crienManbHO paspaboTaHa WA NEPEAHEro XHPYPrudeckoro
noaxona (B 9acTHOCTH, AMIS), Ho MoxeT GLITh HCTIONL30BARA M NPH IPYTAX
nOAXOAax.

TpeOyerca onpeacnuTe BHCIOHHE HAHAMETP YAQIACMOH YalIKH H JHAMETP
ronoBk Geapensodt koctd. Ilocme 2Toro HyXHO BHIOpaTh Ne3BHe
COOTBETCTBYIOINETO pasMepa H NpobHYIO FTONORKY.

Jlna suiGopa ne3sus - Gonee KOPOTKHE H KECTKHE JIe3BHS (C MAPKHPOBKOH S -
short) MOXXHO HCIIOME30BATH [/ pa3pe3a BOKPYT BepxHero oboixa YalikH, rae
KocTh Oonee nnmotHas. Bonee [uHHBLIE B TOHKHE Je3BHA (C MapkupoBkoii L -
long) MoxHO Mcmonb3oBaTe i Gonee riybokoro paspe3a BOKpYT Kymonia
YallIKH.

19. INFORMATION ABOUT IMPLANT REMOVAL
AND EXTRACTION

Medacta’s Cup Removal System has been developed to aid the
removal of well fixed acetabular implants during revision surgeries
with minimal bone loss.

This system was specifically designed for the anterior approach (in
particular the AMIS), but can also be utilized with other approaches.
Determine the outside diameters of the cup to be removed and the
femoral head diameter used. Now select the appropriate sized blade
and trial head.

To select the blade - the shorter and stiffer blades (marked S - short)
can be used to cut around the top rim of the cup where the bone is
more dense. The longer and thinner blades (marked L - long) can be
used for a deeper cut around the dome of the cup.
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20. YCNOBUA TPAHCIOPTPOBKI NN XPAHEHNA 20. CONDITIONS OF TRANSPORTATION AND

STORAGE

YNakoBKMN [AO/MKHbI XPaHWUTbCA B MPOXTagHOM, CyxXOM MecTe, BAan OT

CO/THEYHOr' O CBETa. The packages must be stored in a cool, dry place, away from
sunlight.

Tabnmua 4. Ycnosus TpaHCNOPTUPOBKMK:
Table 4. Transportation conditions:

HarmeHoBaHue [unana3oH Designation Range

Temnepatypa Ot -29 °C po +60 °C 50 © o

OTHOCKTENbHAA BNAXXHOCTb OT130 % po 85 % ;e:np_erathure idi 3209(yC t08+60;) ¢

ATMOChepHOe JaBneHune HeT cneupnanbHbIX TpeboBaHMi elative umt Ity ° to_ > % -
Barometric pressure No special conditions

Ta67MUa 5. YCIOBIS XpaHEHMS: Table 5. Storage conditions:

y Designation Range
TaMMeHOBaHme g,l/laggic;-l +60 °C Temperature -29 °C to +60 °C
emnepatypa T - [0 . -
Relative humidity 30 % to 85 %
OTHOCUTE/NIHER B/IBKHOCTL Ot30 % po 85 % . Barometric pressure No special conditions
ATMOC(epHOe faBneHune HeT cneumanbHbIX TpeboBaHWi
21. NOPAAOK N YCNOBUA YTUJTN3ALNN NN 21. MD DISPOSAL RULES AND CONDITIONS

YHNYTOXEHWA M n
The product belongs to class B of the classification of medical waste.

M3genve otHocuTcs K Knaccy b B cooTBeTcTBUM ¢ Knaccudmkaumeri After last use the product and its package must be disposed of in
MeAULIMHCKMX 0TX0A0B. locne mocnefHero Mcnonb3osaHus usgenve u ero accordance with documented procedures for manufacturer and state

yNakoBKy HeobxoAnmo YTUNN3MpPOBaTb B cooTBeTCTBMM ¢ requirements.
[IOKYMEHTMPOBaHHbIMU npoweaypammu ans NPoOu3BOANTENS n Uncontaminated packaging is recycled as household waste.

roCcyapCTBEHHLIMU TPEOOBAHUAMM.
HesarpsisHeHHast ynakoBKa nepepadaTbiBaeTcst Kak ObITOBblE OTXOAbI.

22. TAPAHTUA N PEKJTAMALINA 22. WARRANTY

Mpown3ssoauTeNb NOATBEPXAAET CObMOAEHNE BCex 06s3aTe/bHbIX NoKaibHbIX  Manufacturer confirms the compliance with all mandatory local
TpeboBaHWii K U3[ENNI0 W rapaHTUNHLIM 06s3aTeNnbCTBaM. 3TO BK/OYaeT, HO product liability and warranty obligations. This includes but is not
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HE OrpaHWYHBAETCH, YCTAHOBICHHYIO OTBETCTBEHHOCTh H TapaHTHHHLIE
063aTeNBCTRBA B COOTBETCTBHH C 3aKOHOAATENICTBOM 00 OTBETCTBEHHOCTH 33
Ka4ecTBO H3ACIHM, MPUMEHHMOM Ha JOKATEHOM YPOBHE.

L{enecooOpasHOCTE HCNONB30BAHMA JAHHOTO MEAMUMHCKOIO H3JCNAS 1A
KakoH-100 KOHKPEeTHOH XAPYPrHYCCKOH NpoucAypH AOMKHA OUPEREIATHCH
NONB30BATE/IEM B COOTBETCTBHH € MHCTPYKUMAMH IO 3KCILTyaralu
NPOH3BOANTENS.

limited to the mandatory liability and warranty obligations under the
product liability act applicable at local level.

Suitability for use of this medical device for any particular surgical
procedure should be determined by the user in conformance with the
manufacturer’s instructions for use.
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23. HAUMEHOBAHHE H IOPHJIHME nHH AJIPEC
IMPOA3IBOAATESA MH H YITIOTHOMOYEHHOI'O
ITPEACTABHTEJIS TPON3BOANTEJISI B POCCHHA

PA3ZPABOTYHK:
Medacta International S.A. (Menaxra Wnrepuaunonan C.A.)

NPOH3BOAUTED:
Medacta International S.A. (Meaaxra Muteprnaumnonan C.A.)

MECTO IMPOH3BOACTBA:
Ynuuna Pernna

CH-6874 Kacrens C. ITserpo
LIseituapus

Buna Anna Pocca
CH-6862 Panxkate
[Ipefinapus

YNOJHOMOYEHHOM NPEACTABHUTEJDL [TPOU3BOAHTEJIA B
POCCHA:

ObmecTBo ¢ OrpaHUueHHON OTBETCTBEHHOCTHIO «CHeAaM3APOBAHABIN LICHTP
mMezmuuBECKEX mpoektoB (000 «CLIMII»)

115114, r. Mockea, BH. Tep. I'. MyHALANABHBIA OKpYT JlaHANOBCKHIA,
HepOenesckan nabepexna, 4. 7. ¢. 16, mom. 4

+7495181 7505

https://regmt.ru/

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

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

PLACE OF PRODUCTION:
Strada Regina

CH-6874 Castel San Pietro
Switzerland

Via Alla Rossa
CH-6862 Rancate
Switzerland

AUTHORIZED REPRESENTATIVE
MANUFACTURER IN RUSSIA:

LLC SPECIALIZED CENTER FOR MEDICAL PROJECTS
Limited Liability Company "Specialized Center for Perspective
Projects”" (LLC "STsMP")

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

+7495 1817505

https://regmt.ru/

OF THE
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IPHJIOXKEHHE / ATTACHMENT

Texamueckue xapaxrepuctaxs MH / Technical characteristics of MD
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Nasepuian Norornn (H=3 mas)
—--- 8 HaceusX papxmposxa:

Homep mopes (H=2.5 wm)
Homep naptin (H=2.5 mm)
Pasmep (H=2.5 M}

v ]
F
3:2 3:2

Puc.1 Umnnaurtarst Apricot Yamka uemenTtras ¢ wockuM kpaeM HC PE anamerpom 28 / #40, 8Yamka uementras ¢ mwiockum kpaem HC PE anamerpom 28 /
#42, Yamka neMenthas ¢ naockuM kpaeM HC PE quamerpom 28 / #44, Yamka nementHad ¢ nnockuM kpaeM HC PE quamerpom 28 / #46, Yanika ieMeHTHASA ¢
mnockuM kpaeM HC PE muamerpom 28 / #48, Yamka nemenTras ¢ miockuM kpaeM HC PE nnamerpom 28 / #50, Uamnka nemenTHad ¢ nnockuM kpaeM HC PE
anamerpom 28 / #52, Yamka nemeHTHas ¢ iockHM kpaeM HC PE mamerpom 28 / #54, Yamxa nemenTHan ¢ nnockuM kpacM HC PE muamerpom 28 / #56, Yamka
ueMeHTHadA ¢ MockaM KpaeM HC PE muamerpom 28 / #58, Yamka uemenTHas ¢ nnockam kpaeM HC PE auamerpom 28 / #60, Yamka HeMeHTHAS ¢ MIOCKHM
kpaem HC PE muamerpom 28 / #62, Yamxka nementHad ¢ naockaM kpaed HC PE suamerpom 28 / #64, Yamka uementras ¢ miockuM xpaeM HC PE auamerpom
32/ #44, Yamka nemenTHas ¢ wiockuM kpaeM HC PE anametpom 32 / #46, Yamka neMenTHad ¢ nmnockuM kpaeM HC PE mmamertpom 32 / #48, Yawka uemenTHas
¢ wiockaM kpaeM HC PE mnamerpom 32 / #50, Yamka nemenTrax ¢ mwiockuM kpaeM HC PE auamerpom 32 / #52, Yamka uemenTHas ¢ miockaM kpaem HC PE
anamerpoM 32 / #54, Yamka nemenTHas ¢ nnockuM kpaeM HC PE muamerpoM 32 / #56, Yamka nementHas ¢ iockuM kpaeM HC PE muamerpom 32 / #58, Yamika
neMeHTHas ¢ nnockaM kpaeM HC PE auametpom 32 / #60, Yamxa nementran ¢ wiockam kpaem HC PE auaMetpom 32 / #52, Yamka neMeHTHAd ¢ MIIOCKHM
kpacM HC PE maamerpon 32 / #64, Uamka nemerTras ¢ mwiockaM kpaeM HC PE maamerpom 36 / #48, Yamka nementras ¢ miockum kpaem HC PE anamerpom
36 / #50, Yamka nemenTHad ¢ wiockuM kpaeM HC PE muamerpom 36 / #52, Yamxka nemenTHas ¢ ninockam kpaeM HC PE mnamerpom 36 / #54, Yaumka neMeHTHAs
¢ wiockuM kpaeM HC PE nuamerpom 36 / #56, Yamka nementHas ¢ wiockuM xpaeM HC PE nuamerpom 36 / #58, Yamka uementnas ¢ mockuM kpaecM HC PE
araMetpoM 36 / #60, Yamka nemenTHad ¢ miockuM kpaeM HC PE puamerpoM 36 / #62, Yamka nemenTnan ¢ wiockam kpaem HC PE quamerpom 36 / #64

Fig.1 Implants Apricot Flat edge full High-Cross PE cemented cup o 28 / #40, Flat edge full High-Cross PE cemented cup & 28 / #42, Flat edge full High-Cross
PE cemented cup & 28 / #44, Flat edge full High-Cross PE cemented cup o 28 / #46, Flat edge full High-Cross PE cemented cup & 28 / #48

Flat edge full High-Cross PE cemented cup ¢ 28 / #50, Flat edge full High-Cross PE cemented cup o 28 / #52, Flat edge full High-Cross PE cemented cup ¢ 28 /
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#54, Flat edge full High-Cross PE cemented cup & 28 / #56, Flat edge full High-Cross PE cemented cup & 28 / #58, Flat edge full High-Cross PE cemented cup &
28 / #60, Flat edge full High-Cross PE cemented cup o 28 / #62, Flat edge full High-Cross PE cemented cup & 28 / #64, Flat edge full High-Cross PE cemented
cup & 32 / #44, Flat edge full High-Cross PE cemented cup o 32 / #46, Flat edge full High-Cross PE cemented cup o 32 / #48, Flat edge full High-Cross PE
cemented cup @ 32 / #50, Flat edge full High-Cross PE cemented cup ¢ 32 / #52, Flat edge full High-Cross PE cemented cup o 32 / #54, Flat edge full High-Cross
PE cemented cup & 32 / #56, Flat edge full High-Cross PE cemented cup & 32 / #58, Flat edge full High-Cross PE cemented cup & 32 / #60, Flat edge full High-
Cross PE cemented cup @ 32 / #52, Flat edge full High-Cross PE cemented cup o 32 / #64, Flat edge full High-Cross PE cemented cup o 36 / #48, Flat edge full
High-Cross PE cemented cup 2 36 / #50, Flat edge full High-Cross PE cemented cup & 36 / #52, Flat edge full High-Cross PE cemented cup o 36 / #54, Flat edge
full High-Cross PE cemented cup @ 36 / #56, Flat edge full High-Cross PE cemented cup o 36 / #58, Flat edge full High-Cross PE cemented cup & 36 / #60, Flat
edge full High-Cross PE cemented cup @ 36 / #62, Flat edge full High-Cross PE cemented cup o 36 / #64

Pasmepki, 3anacannse wadpamu Ha Puc.] sBismoTtes oOumMaE uis Beex maaeauit 8 Tabnume 1.
The dimensions written in numbers in Fig.1 are common to all the products in Table 1.

Tabmuuia 1. Texanueckne xapaxkrepucTHky / Table 1. Technical characteristics

Haumenosanne | TexHHUCCKHME XapaKTEPHCTHKH H3JCITHA
U3NEITHA

Name of MD Technical characteristics of MD

Uamka JlHaMeTp BHYTpeHHel uacTH nMmTanTata D1 ¢ nomyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 28*%%19)
neMeHTHad ¢ | JlnameTp pHenmelt uactu uMmtanTaTa D2 ¢ nomyckamm (MM) / Outer part diameter D2 of the implant with tolerances (mm): 40+0.2
IUIOCKUM Juamerp umnnantata D3 ¢ nonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 36+0.1

kpaeM HC PE | Inametp umnnanTara D4 ¢ ponyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 39.9+0.2

muametpoM 28 | Tuamerp nmnnanTara D5 ¢ nonyckamn (MM) / Diameter D5 of the implant with tolerances (mm): 11+0.2

! #40 JlnameTp na3a A/IA BCTABKH PEHTTEHOKOHTPACTHOM npopoiokk D6 ¢ nomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1

Flat edge full | I'ny6uka na3a J1a BCTABKE peHTreHOKOHTpacTHOM nposonoku L ¢ aomyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.2%s

cemented cup | Yron naknona kpas umnnantara © ¢ zonyckamu (°) / Angle of edge inclination ® of the implant with tolerances (°): 10+1

228 / #40 Buicora mmnnantata H1 ¢ aomyckamu (MM) / Height H1 of the implant with tolerances (mm): 22+0.2

Bricora uMnnantara H2 ¢ nonmyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1

Bricota nmmiautata H3 ¢ nomyckamu (M) / Height H3 of the implant with tolerances (mm):6.40+0.25

Bricota mmMmnianTara H4 ¢ nomyckamu (MM) / Height H4 of the implant with tolerances (mm): 510.1

].Lllzgrima 1a3a PeHTTEHOKOHTPACTHOM IPOBOJIOKH A ¢ aoryckamu (Mm) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
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LllepoxoBarocTs Ra aMnianTara ¢ Avuyckamn (MkM) / Roughness Ra of the implant with tolerances (um); <2
Macca MmianTarTa ¢ aonyckamu (r) / Mass of the implant with tolerances (g): 15+1.5
Yamka Jlnametp BHYTpeHHEH YacT# uMnnanTata D1 ¢ nomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 289349
ueMeHTHad ¢ | JluaMerp BHemHel yactu uMiutanTara D2 ¢ nonyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 42+£0.2
IJIOCKHM Jnametp nmnnantaTa D3 ¢ gonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 38+0.1
kpaeM HC PE | uamerp amnnanTara D4 ¢ aomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 41.9+0.2
JuameTpoM 28 | NTuaMetp umniantara D5 ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 11+0.2
/ #42 JlnaMeTp na3a A4 BCTABKH PeHTTEeHOKOHTpacTHoi mpososoku D6 ¢ noryckamn (MuM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | [my6mia nasa 2% BCTABKHM peHTreHOKOHTpacTHO#M mpoeonokH L ¢ aomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%s
cemented cup | Vron HaknoHa Kpad HMIUIanTaTa © ¢ nonyckami (%) / Angle of edge inclination @ of the implant with tolerances (°): 10+1
28 /#42 Bricora ummnanTara H1 ¢ gonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 22.50+0.2
Bricota uMmnanTara H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricota emMmnanTata H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 6.90+0.25
Bricota uMnnautara H4 ¢ nomyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
Illu*grima na3a PeHTTeHOKOHTPACTHOH MPOBONIOKK A ¢ somyckami (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
Illepoxosarocts Ra mMnnanTara ¢ aomyckame (MxM) / Roughness Ra of the implant with tolerances (pm): <2
Macca aMnnianTaTa ¢ aonyckami (r) / Mass of the implant with tolerances (g): 17£1.7
Yamka JluameTp BHyTpeHEeii uacT mvmnanTara D1 ¢ nomyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 28*93,
ueMeHTHaA ¢ | Jnamerp sHemnel gactn mvnnanTtata D2 ¢ nomyckamme (MM) / Outer part diameter D2 of the implant with tolerances (mm): 44+0.2
ILIOCKHM Anamerp ummnautara D3 ¢ aonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 40+0.1
kpaeM HC PE | Jluamerp ammnantara D4 ¢ nomyckamu (M) / Diameter D4 of the implant with tolerances (mm); 44+0.2
AuaMerpoM 28 | dnametp umnnanrata DS ¢ aonyckamu (Mm) / Diameter DS of the implant with tolerances (mm); 11+0.2
/ #44 JlnameTp masa n1g BCTABKH PEHTREHOKOHTpacTHOH nporonioku D6 ¢ nomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | I'myGuma nasa ane BCTABKA peHTTeHOKOHTpAcTHOH npoBonoku L ¢ nomyckamn (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6.9
cemented cup | Yron HaKkIOHa Kpas MMIUTaHTaTa © ¢ nonyckam (°) / Angle of edge inclination © of the implant with tolerances (°): 10+1
228 /#44 Bricora ummnantara H1 ¢ aonyckamu (MM) / Height H1 of the implant with tolerances (mm): 23+0.2
Beicora amMmnantara H2 ¢ nomyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricota uMmnantara H3 ¢ monyckame (MM) / Height H3 of the implant with tolerances (mm): 7.40
Bricota ummiantara H4 ¢ nonyckamu (mM) / Height H4 of the implant with tolerances (mm): 540.1
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[IluprHa nasza peHTTEHOKORTPACTHOH MpoBoJIoKH A ¢ nomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8*%

Illepoxoearocts Ra aMmnanTara ¢ aonyckamy (Mxm) / Roughness Ra of the implant with tolerances (pm): <2

Macca uMnnanTaTa ¢ gonyckam (r) / Mass of the implant with tolerances (g): 19+1.9

Yamnka JmameTp BHyTpenReii yactu mmiuianTata D1 ¢ gomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 2803,
neMeHTHaA ¢ | JlmameTp BHCIHEH yacTH AMIAauTaTa D2 ¢ nomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 46+0.2
IUIOCKUM Juametp umnnantara D3 ¢ gomyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 42+0.1
kpaem HC PE | [luametp umMiutanTata D4 ¢ nomyckamn (M) / Diameter D4 of the implant with tolerances (mm): 460.2
auametpoM 28 | Ouamerp ummuiantara DS ¢ aomyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 11+0.2
! #46 JluameTp naza ANA BCTABKM PEHTTEHOKORTPAcTHOH nposoniokH D6 ¢ nomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | I'my6uEa naza An4 BCTABKH PEHTTEHOKOHTPACTHO#H mpoBoiokk L ¢ aomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6%
cemented cup | Yron Haknona kpas ummianTata © ¢ momyckamn (°) / Angle of edge inclination © of the implant with tolerances (°): 101
@28/ #46 Bricota mmMntanTaTa H1 ¢ fomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 23.5+0.2
Bricota ummantata H2 ¢ zomyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5£0.1
Bricota uMmianTara H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 7.90+£0.25
Bricora mMnnanTata H4 ¢ gonmyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
lllngllma 1233 PEHTTEHOKOHTPACTHOH HpoBOACKH A ¢ nomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8"%%
IllepoxoeatocTs Ra uMruianTata ¢ nonyckamu (MkM) / Roughness Ra of the implant with tolerances (pm): <2
Macca aMmianTaTa ¢ aonyckamy (r) / Mass of the implant with tolerances (g): 21+2.1
Yamxka JuameTp BHYTpeHHelH yacTh mMmiantara D1 ¢ zomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 2803,
meMeHTRaA ¢ | Jnametp sHemueli yacTh aMnnantara D2 ¢ aomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 48+0,2
JIOCKHM Hunamerp umnnanrara D3 ¢ ponyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 44+0.1
kpaem HC PE | Jluamerp amnnantara D4 ¢ aomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 47.9+0.2
nuamerpom 28 | uamerp nMnnnantata DS ¢ nomyckamu (MM) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #48 JluaMeTp nasa IS BCTABKHM PeHTTEHOKOHTpacTHON npoBoioku D6 ¢ nomyckamu (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | I'my6usa nasa 419 BCTABKA PEHTreHOKOHTPACTHO#H HPoBONOKH L ¢ aomyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%s
cemented cup | Yron aknoHa Kpas HMniakTata @ ¢ nonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 101
@28 /#48 Bricora uunnantara H1 ¢ gomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 24+0.2

Bricora Mmmantata H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
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Bricora umMnnanTtara H3 ¢ nomyckamn (vM) / Height H3 of the implant with tolerances (imm): 8.40+0.25

Bricora amMiutantata H4 ¢ gonyckamu (mM) / Height H4 of the implant with tolerances (mm): 5+0.1

]]stzgmia na3a peHTTEHOKOHTpacTHOH npoBonoku A ¢ nomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0. .1 0

IllepoxoBaTocts Ra mMnnanTara ¢ aomyckamu (MxM) / Roughness Ra of the implant with tolerances (pm): <2

Macca umntanTara ¢ gonyckams (r) / Mass of the implant with tolerances (g): 2342.3

Yamxa JlnameTp BHYTpeHHe# gacTH ummianTata D1 ¢ gomyckamn (MM) / Inner part diameter D1 of the implant with tolerances (mm): 289>,
nemenTHad ¢ | Jluametp BHemHe# gacTh umMiuiaaTara D2 ¢ aomyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 50+0.2
IUIOCKHM Juametp ummianrara D3 ¢ nomyckamu (Mm) / Diameter D3 of the implant with tolerances (mmy): 46+0.1
kpaeM HC PE | [imametp nmiutanrara D4 ¢ nomyckamu (Mm) / Diameter D4 of the implant with tolerances (mmy): 49.7+0.2
nuameTpoM 28 | Jmamerp ummnanrara DS ¢ nomyckamu (mMm) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #50 Juametp nasa Ui BCTaBKW PEHTICHOKOHTpacTHOM mpoeosiokn D6 ¢ porryckamu (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances {mm); 1+0.1
Flat edge full | 'ny6uEa naza Ans BCTABKA PEHTTEHOKOHTPAcTHOH npoBonoku L ¢ nomyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.8%s
cemented cup | Yron RaknoHa xpas EMIUIaRTaTa © ¢ aonmyckamu (°) / Angle of edge inclination @ of the implant with tolerances (°): 1041
28/ #50 Bricotra ummantata H1 ¢ somyckamu (Mm) / Height H1 of the implant with tolerances (mm): 24.5+0.2
Bricora mmnnantara H2 ¢ gomyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora uMnnanTara H3 ¢ gomyckamm (MM) / Height H3 of the implant with tolerances (mm): 8.90+0.25
Bricora ammnanTara H4 ¢ nomyckamn (mM) / Height H4 of the implant with tolerances (mm): 520.1
Ilhigrlma 1233 PEHTTEHOKOHTPACTHON MPoBONOKH A ¢ aomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
[MlepoxosarocTs Ra ummnanTara ¢ aonyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca sMIuIanTara ¢ fomyckamu (r) / Mass of the implant with tolerances (g): 25+2.5
Yainka Jmamerp BHyTpennelt yacra amnianTara D1 ¢ nomyckammu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 28014,
neMeHTHaA ¢ | Jinametp BHemHe# vacTy uMiaHTaTa D2 ¢ sonyckamu (MM) / Quter part diameter D2 of the implant with tolerances (mm): 52+0.2
IUIOCKHM Juamerp nMmnantara D3 ¢ nonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 48+0.1
xpaem HC PE | Tuamerp umnnanTara D4 ¢ nomyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 51.5+0.2
auamerpoM 28 | Iimamerp mMmianTara DS ¢ somyckamu (Mm) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #52 HmameTp nasa aig BCTABKA peHTTEHOKOHTPacTHO#H mpoBonokH D6 ¢ momyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | [myGuna nasa an BCTaBKH PeHTreHOKOHTpacTHOH npoBonokd L ¢ aomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.7%s :
cemented cup | Yron HaknoHa kpas uMmianTara © ¢ nomyckams (°) / Angle of edge inclination © of the implant with tolerances (°): 1041
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228/ #52 Bricora mmnnantara H1 ¢ gormyckamm (Mm) / Height H1 of the implant with tolerances (mm): 25+0.2
Bricora mmnnantara H2 ¢ nomyckamu (M) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Beicora umnnantara H3 ¢ aomyckamn (MM) / Height H3 of the implant with tolerances (mm): 9.40+0.25
Bricora mMmtanTata H4 ¢ nonyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
Hlngl;ma na3a PeHTTEHOKOHTPACTHOM mpoBoIoKH A ¢ fonmyckaMH (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
Hlepoxosatocts Ra mMnnanTara ¢ aomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca umnnanTara ¢ fonyckaM (1) / Mass of the implant with tolerances (g): 27+2.7
Yamxka Jlnamerp BHYTpenHelt yacTv nMIvIanTaTa D1 ¢ nomyckamn (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 28*.,)
ueMenTHas ¢ | Jlmamerp BHemmel 9acTn mMnianTata D2 ¢ gomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 54+0.2
MJIOCKAM Hnamerp mmnnanTarta D3 ¢ gonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 50+0.1
kpaem HC PE | luamerp ummnanrara D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 53.3+0.2
AuameTpoM 28 | Muamerp ummnanTtara D5 ¢ nonyckamu (MM) / Diameter D5 of the implant with tolerances (mm): 11+0.2
/ #54 JnameTtp Nasa Ans BCTABKH PEHTTEHOKOHTPAcTHOH mpoBoniokH D6 ¢ momyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1£0.1
Flat edge full | Cny6una nasa AN BCTABKH peHTreHoKoHTpacTHOH mpoBosoku L ¢ nomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.6%¢5
cemented cup | Yrox HaknoHa Kpas uMIUtanTata © ¢ momyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 10+1
a 28/ #54 Bricotra ummnanTara H1 ¢ nomyckamm (MM) / Height H1 of the implant with tolerances (mm): 25.5+0.2
Bricora mmnnanrara H2 ¢ aonyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricota mmnnanTata H3 ¢ gomyckamu (MM) / Height H3 of the implant with tolerances (mm): 9.90+0.25
Bricora mmrnantara H4 ¢ gomyckamm (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
l]lngl;lna T1a3a peHTreHOKOHTpacTHO# mpoBonokH A ¢ somyckamu (MMm) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
Ilepoxosarocrs Ra mMnnanTara ¢ gonyckaMu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca HMIUIaHTaTa ¢ fomyckaMH (r) / Mass of the implant with tolerances (g): 29+2.9
Yamxa JuameTp BRYTperRel yactu mmIUiantara D1 ¢ nomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 28",
uementHas ¢ | JAuamerp sHemnelt yacTh umnnantara D2 ¢ aomyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 56+0.2
IUIOCKAM Junamerp umiuianTara D3 ¢ nomyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 513:0.1
kpaeM HC PE | Jlmamerp umnnanTara D4 ¢ nomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 55.1+0.2
JuaMerpoM 28 | Jmamerp uMnnanTata DS ¢ nomyckamu (MM) / Diameter D5 of the implant with tolerances (mm): 11+0.2
/ #56 JlnameTp na3a A/ BCTAaBKH PEHTTeHOKOHTPACTHOR NpoBo/iokH D6 ¢ aonmyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | N'imy6Kea nasa A BCTABKA PEHTTeHOKOHTpacTHO# npoonoku L ¢ nomyckamu (mm) / Depth L of the implant’s radiopaque wire insert with
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High-Cross PE | tolerances (mm): 6%
cemented cup | Yron HaknoHa kpas uMIUiaHTara O ¢ gonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 101
228/ #56 Bricota ummnanTara H1 ¢ sonyckamu (My) / Height HI of the implant with tolerances (mm): 26+0.2
Bricora uMnnanTara H2 ¢ momyckamu (mMm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricota mmMnnantara H3 ¢ momyckamu (MM) / Height H3 of the implant with tolerances (mm): 10.40+0.25
Bricota uMnnanTata H4 ¢ nomyckamu (mm) / Height H4 of the implant with tolerances (mm): 540.1
I]Inglima na3a peHTTeHOKOBTPAcTHO! NMPOBONOKH A ¢ zonyckamu (Mm) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8%
lepoxosarocTs Ra AMmianTara ¢ monyckamu (MkM) / Roughness Ra of the implant with tolerances (um); <2
Macca uMIUIasTaTa ¢ somyckamH (r) / Mass of the implant with tolerances (g): 31+3.1
Yamxka Jluametp BHyTpeHHe# yacTH ammianTata D1 ¢ sonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 28749,
HeMeHTHad ¢ | Juamerp sHewmelt yacTh mMiuianTara D2 ¢ aomyckamu (Mm) / OQuter part diameter D2 of the implant with tolerances (mm): 58+0.2
IUIOCKAM Juamerp umrutanTaTa D3 ¢ nomyckamm (Mm) / Diameter D3 of the implant with tolerances (mm): 53+0.1
kpaeM HC PE | J{uamerp ummnanTata D4 ¢ pomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 56.94+0.25
maamerpoM 28 | Jlmametp ummnanTata DS ¢ gomyckamu (MM) / Diameter DS of the implant with tolerances (mm); 11£0.2
/ #58 JlnameTp masa A1 BCTaBKH PEeHTTeHOKOHTpacTHOH nporostokn D6 ¢ nomyckamn (M) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm); 1+0.1
Flat edge full | I'myGuna nasa /1A BCTABKYE peRTTeHOKOHTPAcTHOH mpoBosokH L ¢ nomyckamm (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%9
cemented cup | Yron naknona kpas nMunantara @ ¢ gonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 101
o 28 / #58 Bricora mmMmnantara H1 ¢ nomyckamm (M) / Height H1 of the implant with tolerances (mm): 26.5+0.2
Bricora mmmnanTara H2 ¢ gonmyckamu (M) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora umnnanrata H3 ¢ nonyckamu (MyM) / Height H3 of the implant with tolerances (mm): 10.90+0.25
Bricota mmmnantata H4 ¢ gonmyckamu (Mm) / Height H4 of the implant with tolerances (mm); 50.1
1Hn+|gllma 133 PEETTeHOKOHTPACTHOH mpoBoIoKA A ¢ gomyckame (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
IllepoxoBarocts Ra mMiuianTara ¢ goryckaMn (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca amnnanTara ¢ nomyckama () / Mass of the implant with tolerances (g): 33+3.3
Yamxa Huamerp BHyTperueil gacTa amiianTara D1 ¢ gomyckamm (MM) / Inner part diameter D1 of the implant with tolerances (mm): 2899,
neMcHTHag ¢ | Jluametp BHemHe# yacTn mMriabrara D2 ¢ pomyckamu (Mm) / Quter part diameter D2 of the implant with tolerances (mm): 60+0.2
TUIOCKHM Juametp umnaantara D3 ¢ nonyckamu (mm) / Diameter D3 of the implant with tolerances (mm): 55+0.1
kpaeM HC PE | luametp umnaantara D4 ¢ ponyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 58.70+0.20
maamerpoM 28 | luamerp BmiuianTara DS ¢ gomyckamu (MM) / Diameter DS of the implant with tolerances (mm): 11x0.2
/ #60 JlnameTp masa ;U4 BCTABKH PEHTT¢HOKOHTpacTHo# mpoeonoky D6 ¢ nonyckama (MM) / Diameter D6 of the implant’s radiopaque wire insert
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with tolerances (mm): 1+0.1

Flat edge full | I'ny6una nasa jis BCTaBKH pEHTTeHOKOHTpAcTHOH npoponokH L ¢ nonyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.8%s
cemented cup | Yron naxioua kpas mMnnantara © ¢ gomyckamu (°) / Angle of edge inclination @ of the implant with tolerances (°): 101
o 28/ #60 Buicora ummnantara H1 ¢ aomyckamm (mm) / Height H1 of the implant with tolerances (mm): 27+0.2
Bricora mMmunaaTara H2 ¢ aomyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Buicota umnuanTara H3 ¢ aonyckamu (MM) / Height H3 of the implant with tolerances (mm): 11.40+0.25
Bricora ummanTara H4 ¢ aomyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
lllanx;ma 11233 PEHTreHOKOHTPACTHOM NpoBosoKH A ¢ aomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
Lllepoxoparocts Ra mMnnanTaTa ¢ aonyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca rMIUIanTaTa ¢ gomyckams (1) / Mass of the implant with tolerances (g): 35+3.5
Yauika JluameTp BHyTpeHHel yacTw mMmuianTata D1 ¢ gomyckams (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 28,
neMenTHas ¢ | JnameTp sHeHeH uacty umnnauTara D2 ¢ nonyckamu (Mm) / Quter part diameter D2 of the implant with tolerances (mm): 62+0.2
TUIOCKHM Juamerp umnnautara D3 ¢ aomyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 56.5+0.1
xpaeM HC PE | lnametp nmmnanTata D4 ¢ nonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 60.3+0.2
muamerpom 28 | Juamerp umnnantara DS ¢ nomyckamn (Mm) / Diameter DS of the implant with tolerances (imm): 11+0.2
/ #62 JuameTp nasa /18 BCTABKA PeHIT¢HOKOHTpacTHOM nposonokk D6 ¢ aomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | [iy6rHa maza Ang BCTABKH PEHTIEHOKOHTPACTHOM NpoBonokH L ¢ aomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%s
cemented cup | Yron Haxnona kpas ummianTata © ¢ gonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 10+1
228 / #62 Bricota mmrinartara H1 ¢ aonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27.50+0.2
Bricota ummnanTata H2 ¢ gomyckamu (mm) / Height H2 of the implant with tolerances (mm): 2,5+0.1
Bsicora mmmnasrara H3 ¢ aonyckamu (MM) / Height H3 of the implant with tolerances (mm): 11.90£0.25
Bricota uMmnanTata H4 ¢ zonyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
11[n+13llma na3a peHTNeHOKOHTpacTHOH nposonoku A ¢ xonmyckamu (Mm) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8%%
Illepoxosarocte Ra ummnanTara ¢ gonyckamu (MkMm) / Roughness Ra of the implant with tolerances (pm): <2
Macca nMnianTara ¢ aomyckamu (r) / Mass of the implant with tolerances (g): 37+3.7
Yamxa JlnameTp BHYTpeHHEH uacTn HMmanTara D1 ¢ momyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 28'%.g,
nemenTHasa ¢ | Jluametp BHemuei# yacta umiuianTata D2 ¢ gomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 64+0.2
MIOCKHM JuameTp umnnantara D3 ¢ aonmyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 58+0.1
kpaeM HC PE | Jluamerp umnnaurara D4 ¢ sonyckamu {Mm) / Diameter D4 of the implant with tolerances (mm): 62+0.2
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apaMeTpom 28
/1 #64

Juamerp umnnanTara D5 ¢ gomyckaran (MM) / Diameter D5 of the implant with tolerances (mm): 11+0.2

JluamMeTp nasa i1 BCTaBKH peHTTCHOKOHTpacTHOH mpoBonoxu D6 ¢ nomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1

Flat edge full | I'nybuna masa xns BCTABKM peHTTEHOKOHTpAcTHO#H mpoBonokk L ¢ ponyckamu {(Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6%
cemented cup | Yron Haknona kpas umniantara © ¢ aomyckamu (°) / Angle of edge inclination ® of the implant with tolerances (°): 101
228 / #64 Beuicota umnnanrara H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances (mm): 28+0.2
Bricora ummnanTara H2 ¢ nomycxamu (M) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Beicora mMnnanTara H3 ¢ nonyckamu (M) / Height H3 of the implant with tolerances (mm): 12.40+0.25
Bricota ummnanTara H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 5+0.1
L[Ing?aa 1233 peHTTeHOKOHTpacTHOH npoBoiokd A ¢ aomyckamn (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8™%
LllepoxoparocTs Ra mMnnanTaTa ¢ aomyckaMu (MxM) / Roughness Ra of the implant with tolerances (um); <2
Macca uMILIaHTaTa ¢ Aonyckamu (r) / Mass of the implant with tolerances (g): 39+3.9
Yamka JluameTp BHyTpeRHel yacTH umnnaHTata D1 ¢ gomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 32*%.q,
ueMenTHag ¢ | Juamerp pHemmHel yacTy umMnuanTata D2 ¢ aomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 44+0.2
TUIOCKHM JMuamerp umMmnantara D3 ¢ nonyckamu (Mym) / Diameter D3 of the implant with tolerances (mm): 40+0.1
kpaeM HC PE | Tuametp umnnanrtara D4 ¢ gonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 43.9+£0.2
muametpoM 32 | Nuamerp ummnanTata DS ¢ gomyckamu (M) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #44 Huamerp nasa An8 BCTABKH peHTICHOKOHTpacTHOU mpoBosioku D6 ¢ aonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances {mm): 1£0.1
Flat edge full | ['my6una nasa IA BCTABKM pEHTTEHOKOHTpacTHOM npoBonok L ¢ nonyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.3%0s
cemented cup | Yron HaknoHa kpas uMiUIanTara © ¢ nonmyckami (°) / Angle of edge inclination ® of the implant with tolerances (°): 13°£0°30°
832/ #44 Bricora umiuiantara H1 ¢ gomyckamm (Mm) / Height H1 of the implant with tolerances (mm): 23+0.2
Beicota uMnnanTara H2 ¢ gonyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.5£0.1
Beicora uMnnanTata H3 ¢ nonyckamu (Mm) / Height H3 of the implant with tolerances (mm): 6.40+0.25
Bricota nMmnantata H4 ¢ nomyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
Illsliglgma 434 PEHTTeHOKOHTPAcTHOH MpoBooKK A ¢ pomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
IllepoxoBarocts Ra nMmnanTata ¢ gonmyckamu (MkM) / Roughness Ra of the implant with tolerances (pm): <2
Macca uMmuianTara ¢ aomyckams (r) / Mass of the implant with tolerances (g): 105+5.25
Yamka HAuametp BHyTpeRneif yacty umnnantara D1 ¢ aonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 3249,
neMeHTHas ¢ | Jlmamerp BHemHeid vacTy pMnyianTata D2 ¢ sonyckamn (MM) / Quter part diameter D2 of the implant with tolerances (mm): 46+0.2
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MIOCKHM Huamerp unnnanTara D3 ¢ nonmyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 42+0.1
kpaem HC PE | Inametp umnnanTara D4 ¢ nomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 45.9+0.2
anametpoM 32 | Juamerp mmrutantara DS ¢ nomyckamu (MM) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #46 JNuameTp nmasa ;19 BCTABKH PEHTreHOKOHTpacTHOH mpoBonoku D6 ¢ nonyckamu (mM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | [my6una nasa A4 BCTaBKH PeHTTEeHOKORTPAcTHOH NpoBonok L ¢ aomycxamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%:
cemented cup | Yron naknona Kpas umnaanTata © ¢ gonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 13°£0°30"
9 32/#46 Bricora ummnaaTaTa H1 ¢ nomyckamu (MM) / Height H1 of the implant with tolerances (mm): 23.5+0.2
Bricora umnnanTata H2 ¢ somyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora ummnanTara H3 ¢ aomyckamu (MM) / Height H3 of the implant with tolerances (mm): 6.40+0.25
Bricota ummnantara H4 ¢ nomycxamm (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
Uln£tltna nasa PEHTTCHOKOHTPACTHOM MPOBONOKH A ¢ omyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8™%
IllepoxoBaTocTs Ra uMmnnanTaTa ¢ somyckamu (MxM) / Roughness Ra of the implant with tolerances (um): <2
Macca umMnnanTara ¢ gomyckamu (r) / Mass of the implant with tolerances (g): 105+£5.25
Yamxa JnameTp BHYTpenHelH wacTh nmnnanTtara D1 ¢ momyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 32*%°49,
uemenTHad ¢ | JIsameTp BHemmelt yacTH uMiianTata D2 ¢ monyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 48+0.2
IJIOCKHM Dnamerp ummnanTtata D3 ¢ nonyckamu (Mym) / Diameter D3 of the implant with tolerances (mm): 44+0.1
kpaecm HC PE | [Iuametp nmmnantata D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 47.8+0.2
avametpom 32 | Jimamerp ummnarTata DS ¢ nonyckamu (MM) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #48 JinameTp nasa s BCTABKH PEHTTCHOKOHTPAcTHO#H rpoBosoku D6 ¢ aomyckamn (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1£0.1
Flat edge full | I'myCuHa nasa s BCTABKH PEHTTEHOKOHTpAcTHOH mpoBonoku L ¢ nonycxamn (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%s
cemented cup | Yron saknona kpas uMmmtanTara © ¢ gomyckami (°) / Angle of edge inclination © of the implant with tolerances (°): 13°+0°30°
2 32/#48 Bricora mmmnasntara H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances (mm): 24+0.2

Bricora nmnnantata H2 ¢ nonmyckamn (MM) / Height H2 of the implant with tolerances (mm): 2.5+0.1

Bricota mmmiantata H3 ¢ gomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 6.40+0.25

Bricora ammnantara H4 ¢ nonyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1

1Hu+g11ma Nn23a peHTTeHOKOHTPACTHOH NpoBOJIOKHK A ¢ aomyckame (M) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8

LllepoxoBarocTs Ra MnnaaTata ¢ qomyckamu (MxM) / Roughness Ra of the implant with tolerances (um): <2

Macca umMmnanTara ¢ gomyckam (r) / Mass of the implant with tolerances (g): 10545.25
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Yamixa

Jnamerp BHyTpeHHel YacTH HMIAnaia D1 ¢ Jomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 320,

meMenTHas ¢ | luaMmeTtp BHemmHel uacTi uMmnanTara D2 ¢ gonyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 50+0.2
TUIOCKHM Jmuamerp ummutanTara D3 ¢ gomyckamm (MM) / Diameter D3 of the implant with tolerances (mm): 46:0.1
kpaem HC PE | JInamerp uMnantara D4 ¢ gonyckamn (MM) / Diameter D4 of the implant with tolerances (mm): 49.6+0.2
maameTpoM 32 | Mmamerp ummnantata DS ¢ gonmyckamm (M) / Diameter DS of the implant with tolerances (mm): 11+0.2
1 #50 JinaMeTp nmasa A1 BCTABKH PEeHTTCHOKOHTpacTHoi nposonoku D6 ¢ somyckamu (mM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | InyGuua nasa Ansg BCTaBKH peHTreHOKOHTpacTHOM mpoBomoxH L ¢ nonyckamu (Mym) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.8%9s
cemented cup | Yron HaxnoHa kpas uMnyaHTaTa © ¢ xomyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 13°£0°30°
232/ #50 Bricora mmnnantara H1 ¢ aomyckamu (MM) / Height H1 of the implant with tolerances (mm): 24.510.2
Bricota ummnanTara H2 ¢ gonmyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora nunnantara H3 ¢ aomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 6.90+0.25
Bricora ummnanTara H4 ¢ nonmyckamu (Mm) / Height H4 of the implant with tolerances (mm): 5£0.1
H{:;g!ima Na3a PEHTTEHOKORTPACTHOM MPOBOJIOKH A ¢ nonmyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
IllepoxoBarocTh Ra nMmnanTara ¢ gomyckamu (Mkm) / Roughness Ra of the implant with tolerances (um): <2
Macca aMmutanTata ¢ aomyckams (r) / Mass of the implant with tolerances (g): 105+5.25
Yamka Juametp BHyTpenHe# yactd mMnianTara D1 ¢ qomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 32,9,
neMeHTHad ¢ | JinaMerp BHemHeill 9acTH uMILianTara D2 ¢ aonyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 52+0.2
IIOCKHM Hnamerp umnnantaTa D3 ¢ aomyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 48+0.1
kpaeM HC PE | [imametp mmmnantara D4 ¢ nomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 51.440.2
aaametpoM 32 | Jluamerp mmnnanTara D5 ¢ gonyckamm (Mm) / Diameter DS of the implant with tolerances {(mm): 11+0.2
1 #52 Jinamerp masa s BCTRBKH PEHTTCHOKOHTPacTHOH nmposonoka D6 ¢ nomyckamm (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | FnyGuna nasa g BCTABKH peHTTEHOKOHTpacTROMK npoBonok L ¢ aonyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.7%s
cemented cup | Vrosn Hawiona kpas uMIUianTara © ¢ nomyckamn (°) / Angle of edge inclination © of the implant with tolerances (°): 13°+0°30’
@ 32/#52 Bricora rmmnanTara H1 ¢ gomyckamn (MmM) / Height H1 of the implant with tolerances (mm): 25+0.2

Bricora umnnanrara H2 ¢ nonyckamu (Mu) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora kMnnanrara H3 ¢ gonyckamu (M) / Height H3 of the implant with tolerances (mm): 7.49+0.25
Boicora umnnantata H4 ¢ gonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 5+0.1

ll.lnglima nasa peHTTeHOKOHTPAcTHOMH npoBonoku A ¢ aonmyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8’
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IllepoxosarocTs Ra mMmnnanTara ¢ gonyckams (Mkm) / Roughness Ra of the implant with tolerances (um): <2
Macca mMnnanTaTa ¢ gomyckamH (r) / Mass of the implant with tolerances (g): 105+35.25

Yamka JluameTp BHyTpenHel yacTH HMIUIanTaTa D1 ¢ aomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 327%¢,
neMenTHas ¢ | Jlnamerp sremmeit vactu uMmnanTata D2 ¢ aonyckamm (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 54+0.2
TIOCKHM Jiuametp umiuianTara D3 ¢ aonyckama (Mm) / Diameter D3 of the implant with tolerances (mm): 50+0.1
kpaeM HC PE | Jmamerp umiutantara D4 ¢ aonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 53.2+0.2
amameTpom 32 | Jinametp uMnnantata D5 ¢ gomyckamu (Mu) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #54 JlnameTp nasa I8 BCTaBKHM PEHTTEHOKORTPACTHOH mpoBoiioke D6 ¢ gomyckamn (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1 .
Flat edge full | I'myGuna nasa 25 BCTABKH PEHTreHOKOHTpacTHOM nmposonoxu L ¢ nonyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.6%s
cemented cup | Vron HaknoHa kpas mMmianTaTa © ¢ aonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 13°+0°30°
232 /#54 Bricora umnnanTtara H1 ¢ gomyckama (MM) / Height H1 of the implant with tolerances (mm): 25.5+£0.2
Bricotra mmnnantata H2 ¢ gomyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora uMnnantara H3 ¢ gomyckamu (MM) / Height H3 of the implant with tolerances (mm): 7.90+0.25
Bricora mMnnanTata H4 ¢ aomyckamm (Mm) / Height H4 of the implant with tolerances (mm): 5+0.1
H.lugllma Na3a PEeHTTCHOKOHTPACTHOM ITPOBOIOKH A ¢ Zonyckamu (mM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8™%
IllepoxosarocTs Ra uMnanTara ¢ gomyckamn (MiM) / Roughness Ra of the implant with tolerances (um): <2
Macca umiutauTara ¢ nomyckamu (r) / Mass of the implant with tolerances (g): 105+5.25
Yamxa JlnameTp BHYTpeHHel yacTi nMmnanTara D1 ¢ gomyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 32"+,
neMeHtHad ¢ | Jluamerp sHemuei yacTi mmiutanTata D2 ¢ gomyckamu (M) / Outer part diameter D2 of the implant with tolerances (mm): 560.2
IUTOCKAM Huamerp mmnnanTara D3 ¢ aonyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 51+0.1
xpaem HC PE | Jluametp mmmnanTtara D4 ¢ gonyckamu (M) / Diameter D4 of the implant with tolerances (mm): 5510.2
muamerpom 32 | Mmamerp mmuiantata DS ¢ aonyckamu (MM) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #56 JlnameTp naza A9 BCTABKH PEHTTEHOKOHTpacTHOH mpoBosok: D6 ¢ nomyckamu (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | 'my6uua nasa Ans BCTaBKH PpeHTTeHOKORTpacTHOM npoBoaoku L ¢ aonyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6%0;s
cemented cup | Yroi Haxiona Kpad uMnarTara © ¢ gonyckamn (°) / Angle of edge inclination © of the implant with tolerances (°): 13°+0°30°
@32/ #56 Bricora mmMmiantara H1 ¢ nomyckamm (M) / Height H1 of the implant with tolerances (mm): 26+:0.2

Bricora uMniantara H2 ¢ gomyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Buicora umnianTara H3 ¢ nomyckamu (Mm) / Height H3 of the implant with tolerances (mm): 8.40+0.25
Bricota mMmuianTata H4 ¢ nonyckamu (mm) / Height H4 of the implant with tolerances (mm): 5+0.1
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I.I.lnpllwa Na3a PeHTTEHOKOHTPAaCTHOn upoBoJIokH A ¢ ionyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8'01,

[ITepoxosaTocts Ra wMnnanTara ¢ aomyckaMu {MkM) / Roughness Ra of the implant with tolerances (pm): < 2

Macca umMnianTara ¢ goryckam (r) / Mass of the implant with tolerances (g): 105+5.25

Yamxa HuameTp BHyTpenueli yacTu aMianTara D1 ¢ nonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 32*%°444
ueMeHTHaA ¢ | luameTp BHemned yacT uMITanTata D2 ¢ nomyckama (MM) / Outer part diameter D2 of the implant with tolerances (mm): 58+0.2
IUIOCKHM Huamerp ummiaatara D3 ¢ nomyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 53+0.1
kpaeM HC PE | lnamerp umnnantara D4 ¢ gomyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 56.8+0.2
aaametpoM 32 | luametp umnnantara DS ¢ ponyckamu (MmM) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #58 HuameTp naza A4 BCTaBKH PEHTTCHOKORTPacTHOM npososiokn D6 ¢ aomyckamu (Mm) / Diameter D6 of the implant’s radiopaque wire insert
: with tolerances (mm): 1+0.1
Flat edge full | I'my6una nasa 1 BCTaBKA PEHTICHOKOHTpacTHOMH MpoBosokH L ¢ nonyckamu (Mu) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%9s
cemented cup | Yron HaknoHa kpas uMnnaHtara @ ¢ gonyckamu (°) / Angle of edge inclination @ of the implant with tolerances (°): 13°+0°30°
o 32/ #58 Bricora uMmnanTara H1 ¢ gomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 26.5+0.2
Bricota umnnanrara H2 ¢ nonycxamu (Mm) / Height H2 of the implant with tolerances (mm): 2.540.1
Buicota umMnnantata H3 ¢ nomyckamm (Mm) / Height H3 of the implant with tolerances (mm): 8.90+0.25
Bricora nmMniiantata H4 ¢ aomyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
H{g}iop?na nasa peHTTeHOKOHTpacTHO# mpoBonokH A ¢ aomyckaMu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
IllepoxoBaTocTh Ra uMmutanTara ¢ gonyckaMu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca sMmianTara ¢ fomyckamu (1) / Mass of the implant with tolerances (g): 33+5.25
Yamxka Jluametp BHyTpenHel vactn mMmianTara D1 ¢ aomycxamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 3293,
neMmeHTHag ¢ | Jluamerp sHemHeH yacTH uMnnanrara D2 ¢ gomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 60+0.2
IUIOCKHM HMunamerp umniantata D3 ¢ nomyckamu (Mm) / Diameter D3 of the implant with tolerances (mm): 55+0.1
kpaeM HC PE | Iuamerp umnnantata D4 ¢ gomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 58.6+0,2
maameTpoM 32 | Jluamerp umtutanTara DS ¢ gomyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 11+0.2
/ #60 Huamerp nasa s BCTABKH PEHTTEHOKOHTPAcTHOMH npososiokk D6 ¢ aonyckamu (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm); 1+0.1
Flat edge full | I'myGuna nasa Jy14 BCTABKH pEHTTEHOKOHTpacTHOM nporonoku L ¢ aonmyckama (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.8%0s
cemented cup | Yron HaknoHa kpas uMmiadTata © ¢ nomyckamn () / Angle of edge inclination @ of the implant with tolerances (°): 13°+0°30°
@ 32/ #60 Bricora nmmnanTata H1 ¢ zomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27+0.2

Bricora mmmnantaTa H2 ¢ nomyckamu (mM) / Height H2 of the implant with tolerances (mm): 2.5+0.1
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Bricota ummutanrata H3 ¢ nomyckamm (mm) / Height H3 of the implant with tolerances (mm): 9.40+0.25

Bricota umnmantata H4 ¢ nomyckamu (mm) / Height H4 of the implant with tolerances (mm): 5:0.1

Illupria nasa peHTreHOKOKTpacTHON mpoBonokH A ¢ gomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8

lepoxosarocts Ra kMnnanTara ¢ Aomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2

Macca aMnnanTaTa ¢ Ronyckamu (r) / Mass of the implant with tolerances (g): 34+3.4

Yamka Juamerp BuyTpenrel yacTn mMnnanTata D1 ¢ gomyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 3270,
ueMeHTHad ¢ | JinameTp pHemmel uacTi AMmianTaTa D2 ¢ aomyckamu (MM) / Quter part diameter D2 of the implant with tolerances (mm): 62+0.2
ILUIOCKHM Huaamerp amnnantara D3 ¢ sonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 56.5+0.1
xpaem HC PE | Jluamerp mmmianTara D4 ¢ nomyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 60.3+0.2
anamerpom 32 | inamerp ummantara DS ¢ gonyckamu (Mm) / Diameter D5 of the implant with tolerances (mm): 11+0.2
1 #62 JluameTp naza A4 BCTABKK PEHTTEHOKOHTpacTHOH mpoBoaokn D6 ¢ nonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | myGuAa masa Ang BCTABKA PEHTTEHOKOHTpacTHO# mpoeotokH L ¢ nomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%0;
cemented cup | Yron HaknoHa kpas uMmnantara © ¢ nomyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 13°+0°30°
332/ #62 Bricora ummnanTara H1 ¢ nomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27.5+0.2
Bricota umnnantara H2 ¢ nomyckamu (Mm) / Height H2 of the implant with tolerances (mm}): 2.5+0.1
Bricora uMnnanTara H3 ¢ gomyckamm (mMm) / Height H3 of the implant with tolerances (mm): 9.90+0.25
BricoTa umnnanTata H4 ¢ gonyckamu (M) / Height H4 of the implant with tolerances (mm): 5+0.1
I.I.[n+|311ma na3a peHTreHOKOHTPacTHON nmpoBoNokH A ¢ aomyckam (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
Illepoxosarocts Ra mMmnanTara ¢ gomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca nMnnanTara ¢ gonyckamu (r) / Mass of the implant with tolerances (g): 35+3.5
Yamka JuameTp BHyTpeHRel yacTr umiianTara D1 ¢ gomyckamm (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 3203,
ueMenTHad ¢ | [Amamerp BHemne# yacT AMIUIanTaTra D2 ¢ nonmyckamu (Mm) / Quter part diameter D2 of the implant with tolerances (mm): 64+0.2
IUTOCKAM Hnamerp ammnanTara D3 ¢ gonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 58+0.1
kpaeM HC PE | luametp ummnantata D4 ¢ aomyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 62+0.2
maameTpoM 32 | fluametp uMiutauTata DS ¢ nomyckamu (M) / Diameter DS of the implant with tolerances (mm): 11+0.2
! #64 JuameTp na3a 1A BCTABKH PEHTTEHOKOHTpAcTHOM mpoBonoku D6 ¢ nonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1£0.1
Flat edge full | 'nybuma naza Ans BCTABKH PEHTrEHOKONTPACTHOM npoBosokH L ¢ momyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6%
cemented cup | Vroa HaknoHa Kpas umiuianTara @ c aonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 13°+0°30"
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0 32/#64 Bricota ummuianTata H1 ¢ gomyckamn «MM) / Height H1 of the implant with tolerances (mm): 28+0.2
Bricota ummuianrara H2 ¢ nomyckamu (M) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora umnnanTara H3 ¢ nonyckamu (M) / Height H3 of the implant with tolerances (mm}): 10.40+0.25
Bricora ummmanTara H4 ¢ nomyckamu (Mm) / Height H4 of the implant with tolerances {(mm): 5+0.1
Illnlglima na3a PEHTreHOKOHTPACTHOMH MPoBONOKH A ¢ onyckaMu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8"%%
IllepoxoBarocts Ra mMnnanTara ¢ nomyckams (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca umMiLIanTata ¢ gomyckamu (r) / Mass of the implant with tolerances (g): 36+3.6
Yamxa JTuameTp BHYTpeHHel gacTH uMiLiantara D1 ¢ fonyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 36*%349;
ueMenTHad ¢ | /luametp BHemHel yacTH umiutanTata D2 ¢ gomyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 48+0.2
IIOCKUM Huamerp uMnnanTara D3 ¢ xomyckamm (MM) / Diameter D3 of the implant with tolerances (mm): 4440.1
xpaeM HC PE | lmamerp umnnanTtara D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 47.8+0.2
auameTpoM 36 | Auamerp ummiarTara DS ¢ qomyckamu (Mm) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #48 Huamerp naza 2 BCTABKH PEHTITEHOKOHTPAcTHO nposonokn D6 ¢ nonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | I'mybuna nasa ang BCTaBKM peHTreHOKOHTpacTHOH mpoBosokH L ¢ nomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.4%
cemented cup | Yron Hakiona kpas mmiUiaATara © ¢ nomyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
236/#48 Bricora ummantata H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances {mm): 24+0.2
Bricora umnnanTata H2 ¢ nonyckamu (MMm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora nMmanTara H3 ¢ gomyckamm (Mm) / Height H3 of the implant with tolerances (mm): 6.40+0.25
Baicora umnnanTata H4 ¢ nomyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
11111£1;|11a nasa pcHTTCHOKOHTPacTHOH NPOBOJIOKH A ¢ gonyckaMu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8™%
IllepoxosaTocTs Ra HMILIaHTAaTA ¢ Aomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca umnnanTara ¢ aonyckamH (r) / Mass of the implant with tolerances (g): 22+2.2
Yamxa Juamerp sayTpenHel yacTy uMmuantara D1 ¢ gomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 36*%,9,
uemMenTHas ¢ | Jluamerp BHemue#t yactn umiutantara D2 ¢ nomyckamu (MM) / OQuter part diameter D2 of the implant with tolerances (mm): 50£0.2
IIOCKHM Hdaamerp mmnnanTata D3 ¢ nomyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 46+0.1
kpaecM HC PE | Jlnametp mmnnanTata D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 49.6+0.2
avamerpoM 36 | Jnamerp nmMmnanTara DS ¢ gonyckamu (Mm) / Diameter DS of the implant with tolerances (mm): 11+0.2
1 #50 JlaameTp nasa JIA BCTABKH PEHTICHOKOHTpAcTHO#! npoBonoku D6 ¢ nomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | Tny6ana nasa ang BCTaBKH peHTTeHOKOHTpacTHO#H nposonokn L ¢ nomyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
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High-Cross PE | tolerances (mm): 5.8
cemented cup | Vron HaknoHa xpas mMiianTaTa © ¢ nonyckams (") / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
2 36/ #50 Bricora mmnnantaTa H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances (mm): 24.5+0.2
Bricora umnantata H2 ¢ nonyckamn (Mm) / Height H2 of the implant with tolerances (mmy): 2.5+0.1
Bricota umnnantara H3 ¢ aonyckaMu (MM) / Height H3 of the implant with tolerances (mm): 6.40+0.25
Bricora nMnzanTaTa H4 ¢ nonmyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
1Hn+|gllma Ia3a PEHTTEHOKOHTPAcTHON MPOBOMOKH A ¢ momyckamn (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
llepoxosatocTh Ra uMmnanTaTa ¢ gomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca uMnaHTara ¢ fonyckamd (r) / Mass of the implant with tolerances (g): 23+2.3
Yamka TlnameTp BHYTpenHell yacTh mMInarTata D1 ¢ nomyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 36'%40
neMenTHas ¢ | Jluamerp BHemmeii yuact numunanTtata D2 ¢ nomyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 52+0.2
[UIOCKHM Juamerp umnnantara D3 ¢ gomyckamu (Mm) / Diameter D3 of the implant with tolerances (imm): 48+0.1
kpaeM HC PE | Jlnamerp umnranTara D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 51.4+0.2
anamerpoM 36 | Huamerp mmnnantata DS ¢ momyckamu (mm) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #52 HuameTp masa A4 BCTABKH PEHTTeHOKOHTpacTHO#M mposonoku D6 ¢ nomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1£0.1
Flat edge full | I'my6uHa nasa A1 BCTABKYM PEHTTEHOKOHTPACTHOM mpoBaiiokn L ¢ zomyckamu (MMm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.7%s
cemented cup | Yron Haknona kpas umnnanrara © ¢ gomyckamu (°) / Angle of edge inclination @ of the implant with tolerances (°): 16°+0°30°
236 /#52 Bricora aMmunanTata H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 25+0.2
Bricora aMnnanTata H2 ¢ gomyckamu (M) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora ummutanrara H3 ¢ nonyckamu (MM) / Height H3 of the implant with tolerances (mm): 6.40+£0.25
Bricota uminanTata H4 ¢ nonyckamu (MM) / Height H4 of the implant with tolerances (mm): 510.1
Hln+grlma 11233 pEHTTeHOKORTPACTHOM NpoBoNokH A ¢ nomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
1llepoxoBaTocTs Ra mMmnanTara ¢ aonyckaMn (MxM) / Roughness Ra of the implant with tolerances (um): <2
Macca aMnnanTara ¢ nomyckami (r) / Mass of the implant with tolerances (g): 24+2.4
Yainka Iluamerp BHYTperRHeH yacTH uMnianTata D1 ¢ gomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 36*%.,
ueMenTHad ¢ | JluameTp premHeH vyacT ummnantara D2 ¢ nonmyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 54+0.2
IUIOCKHM Juametp ummutanrara D3 ¢ nonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 49.5+0.1
kpaeM HC PE | Jluametp uMmantata D4 ¢ sonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 53.2+0.2
auamerpoM 36 | duamerp umnnaurara D5 ¢ gonmyckamu (Mm) / Diameter DS of the implant with tolerances (mm): 11+0.2
/ #54 JluameTp nasa 19 BCTABKH PEHTTEHOKOHTpacTHOH nposonokn D6 ¢ aonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
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with tolerances (mm): 1£0.1

Flat edge full | Inybuna nasa Ans BcTaBKM peHTTeHOKOHTpacTHOH npoBonokH L ¢ zonyckamu (M) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.8%s
cemented cup | Yron Haxnona kpas uMmianTara © ¢ aonyckamu (%) / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
a36/#54 Bricora umnnanTata H1 ¢ nonyckamu (MM) / Height Hi of the implant with tolerances (mm): 25.5+0.2
Bricora ummnanTara H2 ¢ nomyckamu (mMm) / Height H2 of the implant with tolerances (mm): 2.520.1
Bricora ummnitantata H3 ¢ aonyckamu (mM) / Height H3 of the implant with tolerances (mm): 6.40+0.25
Beicota umnnanrara H4 ¢ nomyckamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
ll]ng::na Na3a PEHTTeROKORTPACTHOH NPOBOMIOKH A ¢ aomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
LlepoxosarocTs Ra nminanTara ¢ aomyckamu (MkM) / Roughness Ra of the implant with tolerances (pm): <2
Macca umniiayTara ¢ aonyckamu (r) / Mass of the implant with tolerances (g): 25+2.5
Yamka JInametp BHyTpeRHE#H yacTu aMmanTara D1 ¢ zonmyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 36,
nementHast ¢ | Jluamerp suemHeit yacTu umnnantara D2 ¢ ponmyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 56+0.2
IIOCKHM Jinamerp amiuianrtara D3 ¢ nomyckamu (mm) / Diameter D3 of the implant with tolerances (mm): 51+0.1
xpaeM HC PE | Juamerp nmnnanrara D4 ¢ nonyckamu (Mm) / Diameter D4 of the implant with tolerances (mm): 55+0.2
auameTpom 36 | Jiuamerp uminantara DS ¢ gonyckamu (mm) / Diameter DS of the implant with tolerances (mm): 1140.2
{ #56 Jlmametp nasa V11 BCTaBKH PEHTTCHOKOHTpacTHOH mpososoku D6 ¢ nomyckamu (M) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm}): 1+0.1
Flat edge full | I'mybuHa nasa Jis BCTABKH PEHTTEHOKOHTPAcTHOH mposonokH L ¢ nomyckamu (Mum) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6%
cemented cup | Yron HakioHa Kpad uMnnantara © ¢ gonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
®36/#56 Buicora uMmnantara H1 ¢ gomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 26+0.2
Bricora mmmnanTaTta H2 ¢ nonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5£0.1
Bricora mmMnnanTara H3 ¢ nonyckamm (MM) / Height H3 of the implant with tolerances (mm): 6.40+0.25
Bricota rMnaanTara H4 ¢ nonyckamu (M) / Height H4 of the implant with tolerances (mm): 5+0.1
l.I.hfgl;ma 11a3a peHTTeHOKOHTPACTHOH NPoBOJIOKH A ¢ nomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
[lIepoxosarocTs Ra uMnnanTara ¢ gonyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca uMmianTata ¢ aomyckamn (r) / Mass of the implant with tolerances (g): 26+2.6
Yamxa IlnameTp BHYTpeHHe# uacTH uMnianTara D1 ¢ gomyckama (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 36'%3:q,
meMeRTHaA ¢ | [luameTp BRemHeH acTh mMIuiaeETara D2 ¢ nomyckamMu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 58+0.2
IJIOCKHM Huamerp umnnantara D3 ¢ nonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 53+0.1
xkpaeM HC PE | JluameTp umnnantara D4 ¢ nonyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 56.8+0.2
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AnameTpoM 36
/#58

Juamerp nMnianTara D5 ¢ xonyckamu (MM) / Diameter DS of the implant with tolerances (mm): 11+0.2
JlnameTp nasa JUIS BCTABKH PEHTTEHOKOHTPAcTHOM mpoponoku D6 ¢ gonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1£0.1

Flat edge full | Cny6una nasa 19 BCTABKH PEHTTEHOKOHTpAcTHOMH npoBonokH L ¢ gomyckamu (MM) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%¢5
cemented cup | Yrom HaknoHa kpas uMiianTata © c gomyckamn (°) / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
& 36/#58 Bricora amMmiantaTa H1 ¢ nonyckamu (Mm) / Height H1 of the implant with tolerances (mm): 26.5+0.2
Bricora umMmnanTata H2 ¢ nomyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricota uMnnauTata H3 ¢ nomyckamu (MM) / Height H3 of the implant with tolerances (mm): 6.90+0.25
Bricora umnnanrarta H4 ¢ nomyckamu (M) / Height H4 of the implant with tolerances (mm): 5+0.1
Illngnima Na3a PeHTTeHOKOHTPACTHOM IPOBONOKK A ¢ Aomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8
IllepoxoBarocTs Ra mMmnanTara ¢ gomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca uMnianTara ¢ gonyckamh (r) / Mass of the implant with tolerances (g): 27+2.7
Yamxa JlnameTp BRYTpeHHCH YacTH BMmnanTata D1 ¢ aomyckamu (MM) / Inner part diameter D1 of the implant with tolerances (mm): 36*%.,
nemenTHad ¢ | luamerp Buemmed yactu umiutadtata D2 ¢ aomyckamu (Mm) / Outer part diameter D2 of the implant with tolerances (mm): 60+0.2
IIOCKHM Junamerp ummnantara D3 ¢ nonyckamn (MM) / Diameter D3 of the implant with tolerances (mm): 55+0.1
kpaeM HC PE | Juamerp nmmiantara D4 ¢ aonyckamu (mm) / Diameter D4 of the implant with tolerances (mm): 58.6+0.2
auamerpoM 36 | Juamerp umnnantara DS ¢ nonmyckamn (Mm) / Diameter D5 of the implant with tolerances (mm): 11+0.2
/ #60 JnameTp nasa AjiA BCTABKH PEHTTEHOKOHTpacTHOH npososioku D6 ¢ aomyckamu (Mm) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | Iiny6una nasa /18 BCTaBKK PEHTTEHOKOHTpAcTHOM mpoBoaoka L ¢ momyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.8%s
cemented cup | Yron uaknona kpas amnanTata © ¢ gonyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
@ 36 / #60 Bricora umunantara H1 ¢ gomyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27+0.2
Bricora umMmnanTara H2 ¢ gonyckamu (Mm) / Height H2 of the implant with tolerances (mm): 2.5+0.1
Bricora mmmnanrara H3 ¢ gomyckamu (M) / Height H3 of the implant with tolerances (mm): 7.40+0.25
Buicora umnnanrara H4 ¢ nonyckamu (Mm) / Height H4 of the implant with tolerances (mm): 5+0.1
HIu)gllma N33 PEHTIEeHOXORTPACcTHOM NpoBonoKY A ¢ aomyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8%%
1llepoxoBatocTs Ra mMnnanTara ¢ gomyckamu (MkM) / Roughness Ra of the implant with tolerances (um): <2
Macca nMnnanTara ¢ nomyckamd (r) / Mass of the implant with tolerances (g): 28+2.8
Yamxa JluameTp BHyTpeHHe# YacTH AMInanTata D1 ¢ nomyckamu (M) / Inner part diameter D1 of the implant with tolerances (mm): 36*%-40.1
ueMeHTHas ¢ | JlnaMerp BHelmHel gacTH mMitadTata D2 ¢ nonyckamu (MM) / Outer part diameter D2 of the implant with tolerances (mm): 62+0.2
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IUIOCKAM Huamerp avnnanTata D3 ¢ aonyckamn (MM) / Diameter D3 of the implant with tolerances (mm): 56.5+0.1
kpaeM HC PE | Inamerp umnnanTtara D4 ¢ nomyckamu (MM) / Diameter D4 of the implant with tolerances (mm): 60.3+0.2
quaMerpoM 36 | namerp umnnanTara DS ¢ pomyckamu (MM) / Diameter DS of the implant with tolerances (mm): 110.2
1 #62 Jlnamerp Ha3a s BCTABKH PEHTICHOKOHTPAcTHOH npoBonokn D6 ¢ aonyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0.1
Flat edge full | CnyGuna nasa juia BCTABKH PEHTTeHOKOHTpacTHON nmposonoky L ¢ somyckamu (Mm) / Depth L of the implant®s radiopaque wire insert with
High-Cross PE | tolerances (mm): 5.9%¢5
cemented cup | Yrox raknoHa Kpas uMiuianTara © ¢ gomyckamu (°) / Angle of edge inclination © of the implant with tolerances (°): 16°+0°30°
0 36/ #62 Bricora ummianTara H1 ¢ gonmyckamu (Mm) / Height H1 of the implant with tolerances (mm): 27.5£0.2
Bricora mminanTara H2 ¢ nonyckamu (MM) / Height H2 of the implant with tolerances (mm): 2.54+0.1
Bsicora umnnanrara H3 ¢ nomycxamu (MM) / Height H3 of the implant with tolerances (mm): 7.90+0.25
Bricora umnnantara H4 ¢ romyckxamu (MM) / Height H4 of the implant with tolerances (mm): 5+0.1
].Iqugllma nasa peHTTeHOKOHTPAcTHOM mpoBoJIOKH A ¢ aonyckamu (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8"%%
IllepoxoBarocts Ra mMmnanTara ¢ zZonyckame (MxM) / Roughness Ra of the implant with tolerances (um): <2
Macca nmmtanTara ¢ aonyckamu (r) / Mass of the implant with tolerances (g): 29+2.9
Yamxa JluameTp BHyTpeRRedi dacTh uMnnanTara D1 ¢ gomyckamu (Mm) / Inner part diameter D1 of the implant with tolerances (mm): 36",
uemenTHai ¢ | Juamerp sHemHel yacTn uMmantata D2 ¢ gaonyckamu (MM) / Quter part diameter D2 of the implant with tolerances (mm): 64+0.2
UIOCKHM Junametp umnnanrara D3 ¢ gonyckamu (MM) / Diameter D3 of the implant with tolerances (mm): 58+0.1
xpaeM HC PE | Tuametp umnnantara D4 ¢ gomyckamu {MM) / Diameter D4 of the implant with tolerances (mm): 62+0.2
auameTpoM 36 | Jiuamerp umnnarTara D5 ¢ gonyckamu (MM) / Diameter DS of the implant with tolerances (mm): 1120.2
/ #64 HnaameTp nasa A BCTABKH PCHTTCHOKOHTPAcTHO#H npoBoniokr D6 ¢ aomyckamu (MM) / Diameter D6 of the implant’s radiopaque wire insert
with tolerances (mm): 1+0,1
Flat edge full | I'myGuAa nasa ANs BCTABKA PEHTTEHOKOHTPAcTHOH npoBoNokH L ¢ gomyckamu (Mm) / Depth L of the implant’s radiopaque wire insert with
High-Cross PE | tolerances (mm): 6%
cemented cup | Yron HaxnoHa xpad uMIiaHTaTa © ¢ aonyckamu (°) / Angle of edge inclination ® of the implant with tolerances (°): 16°+0°30"
236/ #64 Bricora uMnnanrata H1 ¢ nonyckamu (MM) / Height H1 of the implant with tolerances (mm): 28+0.2

Bricora umnnanrara H2 ¢ nomyckamu {MM) / Height H2 of the implant with tolerances (mm): 2.540.1

Beicora nmnnantata H3 ¢ nonyckamu {Mm) / Height H3 of the implant with tolerances (mm): 8.40+0.25

Bricora umnnanTata H4 ¢ somycxamu {MmM) / Height H4 of the implant with tolerances (mm): 5+0.1

mwﬂg?m nas3a peHTTeHOKOHTPAcTHOH MpOBOJIOKH A ¢ AomyckaMi (MM) / Width A of the implant’s radiopaque wire slot with tolerances (mm):
0.8

IllepoxoBarocTs Ra uMnnantaTa ¢ aonyckaMmu (MkM) / Roughness Ra of the implant with tolerances (um): <2

Macca HMmiaHTaTa ¢ fomyckami (1) / Mass of the implant with tolerances (g): 30+3
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2.1

PEHITEHKORTPACTHAN IIPOBOJIOKA

Tabmaua 2. Texuuaeckne xapakrepuctaku / Table 2. Technical characteristics

Fig.2 Radiopaque wire for Apricot implants: 2.1 - polar small radiopaque wire, 2.2 - equatorial large radiopaque wire

2.2

Prc.2 PeHTreHKOHTpacTHAs MPOBOJIOKA IS HMIUIAHTATOB Apricot: 2.1 — nonspHas Manas peHTTeHKOHTPACTHas MPOBOJIOKA, 2.2 — 3KBaTOpHANbAAA Gobmas

HanmeroBarue u3aems HuaMerp 3xpaToprampHOil Gonbimo#i | JlmuHa skBaTopRamsHo# 6onbioo#
PEHITEHKOHTPACTHOH IIPOBOJIOKH PEHTTEHKOHTPACTHOH MPOBONOKH
uMnnantara D ¢ gonyckamu (Mm) HMILTaHTaTa L ¢ aonyckamu (MM)
Name of MD Diameter of equatorial large Length of equatorial large radiopaque
radiopaque wire with tolerances (mm) | wire with tolerances (mm)
Yamka nementHas ¢ mwiockuM kpaeM HC PE nuamerpom 28 / #40 350.3 1162
Flat edge full High-Cross PE cemented cup & 28 / #40
Yamxa neMenTHad ¢ nockuM kpaeM HC PE anamerpom 28 / #42 37403 12242
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Flat edge full High-Cross PE cemented cup ¢ 28 / #4-

Yamka nemerTHas ¢ miockuM KpacM HC PE nuamerpom 28 / #44, Yamka 39+0.3 128.5+2
nemeHTHaA ¢ WiockuM kpaeM HC PE auaMetpom 32 / #44

Flat edge full High-Cross PE cemented cup o 28 / #44, Flat edge full High-
Cross PE cemented cup o 32 / #44

Yamka nemenrnas ¢ rwockuM kpaem HC PE guamerpom 28 / #46, Yamka 41+0.3 135+2
ueMeHTHaa ¢ nnockuM kpaem HC PE auametpom 32 / #46

Flat edge full High-Cross PE cemented cup o 28 / #46, Flat edge full High-
Cross PE cemented cup o 32 / #46

Yamxa nementhas ¢ mnockuM kpaem HC PE auamerpom 28 / #48, Yamxa 43+0.3 141.5+2
uemenTHad ¢ wiockuM kpaeM HC PE auametpom 32 / #48, HYamka
neMeHTHas ¢ wiockumM kpaeM HC PE amamerpom 36 / #48

Flat edge full High-Cross PE cemented cup & 28 / #48, Flat edge full High-
Cross PE cemented cup o 32 / #48, Flat edge full High-Cross PE cemented
cup @ 36 / #48

Yamka ueMeHTHas ¢ nuockuM kpaeM HC PE auametpom 28 / #50, Yamka 45+0.3 : 147.5+2
nemenTHaA ¢ wiockuM kpaeM HC PE auamerpom 32 / #50, Yamka
nemeHnTHas ¢ wiockuM kpaecM HC PE auamerpoM 36 / #50

Flat edge full High-Cross PE cemented cup o 28 / #50, Flat edge full High-
Cross PE cemented cup & 32 / #50, Flat edge full High-Cross PE cemented
cup & 36 / #50

Yamxa nemenrtnas ¢ mnockuM kpaeM HC PE auamerpom 28 / #52, Yamxa 47+0.3 15412
nemenTHas ¢ wiockuM xkpaeM HC PE mnamerpom 32 / #52, Yamka
nemenTHan ¢ wiockuM kpaeM HC PE auamerpom 36 / #52

Flat edge full High-Cross PE cemented cup o 28 / #52, Flat edge full High-
Cross PE cemented cup o 32 / #52, Flat edge full High-Cross PE cemented
cup o 36 / #52

Yamka nemenTHas ¢ maockaM kpaeM HC PE anameTrpom 28 / #54, Hamka 49+0.3 160.5+2
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neMenTHas ¢ nnockuM kpaeM HC PE muamerpom 32 / #54, Yammka
neMeHTHaA ¢ m1ockaM KpaeM HC PE mmamerpom 36 / #54

Flat edge full High-Cross PE cemented cup o 28 / #54, Flat edge full High-
Cross PE cemented cup o 32 / #54, Flat edge full High-Cross PE cemented
cup @ 36/ #54

Yamka nementnan ¢ miockuM kpaem HC PE nuamerpom 28 / #56, Yamka 50+0.3 166.5+2
neMenTHas ¢ wiockuM KpaeM HC PE auamerpom 32 / #56, Yammka
nemeHTHaa ¢ ninocknM KpaeM HC PE auamerpom 36 / #56

Flat edge full High-Cross PE cemented cup & 28 / #56, Flat edge full High-
Cross PE cemented cup o 32 / #56, Flat edge full High-Cross PE cemented
cup @ 36 / #56

Yamka nementHas ¢ mnockuM kpaem HC PE auamerpom 28 / #58, Yamka 5240.3 172.5£2
nemeHTHAA ¢ IWocknM kpaeM HC PE muamerpom 32 / #58, Yamka
1eMeHTHas ¢ TuiockwuM kpaeM HC PE maametpom 36 / #58

Flat edge full High-Cross PE cemented cup o 28 / #58, Flat edge full High-
Cross PE cemented cup @ 32 / #58, Flat edge full High-Cross PE cemented
cup & 36 / #58

Yamrka ueMenTHas ¢ mwiockuM kpaeM HC PE anamerpom 28 / #60, Yamxa 54103 179.5¢2
nemeHTHas ¢ rwiockuM kpaeM HC PE nuamerpom 32 / #60, Hamka
neMeHTHaA ¢ wiockuM KpaeM HC PE mmametpom 36 / #60

Flat edge full High-Cross PE cemented cup o 28 / #60, Flat edge full High-
Cross PE cemented cup o 32 / #60, Flat edge full High-Cross PE cemented
cup o 36 / #60

Yamka nemenTHas ¢ wiockaM kpaeM HC PE muamerpom 28 / #62, Yamxa 55.5+0.3 184+2
nemeHTHaA ¢ wiockuM kpaeM HC PE muamerpom 32 / #62, Hamxa
neMeHTHad ¢ wiockuM kpaeM HC PE anamerpom 36 / #62

Flat edge full High-Cross PE cemented cup o 28 / #62, Flat edge full High-
Cross PE cemented cup o 32 / #62, Flat edge full High-Cross PE cemented
cup o 36 / #62
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Yamka uemenTras ¢ miockuM kpaeM HC PE quaMet m 28 / #64, Yamka
nemenTHag ¢ wiockuM kpaem HC PE auametpom 32 / #64, Hamxa
nemenTHas ¢ wiockuM kpaem HC PE muametpom 36 / #64

Flat edge full High-Cross PE cemented cup o 28 / #64, Flat edge full High-
Cross PE cemented cup @ 32 / #64, Flat edge full High-Cross PE cemented
cup o 36 / #64

5740.3
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/moanncano/

/TTepecod ¢ anznrulicko20 AIBIKA U UMATBARCKOZO RILIKA HA PYCCKUI AKX/

HenonuurensHbii AHPEKTOP

Cuxxapau Opanyecko
30 man 2023 r.

/ITevamv/: AIBOKAT MOHUKA MAPAL{IIH (MONICA MARAZZI) * HOTAPHYC
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Ne 4725 (4eTbIpe TbICAYM CEMbCOT fBagLUaTb NATb)
I". NlyraHo (LLUseiyapus), 5 (NaToe) noHa 2023 roga (aBe ThicS4M ABafLATb TPETLEr0 roga)-

A, MoHuka MAPALILIA (Monica MARAZZI), HuxenognucaBLUUIACA roCyfapCTBEHHbIA HOTapuyc,
BeAyLLMiA CBOK [eAaTeNbHOCTb B T. JlyraHo (LLBeluapwusi), HO/MKHbIM 00pa3soM W B CWY 3aKoHa
YMO/IHOMOYEHHbIN Ha COBEepLUEHME HOTapuasibHbIX JEACTBUNA, HACTOALLMM YAOCTOBEPSO MOA/IMHHOCTb
noAnucK, NPocTaBneHHOM Ha 060p0Te, N NPUHAANEXALLER NNy, YKa3aHHOMY HUXKe:
AHrn. ®paHyecko Mapua Hukono CUKKAPAW (Francesco Maria Nicolo SICCARDI), pata
poxaeHus: 8 (Bocbmoe) fekabps 1977 roga (ofHa TbicAYa AeBATLCOT CEMbAECAT CelbMOro rofa), nosn:
MYXXCKOW, XXeHaT, rpaxxgaHvH LLIBeiilapun, npoxumBalowmini B KoMMmyHe MopkoTe (TuumHo, LLBeiuapus)
no agpecy: yn. um O-p Hano ToppuaHu, 2 (4Ba), SABASIOWMIACA fepXKaTenieM nacnoprta rpaxjaHuHa
LLBeliyapmm Ne XHO56510 (X ogMH HOMb MSATb LWECTb MATb OAWH HO/Mb), Bbl4AHHOMO agMUHUCTPALMEN T.
BennuHuoHa 2 (BTOporo) aekabpsa 2014 roga (ABe TbICAYM 4YeTbIpHaAUATOro0 rofa), CpoK AeAcTBUSA
KOTOporo ncrekaet 1(nepBoro) gekabps 2024 roga (gBe ThicsAuM ABaguUaTb YeTBEPTOro roga);---------------
JINYHOCTb KOTOPOro YyA0CTOBEPStO.
Bo cBMAeTeNbCTBO Yero, NPOCTaB/sA CBOK MOAMMUCL U CKPEM/IS0 HACTOSALWMIA AOKYMEHT oML MabHO
neyaTbto.
MoHunka MAPALLUWM (Monica MARAZZI), rocygapCTBeHHbIA HOTapuyc, AO/HKHbIM 06pasom
YNO/THOMOYEHHbI Ha COBepLUEHME HOTapuanbHbIX AelCTBUIA [ManaToil agBoOKaToOB M HOTapMycoB MNpu
AnennsaunoHHOM cyde KaHToHa TuuunHo, JlyraHo, LLeeliuapus, yn. KaHToHane, 19 (geBATHaguathb), 6901
JNyraHo (LLUBeiyapus), Ten.: +41/91.922.74.06, monica.marazzi@mlegal.ch.

/nognucaHo/
WeuaTs!-. ADBOKAT MOHUKA MAPALILIN (MONICA MARAZZI) * HOTAPUNYC

ArNOCTWb
(Maarckas KoHBeHUMA oT 05 okTAops 1961 r.)

1 CrpaHa: Pecny6nmka 1 KaHToH TuumnHo (LLBerLapmst)
HacTosiupiA ny6nmyHo-NpaBoBoii AOKYMEHT
6b11 nognvcaH MoHukoi Mapauuy (Monica Marazzi)
BbICTYMatOLLEl B Ka4eCTBe HOTapuyca,

4.  CKperyieH neyarbHo/LLITaMoM BbILLEYTIOMSIHYTOrO HOTapuyca.

3aBepeHo:
5. BT. BermHUoHa 6. 6 moHsa 2023 T.
7. TocynapCTBEHHONW KaHLENspuel
8. 3aNe 69308
9. Meyvarb/LuTamn 10. TMognmcee:
IFCep6oBas neyaTh: [OCYAaPCTBEHHASA KaHLLAPAA Inodnucanol
KaHTOHa Tu4nHo/ KPUCTUAHO JTYHAPON
(CRISTIANO LUNARDI)
CekpeTapb

Hanor rr.: 35.-
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MepeBoA AaHHOIO TeKcTa caenaH MHON, nepeBogunkoMm KuHax BaneHTuHOMN MeTpoBHON

noanmch

Poccuitckas ®eaepauys

"opoa Mocksa

Ce,ﬂ,bMOFO Mon4a ABe ThiCA4YN ABaaLlaTb TPETHLErNO roja

A, Anuesa Jlynsa J/1bakapoBHa, BPEMEHHO UCMONHAKWAA 06593aHHOCT M HOTapuyca ropoga Mockebl KBnTKo
depopa AnekcaHgpoBuya, CBUAETEAbLCTBY NOANTMHOCTbL NOANNCK nepeBofuYnka KnHax BaneHT nHbl
[1eTpOBHGI.

Mognuch chenaHa B MOEM NPUCYTCTBUU.

NTnyHoCcTb NognucaBWero JOKYMeHT yCTaHOB/EHA.

J
3aperucTpuposaHo B peecTpe: Ng62/137-H77-2023- 4/- /W-Ir

YnnayeHo 3a COBepLIeHNe HOTapuanbHoro geiicTausa: 400 py6. 00 kon.

NoANunCh

N.A. Annesa

epboBas neyaTb
HoTapuyca r,MocHBbI
KBnTKO ®JI

Bcero npowHypoBaHo, npaH”epoBaHo
M cKpenneHo nevyaTbl | “nucT(a)(os)

BPWMO HoTapuyca

noAnmch

Poccuiickas ®efepayms
[opog Mocksa

CefbMOro 1A ABe ThiCAYYM ABajLaTb TPETLErO roja
Anvesa Jlynsa AGakapoBH3, BPEMEHHO WCMOJHAOLAA
06A3wWwWwCcT  HoTapuyca ropoga Mockebl KeuTko ®defopa
Q ™MJlekca™BW4ya, CBUOETENLCTBYKD  BEPHOCTbH  KOMUM €

npeacTAi“Horo MHe OKyMeHTa. Y

yMAO("pbrHe?pliMBaHo B peectpe:  62/137-H/77-2023-
AN NNANN G YeHIA 3aBOBEPLUEHNE HOTapUanbHOMO AeACTBUANMY(

-0 -

A.A. Am<

Bcero npojyHjo, npoHymepoBaHo, cacpene
neyaTbto nuct(a) (oB) [/

BPWO Hotapuyca
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