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MNepen WCnonb3oBaHWEM MPOAYKTA, BbINYLLEHHOMO Ha PbiHOK Zimmer, OnepupyoWwmiA Xyupypr AOIMKEH, TWATENbHO
U3yuYuTb CriegyroLe peKkOMEeHAaAUMW, NpedynpeXxaeHus U MHCTPYKUMW, KaK U VMEIOWYIOCA CneuvduuHyo-4ns npogykra
WHpopMaUMIo  (Hanpumep, nvTepatypy Mo NPOAYKTY, ONUCLIBAIOLLYID XUPYPTUYECKYKD TEXHWKYy). Zimmer He HeceT
OTBETCTBEHHOCTU 32 OCNOXKHEHUS, Pa3BMBLLMECA B pesynbTate WCMOMb3OBAHUA YCTPOMCTBA HENO NOKa3aHUAM,
XVPYPrAYeCcKon TEXHUKM Unin peLuieHut, BeiSopa NpoayKTa v NoaobHbIX NPUYUH BHE KOHTpoNst Zimmer.

B pesynerate npuobpeTeHus paxee CywecTBYOLUUX NUHUIA NPOAYKTOB Zimmer-Hadana nporpammy
TECTUPOBaHWS ANA  U3YYEeHU COBMECTUMOCTU ITUX YCTPOWCTB C WMNNaHTatamu-—'u KOMROHEHTamu,
Npov3BeAeHHbIMU UNKU PAcNPOCTPaHEHHbIMW OpTONEAUYECKUMI KOMNAHUAMU, KOTOpbIE BrIOYaT Zimmer GmbH
(paHee Centerpulse Orthopedics Ltd.), Zimmer, inc., Zimmer Trabecular Metal Technology, Inc. (panee Implex
Corp.), Zimmer U. K Ltd., and Zimmer Austin, Inc. (paHee Centerpulse Orthopedics, Inc.). [JOmKHbI
UCNONb30BaTbCA TOMBKO paspeweHHble KombuHauuu. [Ons onpefenexus, paspelueHo Nu UCnonb3oBaHue
npeanonaraemMon  KoMbuHauuy 3TUX  YCTPOWCTB, noxanyicta obpawantech Kk Bawemy TOprosomy
npeacTasuTenbcTBY Zimmer wunun  nocetuTe -Zimmer www.productcompatibility. zimmer.com Pacnevartky
nHpopmauun ¢ BebcaiTa Takke MOXHO NONYyYUTb, NO3BOHWB MO TenedoHy cnyxbul paboThl ¢ NokynaTensmu
Zimmer, Inc. 1-800-348-2759 (CLUA) wnu yepes MeCTHbIN MexAyHapoaHbIA kog, +1-574-372-4999 (BHe CUIA).
YnomaHyTele npoaykTel Centerpulse n Implex, kKoTopbie cenyac ynakoBbiBaKTCsA B KOPOOKM Zimmer u 4N KOTOPbIX
MoxeT BbiTb npobnema coBMECTMMOCTH, NOmeYeHbl "nsrotoeutent Centerpulse» u «usrotosutens Implex» gns
BHECEHUA ACHOCTU ANS Nonb3oBaTens.

OMNUCAHWE

3HponpoTesbl TaszobeapeHHble Trilogy-|T aBnsOTCA MOAYNBHOW BEPTNYKHOW CUCTEMOW, COCTOALUEN W3 YallKu
(BEPTNYXHOrO KOMMNOHEHTA), BKNaablia (Mpoknagkv), BUHTOB U NpoBok (BUHTH! U NPobkn AsnsaoTCcA Heoba3aTenbHbIMU
KOMMNOHEHTaMM).

Yawka usrotaBnueaetcs u3 cnnasa Tivanium® Ti-6Al-4V ¢ NOKpbITUEM U3 TUTAHOBOrO BOMOKOHHOrO MeTanna,
KOTOpOE MeTannypruieckum cnocobom HaHOCUTCH Ha NOBEPXHOCTB-YaLLKH.

Yawkn [OCTYNKbl C ABYMSI KOH(UrypauuamMu OTBEPCTUIA ANS BUHTOB, MHOXECTBEHHbIMW WU KIACTEPHbIMA ANA
BO3MOXHOCTM AONOMHUTENBbHON (OUKCaAUMKM M HafZeXHOCTU,, ocobeHHo B chyvasx geduunTa KOCTHOW TkaHu. C
BEPTNYXHbIM KOMNOHEHTOM Trilogy |T AOMKKBI MCNONBb30BATLCH TONLKO BUHTBI Trilogy gnameTtpom 4,5 Mm u 6,5-
MM (KaTanoxHbiin Homep 00-6250-045-xx n 00-6250-065-xx). 'OTBEPCTUA A4NS BUHTOB, KOTOPBIE HE UCNOMNbB3YIOTCA
AnA uKcauuy n cBoa4aThIe OTBEPCTUA MOTYT ObITb 3aKpbITEI AONONHUTENBHBIMKY 3arnywkamw Tivanium.
BeptnyxHbit koMRoHeHT Trilogy |IT ynakoBbiBaeTcs 6e3 Bknagbiwa. TpebyeTtcs noabop MoAXoAALWEro Bknagbila.
CoBMeCTUMbIE BKNAABILLIN NPOAAIOTCA OTAENBHO W NPeAnaralnTca ¢ pasNUYHbIMU NOBEPXHOCTAMU, AUAMETPaMK U
KOHDUIrypaumamu, srijlovas:

- BeicokoMonekynApHbIA NONUAaTUNEH ¢ 06pa3oBaHMEM nonepeyHbix ces3ei Longevity®,

- Mapa TpeHust metann-metann Metasul®**,

- Kepamuyeckue Bknagbiwmn BIOLOX®* delta, rae goctynHbl**.

*BIOLOX sBnseTcs Toprosoit Mapkoi CeramTec AG.
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http://www.productcompatibility.zimmer.com

**Mpumedanne; CouneHenne metann-merann Metasul n sxnageiumn BIOLOX delta HegocTynHet B CLUA.
Metannuyeckne W Kepamuyeckue BKNaAbilLM KpenatcAa 8 kopnyce 6Onarogaps OCOGEHHOCTU -KOHCTPYKUMU
npoknagkn B BuAe Cyxawwencs nog yrnom 18° aksaTopvanbHON NOBEPXHOCTW, Torga Kak MOAMSTUNEHOBble
BKNaAbILN KPEnsiTCA coeavHeHuem BbicTynawuero oboaka Co BCTPOEHHOW CTONOPHOW GOpO3AKOW Ha Yallke.
BHyTpeHHWA anameTp BKknagbia AOMKEH COOTBETCTBOBATb HAapyXHOMY AuameTpy ebibpaHHo# GeapeHHOM
rONOBKM.

NOKA3AHWA / NTPUMEHEHWE

CucTeMa nokasaHa ANs NepBUYHbBIX U PEBU3NOHHLIX ONEpPaUnii y Nl Cco 3penbiM CKeneToM AN BOCCTaHOBNEHUS
TazobeApeHHbIX CYCTaBOB, NOBPEXASHHbLIX B pe3ynbTare HeBOCnanuTenbHbIX AereHeEpaTuBHbIX 3abonesaHuit
cycrasoB (HA3C) nnn koMGUHMPOBaHHBLIX AMArHO30B OCTE0apTpo3a, asBackynApHoOro.-Hekposa, Goneswn OTTO,
TPaBMaTWYecKkoro aptputa, 3nucdu3eonusa ronoBkW, aHkunosa TasobegpeHHoOro cycraea, meperoMa Tasa M
AvcTpotbuyecKkuii BapuaHT.

Cuctema npegHa3sHaveHa ans ucnonb3oBaHus ¢ hin 6e3 KOCTHOro LeMeHTa NpW TOTanbHOM 3HAONPOTE3NPOBAHUU
Ta3zobeapeHHOro cycTasa.

NMPOTUBONOKA3AHUA

OTO YCTPOWCTBO NPOTMBONOKA3aHO NpU cneaytoLem:

flyuyeBOW HEKPO3 KOCTH

HepBHO-MbilIeYHbIe HapYLWEHWUs, COCYAUCTbIN AeuUNT uny Apyrue COCTOSIHUS B NOPAMEHHOW KOHEYHOCTH,
KOTOpPble MOFyT NPMBOANTL K HEAAEKBATHOV CKeNeTHOW huKcaLuu.

CucremHas unu mectHasa nHdekums.

Annepris Ha MMNNaHTUpyeMble MaTepnansl.

NPEQYNPEXAEHUA

3TO YCTPOWCTBO ANs1 UCMONB30BAHWA TOMbKO ¥ OAHOro nauweHta. Hukorga He ucnonb3yiTe UMNNaHT NOBTOPHO.
MoeTopHoe wucnonb3oBaHue MOXeT HebnaronpusiTHO BRWUATb. HA (DYHKUMOHUPOBAHME 3TOro YCTPOWCTBA M
HapywuTb BesonacHoCTb AN NauneHTa.

He ncnonbayinTe HUKaKWe KOMAOOHEHTbI, ecny 0OHapYXeHO NoBpEeXAeHNe WM OHO BbI3BAHO BO BPEMS YCTAHOBKW
unu eeeaeHns. [ledekrbl MOYT YMEHbLUUTL CPOK CNyXBObl UMAIaHTaTa.

He couetaiite BepTnyxHbiii kopnyc Trilogy IT ¢ BUHTamu U3 Hepxaselowen cranu. PesynbratoM MoxeT ObiTb
ranbBaHNYeCcKasn koppo3ns.

He wucnonb3yitTe npunoAHATBIA Kpah wnu Bknageiw Donbliero BHyTpeHHero awametpa=(Bfl) ans ycTpaHeHus
HenpaBWUNbHOrO NONOXeHWA kopnyca. HecooTeBeTCTBYIOMAn HAarpy3ka Ha NONUITUIEHOBbI BKNaAbIL U3HalMBaeT

NOANITUNIEH U MOXET NPUBECTU K €ro NONOMKe.
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He ucnonb3yitTe gononHUTENbHBbIE BUHTL ANA NPUKpenneHus unu dukcaummn 3sagHuX 3NeMeHTOB (HOXeK)
B LUEAHOM, rPYAHOM MAW NOSICHUYHOM OTAENe NO3BOHOYHUKA. MCnonb3oBaHWe BUHTOB 3TUM HEOAOOpEHHbIM
CNOCOBOM MOXET NPUBECTU K NOBPEXAEHUIO COCYANUCTBIX UM HEPBHLIX CTPYKTYP.
KOMNOHEHTEI BEPTNYXHOA CUCTEMBI AOMKHEI BbITE UMMITAHTUPOBAHB! COMMACHO XUPYPrudeckoin TexHuke. B uenom,
aTa uMnNnaHTaumsa HaueneHa Ha yron Haknona 45 rpaflycos u anteBepcun 20 rpagycoB. OTKNOHEHNUS OT 3TO# LEnu
MOTYT CHU3UTL OOBLEM OBUXEHUIA U NPUBECTU K NOABLIBUXY W/WUNW BbIBUXY FONOBKU U3 YaLLKMW.
He cobupaiTe CTbIKYIOWMECH KOMMNOHEHTbI, He YDeAuBLUNCb, YTO MOBEPXHOCTU HE 3arpA3HEeHbl KPOBbIO WK
nebpucom. HebpexHas nposepka, YTO COUNEHSIIOWMECA NOBEPXHOCTU YUCTbIE U CYXME, MOXET RPUBECTU K
HeaneksaTHOW Mnocagke OAHOrO KOMNOHEHTAa Ha ApYyron v nocreaylweMy pasbefUHEHUI0 COYNEHSIIOLWMXCS
KOMMOHEHTOB UMW NeperioMy UMNIaHTa.
MNoeTopHble cBopku 1 pasbopkn MOAYNbHBIX KOMNOHEHTOB MOTYT HAPYLUWTh KPUTUYECKOE 3anupatouiee aencTeue
ycTponctea. Ncnone3ynTe BpEeMEHHBIE KOMMNOHEHTbI BO Bpemss npobHbix BnpaBneHuin. MeHaiTe KOMMNOHEHTHI
TONBKO NPU KITMHWYECKOR HEOBXOANMOCTH.
MNocne v3ameHeHMs XOPMbI NOBEPXHOCTU YALKW B pesynbTaTe COOpKM ero ¢ COOTBETCTBYHOWEH METANMNYECKON
unu kepamuyeckon npoknagkon (BIOLOX delta** wnn Metasul**) ona He moxeT ObiTb coOpaHa C apyrumu
METannuMyeckumMnm WM Kepamudeckumu Bkhaabiwamu. besonacHocTb W._3ddhekTUBHOCTL  hUKCUpPYOLWEro
MexaHu3Ma He NpegycMaTpuBaeT MHOXECTBEHHOE BBEAEHUE XEeCTKUX BKnagbillei.
MEPbI MPEQOCTOPOXHOCTH
Ucnone3yiTe TONBKO MHCTPYMEHTBI U NPUMEPOYHBLIE UHCTPYMEHTBI, pa3paboTaHHble ANA UCNONb30BaHUA C 3TUMK
YCTPOICTBaMU ANA rapaHTUu TOMHOW :XUPYPruYeckon umnnaHtaumu, BanaHca Markux TkaHeih M oueHku yHKuuu
Ta3obeapeHHOro cycTasa.
He ucnonb3yitte ronoeky Gegpa Wav’ BepTNyXKHbIA BKNaAblw ANs (BbINONHEHUS UCNBITATENBHOMO BNPAaBMEHUs
TasobegpenHoro cycrasa. CodyeTaiiTeé TOMbKO NPUMEPOYHBIE TOMOBKY C NPUMEPOYHBIMYA  BEPTIYXKHBIMU
BKnagblwamu. KOHTaKT npUMepOYHBIX FONOBOK W BKNAABILEH C UMNNAHTATAMU MOXET NPUBECTU K UCTUPAHMIO.
MpumepoyHble BKNagbILUKM MOLYT ObITh MCNONb30BaHBI C BEPTNYXHOW YaLLKOM.
MNoaxopswee pacnonoXeHe, KOMNOHEHTOB nomoraeT usbexaTe HeNnPeayCMOTPEHHOM Harpy3KU KOMMOHEHTOB #
MOXET NPOoANnUTL CPOK CNyXBbl MMNNAHTATOB. XUPYPrudYecKan TexHWKa, AOCTYNHas uepes MpPeacTaBUuTenbcTeo
Zimmer, obecneunsaeT 4ONONHUTENBHYIO AETanNbHYIO MHBOPMALMIO, KaCaLWYCA PEKOMEHAOBaHHOW onepauuvu.
OTMeYeHHbIA HapyXHbld-guameTp (HI) BepTnyXHOW Yallk NpeacTaBnseT UCTUHHBIA nonycdepuyeckuii auameTp
uMnnaxTarta. ns NoAroTOBKM BEPTNYXKHOW BNaauHbl A0 HEOOXOAUMOro COCTOSHUA AN NAOTHOW NOCaAKU cnegyeT
KCNONb30BaTb PUMEP NOAXOAALLETO MEHbLIEro pasmepa.
BaxHo, 4ToObl KOMNOHEHTHI nepef, cOopkon WU MMANaHTauven GbiNMM KOMHATHOW TemnepaTypbi. KOMMNOHEHTL,
XpaHuBLIWeCs B TENAON cpeae, MoryT ¢ TPyAoM cobupaTbes.
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Mo HasHa4eHuIo Bpaya 4N NAUMEHTOB, KOTOPBIM MOXET NoHaaobuTbcs gononHuTensHas cTabunbHOCTb,
noKasaHo WCNOMb30BaHWe BKnagpilwen 6onbwero BHyTpeHHero auametpa (36 u 40 mm). OTU BKNagbIWM
npeaHasHaveHbl ANA UCNONb30BaHUS TONBKO B Yawkax Gonbwero pasmepa M A0MXHbl MCNOMb30BATLCS TOMNBLKO Y
NauMeHToB, UMEIOLLMX BEPTYXHYIO BNagvHy COOTBETCTBYIOLEro pasmepa.

Heobxoaum HenpepbiBHbIA KOHTPONb 3@ HOBBIMA WM PEUMAUMBUPYIOLIMMUA  UCTOMHVWKaMU- MHEKUUM, noka
YCTaHOBNEHO YCTPOWUCTRO.

B cnyuyasix, rae ectb nOTEpPA UNU HEAOCTATOK KOCTHOW TKaHU BEPTNY)KHOW BnaguHbl, PEKOMEHAO0BaHbl Apyrve
AONOMHUTENbHBIE Npoueaypbl ycuneHnusa ana obecneyeHnsa nogaepXku BnaguHbl U yAEpXaHWA YawKu.

YTonute ronoBkN BUHTOB HWXE BHYTPEHHEA MOBEPXHOCTU Yallkv ANs NpeAoTBpalLEHUR -KOHTaKTa BKNagbiwa ¢
ronoekaMu suHTo8. Y6eanTech, YTO rofioBKU BUHTOB NpaBunbHo cuasT. MNepen BBeaeHUEM BUHTOB gnameTpom 4.5
wnn 6,5 MM ucnone3syinte ceepno guameTpom 3,2 MM. Usberaitte NpOHMKHOBEHUA 38 BHYTPEHHWA KOPTUKaNbHbLIA
CNoii Ta3a Npu cBepneHnn oTBEpPCTU 1 BBEAEHUW BUHTOB.

Puck nospexaeHns COCyaUCTBIX WM HEPBHBIX CTPYKTYP MOXET ObiTb CHUXEH pasMeLlleHWEM BUHTOB B 334HEM
HWKHEM W 3aHEM BEPXHEM KBagpaHTax BEPTNYXHOA BnaguHbl.

Ecnu eknagbiw gorkeH ObiTb yaaneH W3 BEPTNYXHOrO KOMMOHEHTa, Nepea  OKOHYaTENbHbLIM BrpasBieHuem
oLueHuTe cTabUNbHOCTE U NONOXEHUEe KOMMOHEHTOB NyTeM NPoGHOro BnpasneHus.

MMnnaHTaTbl AONKHBL! NPOMBIBATHCA TONbLKO-CTEPUNIbHLIMU pacTBopamMu, TakMMK, Kak odulleHHas USP soga wnu
pacteop Punrepa.

HEXXENATENBbHbBIE 3®®EKTbI

Bbinun oTmMeYeHbl cneayowme HexenateneHble ahgekTs!:

- lNepudepudeckue HeponaTum BbiBUXU MNY NOABLIBUXU

- PaHesble nHbekyum Mpobnemb! ¢ BepTeiom

- MNeptopauun BepTnyxHON ;BRaguHbl unu SegpeHHoR
KOCTH
- leTteporonuyeckoe obpasoBaHne KOCTU

MNoBpexaeHne Hepea

KOppOSWFI MeTanMn4YeCKux nMNNaHTaTos

- Anneprus Ha meTann -t~ PaHHAin unu no3gHAs murpatuus KOMNOHEHTOB
TOTaANLHOrO 3HAOMNPOTE3NPOBaHWS ,TasobenpeHHoro
cycTasa

- WsHoc -' MNepenom Tasa unu Gegpa

- BocnanutenbHbie peakunwn n octeonus - PaccoegvHeHune mogynbHbIX KOMMNOHEHTOB

- TNepenom umnnaHTaTa - CepaeyHo-COCYaUCTBIE " N LMPKYNATOPHbIE
paccTpoicTea

- UpessepTnyKHOE NPOHUKHOBEHWE B Ta3 pe3bbbl

BMHTOB

- bonb

6
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XoTs1 HeT ybeauTesnbHbIX AOKasaTenbCTB CBA3WM MeXay OpPTONeAUMYECKUMM UMNNaHTaTamu U 3M0KaYeCTBEHHbIMU
onyxonsamu, nibble COCTOAHUS, KOTOPbIE BbI3bIBAIOT XPOHUYECKOE NOBpEXAEHNE TKaHel, MoryT BbiTb OHKOreHHbIMU.
CTEPUNBbHOCTb

3Tn ycTpoiticTBa CTEpPUNU30BaHbl ramMma-usnydyeHuem U nomeyexbl cumeonoMm «CTEPUJIBHO IR lon". 3w
YCTPOMCTBA OCTAOTCR] CTEPUSIbHbIMWU NOKA, He HapylieHa UenocTHOCTb ynakosku. [leped. UCnonb3oBaHnem
NPOBEPLTE KAXKAYIO YNAKOBKY N HE UCNONb3YNTE KOMMOHEHTL!, ecnu Nnbas repmMeTUYHOCTL MNU-NEMOCTL NoBPEXaEHa
MW NMOpBaHa WNM E€CnK - 3aKOHYMNCH CPOK rogHOCTW. [ocne OTKPLITUA KOMNOHEHT AOMKEH-ObiTb MCNONb30BaH,
NOBTOPHO CTEPUNM30BaH UMK BbiIBPOLLEH.

WHUCTPYKUUW MO CTEPUNTN3ALNA

3TN MHCTPYKUMM NO CTEPMNM3aLUKN COOTBETCTBYIOT cTaHaaptam u pykosoacteaM ANSI/AAMI/ISO. OHM AonxHbl
UCNONb30BaTLCA ANA NPEAMETOB, NOCTABNSNEMbIX) HECTEPUNBbHBIMKA, ANS MNOBTOPHOMW 06paboTkM MHOropasoBbix
YCTPOMCTB MNM ANSA CTepunu3auuMn npeameTos, (KoTopble ObiNW BCKPLITbI, HO HE WCNONb3oBaHbl. [eTanbHble
PYKOBOACTBA NO CTEPUNU3ALIMA MHOrOPa30BbIX UHETPYMEHTOB U NpUMepok cMoTpute Byknet Zimmer 97-5000-170-
00 (pocTynHbI y Bawero auctpubeioTopa).

He wcnonbsyiiTe NOBTOPHO MWHCTPYMEHTLI UMW  YCTPOACTBA, MOMEYEHHBIE ., «TONMBbKO ANst OAHOPAa30BOro
MCNONb30BaHUN».

LlenbHoMeTannM4yeckue WMnNaHTaTbl MOGYT- OblTb NOBTOPHO CTEPUNM30BaHbI TOMbKO pa3 AN HEMEANEHHOro
UCNonb3oBaHus, B cnyyae CNy4anHoW NoTepu CTEPUNBbHOCTU, NPU NPUrOTOBAEHWM K onepaumn. 3To AONYCKaeTcs, ¢
YYETOM UCKINOYEHUI, NEPEYNCNEHHBIX HUXE.

He cTepunu3oBaTb NOBTOPHO:

- OpHopasoBble KOMMNOHEHTbI, KOTOpble ©ObiNM  KOHTAMWHWPOBAHbLI) "KPOBLID WNM  AeBPUCOM  uNu  paHee
WMMNNAHTUPOBAHD!.

- KomnoHeHTL! Trabecular Metal™ Technology.

- KomnoxeHTbl, coaepxawmne UHMWPE.

- Kepamuyeckne KOMNOHEHTbI.

He wucnonb3yiTe opurvHambHble NNACTMKOBbIE EMKOCTU WM KpbIWKW ANS pecTepunusauwm, [ns OTAENbHbIX
YCTPOWCTB MOXHO MCNONB30BaTh CTAHAAPTHbIE NONUSTUNEHOBLIE UNU Tyvek®*** melkn. YOeauTecb, YTO MeLOoK
JoctaTo4Ho 60NbLUOI ANSBMEeLLEHU YCTPOWUCTB 63 Rarpyaku Ha repmeTU3aLuio MNu paspbisa MeLka.

MpoMbiBaiiTe NOPUCTbIE KOMNOHEHTLI ANA yaaneHus koprnu unu gebpuca (ucnonb3ys oduiieHHyo USP soay).
ArpeccuBHan 4uCTKa/ AeTepreHTamn u WEeTKamy MOXET-HapywuTb cneuuanbHble CBOWCTBa UMNNaHTaTa, Takue Kak
CNOV BONOKHUCTas METaNNMYECKan NPOKNaAKa Wnu WapukoBoe NoKpbiThe. Tawke onpeaeneHHbIe AETEPreHTbl MOryT
C TPYAOM OTMbIBATBCA OT NONMMEPHbBIX MPEAMETOB, 0GODEHHO cAeNaHHbIX U3 CUNMUKOHOBOWN PEe3nHbI.

MpeagmeTbl, caenaHHble U3 TUTaHa U TUTAHOBLIX CANABOM MOTYT 06Pa30BLIBATL OKCUAHBLIE CNOWU OT XUMUKATOB U
ocTaTKoB AeTepreHTos npu o6paboTke napom. [10CkonbKy 3T okcuAbl GUOCOBMECTUMbI, OHU MOTYT
o6nuTepnpoBaTh rpaBUPOBKY W LLTAMMOBKY.

MoaynbHbIE KOMNOHEHTLI UMNNAHTaTa A4ONKHbI CTEPUNN30BATLCA OTAEABHO ARS-MUHUMW3ALNMN BOSMOXHOTO
HaxkonneHus MMKPOGNOpbl B MEPTBbIX NPOCTPAHCTBAX U HArpy30K PacLUMPEHUSICKATUS.

**Tyvek-aBnsaeTcs 3aperncTpmpoBaHHoOn Toprosoi mapkoi E.1. du Pont de Nemours u komnanus.
PEKOMEHAOOBAHHbLIE CMEUUOUKAUNK CTEPUNUBALNWU/PECTEPUNTU3ALINA

CneayiTte MHCTPYKLUMAM NPOU3BOAUTENA NO CTEPUNU3ALMM ANA HOPMbI 3arpy3kv U BbIGopa napaMeTpoB
cTepunuaaunmn. Bpema cyuikv BapbMpyeT COrNAcHO pasMepy 3arpysku U 4OMKHO GbiTb YBENUHEHO ANA GONbLMX
3arpysok.

Peructpamug MU B Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru

.
¢
I3
4
3
t
i




U.en bHOMETAaNNNYeCKUe UMNNaHTaTbl

MapoBsan cTepunu3auma

Twn

MuHumanbHas
Temneparypa

MuHumanobHoe
BpemMA
3KCNO3nMunKn

MuHumansHoe
BPEMS CyLKU

rpaBMTaLIVIOH HaA OTKa4kKa

121°C (250°F)

30 muHyT

FpaBuTaynmoHHasa oTkavka

132°C (270°F)

15 MUHYT

UK
npeBakyyM/nynbCcupyoLuii
BakyyMm

134°C (273°F)

3 MUHYTBI

MpeBakyym/nynscmpyroLnm
Bakyym

132°C (270°F)

4 MUHYTHI

15 MUHYT
Bapbupyet ot
KOHdUrypauuu
3arpysku
] TMna
cTepunusauuu

T OTOT UMKN HE ANA WCNONb30Banna B
CWA.
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UHOOPMALNA NO KOHCYNbTUPOBAHUIO NMALUVEHTOB

OcnoxHeHus W/vunv Heygadv TOTanbHOrO aHgonpoTesvpoBaHusa TasobegpeHHOro cyctasa Haubonee BEpPOATHO
NPOUCXOAAT Y NAUMEHTOB C HEPEANUCTUYHBIMUA (PYHKLMOHANbHBIMU OXUAAHVAMU, NALMEHTOB ¢ BONbLIOW Maccon,
U3NHECKN aKTUBHBIX NaUMEHTOB W/WNKM Y NAUWEHTOB, He cneaywotyux Tpebyemoln nporpamme’.peabunurayun.
du3nyeckas akTUBHOCTb MOXET NPUBECTM K MUrpauuW, M3HOCY W/VNnu nepenomy wmnnaHtara TasobegpeHHoro
cyctaea. [lpeanonaraembii ANA UMNNAHTAUUMKM nNauveHT [onxeH ObiTb KOHCYNbTUPOBAH~0 BO3MOXHOCTAX
UMNNaHTaTa, U Kak OH NOBNUSET Ha ero unu ee obpas xusHu. MauyueHT gonkex BbiTb NPOUHCTPYKTUPOBaH 060
BCEX NOCNEonepauUnoHHbIX OrpaHnYeHusIX, 0COBEHHO CBA3aHHbIX ¢ paboToOW U CNOPTUBHOW AEATENbHOCTBIO, U O
BO3MOXHOCTYA W3HOCA, HECOCTOATENBHOCTM MMM HEeoBXOoAUMOCTM 3ameHbl WMNNaHTa WNn ero KOMMOHEHTOB.
UMAnaHTaT He MOXeT (M 3TO He rapaHTUMpyeTCsl) OcCTaBaTbCA OCTATOK >KU3HW. NauueHTa unu niobon
cneyndryeckuini NPOMEXYTOK BpeMeHn. T.K. 3HAONPOTE3bl CYCTaBOB HE TakK MPOYHbL HAAEXKHBI U AONTOBEYHbI,
KaK ecTecTBeHHble 340pOBbIE CyCTaebl, BCE 3HAONPOTE3bl TasobeapeHHbIX CYCTaBoB B ONpedeneHHbli MOMEHT

MoryT notpe6oBaTtb 3aMeHbl.
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OKI194 4480

YTBEPXJIAIO
['eHepanbHBIN AUPEKTOP

HNHETpYKLHS 10 HCTI0JIL30BAHHIO
H3AC/AHS MEIHIHMHCKOro Ha3HaYeHHHA

Juaonporessl Tazo0eapeHubie Trilogy IT: Bkaaabimu Longevity.

CootBeTcTBYeT TpeOOBaHHUAM HaLlMOHANBHBIX CTAHAAapTOB:
I'OCT P UCO 14630-99,
['OCT 19126-2007
M TEXHUYECKON TOKyMEHTAL U U3rOTOBUTEI
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BKJIAJIBIHN M3 BICOKOMOJEKYJISAIPHOTO IMTOJIUDTHIIEHA C TIPOJIOJILHO-
HONEPEUHBIMH CBA3SIMN LONGEVITY ®
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Zimmer, Inc.

1800 West Cénter Street &
Bapmasa, Mannana 46580

ClIA

1-800-348-2759 (Tonbko juis CIHA)

+1-574-372-4999

[NpeacraButenscto B EC - Zimmer,
Coeaunennoe  KoponaesctBo ~Etd. 9
Fancaster Place South Marston Park
Swindon, SN3 4FP, UK

zZimmmer



Mapka CE neiicTBuTe1bHA TOJBKO HalleYaTaHHAs Ha SpJIbIKE MPOAYKTA.

Ilepen ucnonb30BaHHEM MPOAYKTA, BBITYIIEHHOTO Ha PBIHOK Zimmer, OfEpUpYIOLIMT
XHpYpr JOJDKEH TIUATEJIbHO W3YYHTh CICAYIOIIHE pPEKOMEHIAUWH, MpeayHpexKacHus U
HHCTPYKIIMH, KaK H HMMEIOWYIOCA CNeUUHUUYHYI0 M NpOAyKTa WHPOpMauuio (Hampumep,
JMTEPatypy MO MPOAYKTY, OMHCHIBAIOILYIO XHPYPTHYECKYIO TEXHHKY). Zimmer He Hecer
OTBETCTBEHHOCTH 3a OCJIOKHEHHs, Pa3BHBIIUECS B Pe3yJIbTAaTe€ UCIIONb30BAHHA-YCTPOICTBA HE MO
MOKa3aHHAM, XHPYPrHUeCKOH TEXHHKH WM pEeIIeHHH, BLIOOpa IPOyKTa U MONOOHBIX PHYUH BHE

KOHTpOJIs# Zimmer.

B pesynbrare nmpuoOpeTeHHs NpeIuecTBYIOIMX JIMHHIA NPOAYKTOB Zimmer Hayajia MporpamMmy
TECTHPOBAHUS JUISI U3YyYECHHS] COBMECTUMOCTH 3THX YCTPOHCTB ¢ MMIUIAHTAMH H KOMIIOHEHTaMH,
MPOU3BE/ICHHBLIMH WJIM PaClpOCTPAHCHHBIMH OPTONEAUYECKUMH KOMIAHHSAMH, KOTOpBIE BKIIOYAIOT
Zimmer GmbH (panee Centerpulse. Orthopedics Ltd.), Zimmer, Inc., Zimmer Trabecular Metal
Technology, Inc. (panee Implex Corp.), Zimmer U. K. Ltd., /and Zimmer Austin, Inc. (paHee
Centerpulse Orthopedics, Inc.). JIoJKHBI HCIIONB30BATHCA TOJLKO paspelleHHble koMOuHauuu. Jls
OTIpEJIC/ICHHs], Pa3pPEICHO JIKM ~HCHOJIb30BAHHE INpEANoaracMoii KOMOHHALMH JTHX YCTPOMHCTB,
noxanyiicra obpamaiitecs k-BameMmy TOpProBoMy IpeJCTaBUTENLCTBY Zimmer HIH TMOCETHTE
Zimmer www.productcompatibility.zimmer.com Pacneuarky wnHdopmamuu c BeOcalita Takxe
MOXHO IOJIY4HTh, MO3BOHHB 110 TenehoHy ciyxObl pabothl ¢ nokynarensmu Zimmer, Inc. 1-800-
348-2759 (CIIA) unu uepe3 MECTHBIH MeEXIAyHapoAHbii koa +1-574-372-4999 (sue CIIA).
Ynomsauyteie npoaykTsi Centerpulse i Implex, koTopsle ceifyac ynakoBBIBAlOTCS B KOPOOKH Zimmer
M I8 KOTOPBIX MOXET ObITh Mpo0iieMa COBMECTHMOCTH, OMeUeHbI "H3rotoButes ‘Centerpulse» u

«M3TOTOBHTCIIb Implex» JAJId BHCCCHHA ACHOCTH IJIst HOJIL30BATCIA.

OIIMCAHUE

Bknameiuu Longevity® IT sBnsioTcss cepuei Brkianbliedi W3  YJIBTPABBICOKOMOJIEKYISPHOTO
HOJIMATUJICHA ‘¢-00pa3oBaHueM 1po/oibHO-TIoNepeuHbIx cBa3eil (HXPE), koropeie paspaboransl aist
UCMONb30BaHus ¢ 3HjonporezamMu TazobegpeHHbiMH Continuum™, Trilogy® [T u Allofit® IT
Alloclassie®**  rie BO3MOXHO.

Biulagplmu mpesnaratoTcsi B PazIMUHBIX COUISHSIOIMXCS AWAMETpax W KOH(Hrypaumsx.
Kaxipii, BKIaabIl WACHTUPUUHpYETEss Mo ABYXOYKBEHHOMY Koay:pasMepa (Hampumep, JJ), uto
COOTBETICTBYET COWICHSIIOIEMYCS (/BEPTIY)KHOMY KOMIIOHEHTYs "BKIajblllld  3aKPENIAIOTCS B
COOTBETCTBYIOUIEH YallKe 3aleMIEHHEM BBICTYNAIOMIETO MOMUITHICHOBOTO 000Ka CO CTOMOPHON

60po3aK0H Ha Yallke.

Peructpamug MU B Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru

oo, Ao, i


http://www.productcompatibility.zimmer.com

Bxnaneimmu Longevity IT coBMecTuMBl ¢ GeapenHbiMH rooBkamu Zimmer Cobalt-Chrome u

Ceramic ¢ COOTBETCTBYIOLIMMH COWICHSIOIIMMHUCS AHaMETPaMH.
**TIpumeuanue: Beptiyxnas cucrema Allofit IT Alloclassic nenoctynna B CLIIA.

ITOKA3AHUWA / IPUMEHEHHE

» CucreMa mokazaHa JAJs TICPBUYHBIX U PEBU3HMOHHBIX OMEpalUH y JMII CO 3pelblM CKEJIETOM IS
BOCCTAHOBJICHHS Ta300€IpEHHBIX CYCTaBOB, [OBPEXAECHHBIX B pe3yibTaTe - HEBOCTIAIUTEIIBHBIX
JereHepaTuBHBIX 3a0oneBanuii cycraBoB (HA3C) unn koMOMHHPOBAaHHBIX AUAarHO30B OCTE0ApTPO3a,
aBacKyJISpHOro Hekpo3a, Oose3nu OTTO, ~IpaBMaTHUECKOTO apTpUTa, /SMH(PU3EOIM3a TONOBKH,
aHKHJ103a Ta300epeHHOro CYCTaBa, IepesioMa Ta3a U AUCTpOogUuUecKUH BapHaHT.
* CucTeMa TNpeJHA3HAYEHA JJIS UCIOJB30BAaHHS ¢ MM O€3 KOCTHOPO, LIEMEHTa MpPH TOTAIBHOM

SHAONPOTC3HPOBAHHH T33066I[pCHH01"0 cycTaBa.

I[TPOTUBOIIOKA3AHHA

3T0 ycTpoHCTBO HMEET ClIeAYIOLE HPOTUBOIIOKA3aHHS:

* JlyueBoii HEKpO3 KOCTH

* HepBHO-MbliI€YHbIC HAPYHICHUS, COCYIUCTBIN AC(HUIUT WJIH APYTHE COCTOSIHUS B MOPAXKEHHOM
KOHEYHOCTH, KOTOPBIE MOTYT [IPHBOJIUThH K HEaJEKBATHOH CKEJICTHOMN pHKCcaLlUU.

* CuCTeMHas WM MECTHasi HH(EKIHS.

[MPEAVITPEXXAEHWA

* D10 YCTPOHCTBO AJsI| HCTIONB30BAHUA TONBLKO y OAHOro manueHta. He ucnonb3yiiTe MOBTOPHO.
[ToBTOpHOE HCIOJNB30BAHHE MOXET HEONaronpusatHo BIMATE Ha (QYHKUHMOHHPOBAHHE 3TOTO
YCTPOMCTBA W HAPYLIMTH O€30MAaCHOCTH [UIS MaLlUeHTa.

* He vcnonn3yiiTeé HUKaKue KOMIIOHEHTHI, eclIH-00HapyKeHO MOBPEXACHHE Wi OHO BBI3BAHO BO
BpeMs YCTaHOBKHM MM BBeAcHHA. Jle(heKThl MONYT YMEHBIIUTEL CPOK CITY>KOBI HMILTAHTATA.

* He ucnonp3yiiTe NpUnoIHATHIH Kpai HIK-BKIAIbI OONbLIEr0 BHYTPEHHERO nuametpa (BM) ans
yCTpaHEHHUs -~ HENMpaBUIBHOIO TONOXEHUE~ Kopnyca. HecooTBerciBywomas Harpyska Ha
NOJM3THUIICHOBBIN BKAABILI M3HALIMBACT MOJIUITHIIEH H MOXET MPUBECTH K €r0 MOJIOMKE.

* HenpasuibHble BBIOOD, pasMelieHKe, AOTOXKEHHEe H (HKcAldsd KOMAQGHEHTOB UMILIAHTAaTa MOTYT
NPUBECTH K- HEOOBIYHBIM COCTOSIHUAM HArpy3KH, CHHXas CpoK cIyOBL3HIONMpOTE3A.

* He cobupaiiTe CTBIKyIOmUECS KOMIOHEHTBl, HE YOCIMBIINCH, YTO. MOBEPXHOCTH HE 3arps3HEHBI
KpoBbIO UNH AebpucoM. Hebpexnas npoBepka TOro, 4To COWICHSIOIHECS MMOBEPXHOCTH YHCThiE H
CyXHe, MOXKET NPHUBECTH K HEaJAECKBAaTHOH MocaZke OJHOIO KOMIIOHEHTA Ha JIPYroi U nocjenyrouemMy
Pa3beAMHEHHIO COWICHAIOUIMXCA KOMIIOHEHTOB WU TIEPEIOMY UMIUTAHTATA.

* [loBropHbie cOOpKM M pa3OOpKU MOAYJABHBIX KOMIIOHEHTOB MOTYT HAPYUIMTh KPUTHYECKOE

4
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3anMparolliee AeicTBUe ycTpoiicTBa. Mcnone3yiiTe BpeMEHHBbIE KOMIIOHEHTHI BO BpeMs ) [IPOOHBIX

BHpaBHeHHﬁ. MeHsi#iTe KOMIIOHEHTBI TOJIBKO npu KJIMHUYECKOH HeOoOXOaUMOCTH.

MEPBI ITPEJOCTOPOXHOCTH :
* Mcnonp3yiiTe TOJIBKO MHCTPYMEHTHI M MPUMEPKH, pa3paboTaHHbIe AJS UCHOJB3OBAHUS C 3THMH
YCTPOMCTBAMH AJIS TapaHTHH TOYHOH XHUPYpPrU4ecKOM UMIUIaHTaLuH, OanaHcd MSTKUX TKaHed H
OLIEHKH GQYHKIIMH Ta300€APEHHOro CyCTaBa.

* He wucnons3syiite ronoBky Oeapa MM KOMIIOHEHTHI BEPTIYXKHOTO HMIUIAHTATa, BKJIAABIL [T
BBINOJIHEHUSI  MCIIBITATENILHOTO  BIpaBiieHUs) Ta3zo0eapeHHoro cycrasa.) CoueraiiTe TOJBKO
NPUMEPOYHBbIE TOJOBKH C TNPUMEPOYHBIMU™~ BEPTAYXKHBIMH BKJIaAbmuaMi.. KOHTakT BpeMEHHBIX !
FOJIOBOK W BKJIAJIBIIIEH ¢ MMIUIAHTATaMH MOXET IPHBECTH K uctupaHuio, [IpuMepouHble BKIIAABILIN <
MOTYT OBITh HCITOJTb30BAHbI C YAIIKAMH .

* [Toaxoasiuee pacroliokeHHE KOMIIOHEHTOB IIOMOIaeT H30eaTh* HelpelyCMOTPEHHOH Harpys3ku
KOMNOHEHTOB ¥ MOXKET MPO/UTHTEH CPOK CITY kOBl UMIUTAHTATOB. XUPYPrUUYECKasi TEXHHUKA, JOCTYHAs ;
yepe3 MpPeICTABHUTENIBCTBO Zimmer, 00eclevnBaeT JONOJHUTENBHON JeTanbHOi HHGpOpMalued,
Kacarwliencs peKOMEHIOBaHHOMN OllEpaliuu. ‘
* BaxxHO, YTOOBI KOMIIOHCHTBI“HEpea cOOpKOH W MMIUIaHTalded ObLTM KOMHATHON TEMIEpaTyphbl. f:

KoMnoHeH T, XpaHUBIIMECS B TEIION cpele, MOTYT ¢ TPYJ0M coOUpaThCs.

* [lo Ha3HaucHUIO Bpaua i IIallUCHTOB, KOTOPBIM MOXCT NOHATOOUTECA JONOJHUTEIbHAS

3

CTabHWIBHOCTD, NPEAHA3HAYCHO UCTIONB30BAHNE BKIAABIIEH OonbiIero BHyTpeHHero auamerpa (36 u

40mm MM). DTH BKJIaJBIIIN JOCTYITHBI JJI HCNIOJIB30BAHUS TOJIBKO B KOpITycax 0601bUINX HAPYKHBIX
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JHaMETPOB H JOJIKHEI‘HCIIOJIE30BATHCH TONBKO Y NAIIHEHTOB, KOTOPBIC HMCIOT BEPTIYKHYIO BIIAAUHY

aJIeKBaTHOTO pa3Mepa;
* Heob6xoauM HeNpephIBHBIA KOHTPOJIL 32 HOBBIMH WIH pPEUUIHBHPYIOLIUMH HCTOYHHKAMH 3
UH(EKLHH, TOKa YCTAHOBIEHO YCTPOUCTBO. !

* IMnnaHTaThl HOJDKHBI NTPOMBIBATHCA TOJIBKO CTEPUIIBHBIMU PacTBOpaMH,-kKak oyHuieHHas USP

BOJIa WM pactBop Punrepa.

HEXEJIATEJIbHBIE D®OEKTHI

BuuN OTMEYEHEI CJICAYIOIIUE OCJIOXKHCHHUSA!

INepudepuueckue HeliponaTuu
PaneBbie MH{eKIIUU

Ilepdopanus BepTiTyKHO# BriaIMHBI HJTH O¢ APEHHOH KOCTH

FCTePOTOHPI'-ICCKOC o6pa3013aﬂne KOCTH

H3noc
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BocnamurensHble peakuuy U 0CTE0JIH3

[lepenoM uMIIaHTa

bonb

BrBuxu unu IIOABBIBUXH

ITpo6GaemMel ¢ BepTeioM

IMoBpexnenue HepBa

IMepenoM taza nu Genpa

PaHHAA MM MO3/HAS MUTpALMs KOMIIOHEHTOB TOTAJILHOTO JH/IONPOTE3UPOBAHMS Ta300€/PEHHOrO
cycTaBa

Paccoe1HHEHHE MOTYJIbHBIX KOMIIOHEHTOB

CepnieuHO-COCYIMCTRIE U LIUPKYJITOPHBIS-PAcCTPOHCTBA

XoTa HeT y6eﬂHTeHbHLIX AOKA3aTEJIbCTB CBA3H MEXKAY OpTONCIUYCCKHMH HMILIAHTaMU H
3JIOKQYCCTBCHHBIMH  OIIYXOJISIMH, TH00kIE COCTOAHHA, KOTOPBIC BEI3BIBAKOT XPOHHUYECKOE

MOBPEKIICHHE TKaHEH, MOTYT OBITE OHKOTCHHBIMH.

CTEPUWJIBHOCTbD

Wmnnantarel Longevity cTepuIM30BaHbl ra3oM OKCHAOM >THJIEHAa M MMEIOT Ha ITHKETKE CHMBOJ
"ctepwiibHo EO". DTH ycTpocTBa OCTalOTCS CTEPWIBHBIMH IIOKa, HE HApyLIeHa UelOCTHOCTH
ynakoBkH. [lepea HCIOMB30BaHHEM NPOBEPHTE KAXKIYIO VIIAKOBKY W HE HCIIONIb3YHTE KOMIOHEHTHI,
eCJId Jobasi TepMEeTHYHOECTh WM IOJIOCTh MOBPEXAEHA MJIH MTOPBAaHA WK €CIIH 3aKOHYHIICA CPOK
TO/IHOCTH.

ITocne OTKPBITUA KOMIIOHCHT JOJIXKCH OBITh UCIIONIE30BAH HJTH BbIGpOH.[eH.

WHUCTPYKLHU IO CTEPUIIM3ALINH

Pecrepunmaunﬂ 3TOro YCTpOﬁCTBa HaCTOATCIIBHO,HC PCKOMCHAYETCA.

UHOOPMALIMS 110 KOHCYJIbLTUPOBAHHUIO ITAIIMEHTOB

OCNOXHEHHUS H/HIM HeyAauu TOTAIBHOTO 3HAONPOTE3UPOBAHHS Ta300e/IpeHHOro cycraBa Haubosee
BCPOATHO TMPOHCXOIAT y NAalHCHTOB C- HEPCATHCTHYHBIMH (YHKIHOHAIBHBIMH OXHMJIAHHUSAMH,
MALKUCHTOB: ¢ OONBION Maccoil, (PU3AYCCKH AKTHBHBIX MALHMEHTOB - W/HIH Y TNAalHCHTOB, HE
cneayromux Tpebyemoi mporpamme peabuiuranuun. Pusuueckas aKEMBHOCTH MOYKET MPHBECTH K
MMIpalid, H3HOCY M/HIIH MepesioMy/MMILIAaHTaTa Ta3o0eapeHHoro cycrasa. [IpeanonaraeMplit mis
UMILTAHTALlMKA TIAI[HEHT JIOJDKEH OBITh KOHCYJIBTHPOBAH O BO3MOMKHOCTAX HUMIUTAHTATA M KaK OH
MOBJHAET Ha ero HWIH ee obOpa3 KU3HU. IlauMeHT HOIKEH OBITH NMPOMHCTPYKTHpOBaH 000 BeCeX
NOCJICONIEPALMOHHBIX ~ OIPAaHUYCHHUAX, OCOOCHHO CBfI3aHHBIX ¢ pabOTo #  CIIOPTUBHOM

AEATENHHOCTBIO, U O BO3MOXHOCTH H3HOCA, HECOCTOATECIBLHOCTH HJH HEOOXOJHMOCTH 3aMEHBI
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HMMIUIAaHTaTa MJIH €ro0 KOMIOHEHTOB. MIMmiaHTatr He MOXCT, U 3TO HEC IapaHTHPYCTCA; OCTABATHCA
OCTATOK XU3HM MalleHTa WM JIFOOH CHCL[Hd)H‘IBCKHﬁ IIPOMEXYTOK BpPEMEHH. T.k. SHAOMPOTE3bE
CYCTAaBOB H€ TaK IPOYHBbI, HAACKHBI WJIIH AOJIOBE€YHBI, KAK €CTCCTBCHHBIC 3J0POBLIC CYCTABBL, BCC

SHAOMPOTE3 bl T3306€Z[peHHle CYCTaBOB B Ol'[pCIlCJ'lCHHb]ﬁ MOMCHT MOI'YT I'IOTpe6OBaTI) 3aMCHEI.
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