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. i i Aehebiiti

1 OFIIEE MOJOXEHHUE

«IHAONPOTE3 TA300¢APEHAOTO CycTaBay» pa3palbaTHBACTCA H H3TOTABIMBAETCA TAKHM 00pa3oM,
‘T06H NpA HX HCHONbL3OBAHHKH 110 HA3HAYEHHIO, OHH HE MNOABEPTIM PHCKY COCTOAHHE WIH
Ge3onacHOCTE NAMEATOB, NMPH YCIOBHH, 9TO JIOGHE PHCKH, KOTOPHE MOTYT GWTH CBA3AHH € MX
NPEeAYCMOTPCHHBIM  NPHMCHEHHEM, ABISIOTCA JONMYCTHMBIMH  PHCKaMH, COH3MEDHMEIMH C
NONOKHTCALHNM DPe3YJbTATOM JJIA MallHeHTa, H Gwm COBMECTHMBEl ¢ BHICOKHM YPOBHEM 3alTATH
300pOBbA H 0€30NMaCHOCTH.
HaHHBH JOKYMEHT COACPXAT TpeOoBaHMA K 'nexnmecxoﬁ JOKYMEHTALNH, OCHOBHHIC 3aMHCH
00 A3LENUAX, TEXHMYECKHE XAPAKTEPHCTHKA NPOAYKUHH JUIS ofecnetueHu coGoAeHAa KoMnanueh
«J1a6n Meankan Texnoaomxu Mux./DOUBLE MEDICAL TECHNOLOGY INC.» COOTBETCTBYIOIEX
nonoxeHdit ISO 13485, inpextuen EC «OQ meanuunckux wanemax» Ne 93/42 / EEC.

o
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2 HAMMEHOBAHWNE MEANUWMHCKOIO N3OENTNA

«3JHA0NpoTe3 Ta30bepeHHOro cycraBa» (gasnee Mo TEKCTY - 3HAOMNPOTE3, U3LeNne).

3HA3HAYEHWNE

JHAonpoTe3 nNpeAHa3HayeH AN MCNOMb30BaHNA KOMMNOHEHTOB B KOMOGUHALMK ANs

MOMHOr0/4aCTUYHOIO 3aMELLLEeHUs MOBPEXAEHHOT0 UK NaTONOTMUYECKN U3MEHEHHOTO Ta306€epeHHOr0
cycTasa.

4 NMPON3BOANTENL (PASPABOTUYNK) MEAWLUVMHCKOIO U3AENNA

Mpoussoautens: «fabn Megukan TekHonomxn NHK./DOUBLE MEDICAL TECHNOLOGY
INC.»

KOp.agpec: Kutaiickas HapogHas Pecny6nunka 361026, CAMbliHb, PailoH XaiiuaH,
LLaHbbmaHbxyH VcT Poya, Ne18/ No.18, Shanbianhong East Road, Haicang District, 361026 Xiamen
Fujian, PEOPLE’S REPUBLIC OF CHINA.

TenedoH: 86 592 6087101.

dakc: 86 592 6587078.

E-mail: intl_ra(~double-medical.com

Beb6-caiiT: http://www.double-medical.com/

Ajpec mecTa nponsBoacTea

KuTaiickas HapogHas Pecny6nmka 361026, CAMbIHb, PalioH XaiuaH, LaHb6naHbXyH UcT
Poyga, Ne18 (No0.18, Shanbianhong East Road, Haicang District, 361026 Xiamen, Fujian, PEOPLE’S
REPUBLIC OF CHINA).

5YMNONHOMOUYEHHbLIV NPEACTABWUTE/Ib MPON3BOAUTENA BP®

O6LecTBO C OrpaHNYeHHOR 0TBETCTBEHHOCTbLID «3TC-HPO» (OO0 «3TC-HPO»).

KO p. agpec: Poccusa, 105523, r. MockBa, LLLenkosckoe wocce, 4. 100, ctpoeHune 1, ogh.5051
TenedoH: +7 499 258-09-63

E-mail: info@ets-pro.com
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6 KIACCHOHKALIUA

. «3Haonpore3 Ta300eJPEHHOIO CYCTaBa» KIACCHPHIMpPYIOTCS KaK MCAHIMHCKME H3IENHA
Knacca 26 B cooTBeTCTBEH ¢ nprkazoM MUHUCTEPCTBA 3[IPABOOXPAHEHHS POCCUMCKON
OENEPALIMU ot 06.06.2012r. Ne 4 H «O0 yTBepXKACHMM HOMEHKIATYpHOH KnaccHukaiun
MEIHUHHCKHX H3ACTHHY.

.7 OBJIACTb IPHMEHEHHA

O0nacTs npuMeHeHns NpoTe3a — TPaBMATONOTHA H OPTONCAHA.
Homenyuanvhvie nompebumenu: MORN, HKMEIONMHEE NATONOTHIO Ta3z00eAPEHHONC CYCTaBa,
Gonesznn Ta300eAPCHAOIO CYCTaBa, TPABMH.

8 TIOKA3AHHA K MIPUMEHEHHIO

" IloxasanmeM K TNPHMEHEHHIO MEAMIMHCKOTO H3AeNHA «DHAOMPOTE3 Ta306eAPEeHHOro

CYCTaBa» AB/LCTCA: :

1. CumpBas Gomp W / WM HHBAIMAW3AOAA B CYCTaBaX, BBRI3BAHHEIC OCTE0APTPO3OM,
TPABMATHYCCKHM apTPHTOM, PEBMATOHAHLIM APTPHTOM HITH BPOXKICHHOH AHCIUIA3HEH.

2, ABacKkynapHsIii HeKpO3 roNoBKH 6eapeHHON KOCTH.

& 3. OcTpsiii TpaBMaTHYECKHI NEPENIOM IOJIOBKE WM ey GeapeHHOi KoCTH.

4. Aukunos

5. Heymaua npeamymux onepamuil Ha Ta3o0eapeHHOM CycTaBe, TAKMX KaK BHYTPCHHAS
dukcanns, aprpomlacTaka, apTPOAC3, GPTPONNACTHKA TA300EAPEHHOrO CyCTaBa, TeMHAPTPOTUIACTHKA
HJIH TOTaNbHA% apTPOILIACTHKA Ta300eApeHHOTO CycTaBa .

XeMH-3HAONPOTE3HPOBAHAE TA300CHPEHHOIO CYCTABA NpPHMEHACTCS TMpPH  CIEAYIOIMX
COCTOSHHAAX:

1. HesamennAM2 BHYTpeHHAA (HKCallHd rojloBkH OcApeHHOW KOCTH H mnepenoM meHkn
6eapennoli KoCTH.

2. HencnpaBraMas B BHYTpeHHAA (PUKCALHA Nepe/ioMa H BHBHXA Gepa.

3. ABacKyJIApHBI HEKPO3 roJIOBKH OeipeHHOM KOCTH.

4, HecpameHue nepeoMoB mmeliku GeApeRHOH KOCTH.

5. Crapuecknii NOATAN BHCOKOMH FOJNIOBKH H TPAHCKpAaHHANbHbIH MepeoM MeHKH Oenpennoii
KOCTH. )

6. JlereHepaTHBHEIM apTPHT BOBJICKAST TOJNBKO TOJNIOBKY OeapeHHOM KOCTH, MpH KOTOpOif
BEPTIYXHaA BIAAWHA He TpeOyeT 3aMeHEl.

‘ 7. Tlatonorms, BK/MOYAIOWAS TONBKO rofoBKy/meliky OenpeHHo#f koctH H / WM

NpOKCHMANbHHIH oTAen OeapenHo KocTH, KoTopas MOXeT OHTh aaekBaTHO oOpaboraHa ¢ MOMOIBIO

apTPOILIACTHKH I‘emi-mob'em)eugoro cycTaBa.
9 MPOTUBOINIOKA3AHMSA
ITpoTHBONOKA3aHAA K HMIUIAHTALMHE NPOTe3a, CRSAyIomHe:
1) JloxanbHas HIM CHCTEMHAS AKTUBHAL MH(pEKIMA.

2) MuImnia nOpaxkeHHOH XOHEYHOCTH HE CNOCOOHE! K TPABMaM, NOBPEXKOCHHIO HEPBOB HIH
COCYAHCTHIM 3a00JICBAHHAM H HE MOTYT OHTH TPOOIIEPHPOBAHEL.

3) [noxas xocTHAA Macca (HaNIpAMeED, TAXENB 0CTECONOPO3) HIH KOCTHHE NePeKTH, KOTOphIE
HE MOTYT NOAACPXHBATH MPOTe3.

4) Bonesns lllapko nnu Gonesns Ilemxera.
6
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5) IlpoTHBONIOKA3aHMA K reMHAPTPOMNACTHKE BKIIOYAIOT . OGHE TIOBPEXKACHUA BEPT. §

BUAMHHL, TAKHE KaK HEPABHOMEPHO JAePOPMHPOBAHHASL BEPTNYKHA® BNAJHHA, B a

BEPINYXHOH BRANMHE (MHBATHHAIMS Ta300eAPEHHONO CYCTABA) MMM CMemeEHMe BEPT

Mpamevanne. TlanwenTH ¢ AHaGETOM C IUIOXHM TJIHKEMHYECKHM KOHTPOJIEM HMEIOT
NOBHINCHHBIH PHCK OCNOXHEHHM, TAKHX Kak MHODEKLMS M MEQJICHHOE 3AKHBICHHE paH, No3ITOMY
creayer mno3aGoTHTECA O TOM, 9YTOGH ONMPEAENHTh PAUHOHANLHOCT onepaAH NO 3aMeHe
Ta300€e/IpcHHOTO CycTaBa. '

10 BO3MOXKHBIE [IOFOYHLIE AEHCTBHA

Hmxe npusescHn HanGonee pacnpocTpancHHEE MoGounme 3bdexTH B OCNOKHEHAd NpH
IHONPOTE3HPOBAHAH Ta300€APCHHOTO CYCTABA:

Ob6mue ycnosusn

1. Cmemenne mpoTe3HOro KOMNOREHTA OGHIYHO CBA3AHO ¢ thakTopamHu, nepeuncreHHNMY B
pa3nene «IlpeaynpexaeHns B MEPH IPEOCTOPOKHOCTHY,

Mepu no ycrpanemmio: Ecim cmemenne OpoTe3a BAMACT HA CTAOHIBHOCTH mpoTesa, .
TpebyeTcs noBTOpHAs onepanus.

2. Pannee wim nosanee ocnafienne NPOTE3HOro KOMMOREHTA OGEMHO CBI3AHO ¢ taxTopamu,
NEpeTHCACHHBIME B paszene «Ipeaynpexaenns H MepHl NPeOCTOPOKHOCTHY.

MepH no ycTpamenmio: eciW y naumeHTa NMPOMCXOAHT JOKANGHAS pe3opOmus KocTH Ha
TpoTe3e W IpaHULe MEXAY KOCTAMH, HO 3TO HE BJMACT HA CTAGHIBHOCTS MPOTE3a, CIEMUANBHOS
JICUCHAC MOXCT BPEMCHHO HE HASHAYATHCH; €CNH Pe3opOIMS M pasphIXICHHe KOCTH BAHSIOT Ha
CTa0WIBLHOCTL MPOTE3a, TPeGyeTCa NOBTOPHAS ONEPAlHA.

3. VYcranocrani#t mepenom GempenHoro CTepXkHA, OONYHO CBA3AaHHHHA ¢ daxTopamu,
HepEINCICHHRMY B paszene «[IpeaynpeskneHns A MEPH OPefOCTOPOKHOCTH,

Mepu no yeTpaHeHmIO: ecnH yeTaNTOCTHOS paspyIieHne npoTe3a He BIHACT HA COBMECTHYIO
ACATENILHOCTE M CTAOHIBHOCTB, MOCNELyIOmee HAGMONCHHE WM YAQJNEeHHE Mycopa; eCcHH
YCTANIOCTHHI IEpeNoM NpoTe3a BIHACT HA COBMECTHYIO NeATEILHOCT B CTaGHIBHOCTB, TpeGyeTes
IOBTOpHAs Onepauys. - o , : ‘

4. YpesmepHHl HIHOC HIH Pa3pyICHHE HECYIMUX KOMIOHEHTOB H3-32 CHEAYIONIHX

POB: MOBPEKACHAC KOMIIOHEHTOB MpOTe3a, BH3BAHHOE XHPYPTHYECKHM BMEMATETBCTBOM,
HE3AKPEIUICHHHH KOCTHEIN HEMEHT, ()ParMeHTH KOCTH, METAJUTHYECKHE JACTHIIN, KepaMHYECKUE
YACTHUN HJH ApyrHe (AKTOpH, NEpPeuHclICHHHE B pasfiele «lpegynpexnenns u MepH
NPEIOCTOPOKHOCTHY.

Meps 1o yctpanenmio: TpeGyetcs peMoHT,
5. Pansa anu no3gnas ARdexIus

MepH no ycTpamemmio: B 3aBHCHMOCTH OT COCTOSHHS wHbekunn HazHauaeTcs
TPOTHBOHHGEKIHOHHOE NCUHRE, 8 NPH HEOGXOXHMOCTH Geperca mpores.

6. Ilepudepuucckas Hesponatma. XHpypraueckas TPABMA TAKXKE MOXKET NPHBECTH K
CYOKIMHAYECKOMY NOBpEXACHHIO HEPBa,
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Mepbl 10 yCTpaHEHHIO: €C/IM NPOUCXOAMT MOBPEXACHHE HEPBA, Bpauy BOCCTAHOBUT €ro B
COOTBETCTBHM CO CBOMM COOGCTBEHHBLIM OMNBLITOM, W TMOC]AE ONEpauMu €My OyaAyT JaHbl
HelipoTpoduyecKue npenaparsl.

7. PeakuuM TKaHei, OCT€0/AM3 W / WM pacllaThbiBaHME NPOTE3a, Bbi3BaHHLIE KOPPO3HEH
MeTaIa, aIEPrHYeCKMMH PEaKLMSIMH, HCTUPAHUEM HIIH OCKOJIKAMM YacTHLl (HapUMeEp, PbIXAbIH
KOCTHBIi LIEMEHT, METATIHYECKHE, TIOIUITHIECHOBBIE HIIH KEPAMUYECKHE YaCTHLLbI).

Mepsl 10 YCTPaHEHHIO: €C/H Y NMAlUEHTa ajeprus, obpaTutech K MMMyHosory. Ecaun y Bac
nerKas ajieprus, Bbl MOXeETE NMPUMEHATh MPOTHBOAJLIEPrHUYECKME MpenapaThl MOA PyKOBOACTBOM
cneunanicta. ECiM aieprus cepbe3Has, BO3bMHUTE NMpoTe3 U 06paboTaiite ero COOTBETCTBYIOLIHUM
obpa3zoMm.

DOYyHKUHOHHPOBAHME
1. Ilepdopanus BepTNyKHOH BNAANHBL.

Mepsl 0 YCTPaHEHHIO: B 3aBHCHMOCTH OT MecTa M pasmepa nepdopaluu, Bpaq, UMEIOLINH
OMBIT 3aMeHbl Ta300€PEHHOTO CyCTaBa, AOJDKEH PELINTh, HYXHO JIH €ro peMOHTHpoBaTh. Ecin
OpraH MaJioro Ta3a MoBpeXIeH, CeyeT 06paTHTLCA K COOTBETCTBYIOLIEMY CMELHANUCTY.

2. [epdopauus, TpemHHa HIK NEpeIoM GeIPEHHOTO CTEPIKHS.

Mepsl MO yCTpaHEHHIO: B 3aBHCHMOCTH OT JIOKQIM3alUHWM M pa3Mepa mepesioMa Bpay-
KJMHHLMCT NPMHHUMAET peleHne 0 ero (HUKCalnM B COOTBETCTBUH CO CBOMM COOCTBEHHBIM OTBITOM.

3. [lepenom Beprena.

Mepbl 10 YyCTpPaHEHHIO: B 3aBUCHMOCTH OT pa3Mepa nepesioMa Bpad-KIMHHIMCT NpUHUMACT
PCLICHUE O €ro (bHKCaIIHH B COOTBETCTBHH CO CBOUM COOCTBEHHBIM OMBITOM.

4, CocyaMCThIE IOBPEXAEHH (Hanpumep, GonbliebepiioBas KOCTb, 06TypaTop U GeapeHHas
aprepus).

Mepbl M0 YCTPAHEHHIO: €CJIM MPOUCXOAUT MOBPEKACHHE GONBLIOrO KPOBEHOCHOIO cocyaa,
Bpay-KJIMHHLMCT BBINOJHUT BOCCTAHOBJIEHHE COCYNOB B COOTBETCTBHH CO CBOMM COOCTBEHHBIM
OTIBITOM.

5. BpeMeHHOe HAM NOCTOSHHOE [MOBpPEXIEHHE HepBa (Hanpumep: OelpeHHas KOCTb,
00TypaTop WK NpocTo#t AMadparMaabHblii HEPB).

Mepsl MO YCTPaHEHWIO: €CINM  TNPOHUCXOAWT  MOBPEXKACHME HEPBA,  KAMHHLMCT
BOCCTAHABJIMBAET €ro B COOTBETCTBHM CO CBOMM COOCTBEHHBIM OIBITOM, H €My [alOT
HelipoTpoduuecKue mpenapartsl NOCJe OnepaLuH.

6. Omubka BeIOOpa pa3Mepa WIM KOHQHMrypaUWHM NpOTE3a, HENpaBUIbHOEC pa3MeLICeHHE
KOMIOHEHTOB M / WM MNOABBIBUX MM BBIBUX Oefpa, BhI3BaHHbiE pacciableHMEM MBI U
BOJIOKHHUCTOM TKaHH.

Mepbl M0 YCTpPaHEHHIO: BBIBUX HIIH MOABBIBUX MpOTe3a, KIMHHUUCT MOXET MONbITATLCA
BOCCTAHOBUTDH WJIH PEBH3HOHHYIO ONEpaluio B COOTBETCTBHH CO CBOUM cOOCTBEHHBIM OMNBITOM.

7. Kepamuueckas rosiopka 6eApeHHOM KOCTH nepesioMaHa UM CJIOMaHa.
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Meph 10 - yCTpaHeHMIO: WHTPAONEPALMOHHEIN pPa3pHB: YAaJeHHE OCKONKOB
NpoTe3a, HOBEIH MPOTE3 WA NPOAOKEHUA ONCPAlHK; MOCACONEPAMOHHRLIN Pa3pHB: KIAHALMN
ONHITOM SHAONPOTE3HPOBAHAA Ta3056APEHHOTO CYCTABA PEIIACT, CAICAYET JTH €TI0 BOCCTAHAR/IABATS,

o

8. llopaxxenHan KOHCYHOCTD CTAHOBMTCA JUIHHHEE HIIH KOpOYe,

Mepui o ycTpaneHHIO: OGHYHO CIMTACTC, UTO NOXOAKA HE HIMEHACTCA B Npeenax 2 oM.
EcnH X13HB NALHEHTA CEPbEe3HO YXYAIMIAC, YBeIAIbTe 00YBS WIH APyrHe >pdEeKTHBHEE MepH
JICYEeHHA. : )

Pannuii noceonepanuonnsiil nepuon

1. Cepaeuno-cocynncthie 3aGoneBanns, Takhe KaK BeHO3HHH TpoMGo3, TpomGoaMEomus
NerovHo# apTepHn H uHpApKT MUOKap/A,

Mepu no ycrpaHeHMIO: noCNe ONEPANMH CNEAYET NPUHHMATH COOTBETCTBYIOMIHE
AHTHKOATYJITHTHLE npenapath. [IpH BO3HHKHOBCHHH BHIIEYKA3aHHHX 3aboNneBRaHmll HeoGXoamMO
NPOKOHCYILTHPOBATECA CO CICIBAIHCTAMH JUIA OK23aHHA IOMOIIH B AHATHOCTHKE U JICYeHHH.

2. 3mKHMB/ICHAC N'EMaTOMH H / WIIH PaHbl IPOHCXONMT MEICHHO,

Meps 10 yCTpaReRHIO: CTPOTOe PeryJIHPOBAHKE YPORHA Caxapa B KPOBH IALIHCHTA, MUTAHAS
H JApYrHX OOUMX COCTOSHMH B TeyeHHE IEPHONEPALMOHHONO TEPHOAA; XHPYPTHYECKOe
BMEWIATENBCTBO  JIONKHO  BRNONHATLCA  KNMHHIHECTOM ¢ ONBITOM  SHAONPOTE3HPOBAHMS
Ta306e/ipeHHOr0 CycTaBa, 8 TAKXKe THIATENbHAA ONEpALAd BO BPEMI ONEPAlME IO YMEHbIEHHIO

i  TIOAKOXKHOTO OTC/IOCHHA PaHh M APCHUPOBAHHIO NPH HEOGXOMHMOCTH.

3. IIneBMOHHS K / MM aTeNEKTA3.

Mepu mno ycTpaHeHHIO: moOCNe ONCANHH ChEAYeT NPHHAMATH COOTBETCTBYIOMIHE
AHTHKOATYJIAHTHBIC npenapatsl. [Ipa BO3HHKHOBEHWHM BHINCYKasaHHHIX 3aboneanmit HeoGxoammo
NPOKOHCY/IFTHPOBATHCA CO CHICNHANHCTAMH AJIS OKA3AHAA OMOINM B AMATHOCTHKE M JICUCHHN,

4. IToaBHIBEX H/IH BHBHX.

MepH N0 YCTpaHCHMIO: BHBHX HNIH NMOABHBHX NpOTe3d, KIMHHOHCT MOXKET HONBITATHCH
" BOCCTAHOBHTb WIH PEBH3HORHYIO ONEPALHIO B COOTBETCTBHH CO CBOHM COOCTBEHHRIM OMKITOM.

Ho3pnnit nomeonepa'uuounuﬁ NePHOA

1. Upesmepnoe MmeuHOe HaNpEKEHHe, HECYIIAA TOKECTh WA Cay4aifH
HETIPEIHAMCPEHHOE BpallleHAE BEPTEiia, BH3BAHHOE XPYTIKOCTHIO BepTeNa. . .

Mepu 10 yCTpameHHMIO: B 3aBHCHMOCTH OT pasMepa MEpeloMa, KVHEHIHCT NPAHUMAET
pelenre 0 ero $rKcanyuu B COOTBETCTBHH CO CBOEM COGCTBEHHEIM OMLITOM.

2. Uncanarepanbiie HIH KOHTPANATEPANbHEE MPOGAEMH KOJNCHHOTO H TONCHOCTOMHOTO
CYCTaBOB, BLI3BAHHHE HCMOC/CNOBATENbHON ANKHHON HOTH, OTKNOBeHHEM GeAPeHHON KOCcTH B / Fin
MBblIeaHoH cnabocThio.

Mepri no ycTparerHio: ecnu npoGiemMa ¢ KONEHHWM CYCTABOM HIIA 3aMEHON CyCTaBa He
ABJIACTCA CEPBe3HOM, PACCMOTPHTE CHMNTOMATHYECKOE JieYeHHe: JIHHA HOTH HEmoC/eN0BaTe/bHa,
PaccMOTpHTE yBeNHUeHHYIO 00YBb, M C/Ia0hl, OOPATHTECH K CHEMMANMCTY.
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‘% % % 3. nepeﬂOMb[_ Geﬂpa HJIH BepTJ'ly)I(HOifl BNaAUHBbI, BbI3BaAHHbLIC TpaB_MOﬁ HJIH YpPE€3MEPHDLIM
O, / .
?a‘\ 7/ BECOM, 0cOo0EHHO P HAJIUYHH TAXKEJOr0 OCTCONopo3a, MNOBPECKACHHA KOCTCH, BbI3BaAHHbLIC

"/ mpeablaylleH omnepaiueil, CBEpIeHUEM BO BPEMs ONEpalHHM WIH HEAOCTaTOYHOH KOCTHO#H Maccoit
13-3a pe30pOLIHH KOCTH.

Mepbl MO YCTPAaHCHHIO: B 3aBUCHMOCTHU OT JIOKaMH3allUU H pa3Mepa nepeoMa, KIHHULHUCT
TIPHHUMAET PEUICHHE O €10 Q)anauuM B COOTBETCTBHH CO CBOMM COOCTBEHHBIM OMBITOM.

: 4. Pe3opOuus KOCTH MOXET MPHBECTH K ocnabieHuIo QUKcalUH, YTO B KOHEYHOM HTOre
npuBeaeT K ocnablieHHIo npoTesa.

Mepol 1o yctpaHeHuio: Ecnu  pe3opOums KocTH BIHSET Ha CTaOMIBHOCTH NpoTe3a,
TpebyeTcs peBU3HOHHAs onepaLus.

5. TloaBBIBHX WM BBHIBUX

Mepu Mo YCTpaHCHHIO: BbBIBHX HJH TNOABBIBHX IIPOTE3a, KIUHHUUCT MOXET IMOMNBITATLCA
BOCCTAHOBHTDH HJIH PEBH3HOHHYIO ONCPALIHIO B COOTBETCTBHN CO CBOUM COOCTBEHHBIM OMBITOM

YacTtoTa M THKECTh OCJIOXKHEHUH TNpH IHAONPOTE3UPOBAIIMH Ta300€APEHHOro cycTaBa

OOBIYHO BbILIE [IPH NIEPBHYHOM XHPYPruueckoM BMelnatenbcTse. O61mue npodbaeMbl B peBU3SHOHHOM

4 XMPYPrMH BKIIIOYAIOT TPYAHOCTL BBIOOpa MecTa pa3pe3sa, yAaJleHHe IKTONMHYECKOH KOCTH H CTaporo

KOCTHOTO LEMEHTA, MO3HLUHOHHPOBaHHE U (PUKCALIMIO KOMIIOHEHTOB W/WAM MONY4YEHHE afeKBaTHOI

KOCTHOH noaaepxku ans mpoteza. Kak npasuio, omepauus no 3aMeHe Ta300eApeHHOro cycrapa

" MOXeT MPHUBECTH K JUIMTENBHOH OMEpauuH, MOBHILIEHHOU KPOBONOTEPE M MOBBILIEHHOMY PHCKY
MHPEKUUH, TPOMOOIMOOHH JIErOYHOH apTEpHH U PaHEBOIt FEMaTOMBI.

Buumanue: Ecin nocne onepauMd OyaeT mMOATBEPKIACH OTAOMOK HAM  MEPEIoM
KepaMH4eCKOii rofIoBKH GeApeHHOIi KOCTH, HEOOXOAMMO KaK MOXKHO CKOpee MPOBECTH ONepaluio no
€c yAaJleHHIO.

11 MEPBI IPEJOCTOPOXXHOCTH U NNPEAYNIPEXIEHUA

Mepb! npea0CTOPONKHOCTH:
' 1. TIpoTe3nl pa3HbIX NPOU3BOAMTENEH WM Pa3HBIX CHCTEM HEJb3s HCMOAbL30BaTh BMECTE.

2. KoMnoHeHT Ta300epeHHOro nmpoTe3a He MOXeET ObITh UMIUIAHTHPOBAH ABaXabl. [laxe ecnn
MOBEPXHOCTh MpOTE3a HE MOBPEXCHA, Y HEro yke MOryT ObITb TOHKHe Ae(eKTbl, KOTOpble MOTYT

)  TPMBECTH K nojioMKke. )
3. He BHOCHTE HUKaKHX H3MEHEHUH WK MoauuKaLHii B IPOTE3.
* 4. Hanonnenue KocTH O€APEHHOroO CTEPXHSA OYEHb BAXKHO A oOecrneyeHUs MPOKCUMANbHOIM

¢dukcauyu KomnoHeHTa GeApPeHHOro CTepXHA. PacCMOTPMM MMIUIAHTAUMIO KOCTHOHM IUIACTHKH M
Apyriie HHTEHCHBHbIE METOIbl, OCOGEHHO NPU BLIMOJHEHHUH PEBU3UOHHON XUPYPrHH, AN YCTAHOBKH H
noaaepxku cOOpku 6eAPEHHOTO CTEPIKHS

[IpeaynpexaeHns:

1. Cnenyrowwme ycaoBus Mo OTACIBHOCTH WIH BMECTE MOTYT BbI3BaTh HYPE3MEPHYIO HArpys3Ky
Ha KOHEYHOCTH, YTO YBEJHMYMBAET PUCK HEyiauH SHAONPOTE3HPOBaHUA Ta300€ipeHHOrO CycTaBa:

1) IauueHT cTpasaeT OXKHpPEeHHEM UM H3OBITOYHBIM BECOM.

2) dusnyeckas pabora.

3) Upe3mepHoe ydacTHe B CIOPTHBHBIX MEPOTIPUATHAX. |

4) IMoBeilIEHHAS aKTHBHOCTb.

5) Puck nazenus.
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6) ANKOroau3M UnM HapKOMaHHs.
7) lpyrue HapyweHus.

2. Crepytoume ycnoBus, OTAENLHO UMK BMECTE, MOTYT OTPHLATEILHO MOBIHATH Ha (bchaumd\
IHAONPOTE3a Ta300€APEHHOro CyCTaBa:

1) BoistBiieHHbIE CHMNITOMBI OCTEONOPO3a UK CIIA6OCTH 03BOHOYHMKA.

2) Metabonnueckue 3ab0eBaHHA MIM CHCTEMHAs MEAMKAMEHTO3HAS Tepanus, NpuBoAfILas K
IpOTPECCHpYIOIIEMY  MIOBPEXACHHIO TBEPAOA ONMOpPHI NpoTe3a (HampuMep, caxapHulii auaber,
CTEPOHHAA TEPANHS, HUMMYHOCYTIPECCHBHAA TEPANus U T. 1.).

3) B aHaMHe3e CHCTEMHas MM MeCTHas MH(EKLHA.

4) HenpasunbHas (uKCAUMS MIM HENpPaBHJILHOE PACHONOKEHHE npores3a wu3-3a TAKEIOMH
Mab(opMaLuu.

5) OMyX0JH, NOANEPKNBAIOIINE KOCTHBIE CTPYKTYPbI.

6) anneprudecKue peakiMi Ha MaTepHabl MMIJIAHTATOB (HaNPUMep, KOCTHBIH LEMEHT, MeTa
H NMOJIMITUJIEH).

7) BpOXAeHHas AUCTIAa3HA Ta300eAPEHHOTO CyCTaBa MOXET YMEHBIUHTh KOIMYECTBO
Auadu30B, KOTOpbIE MOIYT NOMAEPKUBATL BEPTIYIKHYIO Halleyky BO BpEeMsS TOTAJIbHOrO
3H0NMPOTE3UPOBAHHUS CYCTaBa.

8) TkaHeBas peakLMs OPraHM3Ma Ha KOPPO3HMIO WM UCTHPAHHUE YacTell MpoTesa.

9) Apyrue cycTaBHble HapyILEHHs (HAaNPUMEP, KOJIEHHBIE I FONEHOCTOMHbIE CyCTaBbl). %

3. Koraa xupypr onpesensier, 4To 3HAONPOTE3UPOBAHHUE Ta306€APEHHOTO CycTaBa sBJIS€TCS
HaWJIyuIl¥M JOCTYITHBIM MEAMLMHCKUM BapHAHTOM, H PELIaeT HCMONb30BaTh NPOTE3 A1 M0GOro U3
3TUX COCTOSIHUN WJIH AN MOJIOJbIX, aKTUBHBIX MALMEHTOB, MALMEHT JOJDKEH GbITD npouHPOpMHPOBAH
00 OrpaHHYeHHsX MPOYHOCTH U3JENUA M MATEPHAIOB, HCIIOIB3YEMbIX 1S (dHKCaLHH, U YTO BCE ITH
YCTIOBHSA NIOJDKHDBI OBITH AEHCTBUTENBHO YMEHBILIEHBI WM YCTPAHEHDI.

4. Bee cyumecTByiomue ycoBus J0MKHEI GBITh TIONHOCTBIO COGMIOAEHBI TIPH ONEpPauHOHHOM U
MOC/ICONEePaLHOHHOM BelcHHH OOoNbHbIX. [lcuxuYeckHe COCTOAHMS MM 3a6ONeBaHMA, KOTOpbIe
3aCTaB/AIOT MAUMEHTOB HE ClIEAOBAaTb HMHCTPYKUMAM, MOTYT 3aepxaTh [OCNEONepaliOHHOe
BOCCT2HOBJIEHHE H / MITH YBEIMYMTh PHCK MOGOUHBIX PeaKLMii, TAKMX Kak HEyJauHOe NPOTE3NPOBaHHUE
WK QHUKcalus npoTesa.

UpesmepHas Qusnueckas Harpy3ka WM TpaBMa 3aMEHEHHOTO CyCTaBa MOIYT NPHBECTH K
CMELICHUIO, TEPENOMY H/MAM M3HOCY 1IpOTE3a, YTO NMPHBENET K HeyHaye JHIONPOTE3UPOBAHUS
TasobeApeHHOro  cycTaBa.  DYHKUHOHANbRAA  MPOMODKMTENLHOCTD  KH3HM  MMINAHTATOB
T4300€APEHHOr0 CycTaBa He GblIa YETKO MPOJAEMOHCTpHpOBaHa. [launeHTam crefyeT cooGIMTD, ‘ITOO
TakHe (aKTOPbI, KaK BEC M MHTEHCHBHOCTb aKTMBHOCTH, MOTYT CYLIECTBEHHO MOBJHMATH HA M3HOC
npotesa. ‘

5. DTOT NpoAyKT SABIAETCA OJHOPZ30BHIM HMIIAHTATOM M HE MOMXKET HCIIO/Nb30BAThCS
NOBTOPHO.

6. JledexT cTepHIILHOM YNIaKOBKH H3€HS CTPOrO 3anpelleH.

7. McibiTanus He NPOBOJMIINCH ANS OUEHKH GE30MacHOCTH M COBMECTHMOCTH M3aeiuii B
YCTIOBUAX MArHUTHOro pe3oHanca. IlpoaykTbl He ObLIM MCMBITAaHBI Ha HArpeB WJIM MUTPALHIO B
oxpyxatoieif cpeae MP. PUCKH MeTaIMueCKHX UMILUIAHTATOB, NIOBEPraloWUXCca BO3AECHCTBHIO MPT,
BKJIOYAIOT HAarpeB WK CMEIICHHE, a TaKXkKe HCKaXEHHs H300paKeHHA, TAKHEe KaK MepTBbie 30HH W
AedopMaLuy, 0cobeHHO BOKPYT HMIINIAHTATOB, YTO TPeGyeT ONTHMH3ALUH napaMeTpoB BH3yalHU3aLUH.
IMauueHTel MOMKHBI CHAayana ObITb OLEHEHbl MPOPECCHOHANOM, 3HAKOMBIM C KOHKPETHBIM
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S
"% ArporictBoM MPT, KoTopoe OyAeT MCNONb30BaTbCA, MpeXAge 4Yem MonyyaTb Kakoe-nn6o MPT-
% /accnefoBaHne Unn neyveHue.

B 12 YCNOoBUMA UMIMNAHAUNW

Ycnosus MMnnaHTaumMm npotesa - Cheumaim3nmpoBaHHble OTAeNeHus nevebHbIX MeLULMHCKMX
YUPEXAEHNA.

12
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13 COCTAB MEJHUHHCKOI'O H3AEJAUA . \,:,V{
R
«IuaoNpoTes Ta300¢APEHHONO CYCTABA», B COCTABE: . s

Knaccaueckait pepT/IyxHbl KoMOoHeHT 44 MM, 46 MM, 48 MM,50 MM,52 MM, 54 MM,56
MM, 58 MM, 60 MM;

Knaccuueckmii Bepr/yxHuili KOMOOHERAT, MoKkpbiTH¢ HA ocHoBe Ti-HA(TATAHA =
THAPOKCHATATHTR) 44 MM, 46 MM, 48 MM,50 MM,52 MM, 54 MM,56 MM,58 MM, 60 MM;

Beprayxnsii xomnonent Apollo, Ti-ruranosoe nokpeiTHedd MM, 46 MM,48 MM,SO MM, 52
MM, 54 MM,56 MM,58 MM, 60 MM,62 MM; .

Beprayxnpiti  xommomenT Apollo, noxkphiTHe Ha OCHOBE Ti-HA('m'rauu H
rRAPOKCHATIATHTA) 44 MM, 46 MM,48 MM,50 MM,52 MM, 54 MM,56 MM,58 MM, 60 MM,62 MM;

Knaccageckuit sxaanpim, 10 rpagycos 44mm/24MmM, 46MM/24mM, 48MM/28MM, SOMM/28MM,
52mM/28MM, S4MM/28MM, SOMM/28MM, S58MM/28MM, 60MM/28MM, S52MM/32MM, S4MM/32MM,
56MM/32MM, S8MM/I2MM, 60MM/32MM; ' '

Knaccuaecknii Beprayxumii xaaapim,10 rpasycos, HXPE-nonepeuno-cBa3sanHbIi
noAmSTHACR 44MM/24MM, 46MM/24MM, 48mMM/28MM, 50MM/28MM, S52MM/28MM, S54MM/28MM,
56Mm/28MM, S8MM/28MM, 60MM/28MM;

Bepraysnbili skaaasim Apollo ,10 rpanycos 44mm/28mM, 46Mm/28MM, 43MM/28MM,
SOMM/28MM, 48MM/32MM, SOMM/32MM, 52MM/32MM 54MM/32MM, S6MM/32MM, S8MM/32MM, )y
60MM/32MM, 62MM/32MM;

Bepraysupii sxnaasim Apollo , HXPE-nonepeano-cBasanubiii nomTasen 44mm/28MM,

, AGMM/28mm, 48MM/32MM, SOMM/32MM, S52MM/32MM, S54MM/36MM, 56MM/36MM, S8MM/36MM,
60MM/36MM, 62MM/36MM; '

Bepraysuniit  Bxaagemt  Apollo ,10  rpaaycop, HXPE-nonepeuno-cessanubil
HONMTRACR 44MM/28MM, 46MM/28Mm, 48MM/32mM, S0MM/32MM, 52MM/32MM, S54MM/32MM,
56mm/32MM, S8MM/32MM, 60MM/32MM, 62MM/32MM;

FonoBka >HjompoTe3a Oeapemmolt xoct 28mm+1.5, 28mm+5, 28mMm+8.5, 28mm+12,
28MM+15.5, 24Mm+0, 24mm+3.5, 32mm-2, 32mm+1, 32mM+S5, 32MM+9, 32mM+13, 36MM-2, 36MM+1.5,
36MM+5, 36MM+8.5, 36MM+12, 36MM+15.5;

Bunoaspasili Beprayxnsil kxoMmonenT 38MM, 40MM, 42mM, 44 MM, 46MM, 48MM, S0MM, 52
MM, 54MM, S6MM, 58 MM,

BanoagpHbill BepTAyREbId BRAAALM 38MM/24MM, 40MM/24MM, 42MM/24MM, 44MM/24MM,
46MM/28MM, 48MM/28MM, S0MM/28MM, S2MM/28MM, S4MM/28MM, S6MM/28MM, 58MM/28mM;

Hoxxa sngonporesa Tazobeapennoro cycrasa PBG-npokcHManbHOM Gecneucnmoﬁ
$ukcanun, Ti-ruranosoe NOKpLTHE 1#, 2#, 3%, 4%, 5#, 6#, T#, 8#;

’ Hoxxa sugenporesa Tazobeapennoro cycrana PBG-npoxcHManbmol &cneuemoﬁe
duxcannn, HA-ruapoxcHAIATRTOBOE OKpLTHE 1#, 2#, 3#, 44, 54, 64, TH, 8#;

\ Hoxxa suaonporess TasobeapenHoro cycrasa PBG-nmpoxcumansnoli Gecuementrod
$uKcanan, noxpuiThe Ha ocrose Ti-HA(THTaHa N ruApokcHANATHTS) 1#, 24, 3%, 4#, 5#, 6#, TH,
8#;

Hoxxa »>ugomporesa TasobeapenHoro cycrass TBG-cmemansoli  GecmementHol
¢ukcannn, Ti-TuTaHOBOE NOKPLITHE 1#, 2#, 34, 4#, 5%, 6#, TH, 8#;

Hoxxa Suponporesa Talobeapennore cycraBa TBG-cmemanmoii  Gecuementnoil
duxcannu, nokpuiThe Ha ocuose Ti-HA(taTaHa B rHapoxcHanaTuTa) 1#, 2#, 3#, 4#, 5%, 6#, T#,
8#;

Hoxxa 3snaonporesa TazoGeapenHoro cycTasa TBG-cmemaunoli Gecmemenrol
Puxcamnn, HA-ruapoxcaanataToBoe nokpuiTae 1#, 2#, 3#, 4%, 54, 6#, TH#, 8#;

Kepamuueckas romoxa suponporesa Oeapensoli wocrm 28mm/S, 28mm/M, 28mm/L,
32uw/S, 32v/M, 32mm/L, 32Mw/XL, 36MM/S, 36MM/M, 36Mw/L, 36MM/XL, 40MM/S, 40Mm/M,
40mw/L, 40mM/XL;
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KepaMunyeckunin BepTnyXHblil BKnaabiw 44mm/28mMm, 46Mm/28Mmm, 48mMm/32Mm, 50Mm/32MM,
'52MM/36MM,  54Mm/36MM,  56MM/36MM,  58Mm/36mMM, 60MM/36MM, 62MM/36MM, 56MM/40MM,
58Mm/40MM, 60MM/40MM, 62MM/A0MM;

Hoxka aHfonpoTe3a Ta306e4peHHOro cycrtaBa AucTanbHOW 6ecueMeHTHOW hukcayuu, Ti-
TUTAHOBOe NOKPbITUe 1#, 2#, 3#, 4#, S#, O#, 7#, 8#, 9#, 104,

KOCTHbIi BUHT 6.5 (20MM, 22MM, 24MM, 26MM, 28MM, 30MM, 32MM, 34mMm, 36MM, 38MM,

40MM.
14 TEXHWYECKWE TPEBEOBAHWA
14.1 TabapuTHble pasMepbl KOMMNOHEHTOB Ta300eApPEHHOr0 3HAOMNPOTE3A
abapuTHble pasmepbl 3HAONPOTE3a Ta306eJpeHHOr0 eycTaBa nNpeAocTaB/ieHbl B Tabnuue
14.1.1-14.1.22

Tabnmya 14.1.1 - FTabapuTHbIE pasMepbl KIacCUYeCKOro BepT/Y>XHOI0 KOMMOHeHTa

O603HaueHne KaTtanoxHbliii  LWunpuHa OvameTtp BbicoTa H, Macca, r, He
W, MM, D, mm, +0,5 MM, 1 MM bonee
(pasmep) HOMep +0.5 MM MM

Knaccuyeckunin BepTAYXHbIAA KOMMNOHEHT

44 Mm 130350044S - 44 - <85
46 MM 130350046S - 46 - <85
48 MM 130350048S - 48 - <85
50 mm 1303500508 - 50 - <85
52 MM 130350052S - 52 - <85
54 Mm 130350054S - 54 - <85
56 MM 130350056S - 56 - <85
58 Mm 130350058S - 58 - <85
60 MM 130350060S - 60 - <85

Tabnuua 14.1.2 - F'abapuTHble pasmepbl KnacCcMyeckoro BepT/iy)XHOro KOMMOHeHTa, MOKPbITUE Ha
ocHoBe T1-HA(TuTaHa v rugpokcuanaruTa

Knaccnyeckunii BEPTNYXKHbIA KOMMOHEHT, MOKPbITUE Ha ocHOBe Ti-HA (TuTaHa u

rmgpokcmanaTuTa)
O603HaueHne KaTtanoxHblii LWupuHa OuameTp BbicoTa Macca, r, He
W, MM, D, MM, £0,5 H, mm, £1 bonee
(pasmep) I HOMep +0,5 MM MM . MM
44 mm 130540044S - 44 - <85
14
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TR e, e B A . 2 R : R it TR L. e s v
Ob6oznavenne Knmmui' ll.ll;pm | . Amamerp Bsicora .| Macea, r, ne
S W,mm, | D,vm, 30,5 | H,mm,#1 | Gomee ;. -
(pasmep) - - HOMep 1 E05mm- | mMm | MM S
_ S I R o RO
46 M 1305400465 : 46 . <85
48 mm 130540048S A a8 : <85
50 MM 1305400508 . 50 ; <85
52 MM 1305400528 5 52 ) <85
54 um 1305400545 . 54 5 <85
56 Mx 1305400565 » 56 . <85
58 vt 130540058S . 58 2 <35
60 M 1305400608 5 60 . <85 %

1308800445 44 ' <125
46 M 1308300465 . 46 - <125
48 1308800485 - 48 - <125
50 1308800508 5 50 <125 Y
52 um 130880052 | - 52 - <125
54 Mu 1308800545 | - 54 — <125
56 MM 1308800565 - 56 - <125
58 MM 1308800585 - 58 - <125
60 Mm 1308800608 : 60 B <125
62 um 1308800625 5 &2 - <125
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'6nmua 14.1.4- TabapuTHble pasMepbl BepTay>kHoro komnoHeHTa Apollo, nokpbiTue Ha ocHose Ti-
A(TnTaHa v rmgpokcuanarura)

BepTnyXHbiin KOMNoHeHT Apollo, nokpbiTe Ha ocHoBe T1-HA(TuTaHa n

rmppokcuanaTura)
O603HauyeHne KatanoxHbiii LW wupuHa Ouametp BbicoTa H, Macca, r, He
W, MM, D, MM, MM, 1 MM bonee
(pasmep) HOMEp 40,5 MM +0,5 MM

44 Mm 1304200445 - 44 - <125
46 Mm 130420046S - 46 - <125
48 MM 130420048S - 48 - <125
50 MM 130420050S - 50 - <125
52 MM 130420052S - 52 - <125
54 Mm 130420054S - 54 - <125
56 MM 1304200565 - 56 - <125
58 MM 130420058S - 58 - <125
60 Mm 130420060S - 60 - <125
62 MM 130420062S - 62 - <125

Tabnuua 14.1.5- MabapuTHble pasmepbl Knaccuueckoro Bknagbiwa, 10 rpagycos

Knaccmueckunii B3cnagbiww. 10 rpagycoB (oTKNoOHeHue yrna 10 rpagycoB+0,5 mm)

O6o03HaueHne KatanoxHbii LW upuHa OnameTp BoicoTa H, Macca, r, He

W, MM, D, mm, MM, £1 MM 6onee

(pasmep) Homep +05 MM~ 0.1~0,3
MM

44mm/24mm 130080044S - 24 <32
46MM/24MM 130080046S - 24 <32
48MM/28MMm 130080048S - 28 <32
50mMMm/28MM 130080050S - 28 <32
52Mm/28MM 130080052S - 28 <32
54mm/28MM 130080054S - 28 <32
56MMm/28MM 130080056S - 28 <32
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N

Knaccuuecknii Bknagbiw, 10 rpagycos (oTknoHeHue yrna 10 rpagycos0,5 mm)

O603HayeHune

(pasmep)

58MMm/28MMm
60MM/28MM
52mMm/32MMm
54mm/32Mm
56MM/32MMm
58MMm/32Mm

60MM/32MM

KaTanoXHbli

HOMEp

130080058S
130080060S
130800052S
130800054S
130800056S
130800058S

130800060S

WurpuHa
W, MM,
+0,5 Mm

OunameTp

D, MM,
0.1-0,3
MM

28
28
32
32
32
32

32

BbicoTa H,

MM, £1 MM

\ '

N

Macca, r, He
6onee

<32
<32
<32
<32
<32
<32

<32

Tabnuua 14.1.6- MabapuTHble pasmepbl Knaccuyeckoro BepTiy>XHOro Bknagbliwwa,10 rpagycos,
HXPE-nonepeyHo-CBA3aHHbIN NONNITUNEH

Knaccnyeckunii BepTnyXHblid BKnagbiw,! 0 rpagycos, HXPE-nonepe4yHo-CBSA3aHHbI
nonunatuneH(oTknoHeHue yrna 10 rpagycos=0,5 Mm)

O603HayeHue

(pasmep)

44MM/24Mm
46MM/24MM
48MM/28MMm
50MMm/28MMm
52MMm/28MM
54mm/28MMm
56MM/28MMm
58MMm/28MMm

60MM/28MM

KaTanoXHbl i

HOMEp

130370044S
130370046S
130370048S
130370050S
130370052S
130370054S
130370056S
130370058S

130370060S
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WupwnHa
W, MM,
+0,5 MM

17

OnameTp
D, MM,
0.1~0,3

MM
24
24
28
28
28
28
28
28

28

BbicoTa H,
MM, 1 MM

Macca, r, HC
6onee

<32
<32
<32
<32
<32
<32
<32
<32

<32



LE MEDICAL

wuuya 14.1.7- FabaputHble pasmepbl BepTny>kHoro Bknagbiwa Apollo ,10 rpagycos

BeptnyxHbiin Bknagbiw Apollo 4O rpagycos(oTknoHeHue yrna 10 rpagycos=0,5 mm)

O603HayeHue

(pasmep)

44MM/28MMm
46MM/28MM
48MM/28MMm
50MMm/28MMm
48MM/32MM
50MMm/32MMm
52MMm/32MM
54mm/32MMm
56MM/32MMm
58Mm/32Mm
60MM/32MM

62MM/32MM

KaTanoXXHbl

HOMep

130820044S
130820046S
130820048S
130820050S
130823248S
130823250S
1308200525
130820054S
130820056S
130820058S
130820060S

130820062S

WunpuHa
W, MM,
+0,5 MM

OunameTp
D, mm,
0.1~0,3

MM

28
28
28
28
32
32
32
32
32
32
32

32

BbicoTa H,
MM, £1 MM

Macca, r, He
b6onee

<39
<39
<39
<39
<39
<39
<39
<39
<39
<39
<39

<39

Tabnuua 14.1.8- MabapuTHble pasmepbl BeptnyxxHoro sknagbiwa Apollo , HXPE-nonepeyHo-
CBAI3aHHbI NONNITUNEH

BepTnyxHbiii Bknagbiw Apollo , HXPE-nonepe4yHo-CBsA3aHHbI NOANITUNEH

O6o3HaueHne KartanoxHbii LW upuHa OvnameTtp BbicoTa H, Macca, r, He
W, MM, D, mm, MM, £1 MM 6onee
(pasmep) HOMep +0,5 MM 0.1~0,3
MM
44Mm/28Mm 131342844S - 28 - <32
46MM/28MM 131342846S - 28 - <32
48MM/32MM 131343248S - 32 - <32
50mMm/32MM 131343250S - 32 - <32
52MM/32MM 131343252S - 32 - <32
18
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@ DOUBLE MEDICAL

Qﬁomaqem

.. coe o W I Dm o
: (PWGP) - HOMEP: ' 1 U S pp Fiwﬂ;;
: A S MM
L e to ool A ;%f#:” ot
54uu/36uu 1313436548 - 36
. 56MM/36MM 1313436568 - 36
58mmM/36MM 1313436588 - 36 <32
60MM/36MM 1313436608 - 36 <32
1 62MM/36MM 1313436628 - 36 <32

1313528448

28

Tabnwuua 14.1.9- I'aGaprTHEie pasmept Bepryxroro pxnagmwma Apollo ,10 rpaaycos, HXPE-
NONePEYRO-CBA3AHHEIH NONHITHICH

" ddrne/ 280 <39
36m/25wm | 1313528468 - 78 39
w2 | 1313532488 . 32 339
SOwa/320 | 1313532508 : 32 39
Shmi32um | 1313532528 MR T 39
Shodita | 1313532545 - 32 39
Sorodzvm | 1313532568 . £ 39
SSwmi32un | 1313532588 - 32 39
SOmmi3Zam | 1313532608 g 32 39
Gui32mn | 1313532628 . 32 39
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BLE MEDICAL—.

abnuua 14.1.10- MabapuTHble pa3mepbl M0M0BKK 3HAONPOTE3a 6eAPEHHON KOCTH

ConoBKa aHAonpoTesa 6epeHHOl KocTw

O6o3HaueHne  Kart. Homep W, MM D, Mm L, Mm
(pasmep) 0,5 0-~-0,2 Mm +0,5 MM
MM
28mm+1.5 130010001S - 28 17
28MM+5 130010005S - 28 13,5
28Mm+8.5 130010008S - 28 10
28Mm+12 130010012S - 28 13,5
28Mm+15.5 130010015S - 28 17
24Mm+0 130290000S - 24 134
2AMM+3.5 1302900035 - 24 9,9
32MM-2 130910002S - 32 21,5
32mMm+1 130910001S - 32 18.5
32MM+5 130910005S - 32 145
32MM+9 130910009S - 32 10,5
32MM+13 130910013S - 32 11,5
36MM-2 131330020S - 36 21,5
36MM+1.5 131330001S - 36 18
36MM+5 131330005S - 36 14,5
36MM+8.5 131330008S - 36 u
36mMmM+12 131330012S - 36 15,5
36mMm+15.5 131330015S - 36 12
20
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Macca, r

He 6onee

<195
<195
<195

<195

<195

<195
<195
<195
<195
<195
<195
<195
<195
<195
<195
<195
<195

<195



DOUBLE MEDICAL

Tabnuua 14.1.11- MabapuTHbIe pasmepbl bUNoONAPHOro BEPTYXHOIT0 KOMMOHEHTa

BunonapHbIi BEPTAYXKHbIA KOMMNOHEHT

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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O603HayeHune Kat. Homep W, MM D, mm L, Mm Macca, r
(pasmep) +0,5 Mm 0.1~0,3 mm +0,5 MM He 6onee
38MM 130020038S - 38 - <152
40 MM 130020040S - 40 - <152
42 Mm 130020042S - 42 - <152
44 Mmm 130020044S - 44 - <152
46 MM 130020046S - 46 - <152
48 mMm 130020048S - 48 - <152
50 MM 130020050S - 50 - <152
52 Mm 1300200525 - 52 - <152
54 Mm 1300200545 - 54 - <152
56 Mm 130020056S - 56 - <152
58 mm 130020058S - 58 - <152
Tabnuua 14.1.12- MabapuTHble pa3mepbl BUNOAAPHOro BepTNYXXHOro BKAaAblLLA
BunonapHbil BEPTAYXHbINA BKAAbI LU
O603HaueHue KaTt. Homep W, MM D, mm L, MM Macca, r
(pasmep) +0,5 MY +0,5 Mm +0,5 MM He 6onee
38mMm/24Mm 130300038S - 24 - <39
40MMm/24MMm 130300040S - 24 - <39
42MM/24MMm 130300042S - 24 - <39
44Mm/24Mm 1303000445 - 24 - <39
46MM/28MM 130300046S - 28 - <39
48Mm/28MMm 130300048S - 28 - <39
50Mm/28MMm 130300050S - 28 - <39
52MM/28MM 1303000525 - 28 - <39



IE MEDICAL

Deiikatrd ter Rrhsif-/rfatton

.BunonspHbIA BEPTAYXXHbIW BKAAAbILL

O603HayeHune Kat. Homep W, MM D, mm L, Mm Macca, r

(pasmep) 0,5 mm +0,5 MM +0,5 MM He 6onee
54mm/28Mm 130300054S - 28 - <39
56MMm/28MM 130300056S - 28 - <39
58MMm/28Mm 130300058S - 28 - <39

Tabnuua 14.1.13- MabapuTHble pasMepbl HOXKM aHAoNpoTe3a Ta3obepeHHOro cycrasa PBG-
NPOKCUManbHOI becuemMeHTHONM thmkcauum, Ti-TUTaHOBOE MOKPbITHE

Hoxka aHgonpoTe3a Ta3obegpeHHOro cyctasa PBG-npokcumanbHOM 6ecyeMeHTHON
(hnkcaumm, Ti-TUTaHOBOE MNOKPbLITUE, Macca < 235T.

O603HaveHue KaTt. Homep S, MM L, mm W, mm N, MM
(pasmep) -/+0,5 -0.5 ~ -0.3~ 0.3 -/£ 0,5 MM
MM +0.5 Mmm MM ,
1# 130150001S 37 140 14.1 31,1
2# 130150002S 37,7 146 15.1 311
3# 130160003S 38,3 151 16.2 311
At 130170004S 40,4 156 17,2 32,9
5# 130180005S 40,7 161 18,2 32,9
6# 130190006S 42,9 166 19,6 351
7# 130200007S 43,6 171 20,6 351
8# 130210008S 45,3 176 22,1 37,1

Tabnuua 14.1.14- MabapuTHble pasmepbl HOXKKM 3HAONpOTe3a TazobeapeHHOro cycrtasa PBG-
NpoKcUManbHoW 6ecleMeHTHON ukcaunn, HA-rngpokcnanaTutoBoe NoKpbITUe

Ho)xKa aHgonpoTesa TasobeapeHHOro cyctaBa PBG-npokcumanbHON 6ecueMeHTHOM
thukcayun, HA-rugpokcnanaTUToBoe NoKpbiTUE, Macca < 2351

O603HayeHue Kart. Homep S, Mm L.MM W, Mm N, MM
(pasmep) -/£ 0,5 -0.5~ -0.3~ +0.3 -/£ 0,5 MM
MM 0.5 Mm MM
1# 130660001S 37 140 14,1 31,1
22
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DOUBLE MEDICAL =
Ll \ y

------- \
Ho)Ka sHaonpoTesa Ta3obeapeHHOro cyctaBa PBG-npokcumanbHOM 6ecueMeHTHOW A A

thukcaunn, HA-rugpokcnanaTuToBoe NOKpbITUE, Macca < 235r

O603HauYeHne Kart. Homep S, MM L, mm W, Mm N, mm
(pasmep) -1+ 0,5 -0.5 ~ -0.3~ +0.3 -/+ 0,5 MM
MM +0.5 MM MM

2# 1306600025 37,7 146 151 31,1
3# 130670003S 38,3 151 16,2 31,1
A 130680004S , 404 156 17,2 32,9
S# 130690005S 40,7 161 18,2 32,9
6# 130700006S 42,9 166 19,6 35,1
T# 1307100075 43,6 171 20,6 35,1
8# 130720008S 45,3 176 22,1 37,1

Tabnuua 14.1.15- MabapuTHbIe paamepbl HOXKKM 3Hg0oNpoTe3a Ta3o6eapeHHOro cycrtaBa PBG-
NPOKCUMaNibHOM 6eCLEeMEHTHON (hKcaummn, NOKpbITUE Ha ocHoBe T1-HA(TMTaHa n rmapokcnanaTuTa),

Ho)Ka aHponpoTe3a Ta3obegpeHHOro cyctasa PBG-npokcumanbnoii 6ecueMeHTHO
thukcaunu, NnoKpbITUe Ha ocHoee TI-HA(TuTaHa u rugpokcumanarumTa), macca < 235r

O603HaueHue Kart. Homep S, MM L, MM W, Mmm N, MM
(pa3mep) -/+ 0,5 Mm -05~+05mMm  -03~+03MM  -/+0,5MM
1# 130730001S 37 140 14,1 31,1
2# 1307300025 37,7 146 151 31,1
3# 130740003S 38,3 - 151 16,2 31,1
At 130750004S 40,4 156 = 17,2 32,9
St 130760005S 40,7 161 18,2 32,9
6# 130770006S 42,9 166 19,6 35,1
T#H 130780007S 43,6 171 20,6 35,1
8# 130790008S 45,3 176 22,1 37,1
23
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IE MEDICAL

DeuUcjrAdto HphAb//T<t0on

"osmua 14.1.16- MabapuTHble pasmepbl HOXKM 3HAONPOTE3a Ta3o6eApeHHOro cycrtaea TBG-

LeWwaHHON 6ecLueMeHTHON rkcaummn, Ti-TUTaAHOBOE MOKPbITUE

Hoxka aHgonpoTe3a Ta3obefpeHHOro cyctaBa TBG-cMmewaHHON 6ecueMeHTHO
thukcauun, Ti-TUTAaHOBOE NOKPbITUE, Macca < 176r

O603HayeHune

(pasmep)

1#

2#

3#

4#

S#

6#

T#

8#

Kat. HoMep

130220001S
130220002S
130230003S
1302400045
130250005S
130260006S
130270007S

130280008S

S, MM

-/+0,5
MM

35,12
35,87
37,12
37,87
39,25
39,75
41,25

41,75

-0.5~+05

L, Mmm

MM
115
130
140
146
151
155
160

165

W, Mmm

-0.3 —103

MM
12,99
13,52
14,04
14,68

15,2
15,33
15,55

15,77

33

35

35

37

37

39

39

Tabnuuya 14.1.17- MabapuTHble pasmepbl HOXKKM aHfoNpoTe3a Ta3obegpeHHOro cycrtasa TBG-
CMELLaHHOW BeCLeMEHTHON uKcaLum, NOKpbITME Ha ocHoBe T1-HA(TMTaHa u rmapokcmManaTmTa)

HoxKa aHgonpoTe3a Ta3obegpeHHOro cycrasa TBG-cMewaHHOM 6ecueMeHTHOR pukcaymm,

O603Ha4veHune

(pa3mep)

1#

2#

3#

4#

S#

6#

T#

8#

Kat. Homep

130470001S
130470002S
130480003S
130490004S
130500005S
130510006S
130520007S

130530008S
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S, MM
-/+ 0,5 Mm
35,12
35,87
37,12
37,87
39,25
39,75
41,25

41,75

N

-0.5~+0.5 Mmm

24

L, Mmm

115

130

140

146

151

155

160

165

W, Mmm

-0.3 ~+0.3 mm

12,99
13,52
14,04
14,68
15,2

15,33
15,55

15,77

NMOKpbITUE Ha ocHoBe T1-HA(TuTaHa n rugpokcmanatuTa), macca < 176r

N, MM
-/[+ 0,5 mm
33
33
35
35
37
37
39

39



DOUBLE MEDICAL

Tabnmua 14.1.18- MabapuTHble pasmepbl HOXKM 3HAOMNpOTe3a Ta3obepeHHOro cyctasa TBG-
CMeLLaHHOM 6ecLUeMEHTHON pukcauum, HA-rngpokcnanaTMToBoe NOKpbITUE

HOXKa 9HAlgnotesa TasobegpenHoro cyctasa TBC-cMelaHHOM BecLeMeHTHOIA
qOL“ccaLwlm, HA-rngpokcnanatTmtoBoe NoKpbiTne, macca < 176r

O603HaueHune Kart. Homep S, MM L, mm W, Mm N, MM
(pasmep) -/+ 0,5 -0.5~+0.5 -0.3~+0.3 -/+ 0,5 MM
MM MM MM
1# 130560001S 35,12 115 12,99 33
— 1305600025 35,87 130 13,52 33
3# 130570003S 37,12 140 14,04 35
44 130580004S 37,87 146 14,68 35
S# 130590005S 39,25 151 15,2 37
6# 130600006S 39,75 155 15,33 37
# 130610007S 41,25 160 15,55 39
8# 130620008S 41,75 165 15,77 39

Tabnuua 14.1.19- MabapuTHble pa3Mmepbl KepaMmnyecKoil ronoBky aHLoNpoTe3a 6epeHHON KOCTK

Kepamuueckas ronoska aHgonpoTesa 6eApeHHON KOCTH

O603HaueHne Kart,' D,MM, d, MM mlL, MM Macca, r

(pasmep) HOMEP 102 +/- 0,1 -/+0,5

28mm/S 130632801S 28 12,93 14,6 <129
28MM/M 130632802S 28 12,73 131 <129
28mm/L 130632804S 28 12,73 9,6 <129
32mm/S 130643201S 32 12,93 16,6 <129
32vMmM/M 1306432025 32 [ 12,73 14,6 <129
32mm/L 130643203S 32 12,73 10,6 <129
32mm/XL 130643204S 32 12,73 8,1 <129
36mm/S 130653601S 36 12,73 18,75 <129
36MMm/M 130653602S 36 12,73 14,75 <129
36mm/L 130653603S 36 12,73 10,75 <129

25
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IE MEDICAL

1 ot o
Kepamunueckas ronoska aHfonpoTesa 6e4peHHON KOCTH
O603HauyeHune Kar. D,MM, d, MM L, MM Macca, r
(pasmep) HOMEP 102 +/- 0,1 -[+ 0,5
36MM/XT 130653604S 36 12,73 8,0 <129
40mm/S 130654001S 40 12,73 18,56 <129
40MM/M 1306540025 40 12,73 14,56 <129
40mm/L 130654003S 40 12,73 10,56 <129
40mm/XL 130654004S 40 12,73 9,76 <129
Tabnuua 14.1.20- MabapuTHble pa3Mmepbl Kepammnyeckoro BepTiyn<HOro BKaagbllla
Kepamnyeckunin BepTNYXHbI/ BKAagblLW
O603HaueHne Kart. Homep mD, MM i ® Macca, r
(pa3mep) 0/+ 0,3 MMm
44Mm/28MMm 130430036S 28 - - < 125
46MM/28MMm 130430038S 28 - - < 125
48Mm/32MMm 130440040S 32 - - < 125
50MM/32MM 1304400425 32 - - < 125
52MM/36MM 1304500445 36 - < 125
54MM/36MM 130450046S 36 - - < 125
56MM/36MM 130450048S 36 - - < 125
58Mm/36MM 130450050S 36 - - < 125
60MM/36MM 130450052S 36 - - < 125
62MM/36MM 130450054S 36 - - < 125
56MmM/40MM 130460048S 40 - - < 125
58mMm/40MMm 130460050S 40 - - < 125
60MM/40MM 130460052S 40 - - < 125
62MMm/40MM 130460054S 40 - - < 125

Tabnuua 14.1.21- MabapuTHble pa3Mmepbl HOXKM 3HAOMNPOTE3a Ta306e4peHHOro cycTaBa AUCTanbHOM
6ecuemMeHTHO (mKcaunn, Ti-TUTaHOBOE NOKPbITUE

26
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DOUBLE MEDICAL

Ho)Ka aHgonpoTes3a Ta3obeapeHHOro cycTaBa guctanbHol 6ecuemeHTHON (HKOaumm,
Ti-TuTaHOBOE MOKpPbITME, Macca < 182r
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O603Ha4veHue Kart. Homep S, MM L, mm W, MM N, MM
(pasmep) -/[+ 0,5 -/+ 0,5 -/+ 0,3, MM -/+ 0,5, MM
MM MM
1# 130870001S 36,09 116 124 30
2# 130870002S 36,42 118 12,6 30
3# 130870003S 38,29 120 12,8 31,5
44 130870004S 38,00 122 13,0 31,5
S# 130870005S 39,63 124 13,2 33
6# 130870006S 39,57 126 13,5 33
T#H 130870007S 41,63 128 13,7 35
8# 130870008S 41,56 130 13,9 35
o# 130870009S 43,63 132 141 37
10# 130870010S 43,54 134 14,3 37
Tabnuua 14.1.22- MabapuTHble pa3mepbl KOCTHOrO BUHTa
KOCTHbIi BUHT
O603HayeHMne Kar. War L, AnuHa, Ouametp Macca, r
Cpasmep) HOoMep peinbl\?bl, MM OCHOBaHUA, MM
+/- 0,3MM +/- 0,1 Mm
6.5, 20MMm 130070020S 2,7 20 7,95 <3,0
6.5, 22mMm 130070022S 2,7 22 7,95 <3,0
(6.5, 24mMm 130070024S 2,7 24 7,95 <3,0
6.5, 26MM 130070026S 2,7 26 7,95 <3,0
6.5, 28MM 130070028S 2,7 28 7,95 <3,0
6.5, 30MM 130070030S 2,7 30 7,95 <3,0
6.5, 32mMm 130070032S 2,7 32 7,95 <3,0
6.5, 34MM 130070034S 2,7 34 7,95 <3,0
(6.5, 36MM 130070036S 2,7 36 7,95 <3,0
27



LE MEDICAL Dedicts o

KOCTHbIW BUHT

O603HayeHmne Kar. War L, anuHa, OdvameTp Macca, r
HOMep pe3bobl, MM OCHOBaHWA, MM
asme
¢ & M +/- 0,3MM +/- 0,1 MM
6.5, 38MM 130070038S 2,7 38 7,95 <3,0
6.5, 40 Mm 130070040S 2,7 40 7,95 <3,0

14.2 CxemaTnyHoe nsobpaxeHue rabapuTHbIX pasmepoB MU3Lenns

PucyHok 14.2 - Knaccmyeckuii BepTayXXHbIii KOMMOHEHT MOKPbITUE Ha ocHoBe Ti-
HA(TnTaHa n rugpokcmanaTut

PucyHok 14.3 - BepTnyXHblii KOMNoHeHT Apollo, Ti-TTaHOBOE NOKpPbITUE

28
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DOUBLE MEDICAL

PucyHok 14.4 - BepTny>Hblin KomnoHeHT Apollo, nokpbiTue Ha ocHose T1-HA(TuTaHa n
rmapokcuanaTuTa)

PucyHok 14.6 - Knaccuyeckunin BepTny>XHblli Bknagsiw, 10 rpagycos, HXPE-nonepeyHo-cBA3aHHbIM
noNnaTUNEH

29
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PucyHoK 14.8- BepTnyxHbiin Bknagbiw Apollo , HXPE-nonepeyHo-eBA3aHHbIN NONMATUNEH

PuCyHOK 14.9 - BepTnyxHblin BKnaabiw Apollo ,10 rpagycos, HXPE-nonepeyHo-CBs3aHHbIN
NON3TUNEH

30
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DOUBLE MEDICAL

PucyHok 14.11 - KepaMnyecKkuii BepTNyXHbl BKNajblLw

| #7.9540.1

PUCYHOK 14.12 - KOCTHbI BUHT

31
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.J ‘\\
5° 42' 307 W
oot

PucyHok 14.13 - FonoBka aHAonpoTesa 6epeHHOl KOCTK

PucyHok 14.14 - Kepammnyec_Kalsi rofioBka aHgonpoTtesa 6e4peHHOon KocTu

32
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DOUBLE MEDICAL

WO.3

f4" 9]

Direction A

PucyHok 14.15- Hoxka aHgonpoTe3a Ta3obeapeHHOro cyctasa PBG-npokcumanbHom
6ecuemMeHTHOW (mkcaunu, Ti-TUTaHOBOE NOKPbLITHE

LS

fies .

3r

Direction A

PucyHok 14.16 - Hoxka aHgonpoTe3a Ta300epeHHOro cyctaBa TBG-cMmelLaHHO
6ecuemMeHTHOW (mKcaunn, Ti-TUTaHOBOE MOKPbITUE

33
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fa nirhabihfdttion

dH1

5' 42 id" ?E ll

Direction A

PucyHok 14.17 - Hoxka aHgonpoTe3a TazobefpeHHOro cyctaBsa TBG-cmellaHHoOM
6ecuemMeHTHON (mKcaunm, NOKpbITUE Ha OcHoBe T1-HA(TUTaHa 1 rugpokcmanatuTa)

n2.7+0,1
\

Direction A

PucyHok 14.18 - Hoxka aHgonpoTe3a Ta3obeapeHHOro cycrtasa TBG-cmeLwlaHHOM
becueMeHTHON (mkcaunn, HA-rmgpokcnanaTtuToBoe NOKpbITUE

34
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DOUBLE MEDICAL

Li0.§

Direction /

PucyHok 14.19 - HoxKa aHaonpoTe3a Ta3o6eApeHHOro cyctaBa PBG-npoKkcumanbHoM
6ecuemeHTHON (mkcaunn, HA-rmgpokcnanaTMToBOe NOKpPbITHE

B

Direction A

A
\L e AR
I

A3 -v-r»r:l.r‘...,. x

.y N :
ittt |2,

PucyHok 14.20 - Hoxka 3HAgonpoTesa Ta3obeapeHHOro cyctaBa PBG-NpoKcMManbHol
6ecuemMeHTHONM ukcaumm, NOKpbITUE Ha ocHoBe T1-HA(TUTaHa u rugpokcmanatuTa)
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to fleptT/i3tfin}

T ]

Direction A

PucyHok 14.21 - Hoxka aHgonpoTe3a Ta306e4peHHOro cyctaBa 4UCTanbHON 6eCLeMeHTHOM
thukcaummn, Ti-TUTaHOBOE NOKPbLITUE

PUCYHOK 14.22 - BUNONAPHBIA BEPTNYXHbIA KOMMOHEHT

14.3 O6wume TpeboBaHUA

Paboune NoBEPXHOCTU U3AENNIA HE AOMKHbI UMETb Ae(eKTOB (PaKOBUH, 3a60UH, 3ayCEHLIEB).

LLlepoxoBaTOCTb Hecylein chepuyeckoil MOBEPXHOCTM TFOMIOBKM 3HAOMPOTE3a He [A0/KHa
npesbiwaTh Ra paBHoe 0,05, a ctepuyeckoil NONOCTU BKNadbllla 3HAonpoTesa Ra = 0,2, npu
MCcNonb30BaHWUN 3Ha4YeHUst 6a30B0l AnnHbI 0,08 MM.

OTK/NOHeHUe OT ChepnUUYHOCTM FONOBKM H BKNaAbllla 3HA0NpoTe3a AO/KHO ObITh He 6onee 0,05
1n 0,1 MM COOTBETCTBEHHO.

KpyTAwmii MOMEHT y3/1a NOABMXHOCTb 3HAOMPOTE3a AO/MKeH ObITh He 6onee 1,5 HXM.

KoahmumeHT BOCCTaHOBNEHUA NOABVKHOCTU JO/MKEH ObITb He MeHee 100%.

Jl0NroBeyHoOCTb 3HAONPOTE3A AO/KHA COCTaBIATbL He MeHee 10 ner.

ConoBka 3HAONPOTE3a AO/HKHA BbIAEPXMBATL CTATUUYECKYHO CXXMMAKOLW Y HArpysky He MeHee
7 KH B TeueHne He meHee 8 MUH.

W3penusa, Bxogsawme B KOMMNMEKT 3HAONpoOTe3a Ta300eA4peHHOro cycrtaBa AO/MKHbI OblTb
YCTONUMBBI K BO3AENCTBUIO BUONOTMYECKNX XXUAKOCTEN B YCIOBUAX 3KCNAyaTaluu.

YnakoBKa W3fennii, BXOAAWMX B KOMMNNEKT 3HAONpoOTe3a AO0/HKHA OblTb CTEpPUIbHON K
rePMETUYHONA.

N3pennsa npu TpaHCNOPTMPOBAHUY LOMKHbI 6bITh YCTOWUYMBLI K MEXaHUYECKMM BO3LEACTBUAM.

HoXka B cbope C ronoBKOW AO/MKHbI BblaepXuBaTb Harpysky 10 KH npu OTKNOHeHWW OT
BEPTMKanbHOW ocn He 6onee 25%.

K perucrpaymMoHHOMY [OCbe MNpPUKPenseHbl OT4YeTbl MNPOU3BOAUTENA MNOATBEPXKAaroLne
(PYHKUMOHaNbHbIE XapaKTePUCTUKUN N3LeNns.
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DOUBLE MEDICAL

14.4 MaTtepuanbsl N3roTOB/IEHWA KOMMOHEHTOB NPOTe3a MU BUJ KOHTAaKTa C OpraHus
Matepuanbl M3roTOBMEHUA KOMMOHEHTOB MpoTe3a U BWJ KOHTakTa C OopraHusmMom uen’

nokasaH B Tabnuue 14.4.

KOMMNOHEHT

Knaccmyeckunii BepTaY>KHbIi
KOMMOHEHT

Knaccnueckuin BepTny>XHbli
KOMIMOHEHT, NOKPbITUE Ha
ocHoBe T1-HA(TuTaHa un
rmapokcmanaruTa)

BepTnyXHbll KOMMNOHEHT
Apollo, Ti-TnTaHOBOE MOKPbLITHE

BepTnyXHbll KOMMNOHEHT
Apollo, nokpbiTe Ha ocHoBe Ti-
HA(TuTaHa v rugpokcvuanaruTa)

Knaccuyeckunii Bknagbiw, 10
rpagycos
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Bupg KoHTakTa ¢
OpraHn3Mom

VimnnaHTupyemoe
nsgenue (C MATKUMMU 1
KOCTHbIMY TKaHAMM)

VimnnaHTupyemoe
nsgenune (C MArKUMN 1
KOCTHbIMU TKaHsAMM)

VimnnaHTupyemoe
nsgenve (C MATKMMN 1
KOCTHbIMW TKaHAMMN)

MmMnnaHTupyemoe
nsgenve (C MATKUMM 1
KOCTHbIMMW TKaHAMM)

VimnnaHTupyemoe
nsgenve (C MArKMMN 1
KOCTHbIMUW TKaHAMMW)



Ae medical

A

Knaccuyeckuii BepTNyXHbli
BKnagbiw, 10 rpagycos, HXPE-
NonepeyYHo-CBA3aHHbIN
nonuaTuNIeH

BepTny>Hblli BKNagblw
Apollo ,10 rpagycos

BeptnyxHsblii Bknagbiw Apollo,
HXPE-nonepeyHo-CBA3aHHbIN
nonuaTUNIeH

BepTnyXHbii BKNagblw
Apollo ,10 rpaaycos, HXPE-
nonepeyYHo-CBA3aHHbIN
nonuaTUNIeH
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to HebablLLVion

Bug KoHTakKTac _
opraHn3mMom

VimnnaHtnpyemoe
nsgenune (C MArKUMU u
KOCTHbIMUN TKaHAMMN)

VmnnaHtnpyemoe
nsgenve (C MArKUMU n
KOCTHbIMW TKaHAMMN)

MmMnnaHTupyemoe
nsgenve (C MArKMMN 1

e ulll KOCTHbIMMW TKaHAMM)
T
MmMnnaHTupyemoe
nsgenve (C MATKUMU n
KOCTHbIMMW TKaHAMM)
ANV



DOUBLE MEDICAL

KoMMoHeHT doTorpagmyeckoe VzobpaxeHune Bup KOHTakTa c
opraHvu3mMom

["oNnoBKa aHAoMNpoTesa NmnnaHTupyemoe

6elpeHHOI KoCTH n3genvie (C MATKMMU 1

KOCTHbIMW TKaHFIMI/I)

BnnonspHbIiA BEPTAYXXHbI NmMnnaHTupyemoe
KOMMOHEHT nsgenvie (C MATKUMA 1
KOCTHBIMU TKaHsIMW)

BUnonapHbIA BEPTNYXKHbIA NmnnaHTupyemoe
BKMagblLL nsgenve (C MATKUMA 1
KOCTHbIMU TKaHAMM)

HoxKa aHfonpoTesa MmnnaHTupyemoe
TasobeapeHHoro cycrasa PBG- nsgenve (C MATKUMMN n
NPOKCUMaNibHOM 6eCcLEeMeHTHO KOCTHbIMU TKaHsIMW)
(mkcaunn, Ti-TTaHOBOE
MoKpbITHE
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fLE MEDICAL

AlwWnoHeHT

Hoxka aHfonpoTesa
TasobefpeHHOro cycrasa PBG-
NPOKCMMaNnbHOWN 6ecLeMeHTHO
thukcaumn, HA-
rMApoKcnanaTuToBoe NOKPbITHE

Hoxka aHgonpoTesa
TasobeapeHHoro cycrasa PBG-
NPOKCUManbHOM 6ecLeMeHTHOW
(hMKcaumnmn, NOKpPbITUE HA OCHOBE
T1-HA(TuTaHa u
ruapokcuanaTunTa)

Hoxxka aHgonporesa
TasobegpeHHoro cycrasa TBG-
CMeLLaHHOW 6ecLeMeHTHO
thmkcauuu, Ti-TuTaHOBOE
NOKpbITUE
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Bupa KoHTakTac
opraHn3Mom

VmnnaHTupyemoe
nsgenune (C MArKUMN K
KOCTHbIMW TKaHAMW)

VimnnaHTupyemoe
nsgenvie (C MATKAMU K
KOCTHbIMUN TKaHAMMN)

VimnnaHTupyemoe
nsgenue (C MATKUMU 1
KOCTHbIMUW TKaHAMM)



DOUBLE MEDICAL

KOMMNOHEHT

Hoxka aHgonpoTesa
TazobefpeHHOro cycrasa TBG-
CMeLUaHHOM 6ecL,eMeHTHONA
(hmKcaumu, NOKpbITUE HA OCHOBE
T1-HA(T1TaHa n
rMapoKcuanaTuTa)

Hoxka sHgonpoTesa
TasobeapeHHoOro cycrasa TBG-
CMernaHHoW 6ecLeMeHTHOM
tukcauymm, HA-
rMAPOKCManaTuToOBOe NOKPbITHE

Kepamunyeckas ronoska
3HaonpoTe3a 6epeHHON KOCTK
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Bua KoHTakTa-c
opraHn3Mom

VimnnaHTupyemoe
nsgenve (C MATKUMU 1
KOCTHbIMW TKaHAMW)

MmnnaHTupyemoe
nsgenve (C MATKUMU 1
KOCTHbIMW TKaHAMMN)

MmnnaHTnpyemoe
nsgenue (C MArKMMU 1
KOCTHbIMU TKaHAMM)



R st e * R -«
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pyeMoe
H3genHe (¢ MATKHMH H
KOCTHBIMH TKaHAMH)

UMmnanTHpyeMoe
w3aenne (¢ MATKHMH H

KOCTHBIMH TKAHAMH) |

HUMnnanTEpyeMoe
H3feme (¢ MATKHMHA B
KOCTHEIMH TKaHAMA)




DOUBLE MEDICAL
i/

KOMMNOHEHT doTorpagumueckoe VzobpakeHue Bua KoHTakTa c
OpraH1M3mMom

BAnCTepHbIN KOHTeHep

bymara gns ynakoBku
6/1MCTEPHOTr0 KOHTelHepa

Camok/iesleeca aTuKeTKa

KapToHHasa Kopobka

TpaHcnopTHas KapToHHas
KopobKa
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IE MEDICAL

to Rehi"b/htJtioo

14.4.1 BMOCOBMECTUMOCTbL MaTepnanos

KomnaHuel «[abn Megukan TekHonogxu WHK./DOUBLE MEDICAL TECHNOLOGY INC.»
‘Nabn Megnkan" nposena UCMbiTaHWe Ha 6UMOCOBMECTMMOCTbL NUTeHOro cnnasa Co-Cr-Mo, nonepeyHo-
cBaszaHHoro CBMIM3, komnoHeHTa CBMI3, geopmupyemoro cnnaea Ti6Al4V (TUTaHOBOe MOKpbITUE
+ MNOKpbITME M3 ruapokcuanatuta HA, nokpbitve u3 rugpokcmanatnta HA), MCMbITaBLIEro TOT Xe
npouecc Mpou3BOACTBa, YTO W WM3denMe B COOTBETCTBMM C pekomeHpgauumer I1SO  10993-1: 2018.
Pe3ynbTaTbl UCNbITaHUS MNOATBEPAMAN, YTO 3HAOMPOTE3 Ta3obefpeHHOro cyctaBa o6nafaeT XOpoLuein
61MOCOBMECTUMOCTbIO.

MaTepuansl, ncnonb3yemble ans N3roTOBJIEHUA [laHHOTO0 nsgenus, ABNAOTCA
CTaHA4apTU3MPOBaHHbIMM 1 6e30MacHbIMU 415 UCNO/Ib30BAHMA, YTO MOATBEPXKAAETCA UX NONYNAPHOCTbIO
M WWMPOKUM pacnpoCcTpaHEHWEM B MeAMLMUHCKOW oTpacnu. Bce pucku, cBfidaHHble C NPOM3BOACTBEHHbLIM
NPOLEeCCOM, ABAAKTCA KOHTPONMPYyeMbIMU. Takum 06pa3oM, MOXHO 3aK1K4YUTb, UYTO WU3feNue,
n3rotaBnMBaemMoe  KomnaHuin  «[dabn  Meagnkan  TekHonomxu  WHK./DOUBLE  MEDICAL
TECHNOLOGY INC.» aBnseTcs 61M00rnyeckn 6e3onacHbIM.
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DOUBLE MEDICAL

14.5 CoBMECTUMOCTb KOMMOHEHTOB N3L4enna

; CoBiil0iiM'WbbHNOAEHTOB 3HAONPOTE3a Ta306e4aeBROrocywas

ToTansbHasa 3ameHa TazosegperHoro CycTasa Mony-3ameHa Ta3obeaperHoro CycTasa

/\

KnacLuyeckit
i BepTny>Hbiii
|epTnpk«  BepTAYXHbIA BRISALAB
bl ewAbIL, rApollo <10 i - ,
BRI %pxd\DGE (Bl p :
BEPTYV/LIA T
HXPf) ' ' ..
; Skl Vv Bramﬂ, |
iiC
ol
+
ML
} J Tonose;, " Il_l® lonoeka
3HHonporosa aHuoBpoTEM*
6erpeHHo .6esipeHHo!
room KOO,
(veram) Sqmits}
e y W
BOHbk ] ! 1
S 1
0XKa .
I >,
SOMOR" TaaoOep|>enHo T3306eapemmor Foxa
f<ppunioii 0 cycTaea o cyctasa TB6. “eTFoRen
Fﬁdﬂmﬂi 6ecuemenTunoi
on uKcauum
QeonemeHTMO QM%‘ CHM «
MOKPbT«»>
- KOCTHbI/ BUHT Clp» MOOBXOANMOC
Knaccu4yackum eopTny>XHbIM KOMNOHEHTa
KoMnoBkHIOMApoWo ~
15 YIMAKOBKA
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LE MEDICAL OHfiratetf TP, LT

YnakoBKa KOMMOHEHTOB MpoTe3a [O/DKHA ObiTb CTEPUNbHOW W repMmeTUHHOW. Kaxabli
JTOMMOHEHT NpoTe3a yNakoBbIBaeTCA B G/MCTEPHbIA KOHTEMHEpP, 3aTeM ynakoBblBaeTCcs B bymary Ans
6NMCTEpPHOro KOHTEeMHepa, Noc/e Yero NoMeLLaeTcs B MHAUBUAYANbHY KapTOHHYIO KOPOG6KY.

SATIPEWEHO ncnonb3oBath U34eNNA NMPU HapYLWEHUM LEeN0CTHOCTU YNaKOBKMU.

Martepuvasbl U3roTOBNEHMA YNAKOBOYHbIX Tap yKa3aHbl B Tabnvue 14.4.

Pa3mepbl KOMMNOHEHTOB YMaKOBKW NpeacTasfieHbl B Tabnmue 15.1-15.3.

AN NPpmep OnnHa, mm WunpuHa, Mm BbicoTa, MM

KoMnmnoHeHT\AAAA

BauncTepHbIi 294 130 44,2
KOHTeliHep

KapToHHas kopobka 300 135 52
TpaHcropTHas 550 380 250
KapToOHHas Kopobka 180
(B 3aBucumocTu oT 450 300

napTuu ToBapa 650 300 300

pasMmep KOpobKu
MOXET N3MEHATLCS)

nmeyaHue - NbH nycTum TK/IOHEHME M Mepam KOMMOHEeHTOB YNakoBKu = 5 %
*TpumeyaHue - LpefenbHo AONYCTUMOE OTK/IOHEeHME NO pasMepaM KOMMOHEHTOB ynako + 5%

Tabnuua 152 - pasmep KOMMOHEHTOB YMAKOBKW BEPTAYXHOTO KOMIMOHEHTa, 4YallKu,
BKNafblLLa
Pasmep OnvHa, Mm LWnpunHa, Mm BbicoTa, MM

KOMMNOHeHT
BrncTepHas ynakoska Ans 135 135 61.6
rO/1I0BKM
KapToHHas Kopobka 146 140 68
TpaHcnopTHas ynakoBKa 550 380 250

6 3
(BbIGOP 13 3 BapUaHTOB 450 300 180
KapTOHHOW YNaKOBKN B
3aBMCMMOCTM OT 06bema 650 300 300
NnocTaBKm)

*TpumeyaHue - npefenbHO 40NYCTUMOE OTK/I0OHEHWE MO pasMmepamM KOMMOHEHTOB YNakKoBKU = 5 %
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DOUBLE MEDICAL

Pa3smep OnvHa, mm WwnpuHa, mm BbicoTa, MM/
KoMnoHeHT
bnnctepHasa ynakoBka 99.7 85.4 21.5
KapToHHas Kopobka 100 86 22
TpaHcnopTHas ynakoska 550 380 250
(BbI6OP 13 3 BApNaHTOB
KapTOHHOIA YNaKoBKM B 450 300 180

3aBUCMMOCTU OT 06BbEMA

nocTaBKm) 650 300 300

*TprumMeyaHme - npefesibHO 4ONYCTUMOE OTK/IOHEHNe M0 pasMepam KOMMNOHEHTOB YMNakoBKU = 5 %

16 CTEPNNBHOCTDb

M3penne nocTtaBnseTcs B CTepUSIbHOM BUAE, METaN/IMYECKUE W KepaMuyeckue Martepuassl
cTepunusytotca 06ayyeHnem, matepuansl CBMIM3 cTepmnmsytoTcs 06/1yY4eHUMEM WKW OKCUAOM
3TuneHa, a matepmansl CBMI3 (BbICOKOMONAKYAPHbLIE) CTEPUIN3YIOTCA OKCMAOM 3TU/EHA. '

CpoK coxXpaHeHusa cTepusibHOCTK - 5 neT. [1poTe3 cTepusieH B TeyeHWe NATU NeT C MOMEHTA
cTepunnsaLmu.

17 YTUNN3ALNA

171 W3penna, Ha KOTOpble pacrnpocTpaHAeTca HaCTOALWMIA TeXHUYECKUin daiin,
MoCTYyNMBLUME B 3KCMJyaTalunio, N0 UCTEYEHME CPOKa XpaHeHWs nojsexar BTOPUYHOW nepepaboTke
nnbo nognexar yTUAM3auuM Kak OblTOBble OTX0Abl Knacca A, B COOTBETCTBMM C Tpeb6oBaHMAMM
caHuUTapHbIX NpaBuna Poccninickoi deaepauun.

17.2 W3penna, Ha KOTOpble pacnpoCcTpaHAeTCs HaCTOALWMIA TeXHUYeCKuid aiin, noc
aKcnayatauum nognexart yTuamsaumm (YHUUTOXEeHUI0) cornacHo tpe6osaHmam CaHluH 2.1.3684 K
oTxopam knacca b.

18 TPAHCNOPTUPOBKA N XPAHEHWNE

18.1 W3pgenua nepeBOo3AT TPAHCMOPTOM BCEX BWAOB B KPbITbIX TPaHCMOPTHbLIX cpeacTBax bW
COOTBETCTBUM C MpasBuiaMy NepeBO3KW rpy30B, AeACTBYIOWMMWU Ha TPAHCNOPTE KOHKPETHOro Bupa.
N3penve npu TpaHCNOPTUPOBAHUM [O/MKHO OblTb YCTOMYMBO K MeXaHWUYECKUM BO3LENCTBUSM.
N3beraiiTe CTONKHOBEHWIA U 3alLeMNeHUs B NpoLecce TPaHCMOPTUPOBKKW. MoBpexaeHne UMNIaHTaToB
MOXXET MPUBECTU K AedeKTam U3Lenns, YTo NpuBedeT K Heyjaye npoTe3npoBaHus.

TemnepaTypa BO3fyxa MNpu TpaHcnopTuposaHuu: oT mMuHyc 50 go nmtoc 40 °C; 3HaveHwue
OTHOCMTE/NIbHOW BNAXHOCTWN BO3Ayxa: BepxHee - 98% npu natoc 25 °C, cpegHerofosoe - 75% npw
nntc 15 °C; B0O3[eNCTBME COTHEYHOIO U3/Ty4YeHNs —OTCYTCTBYET.

18.2 YnaKoBaHHble MPOAYKTbl AOMXHbI XPaHUTLCA B MPOX/A3a4HOM, XOpPOLUO NMPOBETPMBAEMO
mMecTe 6e3 arpeccuBHbIX ra3oB MPU KOMHATHOW TemnepaType W OTHOCWUTENIbHOW BIaXXHOCTU BO34yXa

He Bbllle 80%. L36erailTe CTONKHOBEHWIA W 3allemMeHMs B MNpoLecce XpaHeHus. [loBpexaeHue
MMMNNaHTaTOB MOXET NPMUBECTYU K AedheKTaM U3AeNus, UTo NpuBeAeT K Heyaaue NpoTe3npoBaHUs.
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Dec<iicdU”to RthM Irt3tksn

f TemnepaTypa BO3fyxa Npu XpaHeHuu; oT nac 5 go naoc 40 “C; 3Ha4YeHMe OTHOCUMTENLHOW
rakHoctn Bo3fyxa: BepxHee - 80% npwm nmoc 25 °C, cpegHerogosoe - 60% npu naoc 20 °C;
~BO3/leICTBME COMTHEYHOTO U3/TyYeHNs —OTCYTCTBYET.

18.3 Ycnosua akcnayatayuu: Temnepatypa Bosgyxa ot +5°C go +42°C npu OTHOCUTENbHOIA
BNaXXHocTH oT 35% [0 65% (HekoHAeHcUpytowasacs) u atmocgepHom gasneHun 500 - 1060 rlMa.

19 TAPAHTUN N3TOTOBUTENA N PEKNTAMAL NN

1 Mpoun3BoANTENb FrapaHTUPYET KavyecTBO M3A4ENNIA, NPU YCNOBUMW, YTO OHMU UCMNOJb3YIOTCA
B COOTBETCTBUU C BbllLeyKa3aHHbIMW pPeKOMeHAaumnsamu.

2) KomnaHna  «[abn  Meagukan  TekHonomkm  WMHK./DOUBLE MEDICAL
TECHNOLOGY INC.», npefgocTtaBnser Hpuguyeckme rapaHTUM C Y4YeTOM 3aKOHHbIX HOPM
KOHKPETHOW CTpaHbl.

3) B cnydyae npeTeH3Wid KAMEHT Bcerja MOXeT 06paTUTbCA K YNONHOMOYEHHOMY
npegctasutento npoussogutens; OO0 «3TC-MPO», KoTopbI OyaeT AelicTBOBATb B COOTBETCTBUN C
BEAOMCTBEHHbIMW MpaBuiaMmy Komnanmn «fabn Megukan TekHonomxm NHK./DOUBLE MEDICAL
TECHNOLOGY INC.», no 06paboTKe NpeTeH3nin 1 0OTBETAM Ha HUX.

4) KoHTaKTHble flaHHble 4Ns npuemMa peknamaymii:

O6L,ecTBO C OrpaHNYEHHOM O0TBETCTBEHHOCTLH «QTC-MPO» (OO0 «3TC-MPO»).

FOp. agpec: Poccus, 105523, r. MockBa, LU enkoBckoe wocce, g. 100, ctpoeHune |, op.5051

TeneoH: +7 499 258-09-63

E-mail: info@ets-pro.com

5) Cpok rogHocTu 5 neT co AHA NPOU3BOACTBA, YKa3aHHOro Ha ynakoBKe.

20 OOMONHUTENBHAA  UHOOPMALMUA  ANA  MPUMEHEHUS  HA
TEPPUTOPPUN PO

1 QHA0NpPOTE3 Ta306e4PEHHOI0 CyCTaBa He COAEPXKMUT HUKAKNX MaTepuanoB XNBOTHOTO
UMW YeNOBEYECKOr0 MPOUCXOXKAEHUS.

2. JlekapCTBeHHbIE CpefCcTBa B COCTaB MeAULMHCKOTO U3LeNuns He BXOAAT.

3. JHponpoTe3 Ta306epPeHHOr0 CycTaBa ABNAETCA MEAULMHCKUM U3aennem
OLHOKPaTHOr0 MNPUMEHEHNS N HE NOANEXUT TEXHUYECKOMY 0BCNYXUBAHUIO, BKIKOYAA OUYNUCTKY U
Le3nH(peKLnIo.

21 MAPKNPOBKA

MapKnpoBKa Jo/mKHa ObITb;

- HanéHoii 1 o6ecneurBaTh NPOCNEXMBAEMOCTb U3AENMS.

- Paz6opunBoin 1 Nerko YnTaeMon.

- BbICOKOKOHTPACTHOIA.

- BbICOKOTEXHOMOMMYHOM, YTOObI FapaHTUPOBATb 3aLUMUTY OT NOAAENKN.
- YCTOAUMBOI K NPOLIECCAM OYMCTKU U CTEPUAM3ALIAN N3LeNus.

- BesonacHol - He HapyLLaTb TPEOGOBAHNS TUTUEHDI.
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DOUBLE MEDICAL
ViJr

21.1 MakeTbl MapKUPOBKW KOMMOHEHTOB 3HAONPOTe3a Ta306epeHHOro cycTasa

MapKnpoBKa 61MCTEPHON YNAKOBKU U34eNns AOMKHA COAEPXKaThb:

- HaumeHoBaHue nsgenusa (Ha pycckoMm, nopTyranbCKOM, UCMAHCKOM fA3blKax);
- Toprosoe HavMeHOBaHWe,

- Jlorotun KoMnaHuu;

- CumBON «TOMBKO 415 OJ4HOKPATHOrO UCNO/b30BaHUA, HE MPUMEHATbL NOBTOPHO»;
- CumBon «Kopg naptuuny;

- CumBon «lFogeH no»;

- Cumeon «PagnaymoHHaa Ctepunmsauns»;

- Cumon «lMoxanymncrta, 03HaKOMbTECh C MHCTPYKLMEA N0 NPUMEHEHUIO;

- CumBON «He ncnonb3oBaTh NPy NOBPEXAEHUN YNAKOBKN»;

- CumBos «Homep no katanory»;

- CumBon «bepeyb OT Baru»;

- CumBon «He cTepunnsoBaTb NOBTOPHOY;

- CxemaTnyeckoe n306pa>keHne KOMMOHEHTA M €ro pasmep, MM;

- Nesbiit/npaBsbiii (left/ right);

- Kon-Bo KOMMoHeHTa B ynakoske (1 wwr.);

- LlLTpux-Koa.

MapKnpoBKa MHAWBUAYANbHOW (KApTOHHOI) yNaKOBKW U34eNUs AO/KHA COAEpXaTh:

- HanmeHoBaHwue n3genuns (Ha pycCKOM, NMopTyraabCKOM, UCMAHCKOM A3bIKax);
- Toproesoe HanmMeHOBaHMe;

- Jlorotnn KoMnaHuu;

- CumBon «T0OMbKO 415 OAHOKPATHOIO MUCMO/b30BaHWA, HE NMPUMEHATL NMOBTOPHO»;
- Cumeon «Kopg naptumn;

- CumBon «lfofeH fo»;

- CumBon «PagnaumoHHas Ctepunnsaynsa»;

- CumBon «Moxanyncra, 03HaAKOMbTECh C UHCTPYKLMEN MO NPUMEHEHNIO»;

- CumBon «flaTa M3roToBNEHNSA;

- CumBon «Mpoun3BoAMTENb» N KOHTAKTHAasA MH(OPMaLNA O NPOU3BOAUTENE;

- CumBon «He ncnonb3oBaTh NPU NOBPEXAEHUN YITAKOBKU»;

- CumBon «Homep no Katanory»;

- CumBOS «3almiatb OT HarpesaHus (Tenna)»;

- CumBON «XPaHUTL B YCNOBUAX, He LOMYCKAKOLWNUX HAMOKaHUA;

- CumBOAN «He cTepnnn3oBaTh NOBTOPHO»;

- Kon-Bo KOMNOHeHTa B ynakoBke (1 wr.);

- CxemaTunyeckoe n3obpaxeHne KOMMNOHeHTa 1 ero pasmep, MM;

- Nesbiit/npassbiii (left/ right);

- LUTpux-Kof;

- MaTepuan ns3rotoBneHus.

MapKnpoBKa TPAaHCMOPTHON KOPOOKM:
Ha TpaHCNOpPTHYt KOPOOKY [O/MKHbI OblTb HaHECEHbl MaHUNYNAUMOHHbIE 3HaKM «Bepx»,

«Xpynkoe. OCTOPOXHO», «XPaHUTb B CYXOM MECTEe».

MakeT MapKMpoBKM Knaccuyeckunii BEpPTNYXHbIA KOMMOHEHT
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MakeT MapkupoBkun KoCTHOro BuHTa
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22 KOMMNEKT NMOCTABKW A SRS

i i
KoMnnekT nocTaBKM 3HA0NPOTE3a B COOTBETCTBUM C aCCOPTUMEHTOM W3[e/IMiA COCTONT U3:
KOMMNOHEHT 3HA0MNpOoTEe3a + UMHCTPYKLMS MO NMPUMEHEHIO

23 NHCTPYKUWMA no NCMNOJNTIb3OBAHWIO
Mepen onepauune

Neyvawymini xvpypr AomKeH 06CYANTbL C MALMEHTOM KOHKPETHbIE (IM3NYECKUE U NMCUXUYECKME
OrpaHUYeHNs MaLMeHTa, a TaKXe Pas/IMYHble acnekTbl XUPYpPruuM n npotesmpoBaHus. O6CyXaeHuMe
[OMKHO BK/OYATb OrpaHWMYeHUss U BO3MOXHbIE TMNOCNEACTBMS 3aMeHbl CyCTaBa, a TaKxke
Heob6X0AMMOCTb CNefoBaTb PeKOMeHAaLMsM Xupypra nocne onepauuu, OCOBGEHHO B OTHOLUEHUU
aKTWBHOCTM NawuueHTa 1 ero Beca.

Bo Bpems onepayum

PekoMmeHfyemas npakTMKa COCTOMT B TOM, 4YTOOGbl MOArOTOBMTbL MO KpaliHeid Mepe OAMH
pasmep 6o/blle U OAUH pasMep MeHblle, YeM MNpejonepaLuoHHble KOMMOHEHTbI, B C/yvae, ec/u
COOTBETCTBYHOLL NI pasmep O6yaeT BbIGUPATLCA BO BpeMs onepaluu.

Ecnn kepamuyeckas ronoBka 6eApeHHON KOCTU MW N0O0N APYroil KOMNOHEHT ynageT uam
yAapuTCca 0 TBEpAyt MNOBEPXHOCTb, €ro Henlb3s UCMO/b30BaTh. MOBpeXAeHWe KOMMOHEHTA MOXeT
OblTb HEOYEBMAHbLIM, HO OHO MOXET NMPMBECTM K paHHein nosiomke npoTtesa. MMeped vMmnnaHTaumen
KepaMnyecKkoi ronoBkuM 6efpeHHON KOCTWM KPOBb, KOCTHble (DparMeHTbl UM Apyrve npumecu Ha
BbIMYKNOM KOHyCe 6efpeHHOW PYKOATU [O/MKHbI  ObiTb  O4YMLWEHbl, 4YTO6GbI NpPeaoTBpPaTUTL
HenpaBubHOE pa3MeLLeHne roNI0BKN Ha 6eJpEHHOIN PYKOATH.

Bo Bpema peBM3MOHHOW onepauymMuM Bce  (hMOGPO3HbIE  MembpaHbl, OKpyXarouwme
HEeCOCTOSIBLUMIACA NPOTe3, LO/MKHbI OblTb yAaneHbl UenMKom. OcTaTouHble (PUOPO3Hble MeM6paHbl
MOryT B/IMATbL Ha (PUKcauuto npotesa. HenpaBuibHbIA BbIGOP, pasMeLLeHne 1am no3nuLnoHNpoBaHme
npoTe3a MOXeT NPUBECTU K HEHOPMas/ibHbIM CTPECCOBbIM COCTOSIHUSM, KOTOpble MOrYT COKpaTuTb
(DYHKLMOHaNbHBIA  CPOK  CNyx6bl npote3a. O6paTuTe BHWMaHWE, 4TO TNpPU  BHYTPEHHEM
pacnonoXeHnn 6efpeHHOro KOMMOHeHTa MOBbILWAeTCA AaB/fieHVe Ha MPOKCUMA/bHY MefuanbHYH
yacTb 6GeApeHHOM KOCTM UK NPOUCXOAWUT ocnabneHue npotesa. Bo Bpema TOTanbHOroO
3HONPOTE3MPOBaHNA Ta300e4peHHOro cycTaBa MOBbILEHHAA MPOHALUA BEPTNY)XHOro KOMMOHEeHTa
MOXeT MPUBECTU K HecTabuibHOCTM W/MNKM BblBUXY cycTaBa. epef 3akpbiTWem paspesa cnegyet
MOMIHOCTbIO Y[ANNTb KOCTHble OT/IOMKMW, W30bITOK LEMeHTa (ecnM WCMonb3yetcs), BHEMATOUYHYHO
KOCTb W T. [i. HA MecTe onepauuun. ANOreHHble YacTULbl Ha NOBEPXHOCTAX pa3pe3a MeTan / nnacTuk
NN Kepamuka / NnacTMK MOTYT Bbl3BaTb 4Ype3MepHblii u3Hoc. Cdepa AeaTeNlbHOCTU [O0/MKHA ObITb
TWatesbHO WU3y4yeHa Ha NpegMeT HeCOOTBETCTBUM, HECTabU/IbHOCTM WAW CTONIKHOBEHUN W Ha
npeAMeT COOTBETCTBYHOLLUX UCTIPAB/IEHNIA.

MocneonepaunoOHHbIA yxof

OueHb BaXKHO, 4TOObI NaLMEHTbl CTPOro CrefoBanu COBETaM W MpeaynpeXxaeHusM CBOero
Bpaya. MocneonepauyoHHbIA yXo[ A0/MHKEH OCYLLECTBNATLCS 06bIYHBIMU METOAAMMU.

Bpay fo/mkeH npefoCTaBUTb MUCbMEHHbIE WHCTPYKUUM W MpefynpexneHus o (puanyeckux
YNPaKHEHUAX, JIEYEHUMN N BCEX OrpaHMUYEHMAX aKTUBHOCTW Moc/e BbIMUCKM nauyueHTa. AN Xoab6bl
cnefyeT UCMNONb30BaTh [BOMHbIE KOCTbIIM U NPOA0/IHKATL MCMONb30BaTh OAUHOUYHbIE KOCTbIIN L0 Tex
nop, NokKa mbllleyHas PYHKLMSA NONHOCTHHO He BOCCTAHOBUTCS, YTOObI KOHEYHOCTUN He Meperpy>aauchb
nocne TOro, KakK KOCTbINM MepecTtaHyT WCNONb30BaThbCs; 3TO 3almeT okono 10-12 Hepenb.
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éromeunyerca MOCTOSHHOE W  peryispHoe HalmoneHue 33  NMaUUCHTAMM. [TockonbKy

VHKLMOHATBHBIH pecypc MpoTesa, ocoBeHHO BpeMs Tojiepanus dukcauuu nporesa H Hecyllas

‘noepxHocts CBMIID  He YCTaHOBJCHBI, PEHTIEHOJIOTHYECKOe HCCeoBaHHe  Taza  JIOMKHO
NPOBOAMTECA NpPH KAKIOM MOCTEAYIOUIEM HaGMONCHMH, a TaK)KE€ CPaBHMBATHCA C MPEAbIAYLINM
PEHTTEHONIOTHYECKHM  MCCIICIOBAHHEM H COHETAThCA € KJIMHUYECKOH oleHKoi maunenta. Ecau
HaGIONAIOTCA PEHTTEHOBCKME M3MEHCHHS, TaKue Kak PEHTTEHOMPOHHLAEMOCTb, pe3opOLus KOCTH
Wi oGble WIMEHEHHs B TOJOXKEHMM MpoTe3a, TO ITH H3MCHEHHA cieayeT TLIATENbHO

F KOHTPOJIMPOBATb, YTOObI OMPEACAUTh, SBIAOTCA M OHHU CTATHUHBIMM MM NPOrpecCHpyIOINMH H
MPaBHJIBHO JIH JIEYUTCS NAUKEHT.

24 CIMCOK NPUMEHSIEMbIX CTAHJAPTOB

Ne | Homep H HAaHMEHOBaHHE CTAHAADTA : .

ISO 10993-1:2018 BuosioruyecKas oLeHKa MEAULIHHCKUX n3aenuii. Yacts 1. Ouenka u
TeCTHPOBAHHME B Npoliecce ynpasjetns puckaMu

ISO 10993-3:2014 Buonoruyeckas oueHKa MEAHLIHHCKHX w3aenuit. Yacts 11. McnbiTaHus Ha
CHCTEMHYIO TOKCHYHOCTD

- 3 ISO 10993-5:2009 Buonoruyeckas oueHKa MEAULINHCKHUX n3genuit. Yactb 5. TecTs Ha
LIUTOTOKCHYHOCTb in Vitro.

ISO 10993-6:2016 Buonoruyeckas OUCHKa MEANUMHCKAX u3genuit. Yactb 6. UcnbiTanus Ha

4 JIOKaJbHBIE BO3JEHCTBHA MOC]E MMIITAHTALMH

5 ISO 10993-7:2009 Bronoruyeckas OUCHKa MEARLMHCKHUX u3nenuii. Yactp 7. OcTaTKu NpH
CTEPHJIM3ALHH ITHIEHOKCHIOM

6 ISO 10993-10:2010 Buonoruueckas OLeHKa MEAHLIMHCKHX usnenuii. Yacts 10. UcnbiTanus
Ha pa3JpaeHHe U CEHCHOMITH3ALMIO KOXKH

7 ISO 10993-11:2017 Bronornueckas OLUEHKa MEAULIMHCKUX wanenmit. Yacteb 11. VcnbiTanud
Ha CUCTEMHYIO TOKCHYHOCTD

8 ISO 10993-12:2012 Buonoruueckas oUeHKa MEAMUIUHCKUX nanenuii. Yacts 12. Hoaroroska

06pa31i0B M CNIPaBOYHbIE MATEPHATIBI

ISO 11135-1:2007 CTepunu3aums MEAMUMHCKON MPOAYKLHH. Oxkcun >TuneHa. Yacrs 1.

9 | Tpe6osanus k paspaboTke, BaTMIAUUH U TEKYLIEMY KOHTPOJIIO MPOLECCA CTEPUIH3ALHUH

MEeJHLUMHCKUX U3AEIUH.

10 ISO 11135-2:2007 CTepuin3auns MEAUUHHCKOH MPORXYKLHH. Oxcuna stuiena. Yacts 2.

< PykoBoACTBO 10 npuMeHenuto [SO 11135-1

ISO 11137-1:2015 CTepunu3anus MEAWIKHCKOHA NPOXYKLWH. O6ayuenue. Yacts 1.

11 | Tpe6osanus K pa3paGoTKe, BaIMJALMH U TEKYLIEMY KOHTPOJIIO MpoLiEcca CTEPUIM3aLIUK
MeAMIHHCKUX H3CTHH. '

ISO 11137-2:2015CTepunu3auus MEAULIMHCKON MPOAYKIHH. O6nayuenue. Yactb 2.

VY CTaHOBJEHHE CTEPHIN3YIOLIEH 1031

ISO 11137-3:2017 Ctepunu3aius MEAULHMHCKOH NPONYKUHH. Paauauus. Yacts 3.

PyKOBOJCTBO MO JI03UMETPUYECKHUM ACTICKTaM pa3paboTKH, BaMIalHH ¥ TEKYUIET0 KOHTPONA

ISO 11607-1:2019 YnakoBKa Uil OKOHYATEIbHO CTEPHIM30BAHHBIX MEIULIMHCKUX H3AENHUM.

14 | Yacts 1. TpeGoBaHuA K MaTrepuanam, CTEPHIbHBIM GapbepHBIM CHCTEMAM H YTIAaKOBOYHBIM

cHcTeEMaM

SO 11607-2:2019 Y nakoBKa JUisi OKOHYATENBHO CTEPUIIM30BAHHBIX MEAUIMHCKUX U3ACNHiA.

Yactsb 2. TpeboBaHus K BajliJaLHH NIPOLECCOB ¢dopMoBaHHs, FepMETH3AUMH U cOopku

ISO 11737-1:2018 CTepunu3auus MEANLMHCKOH NMPOLYKLHH. MuKpoGHOIOrM4ECKHE METOBI.

YacTs 1.0npenenenne Nonysini MUKpOOPraHU3MOB Ha NPOAYKTaX

12

13

15

16
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ISO 11737-2:2009 CTtepunmsaumsa megmumnHCKNUX nsgennin. Mmkpobumonornyeckne Metogbi X',
17 Yactb 2. UcnbiTaHWa Ha CTEPUILHOCTb, NMPOBOAUMbIE MPU ONpPeeneHnn, Banuganum v
NnoAAepXaHmu npotecca cTepuansawunu. \

ISO 12891-1:2015 MN3BneyeHne 1N aHann3 XMpypruyecknx nMmniaHTaTos. Hacro 1. A

18 WN3BneueHne n o6paboTka

19 150 12891-2:2014 WN3BneyeHne n aHaau3 XMpypruyecknx MMnNaHTaTos. Hactb 2. AHaiu3
BOCCTaHOBJIEHHbIX XMPYPrMyecKMX MMNIaHTaToB

o9 1SO 12891-3:2000 lMounck 1 aHann3 Xxmpypruyeckux MnnaHTaTos. Hacte 3: AHanus
BOCCTaHOB/IEHHbIX MONMMEPHbIX XUPYPTrnUYecKNX NMMNIaHTaToB

o1 1SO 12891-4:2000 Momck 1 aHanu3 Xnpypruyecknx nMniaHtaTos. Hacte 4: AHanus

BOCCTAHOBJIEHHbIX KEPAMUYECKMNX XUPYPTUYECKUX UMMNNAHTATOB
ISO 13179-1:2014 NmnnaHTaTbl AN Xupypruun. NnasmMeHHoe Hanbl1eHWe HelernpoBaHHbIX
22 TWTaHOBbIX MOKPBLITUI HAa MeTaNMYECKMe XMPYPrMYeckue nMnaanTaThl. Yacts 1. O6ume
TpeboBaHu4,
ISO 13485-2016 N3genus meguuuHckue. Cuctembl MeHeIXKMeHTa KadecTBa. TpeboBaHus ans

23 LieNeil perynnmpoBaHus

o4 1SO 13779-2:2018 umnnaHTaTthl AN XNPYPrun-rujpokcmanaTut-yacts 2: TepMuyecku
HanblEHHbIe MOKPbLITUA U3 TUApOKCHanaTnTa

o5 1SO 13779-4:2018 MimnnaHTaThl A1 XMPYPrUM-TMApoKCHanaTuT-onpejeneHue aAre3snoHHoM

MPOYHOCTMN NOKPbLITUSA
ISO 14242-1:2014 VimnnaHTaTbl 4N XUpypruu. M3Hoc npoTe3oB KOEHHOro cycTasa. YacTtb
26 1. MapameTpbl Harpy3Ku.M CMELLEHNA 415 MaLLUH /19 UCTILITAHUA Ha U3HOC C KOHTPONEM
Harpy3ku 1 COOTBETCTBYHOLLME YCNI0BUSA OKPYXXatoLel cpefbl ANA UCMbITaHU
ISO 14242-2:2016 NmnnaHTaThbl 4NA XMpyprun. I3HOC NOJMIHbIX NPOTE30B KOJIEHHOrO CyCTaBa.
YacTtb 2. MeToabl n3mepeHums
ISO 14243-3:2009 mnnaHTathbl 4na XnMpyprun. VI3HoC NoMHbIX NPOTE30B KOJSIEHHOro CycTasa.
28  YacTb 3. MapameTpbl Harpy3Kku 1 CMELLLEHNS 419 MaLLVH A4S UCMbITAHUSA Ha U3HOC C
KOHTPO/IEM CMeLLeHNS N COOTBETCTBYIOLLME YC/IOBUSA OKPYXXaloLLen cpefbl 415 UCNbITaHUSA
29 |SO 14630-2012 MmnnaHTaTbl XMPYPruyeckne HeakTuBHble. O6Lime Tpe6oBaHUsA
ISO 14971:2007 N3penua meguumHckue. NMpumeHeHne ynpasieHNsa puckamm K MeguLMHCKUM

27

30
n3gennam

31 150 15223-1:2012 MegununHckne npn6opbl. CUMBOSbI, UCMONb3YEMbIE C ATUKETKAMW,
MapKMPOBKOW 1 MH(hopMaLmein MegmumHCKoro obopygosaHms. Yacte 1. O6wme TpeboBaHmA

3p  1SO 16061:2015 MHCTpyMeHTapuil NS NCNO/Ib30BaHWS B COYETAHUMN C HEAKTUBHbLIMM
XUPYPrUYECKUMUN MMMNaHTaTaMu - obuime TpeboBaHmns

33 ISO 16087:2013 MmnnaHTaTbl A8 XUPYPrumn - PEHTFEeHOBCKUIA cTepeodoTorpaMmMeTpUUeCKuii
aHanm3 AN OueHKWU murpaumm optTonefuyeckKnx UMNNaHTaToB

34 1SO 17853-2011 M3HOC mMaTepuanos NMNNaHTaToB. MonMepHbie N MeTanIMyeckne YacTuLibl
n3Hoca. BbigeneHune n xapaktepuctuka

35 ISO 19227-2018 NmnnaHTaThl 418 XMpyprum -4uctora opToneanyecknx UMnNAaHTaTos -
O6Lwwune TpeboBaHuA

36 ISO 21534-2007 HeakTuBHble Xupypruyeckue mmnnaaHtatol. CoBMeCcTHaa 3ameHa

MMMNaHTaToB 0cobble TpeboBaHUA
ISO 21535-2007 HeakTuBHble XUpypruyeckne nMmnaaHtaTbl. IMnnaHTatbl 419 3aMeHbl

37 cycraBos. Cneunduyeckme Tpe60BaHNA K UMNAHTaTaM /19 3aMeHbl Ta306e4peHHOr0
cyCTaBa.
ISO 2859-1:1999 Mpoueaypbl BbIGOPKN ANA NPOBEPKN No aTpubyTam. YacTb 1. Cxembl

38 BLIGOPKM, MPOVNHAEKCUPOBAHHbIE MO A0NYCTUMOMY npeaeny Kadectsa (AQL) 418 NpoBepKu
no napTuam
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;S0 286-1:1998 MeomeTpuyecKkue xapakTepuctuku nsgennii (GPS). JInMuTbl 1 nocagKu
YacTb 1mOCHOBbI JOMYCKOB, OTK/IOHEHWU 1 MOCaAKM

SO 4287-1997 eomeTpuyeckme xapaktepuctunku nsgennii (GPS). TeKcTypa NOBEPXHOCTMW.
1potunbHbIA MeToA. TepMUHbI, ONpefeneHns U napaMeTpbl TEKCTYPbl NOBEPXHOCTMU.

SO 4288-1996 NeomeTpuyeckme xapaktepuctuku nsgennii (GPS). TekcTypa NOBEPXHOCTMN.
Npogmfibkiplii MeTOA, FlRaswia i NpoLeaypbl OLEHKN TEKCTYPbl MOBEPXHOCTH r---mmmm--

s0 5832-3:2016 MmnnaHTaTbl 4na Xxupyprui. Metannuyeckmne marepumansl. Yactb 3.
Jehopmupyemblii TUTaH, 6-antOMUHWUIA, 4-BaHaAMEBbIN crnas

SO 5832-4:2014 UmnnaHTaThl gnsa xupyprum. Metannndeckme martepuansl. Yactb 4.

43 XYOGAUIBT-XPOM-MONNBAEHOBLIN NUTEHbI# ERAaB —_

SO 5834-1:2007 mnnaHTaTbl 418 XMpYyprun. MonnatuneH cBepXBbiCOKON MOJIEKYNAPHON
a4 Maselh Yacts 1. Hopolkosas hopma

ISO 5834-2:2011 mnnaHTatbl AN Xupyprun. MonnatuieH cBepXBbiCOKO MONEKYNAPHOM
45 maccsl. YacTs 2. ®dopmMoBaHHble POpMbl

ISO 5834-3:2005 MimnnaHTaTbl 418 XMpYypruun. NMonnatuneH cBepxBbiCOKON MOMEKYNSPHOM
46 Magebl Yaeiib 3. MeToa YCKOPEHHOTO CTapeHuMs —

ISO 5834-4:2005 mnnaHTaTbl 415 XMPyprun. MonmaTuneH cBepXBbICOKOW MONEKYNSAPHOW
47 NRCSALLI Ygedip 4. MeTo N3MEPEHNs NHAEKea-OKUCHeHUS

ISO 5834-5:2005 NmnnaHTaTbl Ans Xxupyprun. CBepXxBbICOKOMONEKYNSAPHbIA NONNITUNEH.
48

Yactb 5. MeToj oueHKu Moponoruu

ISO 6474-2:2012 ImnnaHTaThl 404 Xupyprum. Kepammyeckme matepuasnsl. Hactb 2.

49  WKOMMO3UTHbIE MaTepnabl Ha 0OCHOBE MaTpPMLbl M3 BbICOKOUYMNCTOIO OKCMAa atoMUHUSA C
AVMOKCUAOM LIMPKOHUA
ISO 7206-12008 NmnnaHTaTbl Ana XMpyprun. YactuyHble 1 NosHbIe NPOTE3bI

5o TasobegpeHHoro cycrasa. YacTb 1. Knaccugukaums n 0603HaveHne pasmepoB TPETbEro
n3gaHus
ISO 7206-22016 ImnnaHTaTbl 408 XUPYPrumn. YactTuyHble N NOAHbIE NPOTE3bI

51  Tas3obeipeHHOro cycrasa. Yactb 2. LLIapHUPHbIE NOBEPXHOCTU M3 META/IINYECKNX
KepamMmyecknx 1 NnacTMaccoBbIX MaTepuasos
ISO 7206-42010 MmnnaHTaTbl ANA XUPYpPrun. YacTuyHble 1 NOHbIE NPOTE3bI

52  TasobefpeHHoro cyctaea. Yactb 4. OnpeaeneHne BbIHOCIMBOCTU N XapaKTEPUCTUK
CTBO/IOBbIX KOMMOHEHTOB 6efjpeHHOI KOCTU. TpeTbe n3gaHue.
ISO 7206-62013 NmnnaHTaTbl AN XMPYpPruu. YacTuuHble 1 NoJiHbIe NpoTe3bl

53  TasobeapeHHOro cyctaBa. HacTb 6. MicnbiTaHMEe Ha BbIHOC/IMBOCTb M TpeboBaHUs K pabounm
XapaKTepuctukam 061acTu LWen CTBOJIOBbIX KOMMOHEHTOB 6efpa
ISO 7206-81995 VImnnaHTaTbl And XMpypruun. YHactu4yHble 1 NOHbIE NPOTE3bI

54 Ta3o6elpeHHOro cycrtasa. YacTb 8. [okasaTenn BbIHOC/IMBOCTM CTBO/I0BbIX KOMMOHEHTOB
6efpa C NPUMEHEHNEM KPYYeHUA
ISO 7206-91994 MmnnaHTaThl And XUpypruun. YactuyHble U NOMHbIE NPOTE3bl

55 TasobeapeHHoro cycrasa. YacTe 9. OnpejeneHne CONPOTUBIEHNS K MOMEHTY duKcaymu
FONOBKWU CTBOJIOBbIX KOMMOHEHTOB 6efipeHHOM KOCTU
ISO 7206-102003 iImnnaHTaTbl 418 XUPYprun. YacTuyHble 1 NosiHble NPOTe3bl

5g TasobegpeHHoro cyctasa. Yactb 10. OnpejeneHme ycToiumBoOCTM K CTaTUYECKOW Harpyske Ha
MOAYNbHbIE TONOBKMW BEPEHHO KOCTH
ISO 7206-122016 VImnnaHTaTbl AN XMPYprun. YactuyHble U NOMHbIE NPOTE3bI

57 TasobefpeHHOro cycrasa. YacTb 12. MeToj venbiTaHNsA Ha fedopmaLunio 060104eK

BEPTNYXHOM BNajuHbl

ISO 780:2015 YnakoBka. PacnpegenuTtesnibHaa ynakoska. ['pajuueckre cCMMBONbI 418

58 06paboTKN N XpaHeHUs YNaKoBOK

56
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ISO 9583; 1993 MnnaHTaThl ANa XUpypruun. HepaspyLarowmii KOHTPob. XXNAKOCTHas
WNHCNEKUNA METaNNINYECKUX XUPYPTUYECKMX MMMIaHTATOB \\
ISO 9584:1993 MmnnaHTaTbl An8 Xupyprun. HepaspyLiarunii KOHTPOb. N
PeHTreHorpadguyeckoe nccrefoBaHume UTbIX MeTaAIMYECKUX XUPYPIrUUYECKUX UMMIAaHTATOB Y
EN ISO 10993-1:2009 buonornyeckas oLeHKa MeANLIMHCKMX n3genuid. YacTte 1. OueHKa 1 |

59

60

61 TeCTUpPOBaHWE B NpoLecce ynpasB/ieHUs pucKamm

62 EN 1SO 10993-3:2014 bruonornyeckas oueHka MegnunMHCKNX nagennin. Yacts 11. NcnbitaHna
Ha CUCTEMHYI TOKCUYHOCTb

63 EN ISO 10993-5:2_009.EmonormquKaﬂ OLleHKa MeANLMHCKNX n3aennin. Yactb 5. TecTbl Ha
LUTOTOKCUYHOCTb in Vitro.

64 EN ISO 10993-6:201v6 Brnonornyeckas oueHka MefUUNHCKUX M3gennia. Yactb 6. NcnbiTaHna
Ha /IoKa/ibHble BO3AEeNCTBMA Noc/ie UMNAaHTaumum

65 EN ISO 10993-7:2009 buonornyeckas oLeHKa MeANLIMHCKMX n3aenuii. Yactb 7. OCTaTKm
3TMNEHOKCUAA NpU CTepUAM3aLmn

66 EN ISO 10993-10:2010 Buonorunyeckas oLUeHKa MeanUnHCKUX nagenunii. Yactb 10. TecTbl Ha
pasjpakeHne n CEHCUBUN3aLLNIO KOXN.

67 EN ISO 10993-11:2018 Bronornyeckas oueHka MeUUNHCKUX n3gennin. Yactb 11.
McnbiTaHWA HA CUCTEMHYHO TOKCMYHOCTb

68 EN ISO 10993-12:2012 buonornyeckas oLeHKa MeAULNHCKMX n3aennii. Yactb 12.

MoarotoBka 06pasL,0B 1 CpPaBOYHbIE MaTepuabl
EN 1SO 11137-1:2015 CTepunusaumsa MeguunHCKON npogykumm. O6nyyeHme. Yactb 1
69 TpeboBaHMA K pa3paboTke, BaMdaLum 1 TeKyLeMy KOHTPOJIKO npoLuecca cTepuamnsanun
MeANLNHCKNX N3aennii.
EN ISO 11137-2:2015 CTepunun3aumnsa MeguMuMHCKOR npogykumn. O6nyyeHme. Yactb 2.
YCcTaHOB/IEHME CTEPUIN3YIOLLE [03bI
EN ISO 11137-3:2017 CTepunum3auuns MeguLMHCKON npogykumun. Pagnaums. Yactb 3.
PyKOBOZLCTBO M0 J0O3MMETPUYECKMM acneKTam paspaboTku, Banuaauum n TeKyLLero KOHTpons
EN ISO 11607-1:2017 ¥ nakoBKa A1 OKOHYATE/IbHO CTEPU/IN30BAHHbLIX MEAULMHCKUX
72 wn3pgennin. YacTb 2. TpeboBaHUS K BanuaaLmum npoLeccoB POPMOBaHMs, repMeTm3anun un
cOopKu
EN ISO 11607-2:2017 Y nakoBKa A/11 OKOHYATE/IbHO CTEPU/IN30BAHHbIX MEANLUHCKUX
73 wn3pgennin. YacTb 2. TpeboBaHWS K BanujaLnm npoLeccoB POPMOBaHUS, repmMeTm3aLnm u
c6opKM
EN ISO 11737-1:2018 CTepunmsaumns MegULUHCKON NpoagyKumn. Mukpobunonormnyeckme
meTogbl. Yactb 1
EN I1SO 11737-2:2009 CTepunusaumsa MegUUNHCKUX n3gennii. Mukpobuonormyeckmne
75  meTofbl. YacTb 2. MicnbiTaHWUA HA CTEPUNLHOCTL, MPOBOAUMBIE NPU ONpefeieHnn, Banujauum
1 noAfep>XaHuu npouecca crepunnsaunu.
76 EN ISO 14630:2012 HeakTuBHble Xupypruyeckue nmnnaHtarsl. O6uwme TpeboBaHms
77 EN ISO 14971:2012 MeAMHMHCKoe o6opypaoBaHue. NMprMeHeHWe ynpaBneHns puckamm K
MeAULMHCKUM YCTPONCTBAM
EN I1SO 15223-1:2016 MeguumnHckne nsgenva. CUMBOJIbI, UCMOJb3YEMbIe Ha 3TUKETKAX,
78  3TUKeTKax 1 B MeAULUHCKOW MH(popMaLnmn MmegmumHcKoro obopygosanmsa. Yacte 1. O6wme
TpeboBaHuA
EN ISO 15223-2:2016 MeauunHekoe o6opyaoBaHue. CUMBO/bI, KOTOpble OyayT
79  MCNO/Mb30BaTbCA C 3ATUKETKaMW, MapKUPOBKOW 1 MH(OopMaL et MeauLNUHCKOro
ob6opypgoBaHus. YacTb 2; Pa3paboTka CUMBO/OB, BbIOOP 1 NpPOBEPKaA
EN ISO 16061:2015 NHeTpyMEHTbI ANA Neno/b30BaHWNA B COYETaHUM C HEAKTUBHbLIMU
XUPYPrUYECKUMU nmnnaHtatamm. O6wme TpeboBaHns

70

71

74

80
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EN ISO 4287-1998 "'eomeTpuyeckune xapaktepuctuku nsgenuin (GPS). TekcTypa
m NnoBepXHOCTU. MpodunbHbI MeToh. TepMUHbI, ONpeaesieHns U napameTpbl TEKCTYPbI
MOBEPXHOCTH.
EN 1SO 4288-1997 'eomeTpnyeckne xapaktepuctuku nsgennin (GPS). TekcTypa
noBepxHoCTU. MpodunbHblil MeTog. MpaBuna 1 NpoLesypbl OLEHKN TEKCTYPbl MOBEPXHOCTU. _
EN 1SO 5832-3:2016 NmnnaHTathbl Ana xupyprun. Metannnyeckne matepuansl. Yacts 3.
83 I'Teopmroyemblii TUTaH, 6-aNOMUHWIA, 4-BaHaAWNeBbIA CMNaB_
84 OAMTTTP 17-2008 COBMeCTMMOCTb MaTtepuasnos, NOAMEXaLnx cTepunmsaLnm
ASTM F1044-052017 CTaHAapTHbIA MeTOA UCNbITaHUN Ha cABUT cnbnaHnmn ¢o>.,aTHbIX
MOKPbITUI U METANIMYECKUX MOKPbITUN
ASTM F1147-052017 CTtaHAapTHbIA METOA UCMbITAHNI Ha pacTsXXeHue ochaT Kanbums u
MeTanInyeckmne NoKpbITUA —
ASTM F1160-142017 CTaHAapTHbIA METOL UCNbITAHUIA HAa YCTaNOCTb NPU UCNbITAHUAX Ha
g7  CABMI M M3rnb (ocdara KanbLns U MeTaNNNYECKNX, MEAULINMHCKUX U KOMNO3ULMOHHbIX
thocat Kanbuna / MeTANIUYECKUX T O K P bl T W W
ASTM F1472-14 CTaHpapTHble crieynukauum ansa geopMmupyemoro cnjasa TutaHa-6-
AMNOMUHNA-4-BaHAANA A1 NPUMEHEHNSA B XUPYPTUYECKUX UMMNIaHTaTax
ASTM F1580-2012 CtaHAapTHble TEXHWYECKNE YCNOBUA Ha MOPOLLKHN
gg  TUTaH-TUTaH-6-alOMNHNEBO-BaHaNeBOr0 Cnaasa AN MOKPbITUWA XUPYPruyecKnx
MMNNAHTATOB
ASTM F1854-2015 CtaHAapTHbIV MeTO4 UCMbITaHWIA 415 CTEPEOSIONMYECKOMN OLEHKM
MOPUCTBIX MOKPbITUIA HA MEAULNHCKMUX UMMIAHTaTaxX
ASTM F1978-2018 CTaHgapTHbIA MeTOA UCMIbITAHUIA 415 NU3MEPEHUS CTOMKOCTU K
NCTUPAHUIO METANIMYEeCKUX TEPMONOKPBLITUI C UCNONb30BaHWeM abpasopa Taber _----------------
ASTM F1980-2016 CraHgapTHOe PyKOBOLCTBO MO YCKOPEHHOMY CTapeHU0 eTepUsIbHbIX
6apTepHbIX CUCTEM AN1A MEAULMHCKUX NPUbopoB
ASTM F2565-2013 CTaHfapTHOE PYKOBOACTBO MO M3rOTOB/IEHHbLIM M3 NOMNI3TU/IEHA
g3  CBEPXBbICOKOMO/EKYNAPHbIM (hopMaM C BbICOKOW CTEMeHbo 001yYeHUS AN XUPYPruyecKnx
NMMNNAHTaToB
ASTM F648 CTaHgapTHble cneymukaymm ons CBepXBbICOKOMOJEKYNSAPHOIO
MOMIN3TUNIEHOBOIO NMOPOLLKA Y M3rOTOB/IEHHON (DOPMbI ANA XUPYPrUYECKUX MMM NaHTaTa
BS EN 10412008 NHdopmauusa npesocTaBneHa Nnpon3BoguTeNneM MeanLMHCKOro

82

85

86

88

90

91

92

94

% o6opygoBaHms e
IEC 62366-12015 MeanuunHckue npnbopbl. Yacte 1. MNpuMeHeHne 103abUINTU-UHXEHEPUN K
9 MeMUNHEKUM nprubopam. R — A

IEC 62366-22016 MeauumHckue yctpolictea. YacTtb 2. PyKOBOACTBO MO NPUMEHEHWUIO
97 TexHuku ypoberea
MCNO/Ib30BaAHNA K MEAMNLMHCKUM YCTPOKCTBaM.
ISTA 2A-2011 MNMpouenypa ucnbiTaHMA 2A 0XBaTbIBAET TECTUPOBAHME OTAENbHbIX
ynaKoBaHHbIX NPOAYKTOB BECOM [0 68 KIr iy MeHee Npu noLroTOBKE K OTNPaBKe ----------------
MDD 93/42/EEC OupekTtuBa Coseta 93/42 / EEC oT 14 ntoHA 1993 rofa 0 MegMLUNHCKNX
99 ycTpolicTBax - AupekTtuea 2007/47 / EC EBponeiickoro napnameHTa n CoseTa 0T 5 CEHTA6PS
2007 ropa

98
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25 KOMBNHWPOBAHHOE MCMONb3OBAHWNE KOMIMOHEHTOB
MHCTPYMEHTOB NMPOTE3VPOBAHUNA TASOBEAPEHHOIO CYCTABA

B accopTumeHTe nNpoOAYyKUUM MPOU3BOAUMON KoMnaHued «[abn Megunkan TekHonoga
MHK/DOUBLE MEDICAL TECHNOLOGY INC.» nmeetca MW «UHCTpYMEHTbl XUpypruyeckm”
MHOropasoBsble A1 3HAOMPOTE3NPOBAHUA C MPUHALNEXHOCTAMM», CMeuManbHO noaxogsllee ans
«3JHA0MpoTe3a Ta306eapeHHOro cycTaBa». VIHCTPYMEHTbI UCMONb3YeTCA ANA pa3MeLLEHMNSA, YCTaHOBKMN U
BO3MOXHOI0 yjaneHus 3HgonpoTtesa Ta3o6eApeHHOro cycrtaBa. B MHCTPyKLMM NO MCMONb30BaAHUIO
3HAOMpOTE3a CKasaHo, YTO MPOTe3 c/efyeT WCNONb30BaTb TO/IbKO B KOMOMHALMW C UHCTPYMEHTamM,
npefocTaBfieHHbIMU npoussoauTenem «fabn Megukan TekHonomxku WHK./DOUBLE MEDICAL

TECHNOLOGY INC.».
MeguumHckoe nsgenue «HCTPYMEHTHI XNpypruyeckme MHOrOpa3oBble ans
3HJ0NPOTE3NPOBAHNS C MPUHAANEXHOCTIMU» NPOMU3BOACTBA KOMMNaHUUN «[abn Meaukan TeKHONOAXMU

MHK./DOUBLE MEDICAL TECHNOLOGY INC.» B HacTofiLlee BpeMs HaxoAATca Ha arane
perucTpauun B P®, ana ganbHenwero Bbixo4a Ha PbiHOK.
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Double Medical Technology Inc./
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DOUBLE MEDICAL

4. Nonunion of fractures of the femoral neck.

5. Senile subtype ofhigh head and transcranial fracture of the femoral neck.

6. Degenerative arthritis involves only the head of the femur, in which case the acetabulum does not require'
replacement.

7. Pathology involving only the head/neck of the femur and/or proximal femur that can be adequately treated
with Hemi-Hip Arthroplasty

9 CONTRAINDICATIONS

Contraindications for prosthesis implantation are as follows:

1) local or systemic active infection.

2) the muscles of the affected limb are not capable of injury, nerve damage or vascular disease and cannot be
operated on.

3) Poor bone mass (such as severe osteoporosis) or bone defects that cannot support the prosthesis.

4) Charcot's disease or Paget's disease.

5) Contraindications to hemiarthroplasty include any damage to the acetabulum, such as an irregularly
deformed acetabulum, protrusion of the acetabulum (hip invagination), or displacement of the acetabulum.

Note. Diabetic patients with poor glycemic control have an increased risk of complications such as infection
and slow wound healing, so care should be taken to determine the rationale for hip replacement surgery.

10 POSSIBLE SIDE EEFECTS
The following are the most common side effects and complications of hip arthroplasty:

General terms

1. Displacement of the prosthetic component is usually associated with the factors listed in the Warnings and
Precautions section.

Corrective measures : If the displacement of the prosthesis affects the stability of the prosthesis, a second
operation is required.

2. Early or late weakening of the prosthetic component is usually associated with the factors listed in the
Warnings and Precautions section.

Corrective measures : if the patient has local bone resorption at the prosthesis and the interface between the
bones, but this does not affect the stability of the prosthesis, special treatment may be temporarily not prescribed;
if resorption and loosening of the bone affect the stability of the prosthesis, a second operation is required.

3. Stress fracture of the femoral shaft, usually associated with the factors listed in the Warnings and
Precautions section.

Corrective action: if fatigue failure of the prosthesis does not affect joint activity and stability, follow-up or
remove debris ; if a stress fracture of the prosthesis affects joint activity and stability, reoperation is required.

4. Excessive wear or failure of load-bearing components due to: damage to prosthesis components caused by
surgery, loose bone cement, bone fragments, metal particles, ceramic particles, or other factors listed in the
Warnings and Precautions section.

Corrective Action : Repair required.

5. Early or late infection

Corrective measures : Depending on the condition of the infection, anti-infective treatment is prescribed, and if
necessary, a prosthesis is taken.

6. Peripheral neuropathy. Surgical trauma can also result in subclinical nerve injury.

Corrective measures : If nerve damage occurs, the doctor will repair it according to his own experience and he
will be given neurotrophic drugs after the operation.

7. Tissue reactions, osteolysis and/or loosening of the prosthesis caused by metal corrosion, allergic reactions,
abrasion or particle fragments (eg loose bone cement, metal, polyethylene or ceramic particles).

Corrective measures : if the patient has an allergy, consult an immunologist. If you have a mild allergy, you
can use anti-allergic drugs under the guidance of a specialist. If the allergy is severe, take the denture and treat it
accordingly.

Functioning

1. Perforation of the acetabulum.

Corrective Actions: Depending on the location and size of the perforation, a doctor experienced in hip
replacement should decide whether it needs to be repaired. If the pelvic organ is damaged, you should contact the
appropriate specialist.

2. Perforation, fissure or fracture of the femoral shaft.
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Con'ective measures; depending on the location and size of the fracture, the clinician decides on its fixation
cording to his own experience.
Fracture of the trochanter.

Con'ective measures: Depending on the size of the fracture, the clinician decides to fix it according to his own
experience.

4. Vascular lesions (eg, tibia, obturator, and femoral artery).

Corrective measures: If damage to a large blood vessel occurs, the clinician will perfonn vascular repair
according to their own experience.

5. Temporary or permanent nerve injury (eg, femur, obturator, or simple phrenic nerve).

Corrective measures: If nerve damage occurs, the clinician repairs it according to his own experience and is
given neurotrophic drugs after surgery.

6. Prosthesis sizing or configuration error, component misplacement, and/or subluxation or dislocation of the
hip caused by muscle and fibrous tissue relaxation.

Corrective Actions: Dislocation or subluxation of the prosthesis, the clinician may attempt repair or revision
surgery according to their own experience.

7. The ceramic head of the femur is fractured or fractured.

Con'ective measures: intraoperative mpture: removal of fragments of the rupture and prosthesis, a new
prosthesis to continue the operation; postoperative rupture: a clinician with experience in hip replacement decides
whether it should be repaired.

8. The affected limb becomes longer or shorter.

Corrective measures: It is generally considered that the gait does not change within 2 cm. If the patient's life is
seriously impaired, increase shoes or other effective treatment measures.

Early postoperative period

1. Cardiovascular diseases such as venous thrombosis, pulmonary embolism and myocardial infarction.

Corrective measures: Appropriate anticoagulant drags should be taken after surgery. If the above diseases
occur, it is necessary to consult with specialists to assist in diagnosis and treatment.

2. Hematoma and/or wound healing is slow.

Corrective measures: strict regulation of the patient's blood sugar, nutrition and other general conditions during
the perioperative period; surgery should be performed by a clinician with experience in hip arthroplasty, as well as
meticulous surgery during surgery to reduce subcutaneous wound delamination and drain if necessary.

3. Pneumonia and/or atelectasis.

Corrective measures: Appropriate anticoagulant drugs should be taken after surgery. If the above diseases
occur, it is necessary to consult with specialists to assist in diagnosis and treatment.

4. Subluxation or dislocation.

Corrective Actions: Dislocation or subluxation of the prosthesis, the clinician may attempt repair or revision
surgery according to their own experience.

Late postoperative period

1. Excessive muscle tension, weight-bearing, or accidental inadvertent rotation of the trochanter caused by
fragility of the trochanter.

Corrective measures: Depending on the size of the fracture, the clinician decides on fixation according to his
own experience.

2. Ipsilateral or contralateral knee and ankle problems caused by inconsistent leg length, femur deviation,
and/or muscle weakness.

Corrective measures: if the problem with the knee joint or joint replacement is not serious, consider
symptomatic treatment: leg length is inconsistent, consider oversized shoes, muscles are weak, see a specialist.

3. Fractures of the hip or acetabulum caused by trauma or overweight, especially in the presence of severe
osteoporosis, bone damage caused by previous surgery, drilling during surgery, or insufficient bone mass due to
bone resorption.

Corrective measures: depending on the location and size of the fracture, the clinician decides on its fixation
according to his own experience.4. Bone resorption can lead to a weakening of the fixation, which will eventually
lead to a weakening of the prosthesis.

Corrective measures: Ifbone resorption affects the stability of the prosthesis, revision surgery is required.

Subluxation or dislocation

Corrective action : dislocation or subluxation of the prosthesis, the clinician may attempt repair or revision
surgery according to their own experience

The frequency and severity of complications in hip arthroplasty is usually higher with primary surgery.
Common problems in revision surgery include difficulty in incision site selection, removal of ectopic bone and
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old bone cement, positioning and fixation of components, and/or obtaining adequate bone support fol
prosthesis. Generally, hip replacement surgery can result in a long operation, increased blood loss, and
increased risk of infection, pulmonary embolism, and wound hematoma.

Attention: If a fragment or fracture of the ceramic head of the femur is confirmed after the operation, it is
necessary to perform an operation to remove it as soon as possible.

11 PRECAUTIONS

Precautionary measures:

1. Dentures from different manufacturers or systems cannot be used together.

2. The hip prosthesis component cannot be implanted twice. Even if the surface of the prosthesis is not
damaged, it may already have subtle defects that can lead to breakage.

3. Do not make any changes or modifications to the prosthesis.

4. Bone filling of the femoral shaft is very important to ensure proximal fixation of the femoral shaft
component. Consider bone graft implantation and other intensive techniques, especially when performing revision
surgery, to place and support the femoral stem assembly

Warnings:

The following conditions, individually or together, can cause excessive stress on the limbs, which increases the
risk of hip arthroplasty failure:

1) The patient is obese or overweight.

2) Physical work.

3) Excessive participation in sports activities.

4) Increased activity.

5) Risk of falling.

6) Alcoholism or drug addiction.

7) Other violations.

2 . The following conditions, alone or together, may adversely affect the placement of a hip replacement:

1) Identified symptoms of osteoporosis or weakness of the spine.

2) Metabolic diseases or systemic drug therapy leading to progressive damage to the solid support of the
prosthesis (for example, diabetes mellitus, steroid therapy, immunosuppressive therapy, etc.).

3) History of systemic or local infection.

4) Incorrect fixation or incorrect positioning of the prosthesis due to severe malformation.

5) tumors that support bone structures. !

6) allergic reactions to implant materials (eg bone cement, metal and polyethylene).

7) Congenital hip dysplasia can reduce the number of shafts that can support the acetabular cup during total hip
replacement.

8) tissue reaction of the body to corrosion or abrasion of parts of the prosthesis.

9) other articular disorders (for example, knee or ankle joints).

3. When a surgeon determines that hip arthroplasty is the best available medical option and decides to use a
prosthesis for any of these conditions or for young, active patients, the patient should be informed of the
limitations of the product and the materials used for fixation and that all of these conditions should really be
reduced or eliminated.

4. All existing conditions must be fully observed during the surgical and postoperative management of patients.
Mental conditions or illnesses that cause patients ‘o not follow instructions may delay postoperative recovery
and/or increase the risk of adverse reactions such as failed prosthetics or denture fixation.

Excessive exercise or trauma to the replacement joint can cause displacement, fracture, and/or wear of the
prosthesis, leading to hip arthroplasty failure. The functional lifespan of hip implants has not been clearly
demonstrated. Patients should be advised that factors such as weight and intensity of activity can significantly
affect prosthesis wear.

5. This product is a disposable implant and cannot be reused.

6. The defect of the sterile packaging of the product is strictly prohibited.

7. Testing has not been performed to evaluate product safety and compatibility under magnetic resonance
conditions. The products have not been tested for heat or migration in the MR environment. The risks of metal
implants exposed to MRI include heating or displacement, as well as image distortions such as dead zones and
deformations, especially around implants, which require optimization of imaging parameters. Patients should first
be evaluated by a professional familiar with the specific MRI device to be used before receiving any MRI
examination or treatment.

12 IMPLANT CONDITIONS
The conditions for implantation of the endoprosthesis are specialized departments of medical institutions.

6
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13 COMPOSITION OF THE MEDICAL DEVICE
""Hip joint endoprosthesis®, consisting of:

Classic aeetabiilai- component 44mm, 46mm,48mm,50mm,52mm, 54mm,56mm,58mm, 60mm;

Classical acetabular component, coating based on Ti - HA (titanium and hydroxyapatite) 44 mm, 46 mm, 48
mm, 50 mm, 52 mm, 54 mm, 56 mm, 58 mm, 60 mm;

Apollo acetabular component, Ti -titanium coated 44mm , 46mm,48mm,50mm,52mm, 54mm,56mm,58mm,
60mm,62mm;

Apollo acetabular eomponent, Ti - HA (titanium and hydroxyapatite) coating 44 mm, 46 mm, 48 mm, 50
mm, 52 mm, 54 mm, 56 mm, 58 mm, 60 mm, 62 mm;

Classic liner , 10 degrees 44mm/24mm, 46mm/24mm, 48mm/28mm, 50mm/28mm, 52mm/28mm, 54mm/28mm,
56mm/28mm, 58mm/28mm, 60mm/28mm, 52mm/32mm, 54mm/32mm, 56mm/32mm, 58mm/32mm,
60mm/32mm;

Classic acetabular insert, 10 degrees, HXPE - cross -linked polyethylene 44mm/24mm, 46mm/24mm,
48mm/28mm, 50mm/28mm, 52mm/28mm, 54mm/28mm, 56mm/28mm, 58mm/28mm, 60mm/28mm);

Apollo acetabular insert ,10 degree 44mm/28mm, 46mm/28mm, 48mm/28mm, 50mm/28mni, 48mm/32mm,
50mm/32mm, 52mm/32mm, 54mm/32mm, 56mm/32mm, 58mm/32mm, 60mm/32mm, 62mm/32mm;

Apollo Acetabular Insert , HXPE - cross -linked polyethylene 44mm/28mm, 46mm/28mm, 48mm/32mm,
50mm/32mm, 52mm/32mm, 54mm/36mm, 56mm/36mm, 58mm/36mm, 60mm/36mm, 62mm/36mm;

Apollo Acetabular Insert , 10 Degree, HXPE - Cross -linked Polyethylene 44mm/28mm, 46mm/28mm,
48mm/32mm, 50mm/32mm, 52mm/32mm, 54mm/32mm, 56mm/32mm, 58mm/32mm, 60mm/32mm, 62mm
/32mm;

Femoral endoprosthesis head 28mm+1.5, 28mm+5, 28mm+8.5, 28mm+12, 28mm+15.5, 24mm+0, 24mm+3.5,
32mm-2, 32mm+l, 32mm+5, 32mm+9, 32mm+13, 36mm-2, 36mm+1.5, 36mm+5, 36mm+8.5, 36mm+12,
36mm-+15.5;

Bipolar acetabular component 38mm, 40mm, 42mm, 44mm, 46mm, 48mm, 50mm, 52mm, 54mm, 56mm,
58mm;

Bipolar acetabular insert 38mm/24mm, 40mm/24mm, 42mm/24mm, 44mm/24mm, 46mm/28mm, 48mm/28mm,
50mm/28mm, 52mm/28mm, 54mm,'28mm, 56mm/28mm, 58mm/28mm;

PBG hip endoprosthesis stem - proximal cementless fixation, Ti - titanium eoated 1#, 2#, 3#, 4#, 5#, 6#, 7T#
Hip endoprosthesis stem PBG - proximal cementless fixation, HA - hydroxyapatite coating 1#, 2#, 3#, 4# 5#
6#, T#, 8#,

PBG hip endoprosthesis stem - proximal cementless fixation, Ti - HA (titanium and hydroxyapatite)
coating 1#, 2#, 3#, 4#, S#, 6#, T#, 8#;

Hip endoprosthesis stem TBG - mixed cementless fixation, Ti - titanium coated 1#, 2#, 3#, 4#, 5#, 6#, T#, 8#;
Hip endoprosthesis stem TBG - mixed cementless fixation, Ti - HA eoating (titanium and hydroxyapatite)
1#, 2#, 3#, 4#, 5#, 6#, T#, 8#;

Hip endoprosthesis stem TBG - mixed cementless fixation, HA - hydroxyapatite coating 1#, 2# 3# 4# 5#
6#, T#, 8#,

Ceramic femoral head 28mm/ S, 28mm/ M , 28mm/ L , 32mm/ S, 32mm/ M, 32mm/ L , 32mm/ XL , 36mm/
S,36mm/ M, 36mm/ L , 36mm/ XL ,40mm/ S, 40mm/ M, 40mm/ L , 40mm/ XL ;

Ceramic acetabular insert 44mm/28mm, 46mm/28mm, 48mm/32mm, 50mm/32mm, 52mm/36mm,
54mm/36mm, 56mm/36mm, 58mm/36mm, 60mm/36mm, 62mm/36mm, 56mm/40mm, 58mm/40mm,
60mm/40mm, 62mm/40mm;

distal hip joint stem, Ti -titanium coating 1#, 2#, 3#, 4#, 5#, 6#, 7#, 8#, 9#, 10#;

bone screw (p6.5 (20mm, 22mm, 24mm, 26mm, 28mm, 30mm, 32mm, 34mm, 36mm, 38mm, 40mm.

14 TECHNICAL REQUIREMENTS
141 Overall dimensions of the components of the hip endoprosthesis

Overall dimensions of the hip endoprosthesis are provided in Table 14.1.1-14.1.22
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Table 14.1.1 - Overall dimensions of the ceramic acetabular component

Designation catalog Width W, Diameter D, Height H , mm, Weight,g,no "
mm,+ 05 mm, £ 0.5 mm +1 mm more Jil
(the size) room mm

Classic acetabular component

44 mm 130350044S - 44 - $=85
46 mm 130350046 S - 46 - "85
48 mm 130350048S - 48 - N85
50 mm 130350050S - 50 - N85
52 mm 130350052S - 52 - "85
54 mm 1303500545 - 54 - N85
56 mm 130350056S - 56 - 85
58 mm 130350058S - 58 - "85
60 mm 130350060S - 60 - "85

Table 14.1.2 - Dimensions Classical acetabular component, coating based on Ti-HA (titanium and hydroxyapatite

Classic acetabular component, Ti-HA (titanium and hydroxyapatite) coating

Designation catalog Width Diameter D , Height H, mm, Weight, g, no
(the size) Foom V\i.OmSm, mm, = 0.5 1 mm more
+0. mm

mm
44 mm 130540044S - 44 - "85
46 mm 130540046S - 46 - "85
48 mm 130540048S - 48 - "85
50 mm 130540050S - 50 - "85
52 mm 1305400525 - 52 - "85
54 mm 1305400545 - 54 - "85
56 mm 130540056S - 56 - "85
58 mm 130540058S - 58 - "85
60 mm 130540060S - 60 - n85
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ible 14.1.3 - Dimensions of the Apollo Acetabular Component, Ti-Titanium Coating

Apollo acetabular component, Ti-titanium coating

Designation catalog Width Diameter D, Height H , mm, Weight, g, no
(the size) room W, mm, mm, = 0.5 1 mm more
+0.5 mm
mm
44 mm 130880044S - 44 - N 125
46 mm 130880046S - 46 - N 125
48 mm 130880048S - 48 - N 125
50 mm 130880050S - 50 - N 125
52 mm 130880052S - 52 - N 125
54 mm 130880054S - 54 - N 125
56 mm 130880056S - 56 - N 125
58 mm 130880058S - 58 - sS 125
60 mm 130880060S 60 - N 125
62 mm 130880062S - 62 - N 125

Table 14.1.4 - Dimensions Apollo acetabular component, Ti-HA (titanium and hydroxyapatite) coating

Apollo acetabular component, Ti-HA (titanium and hydroxyapatite) coating

Designation catalog Width Diameter D , Height H, mm, Weight, g, no
i W, mm, mm, = 0.5 +1 mm more
(the size) room
+0.5 mm
mm
44 mm 130420044S 44 - N 125
46 mm 130420046S - 46 - N 125
48 mm 130420048S - 48 - N 125
50 mm 130420050S - 50 - N 125
52 mm 130420052S - 52 - N 125
54 mm 130420054S - 54 - N 125
56 mm 130420056S - 56 - < 125
58 mm 130420058S - 58 - N 125
60 mm 130420060S ” 60 - N 125
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62 mm

130420062S

lable 14.1.5- Dimensions of the Classic Liner, 10 degrees

Designation

(the size)

44 mm /24
mm

46 mm /24
mm

48 mm /28
mm

50 mm / 28
mm

52 mm / 28
mm

54 mm / 28
mm

56 mm / 28
mm

58 mm / 28
mm

60mm /
28mm

52 mm/ 32
mm

54 mm /32
mm

56 mm/ 32
mm

58mm/ 3
2mm

60mm /
32mm

62

Classic inlay, 10 degrees (angle deviation 10 degrees + 0.5 mm )

catalog

room

130080044S

130080046S

130080048S

130080050S

130080052S

1300800545

130080056S

130080058S

130080060S

130800052S

1308000545

130800056S

130800058S

130800060S

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

Width Diameter D,
mm, 0.1~0.3
mm

W, mm,
+0.5
mm

10

24

24

28

28

28

28

28

28

28

32

32

32

32

32

Height H , mm,

+1 mm

Weight, g, no
more

N 32

=32

32

0%
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Dt 0 Penatsibiition

1303700448
1303700465
48mm/28mm 1303700488 28 - <32
50mm/28mm 1303700508 28 - <32
52mm / 1303700528 28 - =32
28mm
S4mm / 1303700548 28 - <32
28mm
56mm / 1303700568 28 . - =32
28mm-
58mm / 1303700588 28 - <32
28mm
60mm / 1303700608 28 - <32
28mm

Table 14.1.7 - Dimensions Acetabular liner Apollo ,10 degrees

1308200448

44mm/28mm 28" <39
46mm/28mm 1308200468 28 - <39
48mm/28mm 1308200488 28 - <39
50mm/28mm 1308200508 28 - <39
48mm / 1308232488 32 - <39
32mm
S50mm / 1308232508 32 - <139
32mm
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52mm / 130820052S 32 N 39
32mm
54mm / 130820054S 32 39
32mm
56mm / 130820056S 32 N 39
32mm
58mm/32mm 130820058S 32 “ ~o39
60mm/32mm 130820060S - 32 ~39
62mm/32mm 130820062S 32 ~39
Table 14.1.8 - Dimensions Apollo acetabular liner, HXPE-cross-linked polyethylene
Apollo acetabular insert, HXPE - cross -linked polyethylene
Designation catalog Width Diameter D , Height H , mm, Weight, g, no
) W, mm, mm, 0.1~0.3 +1 mm more
(the size) room +05 mm
mm
44mm/28mm 131342844S 28 - Y
46mm/28mm 131342846S - 28 - 32
48mm / 131343248S 32 32
32mm
50mm / 131343250S 32 N 32
32mm
52mm / 131343252S 32 N 32
32mm
54mm / 131343654S 36 A n 32
36mm
56mm / 131343656S 36 N 32
36mm
58mm / 131343658S 36 N 32
36mm
60mm / 131343660S 36 ~ 32
36mm
62mm / 131343662S 36 sS 32
36mm
12
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. Ble 14.1.9 - Dimensions Apollo acetabular insert, 10 degrees, HXPE-cross-linked polyethylene

-

" - P

Decaind o Aeelnibeniton

"~ 44mm/28mm 1313528448 28 <39
46mm/28mm 1313528468 - 28 - <39
48mm/32mm 1313532488 - 32 - <39
S50mm/32mm 1313532508 - 32 - <39

52mm / 1313532528 - 32 - < 39
,‘ 32mm
S4mm/ 1313532548 - 32 - <39
32mm
S56mm / 1313532568 - 32 - =39
32mm
58mm / 1313532588 - 32 - <39
32mm
60nm / 1313532608 - 32 - <39
32mm
62mm/32mm 1313532628 - 32 - =39
Table 14.1.10 - Dimensions Femoral Endoprosthesis Heads

4 A4 ; i 25 P
by X % \;'E
i3 v T 3 : : %.‘-; “,g. -
& sl ; /g1 - bp Y AR i T L R R

28mm+1.5 1300100018 - 28 17 < 195

28mm+5 1300100058 - 28 13.5 < 195

28mm+8.5 1300100088 - 28 ten <195

28mm+12 1300100128 - 28 13.5 <195

28mm + 15.5 1300100158 - 28 17 <195
13
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24mm + 0
24mm + 3.5
32mm-2
32mm + |
32mm+ 5
32mm + 9
32mm + 13
36mm-2
36mm + 1.5
36mm + 5
36mm + 8.5
36mm + 12

36mm + 155

Designation

(the size)

38mm
40 mm
42 mm
44 mm
46 mm
48 mm
50 mm
52 mm
54 mm

56 mm

130290000S

130290003S

130910002S

130910001S

130910005S

130910009S

130910013S

131330020S

131330001S

131330005S

131330008S

131330012S

131330015S

catnumber

130020038S

130020040S

130020042S

130020044S

130020046S

130020048S

13002005CS

130020052S

1300200545

130020056S
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Bipolar acetabular component

W.,mm

0.5
mm

24

24

32

32

32

32

32

36

36

36

36

36

36

D, mm

0.1~0.3mm

38

40

42

44

46

48

50

52

54

56

14

134

9.9

215

185

145

10.5

115

215

18

145

155

12

L,mm

+0.5 mm

A195 N
195
sS 195
A 195
N 195
A 195
195
N 195
195
A 195
A 195
195

N 195

Weight, g

no more

sS 152
sS 152
N 152
N 152
A 152
< 152
N 152
s; 152
N 152

N 152
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/[ 58 mm 130020058S - 58 - 152

Table 14.1.12 - Dimensions Bipolar Acetabular Insert

Bipolar acetabular insert

Designation catnumber W, mm D, mm L ,mm Weight, g

(the size) +0.5 +0.5 mm 0.5 mm no more
mm

38mm/24mm 130300038S - 24 ” N 39
40mm / 130300040S 24 N 39
24mm
42mm / 130300042S 24 s; 39
24mm
44mm / 130300044S 24 A 39
24mm
46mm / 130300046S 28 N 39
28mm
48mm / 130300048S 28 N 39
, 28mm
50mm / 130300050S 28 N 39
28mm
52mm / 130300052S 28 iS 39
28mm

54mm / 130300054S 28 N 39

28mm
56mm / 130300056S 28 N 39
28mm

@ 58mm/ 130300058S 28 N 39
28mm -

Table 14.1.13 - Dimensions PBG Proximal Cementless Hip Endoprosthesis Legs Ti-Titanium Coated

PBG hip endoprosthwis stem - proximal cementless flxation, Ti - titanium coating, welgl”~< 235 g .

tt~rgnati® cat.number S,mm L, mm W, mm N, mm
(the size) -/£0.5 -05~+ -0.3 ~ +0.3 mm -/£0.5 mm
mm 0.5mm
1# 130150001S 37 140 14.1 311
2# 130150002S 37.7 146 151 311
15
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3# 130160003S 38.3 151 16.2 _ 311\

4# 130170004S 40.4 156 17,2 32,9 \
5# 130180005S 40,7 161 18,2 32,9

6# 130190006S 42,9 166 19,6 351

T# 130200007S 43,6 171 20,6 351

8# 130210008S 45,3 176 22,1 37,1

Table 14.1.14- Dimensions of PBG Proximal Cementless Hip Endoprosthesis Legs, HA-hydroxyapatite coating

Hip endoprosthesis stem PBG - proximal cementless fixation, HA - hydroxyapatite coating, weight

235¢g
cafinumber S, mm L, mm W, mm N, mm
(the size) -/+m0.5 -0.5~+ -0.3~ +0.3 mm -/+0.5mm
mm 0.5mm
1# 130660001s 37 140 141 311
2# 130660002S 37.7 146 151 311
3# 130670003S 38.3 151 16.2 311
4# 130680004S 404 156 17.2 32.9
5# 130690005S 40,7 161 18,2 32,9
6t 130700006S 42,9 166 19,6 35,1
T# 130710007S 43,6 171 20,6 35,1
8# 130720008S 45,3 176 22,1 37,1

Table 14.1.15 - Overall dimensions of the PBG-proximal cementless fixation stems of the hip joint endoprosthesis,
Ti-HA (titanium and hydroxyapatite) coating.

hip endoprosthesis stem - proximal cementless fixation, Ti - HA (titanium and hydroxyapatite)
coating, weight ~ 23Sg

3 Designation cat.number S, mm L, mm W, mm N, mm
\, (the size) -/+0.5 -0.5~+0,5 -0.3~+0.3 mm -/+0.5mm
- mm mm
| 1# 130730001S 37 140 14.1 311
2# 130730002S 37.7 146 15.1 311
3# 130740003S 38.3 151 16.2 311
44 130750004S 40.4 156 17,2 329 |
16
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[ 5#

6#

#

8#

130760005S

130770006S

130780007S

130790008S

40,7
42,9
43,6

45,3

161

166

171

176

18,2
19,6
20,6

22,1

Iyiti/znffptfty /feniil'/z/u0ar

32,9
351
351

37,1

Table 14.1.16 - Overall dimensions of the TBG-mixec uncemented fixed hip endoprosthesis stems, Ti-titanium

coating

Hip endoprosthesis stem TBG - mixed cementless fixation, Ti - titanium coating, weight ~ 1769

Designation

(the size)

1#
2#
3#
4#
S#
6#
#

8#

catnumber

130220001S

1302200025

130230003S

130240004S

130250005S

130260006S

130270007S

130280008S

S, mm

-/+ 0.5
mm

35.12
35.87
37.12
37.87
39.25
39.75
41.25

41.75

L, mm

-05~+
0.5mm

115

130

140

146

151

155

160

165

W, mm

-0.3~ +0.3 mm

12.99

13.52

14.04

14.68

15.2

15.33

15.55

15.77

N, mm

-/+0.5mm

33

33

35

35

37

37

39

39

Table 14.1.17- Overall dimensions of the TBG-mixed cementless fixation stems of the hip joint endoprosthesis,
Ti-HA (titanium and hydroxyapatite) coating

Hip endoprosthesis stem TBG - mixed cementless fixation, T|.-,HA (titanium and hydroxyapatite)

Designation

(the,size)

1#

2#

4#
S#

6#
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catnumber

130470001S

130470002S

130480003S

130490004S

130500005S

130510006S

coating, weight ~176¢g

S, mm

-/+ 0.5
mm

35,12
35,87
37,12
37,87
39,25

39.75

17

L, mm

-0.5-- +
0.5mm

115

130

140

146

151

155

W, mm

-0.3~+0.3 mm

12,99
13,52
14,04
14,68

15,2

15.33

N, mm

-/+ 0.5 mm

33

33

35

35

37

37
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T# 130520007S 41.25 160 15.55 39 \
8# 130530008S 41.75 165 15.77 39

Table 14.1.18 - Overall dimensions of the TBG-mixec uncemented-retained hip endoprosthesis stem, HA-
hydroxyapatite coating

Hip endoprosthesis stem TBG - mixed cementless fixation, HA - hydroxyapatite coating, weight ~ 176g

Designation catnumber S, mm L, mm W, mm N, mm
(the size) -/[+ 0.5 -0.5~+ -0.3~+0.3 mm -/+ 0.5 mm
mm 0.5mm
1# 130560001S 35,12 115 12,99 33
2# 1305600025 35,87 130 13,52 33
3# 130570003S 37,12 140 14,04 35
4# 130580004S 37,87 146 14,68 35
S# 130590005S 39,25 151 15,2 37
6# 130600006S 39,75 155 15.33 37
# 130610007S 41.25 160 15.55 39
eight# 130620008S 41.75 165 15.77 39

Table 14.1.19 - Overall dimensions ofthe Ceramic head of the femoral endoprosthesis

Ceramic head of femoral endoprosthesis

Desl™tion cat.nnmber D ,mm, d “mm L, mm Weight, ¢
-/+0.2
(the''size) +/-0.1 -/+0.5
28mm/S 130632801S 28, 12.93 14.6 s? 129
28mm/M 130632802S 28 12.73 131 sS 129
28mm/L 130632804S 28 12.73 9.6 < 129
32mm/S 130643201S 32 12.93 16.6 N 129
32mm/M 130643202S 32 12.73 14.6 < 129
32mm/L 130643203S 32 12.73 10.6 sS 129
32mm/XL 130643204S 32 12.73 8.1 129
36mm/S 130653601S 36 12.73 18.75 sS 129
36mm/M 1306536025 36 12.73 14.75 N 129
18
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4 -~ -

Cm - — e =

) omm/L 1306536038 36 12.73 10.75 <129
36mm/XL 1306536045 36 12.73 8.0 %129
40mm/S 1306540015 40 12.73 18.56 <129
A0mm/M 1306540025 40 12.73 14.56 <129
40mm/L 1306540035 40 12.73 10.56 <129
20mm/XL 1306540045 20 12.73 9.76 <129

Table 14.1.20 - Dimensions Ceramic acetabular insert

‘ 1304300368 _
46mm/28mm 1304300388 28 - - =125
48mm/32mm 1304400408 32 - - <125
50mm/32mm 1304400428 32 - - < 125
52mm/36mm 130450044S 36 - - <125
S4mm/3I6mm 1304500468 36 - - = 125
$6mm/36mm 1304500488 36 - - <125
S58mm/36mm 1304500508 36 - - <125
‘ 60mm/36mm 1304500528 36 [ - - <125
62mm / 1304500548 36 - - <125
36mm
56mm / 1304600488 40 - - < 125
40mm
58mm / 1304600508 40 - - <125
40mm
60mm / 1304600528 40 - - <125
40mm
62mm / 1304600548 40 - - < 125
40mm

19
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Table 14.1.21 - Overall dimensions of the legs of the hip endoprosthesis of distal,

coating

*ERIW
Designation

\%
(po.3, zZOmm

<po.P, 22 mm
0.3, zZ4Amm
(po.D, zomm
¢o.>, Zomm
<p6.5,3 Omm
®$0.3,32 mm

(po.P, 34 mm

bone screw
catnumber Thread L, length, Base diameter, Weight, g
pitch, mm mm |
mm
+/- 0.3mm +/-0.1mm

130070020S 27 20 7.95 A 30
1300700225 2.7 22 7.95 A3 0
130070024S 2,7 24 7,95 A3 0
130070026S I 27 26 7,95 ="3,0
1300700285 2,7 28 7,95 A3 0
130070030S 2N 30 X95 A 30
1300700325 2.7 32 7.95 $30

. S .

130070034S 2.7 34
7.95 SS 3.0
20
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54 ‘ -
5 ,36m 1300700368 2.7 36 7.95 <30
/, ¢6.5, 38mm 1300700388 2.7 i3 7.95 <30
, ¢6.5 , 40mm 1300700408 2.7 40 7.95 <30

/ 14.2 Schematic representation of the overall dimensions of the product
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Figure 14.3 - Apollo acetabular component , Ti -titanium coating

' ]

Figure 14.4 - Apollo acetabular component , Ti - HA (titanium and hydroxyapatite) coating

/

=

. Figure 14.5 - Classic inlay, 10 degrees

i
&

Figure 14.6 - Classic acetabular insert, 10 degrees, HXPE - cross -linked polyethylene

Figure 14.7 - Apollo 10 degree acetabular insert

21
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Figure 14.8- Apollo acetabular insert, HXPE - cross -linked polyethylene

Figure 14.9 - Apollo Acetabular Insert, 10 Degree, HXPE - Cross -linked Polyethylene

Figure 14.10 - Bipolar acetabular insert

Calt

Figure 14.11 - Ceramic acetabular insert

L3

Figure 14.12 - bone screw

Figure 14.13 - Head of the femoral endoprosthesis

8dikQl

N_.5n
w O

Figure 14.14 - Ceramic head of femoral endoprosthesis

22
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Figure 14.15- Proximal Cementless PBG Hip Endoprosthesis Stem Ti-Titanium Coated

kwrel

Hreria b

~ Figure 14,16 - Hip endoprosthesis stem TBG-mixed cementless fixation, Ti-titanium

coating SR
Figure 14.17 - Hip endoprosthesis stem TBG-mixed cementless fixation, Ti-HA (titanium and hydroxyapatite)

Figure 14.18 - Hip prosthesis stem TBG-mixed cementless fixation, HA-hydroxyapatite coating

L e 1 1 s ad

.'..'LE‘.;L E j

G B

. . Figure 14.19 - Proximal Cementless PBG Hip Endoprosthesis Stem, HA-hydroxyapatite coating
Figure 14.20 - Proximal Cementless PBG Hip Endoprosthesis Stem, Ti-HA (titanium and hydroxyapatite)
coating

B -~ e~ AT - W
g x:x.mfm

Figure 14.21 - Stem of a distal non-cementally fixed hip endoprosthesis, Ti-titanium coating

23
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Figure 14.22 - Bipolar acetabular component
14.3 General requirements

The working surfaces of the products must not have defects (shells, nicks, burrs)
The roughness of the bearing spherical surface of the endoprosthesis h/gad should not exceed Ra equal to 0 05 and
ﬁl}g}sHhe.ncalcf'ivnyoftheendonrosthe5|ﬁlnlé1rp|2§g-8&’ when using a base length value of 0 08 ngﬂ]ual 0 0.05, and

0.1 endoprosthesis should be no more than 0.05 and

The torque of the node mobility of the endoprosthesis should be no more than 15 Nxm

1he coefficient of recovery of mobility must be at least 100%.

The durability of the endoprosthesis should be at least 10 years

The endoprosthesis head must withstand a static compressive load of at least 7 kN for at least 8 minutes
L} b to llte effects of biolog,e.l fluids under

The packaging of products included in the endoprosthesis kit must be sterile and sealed

Products during transportation must be resistant to mechanical stress

taiS"/” “leg™"»" ftot” tho vertical axis of no, more

14.4 Matei ials f,,. ,he manufacture of prosthesis ccupouents and type of eoutaet with the hotly.

P'oethesis componems and the type of contact with the human body

are show™'Ta’h t f

N e 9 N
Compet]enfj
Classic acetabular component

Classic acetabular component,
Ti-HA (titanium and
hydroxyapatite) coating
Apollo acetabular component
Ti-titanium coating

Apollo acetabular component,
Ti-HA (titanium and
hydroxyapatite) coating
Classic inlay, 10 degrees

Classic acetabular insert, 10
degrees, HXPE-cross-linked
polyethylene

Apollo acetabular insert, 10
degrees

Apollo acetabular insert, HXPE-
cross-linked polyethylene
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prosthesis and the type of contact with the human hod.

Type of body contact
Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and

3one tissues)

Implantable device (with soft and
bone tissues)
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/ipollo acetabular insert, 10
/degrees, HXPE-cross-linked
polyethylene

Femoral endoprosthesis head

Bipolar acetabular component

Bipolar acetabular insert

PBG Proximal Cementless Hip
Endoprosthesis Stem Ti-
Titanium Coated

PBG Proximal Cementless Hip
Endoprosthesis Stem, HA-
hydroxyapatite coating

PBG Proximal Cementless Hip
Endoprosthesis Stem, Ti-HA
(titanium and hydroxyapatite)
coating

Hip endoprosthesis stem TBG-
mixed cementless fixation, Ti-
titanium coating

Hip endoprosthesis stem TBG-
mixed cementless fixation, Ti-
HA (titanium and
hydroxyapatite) coating

Hip endoprosthesis stem TBG-
mixed cementless fixation, HA-
hydroxyapatite coating

Ceramic head of femoral
endoprosthesis

Ceramic acetabular insert

Stem of the hip joint
endoprosthesis with distal
cementless fixation, Ti-titanium
coating

bone screw
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Implantable device (with soft and
lione tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)

Implantable device (with soft and
bone tissues)



DOUBLE MEDICAL

Blister container iV i

Blister Container Packing Paper

Self-adhesive label

L.rir.

Cardboard box

Transport carton box

14.4.1 Biocompatibility of materials

The company " Double Medical Technology Inc ./DOUBLE MEDICAL TECHNOLOGY INC.” Double Medical
conducted biocompatibility testing of Co-Cr-Mo casting alloy, cross-linked UHMWPE, UHMWPE component,
wrought alloy Ti6AI4V (titanium coating + hydroxyapatite HA coating, hydroxyapatite HA coating) tested in the
same production process as product in accordance with the recommendation of ISO 10993-1:2018. The test results
confirmed that the hip endoprosthesis has good biocompatibility.

The materials used to make this product are standardized and safe to use, as evidenced by their popularity and
widespread use in the medical industry. All risks associated with the production process are controlled. Thus, we
can conclude that the product manufactured by Double Medical Technology Inc. / DOUBLE MEDICAL
TECHNOLOGY I.N.C. "is biologically safe.
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/ 14.8 Compatibility of product components
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15 PACKAGING
The packaging of the prosthesis components must be sterile and airtight. Each component of the

prosthesis is packed in a blister container, then packed in blister paper, and then placed in an individual carton.
Itis FORBIDDEN to use the products if the integrity of the package is violated.
Materials for the manufacture of packaging containers are indicated in table 9.
The dimensions of the package components are shown in Table 16.1-16.3.

Table 16.1 - Dimension of leg packaging components

"MThe size Length, mm Width, mm Height, mm
Component™M\A/rA
Blister container 294 130 44.2
Cardboard box 300 135 52
Transport cardboard box 550 380 250
(Depending on the batch
of goods, the size of the 450 300 180
box may vary)

650 300 300

5%
Table 16.2 - the size of the packaging components of the acetabular component, cup, liner
The size Length, mm Width, mm H height, mm

Component
Blister package for the head 135 135 61.6
Cardboard box 146 140 68
Transport packaging (choice of 3 550 380 250
carton packaging options depending
on the scope of delivery) 450 300 180

650 300 300

Table 16.3 - Bone Screw Package Component Size

~ —a— The size Length, Width, H height,

Component ~ mm mm m
Blister packaging 99.7 85.4 215
Cardboard box 100 86 22
transport packaging (choice of 3 carton packaging options depending 550 380 250
on the scope of delivery)

450 300 180

650 300 300

;is + 5%
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/6 STERILITY

The product is supplied sterile, metal and ceramic materials are sterilized by irradiation, UHMWPE materials
are sterilized by irradiation or ethylene oxide, and UHMWPE (high molecular weight) materials are sterilized by
ethylene oxide.

The shelf life of sterility is 5 years. The prosthesis is sterile for five years from the date of sterilization.

17 DISPOSAL

17.1 Products covered by this technical file that have not been put into operation, after tbe expiration of
the storage period, are subject to recycling, or are subject to disposal as class A household waste, in accordance
with the requirements of the sanitary rules of the Russian Federation.

17.2 Products covered by this technical file are subject to disposal (destruction) after operation in
accordance with the requirements of SanPiN 2.1.3684 for class B waste.

18 TRANSPORT AND STORAGE

18.1 Products are transported by all types of transport in covered vehicles in accordance with the rules for
the carriage of goods in force for a particular type of transport. The product during transportation must be resistant
to mechanical stress. Avoid collisions and pinching during transportation. Damage to implants can lead to product
defects, leading to prosthetic failure.

Air temperature during transportation: from minus 50 to plus 40 "C; value of relative air humidity: upper -
98% at plus 25 "C, average annual - 75% at plus 15 °C; exposure to solar radiation is absent.

18.2 Packaged products should be stored in a cool, well-ventilated place without corrosive gases at room
temperature and relative humidity not higher than 80%. Avoid collisions and pinching during storage. Damage to
implants can lead to product defects, leading to prosthetic failure.

Air temperature during storage: from plus 5 to plus 40 “C; value of relative air humidity: upper - 80% at
plus 25 “C, average annual - 60% at plus 20 C; exposure to solar radiation is absent.

18.3 Operating conditions: air temperature from +5°C to +42°C at relative humidity from 35% to 65%
(non-condensing) and atmospheric pressure 500 - 1060 hPa.

19 MANUFACTURER WARRANTY AND COMPLAINTS

1) The manufacturer guarantees the quality of the products, provided that they are used in accordance
with the above recommendations.

2) Double Medical Technology Inc. / DOUBLE MEDICAL TECHNOLOGY INC., provides legal
guarantees subject to the legal regulations of a particular country.

3) In case of claims, the client can always contact the authorized representative of the manufacturer: ETS-
PRO EEC,:which will act in accordance with the departmental rules of Double Medical Technology Inc. /
DOUBLE MEDICAL TECHNOLOGY INC., regarding the processing of claims and responses on them.
4) Contact details for receiving complaints:
Limited Liability Company " ETS-PRO " (LLC "ETS-PRO").
Jur. address: Russia, 105523, Moscow, Schelkovskoe highway, 100, building 1, office 5051
Phone: +7 499 258-09-63
Email: info @ ets - pro . com
5) Shelflife 5 years from the date of production indicated on the package.

20 ADDITIONAL INFORMATION FOR APPLICATION ON THE TERRITORRY OF THE RUSSIAN
FEDERATION
1. The hip endoprosthesis does not contain any materials of animal or human origin.

2. Medicinal products are not included in the composition of the medical product.

3. The hip endoprosthesis is a single-use medical device and is not subject to maintenance, including cleaning and
disinfection.
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21 MARKING
The marking must be:
- Reliable and ensure the traceability of the product.
- Legible and easy to read.
- High contrast.
- High-tech to guarantee counterfeit protection.
- Resistant to the processes of cleaning and sterilization of the product.
- Safe - do not violate hygiene requirements.

21.1 Labeling layouts for compenents of a hip endoprosthesis.

The labeling of the blister pack of the product must contain:

- Product name (in Russian, Portuguese, Spanish);
- Trade name;’

- Company s logo;

- Symbol "For single use only, do not reuse";

- Symbol "Batch code";

- "Best before” symbol;

- Symbol "Radiation Sterilization";

- Symbol "Please read the instructions for use”;

- Symbol "Do not use if package is damaged";

- Symbol "Catalog number";

- "Keep away from moisture" symbol;

- "Do not re-sterilize" symbol;

- Schematic representation of the component and its size, mm;
- Left/Right ( left/ right );

- Quantity of a ccmponent in packing (1 piece);

- Barcode.

The labeling of the individual (cardboard) packaging of the product must contain:

- Product name (in Russian, Portuguese, Spanish);

- Trade name;

- Company s logo;

- Symbol "For single use only, do not reuse";

- Symbol "Batch code";

- "Best before" symbol;

- Symbol "Radiation Sterilization";

- Symbol "Please read the instructions for use";

- Symbol "Date of manufacture"; -

- Symbol "Manufacturer” and contact information about the manufacturer;
- Symbol "Do not use if package is damaged";

- Symbol "Catalog number";

- Symbol "Protect from heating (heat)";

- Symbol "Store in conditions that do not allow getting wet";
- "Do not re-sterilize" symbol;

- Quantity of a component in packing (1 piece);

- Schematic representation of the component and its size, mm;
- Left/Right ( left/ right );

- Barcode;

"- Manufacturing material.

Shipping box marking:

- The handling signs “Top”, “Fragile. Caution, Store in a dry place.

- Note - individual (cardboard) packages when delivering products to the Russian Federation must be marked
with an additional label containing the word "Non-toxic" and the symbol "Non-pyrogenic". All other
information on the label does not require translation, since the package includes instructions for use in
Russian, which the user must read before starting work with the medical device.
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Do not use if packaging is damaged
{01 200000XKIERXII (175 IB000CKK €103 X000

1 . "“%
@ Number of items in a package Schematic representation of the product
with the size

22 SUPPLY

22.1 The set of delivery of the endoprosthesis in accordance with the range of products consists of:
Endoprosthesis component + instructions for use.

23 INSTRUCTIONS FOR USE

Before the operation

The attending surgeon should discuss with the patient the specific physical and mental limitations of the patient,
as well as various aspects of surgery and prosthetics. The discussion should include the limitations and possible
consequences of joint replacement, as well as the need to follow the surgeon's recommendations after surgery,
especially with regard to the patient's activity and weight.

During the operation

The recommended practice is to prepare at least one size larger and one size smaller than the preoperative
components, in case the appropriate size will be selected during surgery.

If the ceramic femoral head or any other component falls or hits a hard surface, it must not be used. Damage to
a component may not be obvious, but it can lead to early failure of the prosthesis. Before implantation of the
ceramic femoral head, blood, bone fragments, or other impurities on the convex cone of the femoral handle
must be cleaned to prevent incorrect placement of the head on the femoral handle,

During revision surgery, aﬂﬁbrousmembmnessummdingﬁnefaﬂedpms&esismustbemmpletelynmoved
R.es;dualﬁbrousmmbranesmayaﬁ‘ectﬁneﬁxauonofthepmsthem.hnpmpaselecnon,plamentor
pommmgofthcprosthes.scanleodtoabnamalsu'essoondmonnhatcanshortenthefunchmalhfeofﬂae ‘
prosthesis. Note that inward placement of the femoral component increases pressure on the proximal medial

femur and weakens the prosthesis. During total hip replacement, overpronation.of the acetabular component

can lead to instability and/or dislocation of the joint. Before closing the incision, bone fragments, excess cement

(if used), ectopic bone, etc. at the surgical site should be completely removed. Allogeneic particles on
metal/plastic or ceramic/plastic cut surfaces can cause excessive wear. The area of activity should be carefully
examined for inconsistencies, instability or collisions and for appropriate corrections.

Postoperative care _

It is very important that patients strictly follow the advice and wamings of their doctor. Postoperative care

should be carried out in the usual way.

The physician must provide written instructions and warnings about exercise, treatment, and any activity
restrictions after the patient is discharged. Double crutches should be used for walking and single crutches should
be used until muscle function is fully restored so that limbs are not overloaded after crutches are no longer used; it

32
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tvill take about 10-12 weeks. Continuous and regular monitoring of patients is recommended. Since the functional
life of the prosthesis, especially the retention time of the prosthesis and the bearing surface of the UHMWPE, has
not been established, a pelvic x-ray should be performed at each follow-up visit, as well as compared with the
previous x-ray and combined with the clinical assessment of the patient. If x-ray changes are observed, such as
radiotransmission, bone resorption, or any changes in the position of the prosthesis, then these changes should be
carefully monitored to determine whether they are static or progressive and whether the patient is being treated
correctly.

24 LIST OF APPLICABLE STANDARDS

ISO 10993-1 12018 Bnologxcal evalnanon of medxcal devwes. Part 1. Evaluatnon and testing in nsk
ent process
1SO 10993-3:2014 Biological evaluation of medical devices. Part 11: Tests for systemic toxicity
ISO 10993-5:2009 Biological evaluation of medical devices. Part 5. Tests for cytotoxicity in vitro.
ISO 10993-6:2016 Biological evaluation of medical devices. Part 6. Tests for local effects after
implantation
I1SO 10993-7:2009 Biological evaluation of medical devices. Part 7. Sterilization residues ethylene oxide
1SO 10993-10:2010 Biological evaluation of medical devices. Part 10. Tests for irritation and skin
1SO 10993-11:2017 Biological evaluation of medical devices. Part 11: Tests for systemic toxicity
ISO 10993-12:2012 Biological evaluation of medical devices. Part 12: Sample preparation and reference
materials
ISO 11135-1:2007 Sterilization of medical products. Ethylene oxide. Part 1. Requirements for
development, validation and current control of the sterilization process of medical devices.
ISO 11135-2:2007 Sterilization of medical products. Ethylene oxide. Part 2. Guide to application of ISO
11135-1
ISO 11137-1:2015 Sterilization of medical products. Irradiation. Part 1. Requirements for the
development, validation and current control of the sterilization process of medical devices.
ISO 11137-2:2015 Sterilization of medical products. Irradiation. Part 2. Establishment of the sterilizing
dose
ISO 11137-3:2017 Sterilization of medical products. Radiation. Part 3. Guide to dosimetric aspects of
development, validation and routine control
IS0 11607-1:2019 Packaging for terminally sterilized medical devices. Part 1. Requirements for materials,
sterile barrier systems and packaging systems
15 1SO 11607-2:2019 Packaging for terminally sterilized medical devices. Part 2. Requirements for the
validation of forming, sealing and assembly processes
‘ 16 ISO 11737-1:2018 Sterilization of medical products. microbiological methods. Part 1. Determination of
the population of microorganisms on products

t ISO 11737-2:2009 Sterilization of medical devices. microbiological methods, Part 2 Stenhty tests

‘ 17 | performed in the definition, validation and maintenance of the
sterilization process. :

18 | 1SO 12891-1:2015 Extraction and analysis of surgical implants. Part 1. Extraction and processing
1SO 12891-2:2014 Extraction and analysis of surgical implants. Part 2. Analysis of recovered surgical

1
2
3
4
5
6
7
8

o

11

12

13

14

19 .
implants

20 ISO 12891-3:2000 Search and analysis of surgical implants. Part 3: Analysis of recovered polymer
surgical implants

21 | ISO 12891-4:2000 Search and analysis of surgical implants. Part 4: Analysis of recovered ceramic surgical
implants

2 ISO 13179-1:2014 Implants for surgery. Plasma spraying of unalloyed titanium coatings on metal surgical

implants, Part 1. General requirements
23 | ISO 13485-2016 Medical devices, Quality management systems. Requirements for goals regulation
2 IS0 13779-2:2018 Implants for surgery - Hydroxyapatite - Part 2: Thermally sprayed hydroxyapatite

coatings
25 | ISO 13779-4:2018 Implants for surgery - Hydroxyapatite - Determination of adhesive strength coatings
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Y
ISO 14242-1:2014 Implants for surgery. Wear of knee prostheses. Part 1. Options loads and displacements"
for wear testing machines with load control and related environmental conditions for testin W

27

1SO 14242-2:2016 Implants for surgery. Wear of complete knee prostheses. Part 2. Methods
measurements

28

ISO 14243-3:2009 Implants for surgery. Wear of complete knee prostheses. Part 3 Load and displacement
parameters for wear testing machines with displacement control and appropriate environmental conditions
for testing

29

ISO 14630-2012 Non-active surgical implants. General requirements

30

ISO 14971:2007 Medical devices. Applying Risk Management to Medical Devices :

31

ISO 15223-1:2012 Medical devices. Symbols used with labels, markings and medical device information.
Part 1: General requirements

32

ISO 16061:2015 Instrumentation for use in conjunction with inactive surgical implants - general
requirements

33

ISO 16087:2013 Implants for surgery - Radiographic analysis for evaluation migration of orthopedic
implants

34

ISO 17853-2011 Wear of implant materials. ‘Polymer and metal wear particles. Isolation and
characterization

35

1SO 19227-2018 Implants for surgery - Cleanliness of orthopedic implants - General requirements

36

ISO 21534-2007 Inactive surgical implants. Joint replacement of implants special requirements

37

1SO 21535-2007 Inactive surgical implants. Joint replacement implants. Specific requirements for hip
replacement implants.

33

IS0 2859-1:1999 Sampling procedures for attribute checking. Part 1. Sampling Designs, indexed by
acceptable quality limit (AQL) for batch inspection

39

ISO 286-1:1998 Geometric product characteristics (GPS). Limits and landings. Part 1: The Basics
tolerances, deviations and fit

40

1SO 4287-1997 Geometric Product Specifications (GPS). Surface texture. Profile method. Terms,
definitions and parameters of surface texture.

41

180 4288-1996 Geometric Product Specifications (GPS). Surface texture, Profile method. Rules and
procedures for evalvating surface texture,

42

ISO 5832-3:2016 Implants for surgery. metal materials, Part 3, Deformable titanium, 6-aluminum, 4-
vanadium alloy

43

ISO 5832-4:2014 Implants for surgery. metal materials, Part 4 Cobalt-chromium-molybdenum casting
alloy

44

ISO 5834-1:2007 Implants for surgery. Ultra high molecular weight polyethylene. Part 1. Powder Form

45

ISO 5834-2:2011 Implants for surgery. Ultra high molecular wei 1 ene. Part 2. molded sha

46

ISO 5834-3:2005 Implants for surgery. Ultra high molecular weight polyethylene. Part 3 Accelerated
Aging Method

47

1SO 5834-4:2005 Implants for surgery. Ultra high molecular weight polyethylene. Part 4 Oxidation index
measurement method 7

48

ISO 5834-5:2005 implants for surgery. Uhtra high molecular weight polyethylene. Part 5, Method for
ing morpholo:

49

ISO 6474-2:2012 Implants for surgery. ceramic materials. Part 2. Composite materials based on high-
purity alumina matrix with zirconia ) ’

50

ISO 7206-12008 Implants for surgery. Partial and complete hip prostheses. Part 1. Classification and size
designation of the third edition :

51

180 7206-22016 Implants for surgery. Partial and complete hip prostheses. Part 2. Hinged surfaces made
of metal, ceramic and plastic materials.

52

ISO 7206-42010 Implants for surgery. Partial and complete hip prostheses. Part 4. Determination of
endurance and characteristics of the stem components of the femur. Third edition.

53

ISO 7206-62013 Implants for surgery. Partial and complete hip prostheses. Part 6. Endurance test and
performance requirements of the stem neck area thigh components

54

ISO 7206-81995 Implants for surgery. Partial and complete hip prostheses, Part 8. Endurance indices of
the stem components of the thigh with the use of torsion

55

ISO 7206-91994 Implants for surgery. Partial and complete hip prostheses. Part 9. Determination of
msislnneetothemonmtofﬁxaﬁonoftheheadofﬂwstemcomponentsofﬂxefemur

56

ISO 7206-102003 Implants for surgery. Partial and comnplete hip prostheses. Part 10. Determination of
resistance to static load on modular femoral heads

57

ISO 7206-122016 Implants for surgery. Partial and complete hip prostheses, Part 12 Method tests for
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defonnation of the membranes of the acetabulum

ISO 780:2015 Packaging, distribution packaging. Graphic symbols for processing and storage packages
ISO 9583:1993 Implants for surgery. Unbrakable control. Liquid Inspection metal surgical implants

ISO 9584:1993 Implants for surgery. Unbrakable control, radiographic research on cast metal surgical
implants

EN 1SO 10993-1:2009 Biological evaluation of medical devices. Part 1. Evaluation and testing in risk
management process

EN ISO 10993-3:2014 Biological evaluation of medical devices. Part 11: Tests for systemic toxicity

EN ISO 10993-5:2009 Biological evaluation of medical devices. Part 5. Tests for cytotoxicity in vitro.
EN ISO 10993-6:2016 Biological evaluation of medical devices. Part 6. Tests for local effects after
implantation

EN ISO 10993-7:2009 Biological evaluation of medical devices. Part 7. Ethylene oxide residues at
sterilization

EN ISO 10993-10:2010 Biological evaluation of medical devices. Part 10. Tests for irritation and skin
sensitization.

EN ISO 10993-11:2018 Biological evaluation of medical devices. Part 11: Tests for systemic toxicity

EN I1SO 10993-12:2012 Biological evaluation of medical devices. Part 12: Sample preparation and
reference materials

EN ISO 11137-1:2015 Sterilization of medical products. Irradiation. Part I. Requirements for
development, validation and current control of the sterilization process of medical devices.

EN ISO 11137-2:2015 Sterilization of medical products. Irradiation. Part 2. Establishment sterilizing dose
EN ISO 11137-3:2017 Sterilization of medical products. Radiation. Part 3. Guide to dosimetric aspects of
development, validation and routine control

EN ISO 11607-1:2017 Packaging for terminally sterilized medical devices. Part 2. Requirements for the
validation of forming, sealing and assembly processes

EN ISO 11607-2:2017 Packaging for terminally sterilized medical devices. Part 2. Requirements for the
validation of forming, sealing and assembly processes

EN I1SO 11737-1:2018 Sterilization of medical products, microbiological methods. Part 1

EN ISO 11737-2:2009 Sterilization of medical devices, microbiological methods. Part 2. Tests of sterility
perfonned in the definition, validation and maintenance of the process sterilization.

EN ISO 14630:2012 Inactive surgical implants. General requirements

EN ISO 14971:2012 Medical devices. Applying risk management to healthcare devices

EN ISO 15223-1:2016 Medical devices. Symbols used on labels, labels and in medical information
medical equipment. Part 1. General requirements

EN 1SO 15223-2:2016 Medical devices. Symbols to be used with labels labeling and information of
medical equipment. Part 2: Symbol development, selection and examination

EN ISO 16061:2015 Instruments for use in combination with inactive surgical implants. General
requirements

EN I1SO 4287-1998 Geometric product characteristics (GPS). Surface texture. Profile method. Terms,
definitions and parameters of surface texture.

EN 1SO 4288-1997 Product geometry (GPS). Surface texture. Profile method. Rules and procedures for
evaluating surface texture.

EN ISO 5832-3:2016 Implants for surgery, metal materials. Part 3. Deformable titanium, 6-aluminum, 4-
vanadium alloy

AAMI TIR 17:2008 Compatibility of materials to be sterilized

ASTM F1044-052017 Standard Test Method for Shear Testing of Phosphate Coatings and metal coatings
ASTM FI 147-052017 Standard Tensile Test Method for Calcium Phosphate and Metal coatings

ASTM FI 160-142017 Standard Test Method for Fatigue in Shear and Flexure Tests calcium phosphate
and metal, medical and composite calcium phosphate / metal coatings

ASTM F1472-14 Standard Specification for Wrought Titanium-6-Aluminum-4-Vanadium Alloy for use in
surgical implants

ASTM FI1580-2012 Standard Specification for

Titanium-Titanium-6-Aluminum-Vanadium Alloy Powders for Surgical Implant Coatings

ASTM FI1854-2015 Standard Test Method for Stereological Evaluation of Porous Coatings on medical
implants

ASTM FI1978-2018 Standard Test Method for Measuring Abrasion Resistance of Metallic thermal
coatings using a Taber abraser

ASTM FI1980-2016 Standard Guide for Accelerated Aging of Sterile Barrier Systems for medical devices
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o3 | ASTM F2565-2013 Standard Guide for i
’ High Irradiation Ultra High Molecular Weight Polyethylene Made Forms for Surgical Implants
94 ASTM F648 Standard Specification for Ultra High Molecular Weight Polyethylene Powder and

manufactured form for surgical implants

95 BS EN 10412008 Information provided by the medical device manufacturer

96 IEC 62366-12015 Medical devices. Part 1. Applying Usability Engineering to Medical appliances.

97 IEC 62366-22016 Medical devices. Part 2. Guidance on the application of usability techniques

to medical devices.

08 ISTA 2A-2011 Test Procedure 2A covers testing of individual packaged products weighing up to 68 kg or
less in preparation for shipment

MDD 93/42/EEC Council Directive 93/42/EEC of 14 June 1993 on medical devices - Directive
2007/47/EC of the European Parliament and of the Council of 5 September 2007

99

25 COMBINED USE OF COMPONENTS AND INSTRUMENTS FOR HIP PROSTHESIS

In the range of products manufactured by Double Medical Technology Inc. / DOUBLE MEDICAL
TECHNOLOGY LN.C. " Reusable Surgical Instruments for Endoprosthetics with Accessories™, specially suitable
for “Hip Endoprosthesis . Instruments are used to place, insert, and possibly remove a hip replacement. The
instructions for use of the endoprosthesis say that the prosthesis should only be used in combination with
instruments provided by the manufacturer Double Medical Technology Inc. / DOUBLE MEDICAL
TECHNOLOGY INC .".

Medical product "Reusable surgical instruments for endoprosthetics with accessories” manufactured by
Double Medical Technology Inc. / DOUBLE MEDICAL TECHNOLOGY LN.C. " are currently at the stage of
registration in the Russian Federation, for further entry into the market.
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CEPTHO®HKAT
M 223502A0/002939
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«YTBEPXOAK»

[Oa6n Meankan TekHonoaxu VHK.
Mpe3naeHT KoMNaHuu

NnHb YxncroH

/nognuce/

(nognucek)

23 nioHa 2022 T.

MeyaTb:

KOMNAHWA JABNT MEOVWKAN TEKHONO XN NMHK. (DOUBLE MEDICAL
TECHNOLOGY INC).)

35020110068065

MevyaTb:

KUWTANCKUN KOMUTET
COLNENCTBUSA PA3BUTUIO
MEXOYHAPOAHOW TOPI OB/
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CCPIT

(9)
NMHCTPYKUNA no NMPUMEHEHWNIO
HA MEAVNUMHCKOE N3OAENTNE
SHA0NPOTE3 Ta306elpeHHOr0 cycTaBa

MpounssoacTea
[Na6n Meankan TeKHONOMKN UHK.

Kutalickasa HapogHaa Pecny6nmka 361026, Camblib, PalioH XaiuaH, LLlaHb6naHbxyH McT
Poyga, Nel18

Bepcua gokymeHTa: 2.0

2022 .
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MepeBog dtrwao TekcTa BbINOMHEH NepesofunKoM KoTnsipoBbiM AHTOHOM Viropesuyem.

Poccuiickas ®epepaups

l'opos MockBa
LLlecToOro fekabps Age ThicAuM ABaALaThb BTOPOro rofa.
[ Kopcuk Bnagymunp KoHCTaHTVHOBMY, HOTapuyc ropoga MockBsbl, CBUAETENLCTBYH NOLIMHHOCTb

noanucy nepesogunka, Kornaposa AHTOHa Mropesuya.
Mognucb caewmn) M npucy TCTBUN.
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