yp

Phillip H Jones - Notaiy Public
Two Chimneys, North Street
Winkfield Windsor SL4 4TE England
Telephone +44 (0) 7860 398485
Email: info@notarypublicassistance.co.uk

I, PHILLIP JONES, Notary Public duly admitted and sworn, carrying
on practice at Two Chimneys North Street Winkfield Windsor SL4 4TE

England.

CERTIFY THAT 1 recognise the signature appearing at the foot of the
attached Approval to be that of Rachel Swales whose identity is known
to me and who has signed the said document in their capacity as
Regulatory Affairs Manager of DePuy (lreland) and DePuy Ireland UC.

In faith and testimony whereof I, the said Notary, have subscribed my
name and set and affixed my seal of office at Windsor aforesaid this

Thursday, 16th March 2023.
"

Notary Public
My Commission expires on death

Protocol no. 23

Regulated by the Faculty Office of the Archbishop of Canterbury
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Russian text
HAMMEHOBAHME MEANUMHCKOIO N3JAE/TNA (MUN) N ETO
KITACCNDPUKALINA
HanmeHoBaHe M, mogenn nnn BapuaHTbl UCMofHeHNna MU
Uallka LUemeHTMpyemas [4/19  3HAOMPOTE3NPOBaHWA  Ta300efpeHHOro
Marathon XLPE, BapyaHTbl UCMOMHEHWS:
1 Yawka uemeHTMpyeMas [ANA 3HLONPOTE3NPOBaHWUS Ta3006epeHHOro
Marathon XLPE; BHy1peHHWIA anameTp 22 MM, BHELLHWIA anameTp 38 MM;
2. Yawka UemeHTMpyeMas [Ans 3HLOMNPOTE3NPOBaHWS Ta300efpeHHOro
Marathon XEPE: BHYTpeHHWIA AuaMeTp 22 MM. BHeLUHWIA guameTp 40 mw;
3. Yawka uemeHTMpyemas [OJ19 3HAOMNPOTE3VPOBaHNA Ta3006efLpeHHOro
Marathon XEPE: BHyTpeHHWIA yameTp 22 MM, BHELUHWI anameTp 43 mwm;
4. Yawka UemeHTMpyemas [ANA 3HAONPOTE3NPOBaHWA Ta306edpeHHOro
Marathon XEPE; BHYTPEHHWIA AnameTp 22 MM, BHELLIHWUI auamMeTp 45 mwm;
5. Yawka LUemeHTMpyeMas [Ansa 3HAOMNPOTE3MPOBaHUA Ta3006efpeHHOro
Marathon XEPE; BHYTpeHHWIA AuaMeTp 22 MM, BHELUHWIA AnameTp 47 Mw;
6. Yawka UemeHTMpyeMas [ANA 3HAONPOTE3NPOBaHWUS Ta3006efpeHHOro
Marathon XEPE; BHYTpeHHWUIA gnameTp 22 MM, BHELUHWIA grameTtp 50 mMwm;
7. Yawka uemeHTUpyemas [ANS 3SHAONPOTE3NPOBaHWSA Ta300efpeHHOro
Marathon XEPE: BHyTpeHHUIA fuameTp 22 MM, BHELUHWI auaMeTp 53 Mv;
8 Yawka uemeHTMpyemas [ANf 3HAOMNPOTE3NPOBaHWA Ta306eipeHHOro
Marathon XEPE: BHYTPeHHWIA AnameTp 26 MM, BHELLHWI anameTp 40 mwm;
9. Yawka wuUeMeHTMpyemMas [/19 3HLONPOTe3MpOBaHUA Ta306eApeHHOro
Marathon XEPE: BHyTpeHHUIA fuameTp 26 MM. BHELUHUIA gnameTp 43 Mw;
10. Yawka ueMeHTMpyeMas [18 3HAOMPOTE3NPOBAaHWUA Ta300efpeHHOro
Marathon XEPE: BHYTpeHHWIA guameTp 26 MM, BHELUHWIA anameTp 45 mwm;
11. Yawka uemeHTUpyeMas Anf 3HLONPOTE3MPOBaHUA Ta300eLpeHHOro
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cycTaBa
cycTaBa
cycTaBa
cycTasa
cycTaBa
cycTaBa
cycTasa
cycTaBa
cycTasa
cycTaBa
cycTaBa

cycTaBa

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

English text

MD name, models or variations of MD
Marathon XLPE Cemented Cup, variations:

©oOo N~ WN

N B R e e =
cobRNGEHRERBRME

Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 22 mm
Marathon XLPE Cemented Cup 26 mm
Marathon XLPE Cemented Cup 26 mm

. Marathon XLPE Cemented Cup 26 mm

Marathon XLPE Cemented Cup 26 mm

- Marathon XLPE Cemented Cup 26 mm

Marathon XLPE Cemented Cup 26 mm
Marathon XLPE Cemented Cup 28 mm
Marathon XI.PE Cemented Cup 28 mm
Marathon XLPE Cemented Cup 28 mm
Marathon XLPE Cemented Cup 28 mm
Marathon XLPE Cemented Cup 28 mm
Marathon XLPE Cemented Cup 28 mm

ID 38 mm OD;
ID 40 mm OD;
ID 43 mm OD;
ID 45 mm OD;
ID 47 mmOD;
ID 50 mm OD;
ID 53 mmOD;
ID 40 mm OD;
ID 43 mm OD;
ID 45 mm OD;
ID 47 mm OD;
ID 50 mm OD;
ID 53 mm OD;
ID 40 mm OD;
ID43 mmOD;
ID 45 mm OD;
ID 47 mm OD;
ID 50 mm OD;
ID 53 mm OD;

. Marathon XLPE Cemented Cup 32mm ID 45 mm OD;
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Marathon XLPE: BHYTPeHHUIT AnaMeTp 26 MM, BHELLUHWUIA auameTp 47 Mwm;
12, Yawka uemeHTMpyeMas A1 3HAOMNPOTE3MPOBaHUA Ta306eipeHHOro
Marathon XLPE; BHyTpeHHWiA arameTp 26 MM, BHELUHWIA auameTp 50 mwm;
13. Yawka UeMeHTMpyeMas ANA 3HAOMPOTe3MPOBaHUA Ta306efpeHHOro
Marathon XLPE: BHyTpeHHWIA AMaMeTp 26 MM, BHELUHWIA AuameTp 53 .M
14. Yawka UemMeHTMpyemas [AJ11 3HLONPOTE3NPOBAHMA Ta300eApeHHOro
Marathon XLPE: BHyTpeHHWIA aameTp 28 MM. BHELUHUIA auameTp 40 mwm:
15. Yawka uemeHTMpyemas ANd 3HLONPOTE3MPOBaHUA Ta3006e[peHHOro
Marathon XLPE: BHYTpeHHWiA AnameTp 28 MM. BHELUHUI AnameTp 43 MMm:
16. Yawka uemMeHTVMpyeMas [/19 3HAOMPOTE3NPOBaHWSA Ta300eApeHHOro
Marathon XLPE: BHyTpeHHWIA AMaMeTp 28 MM, BHELLHWIA AnameTp 45 MM;
17. Yawka uUeMeHTUpyeMas [1s 3HAONPOTe3VpPOBaHUA Ta306eipeHHOro
Marathon XLPE; BHY'TpPeHHWIA AnameTp 28 MM, BHELUHWIA AnameTp 47 mwm;
18, Yawka uemeHTMpyemas [/1 3HAOMPOTE3NPOBAHMA Ta300eApeHHOro
Marathon XLPE; BHYTpeHHWi AnameTp 28 MM. BHELLHUI AnameTp 50 .vvt
19. Yawka uemeHTMpyemas [19 3HAOMNPOTE3MPOBaHWUSA Ta300eApeHHOro
Marathon XLPE: BHyTpeHHUIA [yamMeTp 28 MM, BHELLHWIA fuameTp 53 MM:
20. Yawka uemeHTMpYye.Mas [/19 3HAOMNPOTE3MPOBaHUA Ta300efpeHHOro
Marathon XLPE: BHYTpeHHWiA AvnameTp 32 MM, BHELUHWI AnamMeTp 45 MM;
21. Yawka uemeHTMpyemas A1s 3HLONPOTE3NPOBaHMA Ta300eLpeHHOro
Marathon XLPE: BHyrrpeHHuiA AnameTp 32 MM, BHELUHWIA AuameTp 47 mwm;
22. Yawka ueMeHTVpyemas [1S 3HAO0MNPOTE3NPOBaHWUsA Ta306elpeHHOro
Marathon XLPE: BHyTpeHHWIA AnameTp 32 MM. BHELUHWI anameTtp 50 mm:
23. Yawka uemeHTMpyemas [LJ11 3HLONPOTE3NPOBaHMA Ta300eApeHHOro
Marathon XLPE: BHYTpeHHWiA imameTp 32 MM. BHELUHWI fuameTp 53 MM:
24. Yawka ueMeHTMpyeMas [/19 3HAOMNPOTE3NPOBaHWA Ta3006elpeHHOro
Marathon XLPE: BHyTpeHHWiA imameTp 36 MM, BHELLHWIA AnameTp 50 .M
25. Yawka LUeMeHTMpyemas [ 3HAONPOTe3MPOBaHUA Ta3006efpeHHOro
Marathon XLPE; BHynrpeHHWiA AnameTtp 36 MM, BHELUHWIA AnameTp 53 MM.

cycTaBa
cycTaea
cycTaBa
cycTaBa
cycTaea
cycTaBa
cycTaBa
cyCTaBa
cycTaBa
cycTaBa
cycTaBa
cycTaBa
cycTaea

cycTasa

Janee no TEKCTY MOTYT MUCNOMb30BaThCA creayrolime HanmMeHoBaHWA MeQULIMHCKOro
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21. Marathon XLPE Cemented Cup 32 mm ID 47 mm OD;
22. Marathon XLPE Cemented Cup 32 mm ID 50 mm OD;
23. Marathon XLPE Cemented Cup 32 mm ID 53 mm OD;
24. Marathon XLPE Cemented Cup 36 mm ID 50 mm OD;
25. Marathon XLPE Cemented Cup 36 mm ID 53 mm OD.

Further in the text the following names of the medical device can be used:
device, cups. Marathon XLPE, The Marathon XLPE Cemented Cup,
Marathon, MD, implant.

The medical devices names can be mentioned in the text in abbreviated
fonn for information perception convenience.
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nsgenus: wusgenne, Yawku, Marathon XLF'E, Yawka ueme!rrmpyemas Marathon
XLPE, Marathon, MW, umnnaHTaT, yCTPOCTBO.

HanuMeHOBaHNA MEAWMUMHCKUX W3AENWiA  MOFAT OblTb YMOMSIHYTbI B TEKCTE B
COKpalLLeHHOW thopme an1s yao6cTBa BOCNPUATUS UHGOPMaLuK.

Knaccugmkaums MU M1) classification
Tabnuua 1 Knacc note Table 1 Potential risk class of M D:
MuHNCTEepPCTBO Knacc JOKyMeHT Health Authority, Class Document
34paBooOXpaHeHns country
MuH3gpaB 116 Mpukas MuHUcTepcTBa Ministry of Health, lib Order of Ministry of
Poccuiickoi 34paBooxXpaHeHns Russia Health of Russian
Ddesepayun Poccuiickoin ®epepaymn Federation Ne4n from 6**
No4H oT 6ro mioHa 2012 June 2012
HASHAUEHVNE MEAVNLUMHCKOIoO W3AENMNA W MPUHUMNBLI INTENDED USE AND PRINCIPLE OF OPERATION
NENCTBUA The Marathon XLPE Cemented Cup is intended to replace the bearing

Ualka LeMeHTUpyeMas Ans 3HA0NPOTe3MpoBaHUs TasobeapeHHoro cyctaBa surface of the acetabulum as part of a total hip replacement; providing
Marathon XLPE npefgHasHayeHa Ansi 3aMelleHWsi OMopHoli  noBepxHocTu increased patient mobility and reduced pain. The implant is used in
BEPTNY)KHON  BMaAMHbl  KaK  4acTb  TOTa/llbHOrO  3SHAONpoTe3MpoBaHus conjunction with a femoral component and intended for use with bone
Ta300eApeHHOro cyctaBa. ViMnnaHTaT Ucnonb3yeTcs COBMECTHO C deMopasibHbiM — cement in an appropriately prepared acetabulum.

KOMMOHEHTOM W NpeAHa3HayeH AN WUCMNONb30BaHWA C KOCTHbIM LEMEHTOM B

NpaBWIbHO NOArOTOB/IEHHOW BEPTNYXXHON BraguHe.
MOKA3AHNA W MPOTUBOMOKASAHNA K MPUMEHEHUIO MW N INDICATIONS AND CONTRAINDICATIONS FOR MI) USE AND

BO3MO>XHbIE MOBOYHbLIE 3P PEKTDI POSSIBLE ADVERSE EFFECTS

MNMokasaHuga Indications

ToTanbHOe 3HAOMPOTE3NpOBaHME Ta306edpeHHoro cyctasa nokasaHo B Total hip replacement is indicated in the following conditions:
CnefyoLWmnx cnyyasx: 1 N1 severely painful and/or arthritic joint (typically due to non-
1. BblpaxeHHas 601b u/wnu apTpuTt cyctaBa (06bIYHO M3-3a HeBocnanmTenbHoro inflammatory degenerative joint disease);

flereHepaTMBHOro 3a60/1eBaHNSA CYCcTaBOB); 2. Failed previous hip surgery;

2. HecocToaTenbHblin pe3ynbTaT nNpeablayLiein onepaunv éeape; 3. Acute fracture of the femoral head or neck.

3. OCTpbIli Nepenom ronoBKN WK LWENKN 6eapeHHO KOCTW.

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

Cnegp\towyme COCTOSHNA ABMAKOTCA NPOTVMBOMNOKA3aHWAMM K 3HLOMPOTE3NPOBAHNIO
Ta3006epeHHOro CycTaBsa,;

1 AKTMBHAA MeCTHas WM CUCTeMHasA UH(EKLNS;

2. TloTeps MyCKynatypbl, HepPBHO-MbILLEYHbIA [Le(UUNT WU COCYAUCTbIV
AeuunT B NOPaXKeHHON KOHEYHOCTU [ienatoT npoLeaypy HeonpasaHHON;

3. MNnoxoe Ka4yecTBO KOCTW, TaKOe Kak OCTeOMNopo3, Korga, no MHeHWto Xupypra,
MOXeT WMeTb MeCTO 3HauuTe/lbHad Murpauus npoTtesa WAM 3HAUYUTENbHOE
M3MEHEHWe nepenoma avadmia 6epeHHON KOCTU W/Uan OTCYTCTBUE afeKBaTHOW
KOCTW A/1F NOALEPXKN MmnnaHTarta(os);

4. bone3Hb LLapko unu MepxkeTa.

HexxenaTtenbHble ABIEHUS W OC/TIOXKHEHUA
Hanbonee vacto BCTpeYarolmneca Hexenates/bHbIE ABMEHNA W OCNOXHEHUA NpU
HAOoNPOTE3NPOBAHNN Ta306e,ﬂ,pEHHOFO CyCTaBa,

O6uime

Yactota M TAXKECTb OCNOXHEHWIA NpW 3HAONPOTE3NPOBaHWUM Ta306eApPeHHOro
CycTaBa OObIYHO BbllUE NPU PEBU3NOHHBLIX OMepauusax, 4Yem Mpu MNEepBUYHbIX.
O6wue Npobnembl, BO3HUKAOLME MPU PEBU3NOHHOW XMPYPrimn, MOryT BKIKOYATb
TPYAHOCTW C pa3MeLlenveM pa3pesa, yAaleHWEM 3KTOMUYECKOW KOCTU W CTaporo
KOCTHOrO  LEMeHTa, pasMelieHnemM U (uKcauueid  KOMMOHEHTOB  W/Wu
noMyYyeHNeM afeKBaTHOM KOCTHOW noadep>Xku. Kak npasuio, Npu peBU3MOHHBIX
npoueaypax MOXHO OXWAaTb YBE/MYEHUA BPEMEeHW onepauumn, KpoBonoTepu u
prcka UHMEKL MK, NEFOYHON 3MOOINM 1 PaHEBOI FreMaToMbl.

1 M3mMeHeHNe TMOMOXeHUA KOMIMOHEHTOB TMpoTesa, 4acTo CBA3aHHOE C
(hakTOpammn, nepeuncneHHbimmn B MPEAYMPEXAEHNAX N MEPAX
MPEAOCTOPOXHOCTW,

2, PaHHee WM no3fHee pacllaTbiBaHWe KOMMOHEHTOB MpoTes3a, 4acTo
CBA3aHHOe C (pakTopamu, nepeuncneHHoiMn B TMPEAYTIPEXXOEHUNAX W
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Contraindications

The following conditions are contraindications for total hip replacement;

1 Active local or systemic infection;

2. Loss of musculature, neuromuscular compromise or vascular
deficiency in the affected limb rendering the procedure unjustified;

3. Poor bone quality, such as osteoporosis, where, in the surgeoivs
opinion, there could be considerable migration of the prosthesis or a
significant change of the fracture of the femoral shaft and/or the lack of
adequate bone to support the implant(s);

4. Charcot's or Paget's disease.

Adverse effects and Complications
The following are generally the most frequently encountered adverse
events and complications in hip arthroplasty;

General

The incidence and severity of complications in hip replacement are
usually greater in revisions than in primary operations. Common
problems encountered in revision surgery may include difficulty in
placement of the incision, removal of ectopic bone and old bone cement,
positioning and fixation of components, and/or obtaining adequate bony
support. In general, increased operative time, blood loss, and risk of
infection, pulmonary embolus and wound hematoma can be expected with
revision procedures.

1 Change in position of the prosthetic components, often related to the
factors listed in WARNINGS AND PRECAUTIONS;

2. Early or late loosening of the prosthetic components, often related to
factors listed in WARNINGS AND PRECAUTIONS;

3. Fatigue fracture of the femoral stem or cup component, often related to
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MEPAX MNMPEAOCTOPOXHOCTW,

3. YCTanoCTHbIn nepenom 6eApeHHo HOXKM nnm KOMhoHCHTa vallKkuy, Yacto
CBSi3aHHbIN C (hakTOpamu, nepeuncneHHbiMn B TMPEAYMNPEXAEHNAX WU
MEPAX MPEAOCTOPOXHOCTW,;

4. UpesmepHbIiA U3HOC WM paspyLUeHne KOMMOHEHTOB Mapbl TPEHUS u3-3a:
WMHTpaonepaLyMoHHOro MOBPEXAEHMUA  KOMMOHEHTOB NpOTe3a, OTC/lauBaHus
LIeMEeHTa, KOCTHbIX (DparMeHTOB, META/I/INYECKMX YacCTuL, KepamMUYecKuX 4acTull
nn Apyrux ¢aktopos, nepeuuncneHHbix B MPEAYMPEXAEHWAX N MEPAX

MPEAOCTOPOXHOCTW,

5. PaHHAS UM NO34HAS MHGEKUMNS;

6. Mepudepnyeckne Hesponatun. CyOGKAMHUYECKOE MOBPEX/EHNE HepBa
TaK)Xe MOXeT BO3HMKaTb B pe3ynbTaTe XMPYpPruvyeckon TpaBMbl;

7. TKaHeBble peakuuu, ocreonuns u/vnu ocnabneHve NMMNIaHTaTa, Bbl3BaHHbIE
MEeTaN/IMYeCKON  KOppo3uei, annepruyeckumy  peakumsamu, W3HOCOM WK
TBEPAbIMM YacTMuamu (Hampumep, OTC/MavBaHWE LEeMeHTa, MeTa//Invyeckue,
NONN3ITUNEHOBbLIE NN KepaMUyecKne YacTuLbl):

8. OcTartoyHasa 60/b B Ta306epeHHOM CyCTaBe.

B xofe onepauumn

1 Mepdopaumsa- TpewmHa wnn nepenom Auadmsa 6eapeHHONM KOCTU Wm
BEPT/Y)XXKHOIN BNafWHbI, KOTOPble MOryT NOTPe60BaTh MCMOJ/Ib30BAHNA BHYTPEHHEN
(hmkKcalmu:

2. BepTenbHbIil nepenom;

3. MoBpexJeHne  KPOBEHOCHbIX  COCYAOB (Hampumep, NOAB3AOLLHONM,
3anuparenbHOW 1 6eapeHHON apTepun);

4. BpemeHHOe WM MOCTOSAHHOE — MOBPeXAeHWe  HepBa  (Hampumep,
6efpeHHOro, 3anupaTe/ibHOro UM U30/IMPOBaHHOIO ManobepLOBOro HepBa);

5. MoABbIBUX WM BbIBUX Ta306efpeHHOro cycrasa M3-3a: Bblbopa pa3mepa

WM KOH(Urypaumm uMmnnaHtaTa, pPacrnosiokeHWs KOMMOHEHTOB w/unu cnaboctu
MbILLL, 1 (DMOPO3HOM TKaHW;
e Y o/IMHEHVE UM YKOPOYEHME NOPaXXEHHON KOHEUYHOCTH;
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factors listed in WARNINGS AND PRECAUTIONS;

4. Excessive w'ar or fracture of the bearing components due to:
intraoperative damage to the prosthetic components, loose cement, bone
fragments, metallic particles, ceramic particles or other factors listed in
WARNINGS AND PRECAUTIONS;

5. Early or late infection;

6. Peripheral neuropathies. Subclinical nerve damage may also occur as a
result of surgical trauma;

7. 4'issue reactions, osteolysis, and/or implant loosening caused by
metallic corrosion, allergic reactions, wear or particulate debris (such as
loose cement, metallic, polyethylene or ceramic particles);

8. Residual pain in the hip.

Intraoperative

1 Femoral shaft or acetabular perforation, tlssure, or fracture, which may
require the use of internal fixation;

2. Trochanteric fracture;

3. Damage to blood vessels (e.g. iliac, obturator and femoral artery);

4. Temporary or permanent nerve damage (e.g. femoral, obturator or
isolated peroneal nerve);

5. Subluxation or dislocation of the hip joint due to implant size or
configuration selection, positioning of components and/or muscle and
fibrous tissue laxity;

6. Lengthening or shortening of the affected extremity;

7. Surgical delay.
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7. Xnpypruyeckas 3ajepixka.

PaHHWI nocneonepaunoHHbIN nepuog

1 CepaeyHo-cocyamucTble 3ab0MeBaHUs,  BK/KOYas BEHO3HbI  TPOMOO3.
NEeroYvHyo aM60NMNI0 1 MHDaPKT MUOKapAa,;

2. Fematoma n/unn 3ameaieHHOe 3aXXNBEHUE PaHbl;

3. MoABbIBUX MW BbIBUX;

4. Pa3begnHeHe MOAY/NbHbIX KOMMOHEHTOB.

Mo3gHMin NocneonepayyoHHbI Nepuog

1 OTpbiB BepTena OeApeHHON KOCTM M3-3a 4YPE3MEPHOr0  MbILLEYHOTO
HanpsXXeHWa,  Harpysku WaMm  HenpegHamMepeHHOro  WHTpaonepaLyoHHOro
ocnabneHus BepTena;

2. YcyrybneHve npobnem B uncuiaTepasbHOM WAM  KOHTpanaTepaibHOM

KOMIleHHOM W TOfIEHOCTOMHOM CyCTaBax W3-3a HECOOTBETCTBUA AJINHbI
megmnanmsauny 6e4peHHOM KOCTU U/MAN MbILIEYHON HEeA0CTAaTOUYHOCTH;

3. lNepenom BepTAYXXHOW BMaguHbl WM GeApPeHHON KOCTM W3-3a TpaBMbl WK
Yype3MepHOl Harpysku, OCOGEHHO M3-3a HEeAOCTaTOMHOrO KOCTHOrO 3anaca,
BbI3BAHHOIO TSXKE/bIM OCTEOMNOpPO30M, AeteKTamu KOCTWM nocne npeablayLiei
onepaymu, MWHTpaonepaumoHHbIX MpoLeayp paccBepnvBaHuA WM pe3opbunn
KOCTW.;

4. Pe3opbums KOCTW, KOTOpas MOXeT CnocoB6CTBOBaTb >'XyALUEHUO (ukcauum un
BO3MOXXHOMY pacLUaTbiBaHWUIO UMMAHTATA,

5. TMepuapTukynsipHasa KanbUuuuKaunMs WAM OKOCTEHEHME, KOTOpble MOryT
MPUBECTUN K CHUXKEHMIO NOABMXXHOCTU CycTaBa U 06bemMa ABUXKEHWIA;

6. TpaBMaTUYECKUIn apTpPO3 UMNCUNATEPasIbHOro KOMEHHOro CycTaBa BCNeACTBUE
WHTpaornepaunoHHOro No3nLUMOHNPOBaHMUA KOHEYHOCTW BO BPems onepauuu;

7. INoABbLIBUX UMW BbIBUX;

8. PasbeguHeHne MOAY/bHbIX KOMMOHEHTOB.

Hor,

NHPOPMALKWA O NOTEHUMNANBHBIX MOTPEBUTEIAX M U
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Early Postoperative

1 Cardiovascular disorders including venous thrombosis, pulmonary
embolism and myocardial infarction;

2. nematoma and/or delayed wound healing;

3. Subluxation or dislocation;

4. Disassociation of modular components.

Late Postoperative

1 Trochanteric avulsion from excessive muscular tension, weight-
bearing, or inadvertent intraoperative weakening of the trochanter;

2. Aggravation of problems in the ipsilateral or contralateral knee and
ankle joints due to leg length discrepancy, femoral medialization and/or
muscular deficiencies;

3. Acetabular or femoral fracture due to trauma or excessive loading,
particularly in the presence of poor bone stock caused by severe
osteoporosis, bone defects from previous surgery, intraoperative reaming
procedures, or bone resorption;

4. Bone resorption which may contribute to the deterioration of fixation
and eventual loosening of the implant;

5. Periarticular calcification or ossification which may lead to a decrease
inJoint mobility and range of motion;

6. Traumatic arthrosis of the ipsilateral knee secondary to intraoperative
positioning, of the extremity during surgery;

7. Subluxation or dislocation;

8. Disassociation of modular components.

INFORMATION ON POTENTIAL USERS OF MD AND
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YKA3AHWA MO NCTIMOJIb3OBAHNIO

VHdopmaLuma gns nayueHTa

MayneHTOB, KOTOPbIM YCTaHaB/IMBAKTCA 3HAONPOTE3bl Ta306eAPEHHONO CyCTaBa,
CneayeT Npeaynpexpaartb, 4TO CPOK CMYXXGbl UMMNIaHTaTa MOXET 3aBUCETb OT UX
BEca M YPOBHS aKTUBHOCTM.

YKasaHnA HO HCHO/Ib30BaHHI0

YUawka uemeHTupyemas Marathon XLPE npefHa3HayeHa Ans Ans BCeX OTKPbITbIX
XUPYPruyecknx [OCTYNoB, B TOM 4uC/ie 4epe3 3afHIo0 4YacTb Gegpa (3afHWN
[OoCTyn), CTOpOHY 6Geapa (naTepanbHblidi MM nepefHe60KOBOM  AOCTyM),
nepefHIOD YacTb 6efpa (nepedHwidi AOCTYN) WM 4Yepe3 coyeTaHue MOAXOA0B.
OcCHOBHbIe 3Tanbl NpoLeAypbl TOTAILHOTO 3HAOMPOTE3NPOBaHMA Ta300eApeHHOro
CyCTaBa BK/HOYalOT:

* [logrotoBka XpAwa / KOCTU: MPOKCUMa/IbHasA YacTb TFOMIOBKA W LUEWKM
OedpeHHOM  KOCTWM  yjanseTcd, a KaHal  BHYTpU  6GeflpeHHON  KOCTu
NOAroTaBNMBaeTCA [AN1A MOATOHKM OefpeHHON HOXKW. BepTnyxHas BnaguHa
pacLumMpseTcs AN AOCTUXEHUA ONTUMaIbHON NMOBEPXHOCTW KOCTW AN dmKcauum
yalkn  uemeHTtupyemon  Marathon XLPE. OcCHOBHOe BHMMaHWe Mpu
paccBepnMBaHUN YAenseTcs yAaNeHU0 BCell CKIePOTUYECKOW KOCTW, XpAwa u
MArKUX TKaHell U3 BEPTYXXHOW BMafWHbl, 4TOObl 00NerynTb B3aMmoyfdaneHue
LemMeHTa

* Pa3smeweHne / NO3NLUMOHNPOBaHME  BEPTNY)KHOIO  KOMIMOHEHTA;
MO3VLMOHMPOBaHME YallKW [LO/HKHO ONTUMMU3MPOBATb (PUKCALMIO, AManas’oH
ABVWKEHWA,  COHPOTMBNEHWE  BbIBUXY W  MWHMMMW3MPOBaTb  BEPOSTHOCTb
noABbIBMXa, COYAapeHUs N KPaeBOW Harpysku. 3TO MOXHO OLeHUTb BO Bpems
npefonepauyuoHHOro MNiaHWpoBaHWs, MNOATOTOBKW  BePTNYXHOW BMafuHbl ©
MCNbITaHUA YalKW. HakIoH LeneBoin Yawku (M3MepeHHbI Ha PeHTreHorpa.Mmax)
[O/DKEH COCTaBNATb OKOMO 45 ° C y4eTOM MECTHbIX MATKUX TKaHen u
aHaTOMUYECKNX OPUEHTMPOB. AHTEBEPCUS LIeNeBOW Yawku (NpyM U3MEPEHUU Ha
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DIRECTIONS FOR USE

Information for the patient
Patients who are fitted with hip replacements should be warned that the
service life of the implant may depend on their weight and activity level.

Directions for use

The Marathon XLPE Cemented Cup instrumentation is designed to
accommodate all open surgical approaches including through the back of
the hip (posterior approach), the side of the hip (lateral or anterolateral
approach), the front of the hip (anterior approach) or through a
combination of approaches. The major steps in a total hip arthroplasty
procedure include:

. Preparation of the Cartilage/Bone: fhe proximal head and neck
of the femur are removed and the channel inside the femur is prepared for
the fitting of the femoral stem. The acetabulum is reamed to achieve the
optimum bone surface for fixation of the Marathon XLPE Cemented Cup.
The focus of reaming is removal of all sclerotic bone, cartilage and soft
tissue from the acetabulum in order to facilitate cement interdigitation.

. Placement/Positioning of the Acetabular Component: Cup
positioning should optimize fixation, range of motion, dislocation
resistance and minimize the likelihood of subluxation, impingement and
edge loading. This may be assessed during pre-operative planning,
acetabular preparation and cup trialing. The target cup inclination (as
measured on radiographs) should be at about 45* taking into account local
soft tissue and anatomic landmarks. 'Fhe target cup anteversion (as
measured on radiographs) should be 15 - 20° taking into account local
soft tissue and anatomic landmarks. Bone cement is used for fixation of
the Marathon XLPE Cemented Cups.



<J> DePuySynthes
CQMPNIC« or Ali>>¢C’K]fiZ(ﬁN

peHTreHorpammax) [Ao/mKHa coctaBnaTb 15-20 ° C YyY4eTOM MECTHBbIX MArKUX
TKaHen W aHaTOMUYeCKMX OpUeHTUPOB. KOCTHbIA LEeMeHT MCnonb3yeTca [A/1s
(hmKcaumm vallek LemeHTupyembix Marathon XLPE.

¢ PasmelweHne 6eApeHHbIX KOMMOHEHTOB: OeApeHHas HOXKa BCTaB/SETCA B
MOATOTOB/IEHHYIO OeApeHHY KOCTb. CTepXeHb MOXHO YAepXXuBaTb B KOCTU C
LeMeHTOM WM 6e3 Hero. 3aTem NOBepX CTEPXKHA BCTAaBMSETCH LUAPOBOM LUAPHUP
Ta306efpeHHOro cycrasa.

* [103MLMOHMPOBaHNE W 3aKPbITUE: MNP BCTaBMNEHHbIX BEPTIY>KHON Yallke,
OeflpeHHOM HOXKe W Llapuke Ta300eApeHHbIi CycTaB YyCTaHaB/NMBaeTCA B
OKOHYaTeNbHOe MOMIoXKeHWe 1 pas3pes 3aKpbIBaeTCs.

Mepepn onepauuei

XUPYPI O/DKEH OBCYANTb C NMAUMEHTOM BCE ®UN3NYECKUE WU
MNCUNXMNYECKNME ONPAHNUYEHWA, CBA3AHHDBIE C NMALUMEHTOM, U BCE
ACTIEKTbI OMEPALWVN W MPOTE3OB TMEPEL OI'IEPALI,I/IEVI, O6eyxaeHue
[0/IKHO BKNHOYATb orpaHunyeHus " BO3MOXHbIe nocneacTBuUs
3HAONPOTE3NPOBAHMS, HEOBXOANMOCTb CNEA0BaHNS UHCTPYKLMUAM XMpypra rnocne
onepauMm 1M MHGopmauLuo,  NpeAcTaBneHH\a0 B NUCTKe-BKNagbllle.
MpefonepauvoHHOe NIaHUPOBaHWE U XUPYPrUYecKMe MeTOAbl UMMIaHTaLum
3TUX KOMMOHEHTOB [/ 3aMeHbl Ta306eflpeHHOro CycTaBa pasBUANCL U3
XMPYPrYeckoro onbiTa, MOMYYEHHOrO NpWU pPa3paboTKe MHOFMX MpOTe30B
TazobeapeHHOro cyctaBa. XMpPYpru He [AO/MKHbI HauMHaThb  K/IMHUYECKOE
MCMOMb30BaHME  KaKOro-nM6o  Ta30b6eApeHHOro  npoTe3a A0 MOJIHOTO
03HAKOM/IEHMS1 CO  CMELM(UUYECKON TEXHWUKOA WMMAaHTauun. BpoLopbl 1o
XVUPYPTrUYECKoi TeEXHUKE MOXHO NonyunTb B [ellbto.

B xofe onepauunun

PeKomeH,u,yeTc;l, yTobbl BO BpemA onepaunmn ObIN OOCTYNMHblI KOMMOHEHTHLI, HO
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. Placement/Positioning of Femoral Components: The femoral
stem is inserted into the prepared femoral bone. The stem can be held in
the bone with or without cement. The ball of the ball-and-socket hip joint
is then inserted on top of the stem.

. Positioning and Closure: With the acetabular cup, femoral stem
and ball inserted, the hip replacement Joint is placed in final position and
the incision closed.

Preoperative

THE SURGEON SHOULD DISCUSS ALL PHYSICAL AND MENTAL
LIMITATIONS PARTICULAR TO THE PATIENT AND ALL
ASPECTS OF THE SURGERY AND THE PROSTHESES WITH THE
PATIENT BEFORE SURGERY. The discussion should include the
limitations and possible consequences ofjoint replacement, the necessity
to follow the surgeon's instructions postoperatively and the information
provided in the patient leaflet.

The preoperative planning and surgical techniques for implantation of
these hip replacement components evolved from the surgical experience
gained during the development of many hip prostheses. Surgeons should
not begin the clinical use of any hip prosthesis before they have
thoroughly familiarized themselves with its specific implantation
technique. Surgical technique brochures are available from DePuy.

Intraoperative

It is recommended that components at least one size larger and one size
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CoOMMHIIS or MNe/lwto«l« o {uupH

KpaiiHeii Mepe, Ha OAWMH pa3Mmep 60/bLUe U HAa OLUH pa3sMep MeHblue, Yem 6blin
onpegeneHbl 40 onepauuu, 4TOObl 06ecrneynTb WHTPaonepauuoHHbIA BbIGOP
cooTBeTCcTBYIOWEro(-nx) pasmepa(-oB). 3aliUTHbIE MOKPLITUA CrefyeT OCTaBNATb
0O Tex nop, Moka KOMMOHeHTbl He OyA>T TrOTOBbl K WMNiaHTaumu. He
MCNOMb3YiNTE KOMMOHEHTbI, €CAX OHW ynanu WaM YAapuauce O TBepAyHo
MOBEePXHOCTb. [MOBpeXeHVe KOMMOHEHTa MOXET OblTb He3aMeTHbIM, HO MOXET
MPVBECTM K NPEeXJeBpeMEeHHOMY BbIXO4y NpoTe3a M3 CTPOS.

Mpn  BbINOMHEHWW  PEBU3MOHHOW onepauun 06s3aTeNibHO, 4TOOLI  /t06as
(hnbpo3Haa MembpaHa, WHKaNCynMpylowas HecoCTOATeNbHbIA npoTe3, Oblna
NOMHOCTLIO  yfaneHa. (3cTaToyHble (MOpPO3Hble MemOpaHbl MOryT MelaTtb
(mkcaumm umnnaHTara. poBepbTe BCe paHee CyLECTBOBaBLUME W3[eNMs Ha
HanmMume NOBPEXAeHWI conpsraeMbiX NOBEPXHOCTEN, KOTOpble MOryT MoMeLlaTb
npaBuWNbHOM nocagke wnnM uKcauum HOBOro wm3genusi. HenpaBubHbIA BbIGOP,

pasMellieHne WAM  MO3ULMOHMPOBAHWE WMMMAHTAaTOB  MOXET MPUBECTU K
HEOGbIYHbIM  YCMOBMAM  HarpyskM 1 MOCMeAyloLlleMy COKpaLleHUo
(YHKLUMOHaNLHOrO cpoka CAyX6bl WMMMNMaHTaTa. YBeNUYeHWe aHTeBepcuw
BEPTNY)XXHOIO KOMMOHEHTa npu TOTa/lbHOM 3H/I0NPOTE3NPOBAHNM

Ta300efpeHHOro cycraBa MOXeT MPUBECTU K HEeCTabuibHOCTU W/MNKN  BbIBUXY.
Mepen 3aKpbITUEM OnepauroHHOe none creayeT TWwaTeNbHO 0YUCTUTb OT KOCTHOW
CTPYXXKW, MOCTOPOHHEro KOCTHOFO LEeMEeHTa, 3KTOMWPOBAHHOM KOCTW W T. [.
WHopoaHble 4acTMubl Ha 06nacTM  B3aMMOAENCTBUA  MeTann/naactuk  wam
KepaMuKa/mnacTuK MOTYT BbI3BaTb UYPE3MEPHbIA W3HOC. [uanasoH [BUXEHWS
[O/MKEH ObITb TWATENIbHO MPOBEPEH Ha MpeAMET HEenpaBWIbHOTO COMPSXKEHUS,
HeCTabubHOCTW WM CTONIKHOBEHUA U NPU HEOBXOAMMOCTU CKOPPEKTMUPOBAH.

MocneonepaunoHHbIA Nepuog,
UpesBblyaliHO ~ BaXHO  CTpPOroe  cobOfeHWe  NauueHToM

npeaynpexnaeHnin  xupypra. B nocneonepauuoHHOM  nepuofe
MPUAEPXKMBATLCS OOLLENPUHATBIX MPaKTUK.

yKazaHuin  un
cnepnyet
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smaller than were preoperatively determined be available at surgery to
accommodate intraoperative selection of the appropriate size(s).

Protective covers should be left on until the components are ready to be
implanted. Do not use components if they have been dropped or have
impacted a hard surface. Damage to the component may not be visible but
could cause early failure of the prosthesis.

When performing revision surgery, it is imperative that any fibrous
membrane encapsulating the failed prosthesis be removed in its entirety.
Residual fibrous membranes may interfere with implant fixation. Review
any pre-existing devices for damage to mating surfaces that would
prevent adequate seating or locking of the new device. Improper
selection, placement, or positioning of implants may result in unusual
stress conditions and a subsequent reduction in the functional life of the
implant. Increasing the anteversion of an acetabular component in total
hip replacement may result in instability and/or dislocation. Increasing the
anteversion of an acetabular component in total hip replacement may
result in instability and/or dislocation. Prior to closure, the surgical site
should be thoroughly cleansed of bone chips, extraneous bone cement,
ectopic bone. etc. Foreign particles at the metal/plastic or ceramic/plastic
interface may cause excessive wear. Range of motion should be
thoroughly checked for improper mating, instability, or impingement and
corrected as appropriate.

Postoperative

Strict adherence by the patient to the surgeon’s instructions and warnings
is extremely important. Accepted practices should be followed in
postoperative care.
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COMPAMKS or

MayneHT AOMKeH ObiTb BbINWCaH W3 6OMbHULBLI C MOMAHBIMA MUCbMEHHbLIMU
WHCTPYKUMAMU U NpefynpeXxaeHnsM1n OTHOCUTENIbHO YMPaXXKHEHWA 1 Tepanun u
NOBbIX OrpaHUYEHNA UX AeATeNbHOCTW. HenpaBuabHOE MONOXKEHME KOMMOHEHTA
WAM MCNONMb30BaHME (PUKCMPOBAHHOTO Ta300ef4pEeHHOr0 cycTaBa WM MOJSTHOIO
Ta306e4peHHOro cycTtaBa C MOAY/IbHOV rO/IOBKOM C FOOKOM UM KOHYCOO6pasHbIM
PYKaBOM MOXET YMEHbLUWTb [AuanasoH ABMXKEHW CcycTaBa W YBEIMYUTb
BEPOATHOCTb M3HOCA KOMMOHEHTa, MOBPEXAEHWS, NPEXAEBPEMEHHOr0 BbIBMXA
WA peBu3nn. B aTuX cnydasx XMpypr AO/DKeH MPOMH(OPMMPOBaTh NauueHTa o
TOM. YTO cneayeT u3beraTb BbICOKOW ABUTaTeNbHON aKTUBHOCTW.

PeKoMeHAyeTCs NOCTOSIHHOE MepuoAuyeckoe HabMloAeHMe 3a NauueHToOM K3-3a
HEN3BECTHOr0 (PYHKLMOHANBHOIO CPOKa CNyXObl MMMNaHTaTa Yy KOHKPETHOro
nayueHTa, OCOGEHHO B OTHOWIEHMU MOAAEPXKaHWUA (UKcauuM MWMMIIaHTaTa K
OMOPHbIX  MOBEPXHOCTE.  PeHTreHonornyeckne  WCCNeaoBaHUs  cnegyet
NPOBOAMTL NP KaKAOM  NocfefytolleM  HabngeHun W cpaBHMBaATb €
npeablaywmMn  peHTreHoNorMYeCcKMMM  UCCNefoBaHNAMM 1M KOPPenupoBatb C
KNMHUYECKOM  OUEHKOM  MaumeHTa. Ecnm  HabnwopgaloTcs  Kakue-nnbo
PEHTreHONOrNYecKme U3MEHEHUs, Takue Kak MosiBIeHVEe PEHTIeHONPO3pavyHoCTy,
pe3opbumns KOCTU WM No6ble M3MEHEHMSt B MOMOXEHUW MMNAaHTaTa, 3TW
M3MEHeHWs crefyeT TWaTeNbHO KOHTPOAMPOBaTb, YTOObI OMpeaenunTb, ABAAKOTCA
NN OHW CTaTMYECKUMWU WAN MNPOFPECCUPYHOMMK, W MauueHTa cnegyeT NevnTb
COOTBETCTBYHLLMM 06pa3om.
MoTeHUManbHble NnoTpedbutenn M

Xupypru-optonefsl, MepcoHas OMepauvoHHOW, 3Halowme OopTonennyeckue
npoueaupbl U TEXHUKM TOTa/lbHOrO 3HAOMNPOTE3MPOBaHMA Ta306epeHHOro
CycTaBa nepef TEM. KaK MCMOMb30BaTh Yallikm Marathon XEPE.

Ycnosusi npumMmeHcHus/akennyataumum M
YCcnoBusi OKpyXatoLein cpegbl
BnaxHocTb OT140% po 60%

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

The patient should be released from the hospital with complete w-ritten
instructions and warnings regarding exercises and therapies and any
limitations on their activities. Component malposition or the use of
constrained hip or total hip with modular skirted head or tapered sleeve
can decrease joint range of motion and can increase the potential for
component w'ear, impingement premature dislocation or revision. In these
cases, the surgeon should information the patient that high range of
motion activities should be avoided.

A continuing periodic patient follow-up is recommended because of the
unknown functional lifetime of the implant in the specific patient,
particularly with respect to the maintenance of implant fixation and
bearing surfaces. Radiological investigations should be performed at each
follow-up and compared with previous radiological investigations and
correlated with the clinical assessment of the patient. If any radiological
changes are observed, such as the occurrence of radiolucencies, bone
resorption, or any changes in the position of an implant, these changes
should be closely monitored to determine whether they are static or
progressive and the patient treated appropriately.

Potential users of MD

Orthopaedic surgeons, operating room staff familiar with the orthopaedic
procedures and techniques for Total Hip Arthroplasty before using
Marathon XLPE Cemented Cups.

Usc/operation conditions of MD
Environmental conditions
Humidity from 40% to 60%

10
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Temnepatypa OT1 2PC po 25X
[JasneHwve 86 klMa - 106 kla
Ycnosua skcnayarayum

BnaKHOCTb 100%
Temnepartypa Ot 32°C po 42°C
[JasneHne 86 klMa- 106 Kla

OMNCAHNE OCHOBHbIX ®YHKLUWOHANBbHbBIX 3/IEM[EHTOB MW/

O6uiee onncaHne YHKUMOHaNbHbIX 31eMeHTOB MU
Pucynox 1 ALETAOYNAPHAA Yallka

Yaluka M3rotoBfieHa M3 CLUMTOrO CBEPXBbICOKOMOJIEK/APHOIO MOMN3TUIEHA U

BK/HOUAET (hnaHel, KOTOPbI/ BbICTyMaeT no nepumeTpy.

®naHeL, N3roTOB/EH U3 CBEPXBLICOKOMO/EKYIIPHOTO NOMM3TUNEHA U COAEPXNT 4
OTBEPCTBUSA, MpPefHA3HAYEHHbIX 418 NPefoTBpaLLeHns 06pa3oBaHNs BO3LYLLIHOIO

KapMaHa 3a (hlaHLEeM BO BPeMS YCTaHOBKM MMMaHTaTa.

dnaHel, npeAHasHauyeH AN MpPecCypusalyn  LeMeHTa BO BPEMS YCTaHOBKM
MMMNAHTaTa U AN YMEHbLLUEHUS BEPOSTHOCTY BbIXO4Aa UMMMAHTaTa 3a HUXKHIOK

YacTb BEPT/Y>KHOI BMaguHbI.
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Temperature from 21 °Cio 25°C
Pressure 86 kPa-106 kPa
Operation conditions

Humidity 100%

Temperature From 32 °Cto 42 °C
Pressure 86 kPa -106 kPa

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
General description of functional elements of MD
Figure 1 Acetabular Cup

The Acetabular Cup is manufactured from cross-linked Ultra High
Molecular Weight Polyethylene (UHMWPE) and includes a flange which
extends from the perimeter.

The flange is manufactured from UHMWTE and contains 4 holes which
are designed to prevent an air pocket forming behind the flange during
insertion of the implant.

The flange is designed to pressurise cement during insertion of the
implant and to reduce the likelihood of the implant bottoming out in the

n
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Mepeg vMnnaHTaume Xnpypr Ao/mKeH obpesatb (hnaHew A0 HYXXHOrO pasmepa.
KOHUEHTpMYECKMEe NMHUM C MHTEepBanaMn 2 MM HaHOCATCSA Na3epOM Ha BEpXHel
MOBEPXHOCTM (hnaHua, YTo6bl MOMOYL XMPYPry BO BPeMs 06pe3Ku.

3aaHAA MOBEPXHOCTb YalLKN MMEeT YyCTaHOBOYHOE OTBEPCTBUE, NPejHa3HaYeHHoe
ANA nomow . B OMPeAeNIeHNN OpUeHTauMn NPOBOIOYHOIO MapKepa € 3aXUMOoM, a
TaKXXe€ Habop KaHaBOK, B KOTOpble MOHTUPYETCA NPOBO/MOYHLIA Mapkep. Habop
MasoB TaKXe MpefHasHayeH ANA HafeXHON (mkcauum MmnnaHTata B LEMEHTHOM
060n0uKe.

XLPE

[Onzalin  Yawkn uemeHTMpyemoit  Marathon

MPOBO/IOYHbLIX MapPKepOB.

BKNKOYaeT pfABa TuNa

PUCYHOK 2 BCTPOEHHbIA MPOBO/IOYHbINA MapKep

MepBblii MPOBOMOYHbLIA MapKep SBNSETCA CTafbHOM NPOBOMOKON, BCTPOEHHOWN B
YallKy 1 pacrnofioKeHHOM 6/IM3KO K NepuMeTpy YallKu.

BTOpoil NpOBO/MOYHLIA Mapkep - MPOBOMOYHbLIA MapKep C 3aXMMOM U3
TUTAHOBOrO CnjaBa, MOCTaBAAKLWMIACA C YawkolW AN COOPKM  KOHEUHbIM
nonb3oBartesieM. [1pPOBOMOYHLIA MapKep C 3aKUMOM MNpPUMeEHsSeTca Ans  Toro,
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acetabulum.

The flange is trimmed to size by the surgeon prior to implantation.
Concentric lines at 2mm intervals are laser marked on the top surface of
the flange to assist the surgeon during trimming.

The rear surface of the Acetabular Cup features a locating hole designed
to help define orientation of the Clip-On Marker Wire, and a set of
grooves into which the Clip-On Marker Wire is assembled. The set of
grooves are also designed to ensure secure fixation of the implant in the
cement mantel.

The Marathon XLPE Cemented Cup design includes two types of marker
wire.

Figure 2. Embeded Marker Wire

The first marker wire is a length of Stainless Steel wire pre-embedded in
the Acetabular Cup and positioned near the perimeter.

Figure 3. Clip-on Marker Wire

The second marker wire is a Titanium Alloy Clip-On Wire supplied with
12
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UTOObl MMeNacb BO3MOXHOCTb OMpefenTb MECTOMOMIOXKEHNE U WU3HOC YallKK
rnoc/ne onepaLumn Ha peHTreHe.

OfMH KOHeL, MpOBO/IOYHOr0 Mapkepa C 3aKWMOM CrefyeT COBMeCTUTb C
YCTaHOBOYHbIM OTBepCTMEM B uyawke. [1lo3vumus yCTaHOBOYHOrO OTBEPCTMA
OTMeuYeHa MeTKOM Ha BepxHeli MOBEPXHOCTW naHua. [locne 3TOro Mapkep
BpaljaeTca [ANA 3aKIMKMBaHWS B KaHaBKe Ha WMMNiaHTare, Tem CaMbIM
06ecrneynBas BEPHYHO OpUWEHTALMIO MPOBOJIOYHOrO Mapkepa C  32XMMOM.
PYKOBOACTBO MO  PacnofOXeHWt0  NPOBOMOYHOIO  MapkKepa C  32KUMOM
npefocTaBneHbl B UHPOPMALMOHHOW KapTouke, NOCTaBNSAeMO C UMMIaHTATOM.

Uawka uemeHTupyemas Marathon XLPE gocTynHa B psige pasMepoB M nNoaxoaut
AN MCNOMb30BaHWA Ha NeBOM W NPaBO CTOPOHe Tefa. Jla3epHble MapKMpPOBKM

n "R" Ha vallke npefHa3HayeHbl [A/19 KOPPEeKTHOW opueHTauun. Korpa
UMMNaHTaT MNOMELLeH Ha WHTPOAbIOCEp, TOMbKO OAHa M3 3TUX MapKUpPOBOK
[O/MKHa 6bITb BUAHA W OHA [O/DKHa COOTBETCTBOBATb TOMY, Ha KakKOi CTOpOHe
yCTaHaB/IMBAETCA MUMMIAHTAT.

B03MOXXHOCTb M MeTOAbI MHTErpauumn ¢ Apyrummn MeguuuHCKUMM U3nenmnsmm

Uawkn uemeHTupyemble Marathon XLPE coBMeCcTUMbI CO CTaHAAPTHbLIMM
METa/INIMYECKUMU NN KEPAMUYECKMMM TO/IOBKaMU AnameTpom 22, 26, 28, 32 n 36
MM. OnopHas MOBEPXHOCTb MMEET TakOM >Xe [AMaMeTp, 4TO W conpsraeMbii
6eApeHHbIi KOMMOHEHT (ro/ioBKa) ¢ 3a30poM. "'eOMeTpus OMOPHOIM MOBEPXHOCTU
(ouameTp M KayeCTBO MNOBEPXHOCTM) B3ATa HANPAMYKO M3 3TUX YawleK U OHU
NOEHTUYHbI. a pucyHKe 4 HWKe nokasaHa fuarpamma COBMECTUMOCTW anameTtpa
OMOPHON MOBEPXHOCTU W B)ELLIHErO fMameTpa YaLlKu.
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the Acetabular Cup

for assembly by the end user. The Clip-On Marker Wire is designed to
allow postoperative radiological assessment of position and wear of the
implanted Acetabular Cup.

One end of the Clip-on Marker Wire is intended to mate with a locating
hole on the acetabular cup. The position of the locating hole is identified
by a mark on the top surface of the implant flange. The wire is then
rotated to click-fit into the implant grooves, ensuring correct orientation
of the Clip-On Marker Wire. Guidance on positioning of the Clip-On
Marker Wire is provided in the information card packaged with the
implant.

The Marathon XLPE Cemented Cup is available in a range of sizes and is
suitable for both left and right side use. and "R” laser etchings on the
Acetabular Cup are designed to ensure correct orientation. W'hen the
implant is mounted onto the introducer, only one of these two laser
etchings should be left exposed, coiresponding to the side the implant is
orientated for.

The possibility and ways of integrating with other medical devices

The Marathon XLPE cemented cups are compatible with 22, 26, 28, 32
and 36mm diameter standard metal or ceramic heads. The bearing surface
has the same diameter as the mating femoral component (head) with a
clearance. The bearing geometry (diameter and surface finish) is
transferred directly from the predicate devices (Elite and Charnley) and
they are identical. Figure 4 below shows the compatibility chart of
bearing diameter Vs outer diameter of the cup.

13
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COMMMICS or AjoAl—BrMu*oburOH

BHeWHNI AnameTp YalKn, MM Outer diameter of cup. mm
38 40 43 45 47 50 53 38 40 43 45 47 50 53
22 Xooxoo X XX X X 22 X X X X X X X
AnameTp 26 X X X X X X
0MOpPHOIi 28 X x X X X x ‘ilb 26 X X X X X X
nosepx- h 28 X X X X X X
HOCTU, MM 32 X X X X 8)
36 X X i 32 X X X X
36 X X
PucyHok 4: [unarpamMma COBMeCTMMOCTM AMamMeTpa OMOPHOM MOBEPXHOCTU U
BHELLHETO AniaMeTpa YallKu. Figure 4: Compatibility chart of bearing diameter Vs Outer diameter of
the cup
14
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COMPAHIIK or Mol HKCW" o tmiOH

Texauyeckwe xapakrepuctiaxku MH / Technical characteristics of MD

Acetabular Cup / AuetaGynapras yauka

Riogzn —= -

L
p)

- 10075

[ )
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COMPKNICS OP "0#bWCtV-«*ofclfUOH

Size/Tvnopauwmep,
MV
22/38
22/40
22/43
22/45
22/47
22/50
22/53
26/40
26/43
26/45
26/47
26/50
26/53
28/40
28/43
28/45

28/47
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C, mm + 020
MM
38.00
40.24
43.40
45.00
47.00
50.00
53.00
40,24
43,40
45.00
47.00
50,00
53.00
40.24
43.40
45.00

47.00

W, MM
+/- 1.2
MM

58.00
60.24
63.40
65.00
67.00
70.00
73.00
60.24
63.40
65.00
67.00
70,00
73.00
60.24
63.40
65.00

67.00

G, Mm

0,40,
MM

24.90
25.80
27.40
28.22
29.06
30.56
32.06
25.80
27.40
28,22
29 06
30.56
32.06
25.80
27.40
28.22

29,06

N, mm *

0.10, .mv

22.43

22.43

22,43

22.43

22.43

22.43

22.43

26.20

26.20

26,20

26.20

26.20

26.20

28.20

28,20

28.20

28.20

TexHofornyeckne napameTpel

J. MM

0.075, Mmm

16.665

16,665

16.665

16,665

16.665

16 665

16,665

18.520

18,520

18,520

18.520

18.520

18 520

19 520

19.520

19.520

19,520

K, Mm
+

0.08.
MM

13.26

13,26

13,26

13.26

13.26

13.26

13 26

16 03

16.03

1603

1603

16.03

16 03

17 52

17,52

17.52

17.52

N,
MM £
0.25.

MM
17.75
18.76
20.31
21.29
22,28
23.81
25,33
18.76
20,31
21.29
22.28
23.81
25.33
18.76
20.31

21.29

22.28

16

P.“i
1.80,
62.00
62.00
62.00
62,00
62.00
62.00
62.00
62.00
62.00
62.00
62.00
62.00
62.00
62.00
62.00
62.00

62.00

MM
0.25
. MM

2.00

.MM £
0,075
. MM
1.775
1.775
1,775
1.775
1,775
1,775
1.775
1,775
1.775
1.775
1,775
1.775
1.775
1.775
1.775
1.775

1.775

30.0

30.0

30.0

30.0

30.0

300

30.0

30.0

30.0

30.0

30.0

30.0

30.0

30,0

300

30.0

30.0

LllepoxoBaTocTb\
Roughness

Ra 1.6
Ra 1.6
Ra 16
Ra 1.6
Ra 1.6
Ral 6
Ra 1.6
Ra 16
Ra 1,6
Ra 1.6
Ra 1.6
Ra 1.6
Ra 1.6
Ra 16
Ra 1.6
Ra 1.6

Ra 1,6
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COMPANIES OP ~cAmen-«d;4«me>H

28/50
28/53
32/45
32/47
32/50
32/53
36/50

36/53

Ciip-On Marker Wire / NpoB0/IOYHbI MapKep C 3aKUMOM
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50.00

5300

45.00

47.00

50.00

53.00

50.00

53.00

70.00

73.00

65.00

67.00

70.00

73.00

70.00

73.00

30.56

32.06

28.22

29.06

30.56

32.06

30.56

32.06

28.20

28.20

32.20

32,20

32,20

32.20

36.20

36.20

19.520
19.520
21,520
21.520
21.520
21.520
23.520

23.520

17.52
17.52
19,88
19.88
19.88
19.88
21.88

21.88

23.81
25,33
21.29
22,28
23.81
25.33
23,81

25 33
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62.00

62.00

70.00

70.00

70,00

70.00

70.00

70.00

2.00

2,00

2.00

2.00

2,00

2.00

1.775

1.775

1,775

1.775

1.775

1.775

1.775

1,775

300

300

30.0

30.0

30.0

30.0

30,0

30.0

Ra 16

Ra 16

Ra 1.6

Ra 1.6

Ra 1.6

Ra 1.6

Ra 1.6

Ra 16
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camrak:ef or '

D20.100

EsO.50

RA £1.00

TexHo/MornyecK1e napameTpbl
Auvzt Bwvwt Cwumz Dwumzx E wwz

Size/Tunopaswep, 1.00, 4.00, 2.00. 0.100. 0.50,

M MM MM MM MM MM

3B 15.95 7 2.00 1.016 1.00

40 16.95 8 2.00 1.016 1.00

43 18.55 9 2.00 1.016 1.00
18
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caMMMiis or ~c/u*>cnu®  bavilYH

45
47
50
53

Embeded Marker Wire / BCTpoeHHbI NMPOBONOYHbIV MapKep

2.35 :0.35

Size/Tunopa3smep, MM
Bce pa3mepsl/ all sizes

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

19.45
20.45
22.45
23.45

OnunHa / Length, £ 0.35 mm

2.35

10 2.00
10 2.00
10 2.00
M 2.00

1.016
1.016
1.016
1.016

100
100
1.00
1.00

LwvpuHa / Width, + 0.065 mMm

0.875

19
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COMMNICS or ~olm*CW-«[}obmgH

OMMNCAHWE npunapgnexHocTeli DESCRIPTION OF ACCESSORIES
He npumenumo. COBMECTHO C  fAaHHbIM  um3genvem  ucnonb3oBaHne Not applicable. There are no accessories used in conjunction with the
NPUHAAMKHOCTEN He NMpeayCMOTPEHO. devices.
MEPEYEHb N OMNCAHVE MATEPUAJIOB MU LIST AND DESCRIPTION OF MI) MATERIALS

HanmeHoBaHve Matepuan MU Name Material of MD
Yawka Cwwutblii CBMIM3 GUR 1050 Cup UIIMWPE Crosslinked GUR
BcTpoeHHbIV NpoBonoyHbIn  Hepxasetowasa ctanb 316LS 1050
mapkep Embeded Marker Wire Slailess Steel 316LS
MpPOBONOYHBIN MapKep C Ti6A14V Clip-on Marker Wire Ti6A14V
3aLenKoi
OAHHBIE O MAPKUPOBKE MW N EIMO YTNAKOBKE DATA ABOUT LABELING OF MD AND ITS PACKAGING
Tabnnua 2. 3HauyeHUs CUMBOJIOB, YKa3aHHbIX Ha YMakKoBKe. Table 2. Interpretation of symbols used on the package.

Homep no Katanory Catalogue number
REF REF
vyyy-mm-pp Hata nsrotosnequs (Mrr-MM-44) vvyvy-mm-pp Date of Manufacture (YYYY-MM-

DD)

Wcnonb3osats go (TFTr-MM-44) Use by (YYYY-MM-DD)

2 YYYY-MM-DD 2 YYYY-MM-DD

CTepunusayms rasoBori nnasmoi Sterilized using gas plasma

STERILE GP STERILE OP
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COMMNICS 01 NeAT*OM.«Lipl»OH

3anpeT Ha NOBTOPHOE MPUMEHEHNEe

OcTtopoxHo! ObpaTuTech K MHCTPYKLMK MO /K
[ ¢\ NPUMEHEHNIO
[qty] KonnuecTso 1QTY]
MADE IN
CpaenaHo B
MADE IN

5cOnl
5¢ Only o A o y

U3OENNE MOXET BbiTb MPOJAHO TO/LKO
Bpauy MM No Ha3HauYeHWo Bpaya
O6paTUTECh K MHCTPYKLMM NO MPUMEHEHWIO

MN3rotoBuTtesnb
mJ

Kog napTtum

He cTepnnun3oBatb NOBTOPHO

21
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Do not reuse

Caution!

Number of Units

Made in

Federal Law (United States of
America) restricts this Device to sale
by, or on the order of a physician.

Consult instructions for use

Manufacturer

Batch code
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cawMMits or ~|c4nHcnN04«MOH

He 1“cnonb3oBaTb NpU NOBPEXAeHUN

YNaKoBKU
C € EBponelickoe COOTBETCTBME C
0086 NAEHTUPUKALMOHHBIM HOMEPOM
C€ aKKpeAMTOBaHHOM opraHu3a[lm

2797
ABTOPU30BaHHbIN MpeacTaBUTeNb B
EC | REP  EBponeiickom coo6LiecTBe

Marepuan
MAIL
AuncTpnbbroTop
ST
Pasmep
SIZE 1
SZ
DePuy, Inc.
D / D P

TemnepaTypHbIii Npegen

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

CE

0086

CE

2797

EC | REP

MAIL

DIST

| size

SZ

Do not re-sterilize

Do not use if package is damaged

EC labelling followed by number
identifying the accredited organization

Authorised representative in the
European Community

Material

Distributed bv

Size

DePuy, Inc.
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coMMNiis or

" Temperature limitation
UHMWPE CBepXBbICOKOMOJIEKYNAPHbIV NOAUITUNEH p

He pa3bupatb

I i
UHMWPE Ultra high molecular weight

polyethylene

[BoiiHas cTepunbHas 6apbepHas cucTeMa
Do not disassemble

O Double sterile barrier system

YMNAKOBKA PACKAGING
KomnoHeHT ynakosku/Packaging component MaTtepuan/material

. KapToH (262 mukpoHa 230 GSM) /Carton
MoTpebuTenbckas ynakoBka/primary package (262 Micron, 230 GSM)
CTepunbHas KpblilKa BHYTpPeHHero 6nucTepa W3 TYVEK 1073B

ynakoBka/sterile  TaliBeka/ Tyvek blister inner lid

23
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(1) DePuySynthes

COMPAMIfS or

package
BHyTpeHHW1 6nmncTep/ blister inner M3TI/PETC (Eastman Kodar 6763)

BHewwHuin 6nunctep/ blister outer M3TI/PETG (Eastman Kodar 6763)

Kpbillka BHELWIHero 6nucTepa 13

Taisekal/ Tyvek blister outer lid TYVEK 10738

MoTpebuTtenbckas ynakoska/Primary package
71 X147 x 85 £0.5

Kpbiwka BHYTpeHHero 6nmcTepa Taieekal/ Tyvek blister inner lid
145.00x108.00£025

BHyTpeHHuIA 6nucTep/ Blister inner

127.5 X 108.0x 60.0 +1,19 MM

Kpbiwka BHewHero 6nuctepa Taiseka/ I'yvek blister outer lid
178.0 x 133.0+0.5

BHewwHunin 6nunctep/ Blister outer

159.0 x 134.0 x64.0%+ 1,19 mm

24
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CObIP*MICE or “cfn >wwi-«|}efew*gw

CpOK rogHoCTH, CPOK CNyX6bl
5 net (1825 aHeit)
dopmMa NocTaBku

ApTUKYNbl, BXOAAWME B COCTaB 3TOW  WMHCTPYKUMM N0  MPUMEHEHUIO
MOCTaBNAKTCA KOHEYHbIM MONb30BATENAM B CTEPU/ILHOM BUfE, OfMH UMMNAHTaT B
[IBOMHOI CTepUNbHON YMaKoBKe.

BHyTpeHHAs ynakoBka COCTOMT M3 AByX Onuctepos u3 PET'G, 3anasHHbIX
KpbilwKaMu 13 Tyvek. 3aTemM OHM NOMeLLAOTCA B KOPOOKM BMECTE C MapKUPOBKOM
ANS NaLMeHTOB U UHCTPYKLMER N0 NMPUMEHEHMIO.

MEPEYEHDb MATEPVNANOB XMBOTHOTO n (nnwn)
YE/TOBEYECKOI'O NMPOUCXOXAEHWA
He npumeHumo. W3genve He COAEPXUT Matepuasibl  XWBOTHOrO  W/vau

4es10BEYECKOro NMPOnCXoXXageHns.

NH®POPMALWMNA O JNEKAPCTBEHHbIX TPEMAPATAX W (UNTN)
PAPMALEEBTUYECKUX CYBCTAHUNAX B COCTABE MU

He npumeHumo. W3nenus He B3aUMOEWCTBYHOT C NEKApPCTBEHHbIMU W [ wn
(hapMaLieBTUUECKUMI BeLLLEeCTBAMU.

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

Shelf life, use by date
5 Years (1825 days)
Hany supplied

The product code(s) contained in this IFU are supplied to the end user
sterile as a single implant in a double sterile packaging system.

The inner packaging consists of two PETG Blisters sealed using two
Tyvek lids. These are then placed in a carton along with patient ID labels
and Instructions for use.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human origin.

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal and / or

pharmaceutical substances.
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COMMMITS or ~fofcw tCn”olHMCx»*

OCHOBHbIE CTAHOAPTHI, KOTOPbIM COOTBETCTBYKOT BASIC STANDARDS TO WHICH THE PRODUCTS MEET

N3NENNA The devices have passed verification and validation tests and meet the
W3genva  Bblgepxann  WUCMbITaHWs N0 Bamgauunm U BepumKaumum requirements of the following standards:
YL0B/IETBOPAIOT TPe60BAHUAM CliefytoLWwmnx cTaHAapTOB:

[ pUMEHUMbIiA Applicable standard Description

cTaHgapT

OnuncaHue

MMmnnaHTaTbl Xnpyprmyeckume

Non active Surgical

BS EN ISO 14630 Implants - General
leilglsgso HeaKTMBHble - ObLme Requirements
TpeboBaHuA Non-active surgical
MimMnnaHTaTbl XMpypruyveckume implants - Joint
BS EN ISO HeaKTUBHbIe - VIMniaHTaThl BSEN 150 21534 replacement implants -
21534 ANA 3aMeHbl CYCTaBOB - Particular requirements
YacTHble TpeboBaHus Non Active Surgical
MMnnaHTatbl Xupypruyeckue Implants- Joint
HeaKTMBHble - VIMniaHTaThl Replacement Implants-
ISO 21535 o .
019 3aMeHbl CyCTaBOB - Specific Requirements
1ISO 21535 CneunanbHble TpeboBaHMS K for Hip Joint
uMmnaaHTaTam ans Replacement Implants
NnpoTe3npoBaHUS Medical Devices -
Taso6efipeHHOro cycTaBa Application of Risk
WN3gennsa megmumnHckume - BS EN IS0 14971 Management to
BS EN ISO MprvMeHeHWe MeHemKMeHTa Medical Devices
14971 prcka K MeLMUNHCKUM Medical Devices -
N3aeNnaM Quality Management
N3genna megmumHCKue. ISO 13485 Systems —
ISO 13485 Cuctembl MeHeKMEHTA Requirements for
KayecTBa. TpeboBaHMs Ans regulatory purposes
Lienein perynmposaHus BS EN 556-1 Ster_ilisation of medical
BS EN 556-1 Crepunusauma MefuLUMHCKUX devices - requirements
26
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COMMNKS or

n3genunii. TpeboBaHus K
MeLULNHCKAM U3LeNnsMm
KaTteropum "crepunbHole™.
YacTb 1 TpeboBaHus K
MELULNHCKUM U3LeNNAM,
nognexatium (UHULLHON
cTepunsaumm
Crepunusauns MeLnLUHCKON
NPOAYKLUN.
STUNEHOKCWA,.
TpeboBaHMs K pa3paboTke,
Ba/IMAaLMN 1 TeKYLLEeMY
ynpas/ieHno NPoLEeccoM
cTepun3aumm MeLULnUHCKNX
n3nennia
OueHka 610/10rMyeckoro
LencTBUA MeLNLUHCKNX
n3genuin. Yacto 1
OueHKa n uccnefosaHms
YnakoBKa Ans MefULUHCKUX
N3Lenuii, NOANeXaLmx
(OMHWLLIHON CTepUnn3aLum.
YUactb 1 TpeboBaHus K
marepvanam, 6apbepHbIM
cucTemam Anis cTepunusanmm u
YMNakoBOYHbIM CUCTEMAM
YnakoBKa 415 MeLULNHCKNX
BS EN ISO n3genvi, nognexawynx
11607-2 (OMHULLHONM CTepuAn3aLnn.
YacTb 2 TpeboBaHus K

ISO 11135-1

ISO 10993-1

BS EN I1SO
11607 - 1

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

ISO 11135-1

ISO 10993-1

BS EN I1SO 11607 -1

BS EN 1SO 11607-2
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for medical devices to
be designated sterile
part 1. Requirements
for tenninally sterilised
medical devices
Sterilization of health-
care products. Ethylene
oxide. Requirements
for the development,
validation and routine
control of a sterilization
process for medical
devices
Biological evaluation of
medical devices. Part 1
Evaluation and testing
Packaging for
Tenninally Sterilised
Medical Devices - Part
1 Requirements for
Materials, serial barrier
systems and packaging
systems
Packaging for
terminally sterilized
medical devices. Part 2.
Validation
requirements for
fonning, sealing and
assembly processes
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cammu (£ or

BaMaLumn npoLeccos
(hopMUpOBaHMA, repmMeTu3aLnm
1 c60pKN
WH(opmauums,
npefocTasnsemas
N3roToBUTENEM MELULMHCKOro
nsgenus
N3penvs meguumHckme -
CuMBONbI, MPUMEHSEMbIE NPY
MapKMpoBaHUN Ha
ISO 15223-1 MEAMLUMNHCKUX U34enmsx,

3TUKeTKax v B
COupOBOAUTENb OU

BS EN 1041

[OKYMEHTaL N,
N3penns MeauLMHCKMeE.

MpoeKT1poBaHue
BS EN 162366 i MeAULMHCKNX U3aenuii ¢

YUYeTOM 3KCnyaTalMoHHOIA
MPUrofHoOCTM
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Information supplied by
the manufacturer of
medical devices.
Materials specifications
are referenced on
drawings
Symbols to be used
with medical devices

ISO 15223-1 labels, labelling and
information to be
supplied
Medical devices.
Application of usability
engineering to medical
devices

BS EN 1041

BS EN 62366 - 1

28
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companics . . IMBOIEIMIIK

TPEBOBAHWNA BE3OMNACHOCTU N 3OPEKTUBHOCTU MU
MpeaynpexaeHus n Mepbl NPeaoCTOPOXKHOCTY

BHUMAHWE:

. MmnnaHnTtatbl ¥ NPo6Hble KOMMOHEHTbI OT pa3HbiX NPOU3BOAMTENER WK
CUCTEMbI MMMNAHTATOB HUKOr4a He LO/MKHbI UCMONb30BATLCA COBMECTHO;

. KoMnoHeHTbl  npoTe3a  Ta300eApeHHOro cyctaBa He  [OJDKHbI
yCTaHaBMBATLCA MOBTOPHO. [laXke yuMTbIBasA TO, YTO MMMNAHTAT MOXET Ka3aTbCs
HernoBpeXAeHHbIM, Yy MMMAaHTara MOryT MOSBUTBCA  MUKPOCKOMMYecKue
HEpOBHOCTU, KOTOPbIE MOTYT MPUBECTU K HECOCTOATE/IbHOCTMU;

. CnegyeT Bcerga MCMonb3oBaTb MNPOOHLIM  NpoTe3  Ans  NPUMEPKMW.
MPoOGHMKM  He  JOMKHbI  cobBupatbCAd € KaKUMU-NMBO  KOMMOHEeHTaMu,
npefHa3HaYeHHbIMW 418 MOCTOAHHON MMMNaHTaumun. MPo6HMKN JO/MKHBI UMETb
TOT e pa3mep KOHMUrypauuv w T.4., YTO M COOTBETCTBYHOLLME KOMMOHEHTHI,
KOTOpble MOAJIEXAT MOCTOSAHHON MMNNaHTaLuu;

. OpfHopa3oBble u3genus, npoussogumsie Oellbto, He npefHasHayeHbl 4ns
TOro, 4tobbl NOABEPraTbCA KakMM-MO0 W3MEHeHWAM, TakMM KakK pasbopka,
0YMCTKA WNW MOBTOPHAA CTepwuiv3auma, nocne OLHOKPATHOrO WCMONb30BaHUA
nauneHTom. NMOBTOPHOE UCMOMb30BaHNE NPUBOLUT K HApPYLLEHMIO XapaKTepucTuK
n3genns 1 6e30MacHOCTU MaumneHTa;

. He n3meHsinTe n He MoanMMUMpPYATE UMNAAHTaTbl KakKuM-N1Mbo 06pasom,
ra UCK/IHOYEHMEM C/TyHaeB, OMUCAHHbIX B XUPYPrUYeCcKom TEXHUKE;
. KauyecTBeHHbIN 3anac KOCTHOW TKaHW MMeeT pellatoliee 3HayeHue Ans

obecrieyeHuns ukcaumm usgenus. Mogymalite 0 KOCTHOW NnacTUKe U Lpyrux
MeToAax YKpenneHus, 0CO6eHHO MpW BbINO/HEHUW PEBU3NMOHHON onepauuu, ans
YCTaHOBKW W NMOLAEPXKN W:LLENns.

BHMUMAHWE: Cnepylowme COCTOAHUA, NO OTAENbHOCTU WM OQHOBPEMEHHO,
NMEIOT TEHAEHLMIO Bbi3blBATb CEPLE3HYIO HArpy3Ky Ha MOPaXeHHYK KOHEYHOCTb,
TeM camblM nofBepras nauyuMeHTa 60/see  BbICOKOMY pUCKY  Heydauu
3HAONPOTE3MPOBaHNA Ta306e4pPEHHOr0 CycTaBa:
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MD SAFETY AND EFFECTIVENESS REQUIREMENTS
Warnings and Precautions

CAUTION:

sImplants and trials components from different manufacturers or implant
systems should never be used together;

*Hip prosthesis components should never be reimplanted. Even though
the implant appears undamaged, the implant may have developed
microscopic imperfections which could lead to failure;

*Always use a trial prosthesis for trial purposes. Trials should not be
assembled with any components intended for permanent implantation.
Trials must have the same configuration size, etc., as the corresponding
components to be pennanently implanted;

* Single use devices manufactured by DePuy have not been designed to
undergo or withstand any form of alteration, such as disassembly,
cleaning or re-sterilization, after a single patient use. Reuse can
potentially compromise device performance and patient safety;

» Do not alter or modify implants in any way unless as described in the
surgical technique;

* Quality bone stock is critical to ensure fixation of the device. Consider
bone grafting and other reinforcement techniques, especially when
performing revision surgery, to seat and support the device.

CAUTION: The following conditions, singularly or concurrently, tend to
impose severe loading on the affected extremity, thereby placing the
patient at higher risk for failure of the hip replacement:

1 Obesity or excessive patient weight;

2. Manual labor;
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OxupeHve U N36bITOYHAA Macca nauueHTa:

[pyuHoii TPYA;

YuacTue B BUAax CropTa C CpefHell UM BbICOKWIA HarpysKoi;

BbICOKMIA ypOBEHb aKTUBHOCTMW MaLNEHTOB;

MpeppacnonoXeHHOCTb K NageHusm,

ANKOronbHas 3aBMCUMOCTb UM HAPKOMaHUS;

Opyruve Buapl MHBANNAHOCTU, €CAN NMPUMEHUMO.
BHMMAHWE: Cnegylowmne cOCTOAHUA NO OTAENLHOCTU WM O4HOBPEMEHHO
UMEIOT TeHAEHUWIO HeXenaTeNlbHO BAUATL Ha (MKCAUUIO MMMNAHTaToB [AnA
3aMeHbl Ta306epeHHOro cycrasa:

1 BblpaXXeHHbI 0CTe0nopo3 UM HebOoNbLION 3anac KOCTHON TKaHW;

2. MeTabonmyeckme HapyLleHUss WM CUCTEMHble  (DapMaKoIornyeckme
MeTOAbl  JleYeHMs,  NPUBOAALLME K paspyLleHUIO0  M/IOTHOW  KOCTU
NnoAJepXXuBatoLWwein ummnaaHTar (Hanpumep, caxapHblil AuabeTt, CcTepoujHas
Tepanua, UMMYHOCYMpeccUBHaa Tepanus U T. 4.);

3. O6Lwme nnn MecTHble MHEKLUN B aHAMHE3E;

4. CepbesHble fehopMauun, NPUBOAALLME K HapyLIeHUo (uKcaumm wm
HenpaBWIbHOMY Pacro/oXeHNIo UMMIAHTATa;

5. Onyxonn Ha MecTe (hrKcalmm KOCTHbIX CTPYKTYP;

6. Annepruueckve peakumm Ha MaTepnajTbi umniaHTaToB  (Hanpumep,
KOCTHbIV LLEMEHT, MeTan);

7. Peakuun TKaHe Ha KOPpPO3WKO WMMMAHTaTOB WM NPOAYKTbl U3HOCA
VMMNaHTaTOB;

8. HapyLueHus apyrux cycrtaBoB (TO eCTb KOJIEHU U NOABIKKN).
MPUMEYAHWNE: [naber, B HacTosduee Bpems, He  cuuTaetcA

npoTuBonokasaHnem. OAHaKO M3-3a MOBbILEHHONO PUCKa OCMOXHEHWUA, TaKux
KaK MH(MEKLMS, Mef/IeHHOe 3aXMBNEHWE paH W T. 4., Bpay AO/DKEH TWaTenbHO
OLeHUTb LenecoobpasHOCTb 3ameHbl Ta306efpeHHOro cycrtaBa Yy nauueHTa ¢
TSOKENbIM AMabeToM.

Xunpyprmyeckoe 1 nocneonepaymoHHoe BefeHne nayueHTa JO/HKHO MPOBOAUTLCA
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3. Moderate to high demand sports participation;
4. High levels of patient activity;

5. Likelihood of falls;

6. Alcohol or drug misuse addiction;

7. Other disabilities, as applicable.

CAUTION: The following conditions singularly or concurrently, tend to
adversely affect the fixation of hip replacement implants:

1 Marked osteoporosis or poor bone stock;

2. Metabolic disorders or systemic pharmacological treatments leading to
progressive deterioration of solid bone support for the implant (e.g.,
diabetes mellitus, steroid therapies, immunosuppressive therapies, etc.);

3. History of general or local infections;

4. Severe defonnities leading to impaired fixation or improper positioning
of the implant;

5. Tumors of the supporting bone structures;

6. Allergic reactions to implant materials (e.g., bone cement, metal);

7. Tissue reactions to implant corrosion or implant wear debris;

8. Disabilities of other joints (i.e., knees and ankles).

NOTE: Diabetes, at present, has not been established as a
contraindication. However, because of the increased risk for
complications such as infection, slow wound healing, etc., the physician
should carefully consider the advisability of hip replacement in the
severely diabetic patient.
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C YYCTOM BCEX CYULICCTBYIOUIHX cocToanuit. Tlcuxuueckuc VYCTAHOBKHU H.TH
paCCTpOﬁCTBa, MPUBOAALILHME K TOMY. HYTO MAIMEHT HC BBINOJHACT NpeanucaHns
XHpypra, MOryT 3a/CpAKHUBaATL NOCJICONCPALHOHHOC BbI310POBJICHUEC H / uaun
YBCIHUHBATL  PHUCK NnoBOUYHbBIX T)(l)(l')eKTOB, BKIo4vas HECOCTOATCIILHOCTD
HMMIAHTATA WK HAPYLICHHUC (l.)l/lKC&LlMH HMILIAHTaTa.

Llpemcpuaa d)muqecxaﬂ AKTHBHOCTbL HJIH TpagMa 3aMCHCHHOI'O CyCTaBa MOryT
CNocoOCTBOBATH ﬂpC)K,IlCBpCMCHHOﬁ HECOCTOATCIBHOCTH CUHCTCMbI
HAONPOTECIHPOBAHHUSA ra3o6e,«1peHHoro CyCTaBa, Bbi3blBasi IpH TOM W3MCHCHHA
MOJIOKCHHA, ICPEIOM H / MITH U3HOC UMIJIAHTATOB.

The surgical and postoperative management of the patient must be carried
out with due consideration for all existing conditions. Mental attitudes or
disorders resulting in a patient's failure to adhere to the surgeon's orders
may delay postoperative recoverv and/or increase the risk of adverse
effects including implant or implant fixation failure.

Excessive physical activity or trauma to the replaced joint may contribute
to premature failure of the hip replacement by causing a change in
position. fracture. and/or wear of the implants.

3aaBaenue orvocureanHo MPT

YeTpoHcTBa  TOTAILHOIO  DHAOUPOTC3MPOBAHKS  HC  TCCTHPOBAIMCHL  Ha
0e3zonacHocTh UM coBMecTumocTb npu MPT. HarpeBanue wan  cmericHue
yerpoiters npu MPT we usydaauce. [lposeaenne MPT vy naumenta, nmetowmero
JAHHOE YCTPOHCTBO. MOKCT 1IPMBECTH K TPaBMe NAUMCHTA. OUCHHBATHCh PUCKH,
cBA3aubie ¢ nposeiciueM MPT npu HaaMuuK ApYrUX NacCHBHLIX UMNIAHTATOR.

M3BecTHbie pUCKKM BKMIOWAIOT HArpeBaHue. cMellerde - apredaktel  Ha
1300pakeHHAX B MECTE VCTAHOBKH WJIH PAIOM C MECTOM YCTAaHOBKH MMMAHTATa.

MRI statement

These total joint replacement devices have not been tested for safety and
compatibility in the MR environment. The devices have not been tested
for heating or migration in the MR environment. Scanning a paticnt who
has this device may result in patient injury.

The risks associated with other passive implants in an MR environment
have been evaluated and are known to include heating, migration. and
image artefacts at or ncar the implant site.

ONUCAHHUE METOJA CTEPHUJIM3ALUHHU

Crepuanszaumsa razosoit nuasmoit DePuy Plazlyte™, ucnoab3yetcs ans KoHeuHOH

CTCPUNM3ALMH  MEJIMUMHCKHX  HM3ACIHH. ¢ rapaHTHPOBAHHBIM  YPOBHCM
crepunbHocTH  (SAL)  10°  wan  Bubiwe  npu  onpeneneHHbX  YCJAOBUAX
JKCT1yaTalluu.

DESCRIPTION OF STERILIZATION METHOD

The DePuy Plazlyte™ gas plasma sterilization is used for the final
sterilization of medical devices. with a guaranteed sterility level (SAL) of
10 or higher under certain operating conditions.

TPEBOBAHHS K TEXHHYECKOMY OBC/IY X KHUBAHUIO U
PEMOHTY MU

H/I

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD

N/A
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HHOOPMALIMSA OB YJAJIEHUH U U3BJIEYEHHH UMIUJIAHTATOB

He NMPHUMEHHMO. H3aenue He TIpCAHATHAYCHO /L1 H3BJICHCHHA.

INFORMATION ABOUT IMPLANT REMOVAL AND
EXTRACTION
Not applicable. The device is not intended to be removed.

YCJIOBUSA TPAHCIMOPTHPOBKH U XPAHEHHA

Tabauua 3. Ycnous XpaHeHHs

CONDITIONS OF TRANSPORTATION AND STORAGE

Table 3. Storage conditions

HanmeHoBaHue JAunanazon Designation Range
Temnepatypa Ot +20°C a0 +25°C Temperature From +20°C to +25°C
OTHOCHTCABHAR BIAKHOCTH <60 % Relati—ve humidity B N ' <},() o}o_
ATMmocdepnoe JaBileHHe 86106 klla B:‘;l:omet;'ic pressu?e-w - 8_6—I06 kPa 7 ;
Tabauua 4. Yc/10BH2 TPAHCITOPTHPOBKH Table 4. Transportation conditions
HanmenoBanne JAuana3son Designation Range
Temneparypa Ot -29°C no +50°C Temperature From -29°C to +50°C

OTHOCHTC/ILHAA BJIAKHOCTD

Or 10% ;10 85%

ATmocdepHoce 1aB/1eHHE

86106 klla

From 10% to 85%

” Relative humidity
86—106 kPa

Barometric pressure

NMOPATOK U YCJIOBHUS YTHIU3ZAIIUH HJIH YHHUYTOXEHHUA MH

”pH HCOGXO}[HMUCTH MU CAC/AYCT NYTHIHBHPOBATL B COOTBCTCTBHH € llpl‘lllﬂTOﬁ
MC IHLIHHCKOMH npam’ukoﬁ YU NPUMCHUMBIMH  MCCTHLIMH H HALUHOHANLHLIMH

CTaH1apTaMH.

MD DISPOSAL RULES AND CONDITIONS

If required, the MD must be utilized in accordance with accepted medical
practice and applicable local and national regulations.
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FAPAHTHS U PEKJIAMALLKSE
[TpounzBoutens He OeperT Ha cebf HUKAKHX JIONOMHWUTCILHBIX TapPaHTHHHBIX
0043aT¢ALCTB, 38 HCKJIIOYEHHEM TeX. KOTOPbIE FOPUANYECKH YTBEPAKICHbI.

WARRANTY
The manufacturer does not assume any additional warranty obligations.
except those that are legally approved.

HAUMEHOBAHME U FOPUAHYECKHA AIPEC TPOU3BOAUTEJIA
MHU U YIIOJTHOMOYEHHOTI O ITPEACTABHUTEJIA
NMPON3BOAMUTEJIA B POCCHH

PABPABOTYHK:
DePuy International Limited
St Anthony's Road. Leeds. L.ST1 8DT, United Kingdom

IMPON3IBOAMTEJID:
DePuy (Ireland).
Loughbeg. Ringaskiddy. Co.Cork Ireland

MECTA IMPOU3BO/ICTBA:
DePuy International Limited
St Anthony's Road. Leeds. LS11 8DT, United Kingdom

Johnson & Johnson Medical (Suzhou) L.td.
No0.299. Changyang Street, Suzhou Industrial Park, Suzhou, Jiangsu 215126,
China

DePuy Ireland UC
Loughbeg. Ringaskiddy. Co.Cork Ireland

YNNOJHOMOYEHHOH NPEACTABHUTEJIbL TPOU3ZBOJIUTEJIA B
POCCHMH:
000 «Jlxoucon & Jlxkouconn. 121614, r. Mocksa, vi. Kpbinatekas. a. 17. kopit.

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

DEVELOPER:
DePuy International Limited
St Anthony's Road, Leeds. LS11 8DT. United Kingdom

MANUFACTURER:
DePuy (Ireland).
L.oughbeg. Ringaskiddy. Co.Cork Ireland

PLACE OF PRODUCTION:
DePuy International Limited
St Anthony's Road, Leeds, LS11 8DT. United Kingdom

Johnson & Johnson Medical (Suzhou) Lid.
No0.299. Changyang Street. Suzhou Industrial Park. Suzhou. Jiangsu
215126. China

DePuy ltreland UC
Loughbeg. Ringaskiddy. Co.Cork Ireland

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:
Johnson & Johnson L.1.C.
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Ten. +7(495)380-7777. ®akc: +7 (495) 580-7878
DL-INJRUMedicalQA @ 11S.UNJ.com,
DL-INJRU-Medical-Regulatorvia TS INJ.com

Peaakuust HRCTPYKIIMHK 11O MPUMEHCHHIO:
Tekyuwas peaakuus: Pea. 01.

121614, Moscow. Krylatskaya str.. 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedicalQA @ ITS.INJ.com.
DL-INJRU-Medical-Regulatory e« I'TS . JNJ.com

Revision number:
Rev. 01
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MepeBof C aHrIMIICKOro S3biKa Ha PYCCKUI A3bIK

dunnun X. IbKoHC - HoTapunyc
Ty UnmHuns, Hopt CtpuTt
YnHkdpwnng, BuHasop SL4 4TE AHrnmna
TenedoH +44 (0) 7860 398485
an. no4yta: info@notarypublicassistance.co.uk

A, PUNNNNM O>XKOHC, HOoTapuyc, B CWIY 3aKOHa YMO/JHOMOYEHHbIA Ha
COBEpLLEHNE HOTapuasibHbIX AEUCTBUMA, OCYLLECTBASIOWMIA NPaKTUKY MO agpecy:
Ty YnmHuns, Hopt Ctput, YnHkgpung, BuHgzop SL4 4TE, AHrnuvs.

YOOCTOBEPAK cneaytolee: 1 NOATBEPXKAAKD, YTO NMOANMUCL, (hurypupytoLlas
B HVDKHEW 4yacTu npuiaraemMoro AokymeHTta «CornacoBaHo», SiBASETCA MOAMUCHIO
Peliyen CBeiiNn3, NMYHOCTb KOTOPOM MHOK YCTaHOB/IEHA M KOTOpas nognucana
O3HaYeHHbIW [OKYMEHT B KayecTBe MeHepkepa OTAena HOPMATUBHO-MPaBOBOIo
perynnposBaHns komnaHun «fellbto (MpnaHaus)» (DePuy (Ireland) n «[ellbio
AlipneHg AHnumuten KomnaHu» (DePuy Ireland UC).

B noaTtBepXxaeHWe 4ero, §, BblWEO3HAYEHHbIN HOTapuyc, CKpPenun AaHHbIN
NOKYMEHT CBOE MOAMUCLID W MeyaTbl0 HOTapuasbHOM KOHTOpPbl B BMHA30pE,
pacrosioXeHHOW Mo BblleyKa3aHHOMY agpecy, B YeTBepr, 16 mapta 2023 rofa.

<nopnucaHo>
HoTapuyc
MoXKn3HepLLaa NnLEeH3ns

lMpoTokon Ne 13011123

MPOLLNTO 1 CKPEn/eHo MeyaTbi-KOHTPUBKOI HOTapuyca;
<Kp\Tnas penbeHas neyatb HoTapuyca:
OUNNNNM XOBAPA AXKOHC; HOTAPNYC; AHI AN

PerynupyeTcsa KaHuenspuen cyga apxuenuckona KeHtepbepuiickoro
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<Norotun: «elMbto CuHTe3» (DePiiy Synthes)> 5
KOMMAHWA MPYMMbl «)KOHCOH & [PKOHCOH» M0 MPON3BOACTBY OPTOMEANYECKUX USLENNIA

CornacoBsaHoO

«OelMbto (MpnaHansa)» n «elbto AlipneHg AHnnmuTes KomnaHu»

OpraHusayus

Noy6er, PuHrackuaau, rpadgcteo Kopk, MpnaHams

Ngpoc

MeHempKep 0TAeNa HOPMaTMBHO-NPABOBOr0 PerynMpoBaHus

[0MmKHOCTb

Peliuen Ceeiins

damununa, Nma

14/03/2023

Dataf . MMITTT

<nognmcano>

Mognuck

NHCTpYKUUA NMo NpuMeHeHUto
Yalwka uemeHTMpyemMas 14 aH4O0MNpPoTe3NpPOBaHUA Ta306e4peHHOro
cyctaBa Marathon XLPE, BapnaHTbl Ucrot™~YHus

«[eMblo Nitpnenn Innumutes KomnaHu» Ten,: 3aperncTpuposaHa B [Avpektopa. Mapu Ok, Knepkun, PepxunHa
Noy6er VipnaHanu non Ne 263572 Manxonn, Xusep O’flonoTau, [aiis
PuHrackupaamn anm O’MaxoHn. Huk BapHuk (CLLIA)

pachcTBo Kopk
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MepeBog, aavi H NepeBoAYMKOM AiinosHoM [Jasnaom Meopruesmnyem.

Poccuitckas depepaums
"opog MockBa
[BajuaTb TpeTbero MapTa fBe ThiCAYN ABaALaTb TPETHErO roga

A, MowuceeBa Jlnunua BnagumnpoBHa, HoTapuyc ropoga MOCKBbI, CBWUAETENLCTBYIO
NOANMHHOCTbL NMOANMUCY NepeBoAYnKa AinnoaHa fasnga Meoprmuesnya.

Mopnuck cienaHa B MOEM NMPUCYTCTBUMN.

JINYHOCTbL NognucaBLUEro LOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 50/995-H/77-2023-
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