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2 CobKpaweHna/ObsacHeHnA

ALBC
AUS
BCIS
BfArM

CAN
CE
CER
CH
CND

CT
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MDD
MDR
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N/A

NB
PMCF
PMMA
PMS
SRN
SSCP
Swissmedic
TGA
TPLC
UDI-DI
UK
US/USA

AHTUOMOTMYHO HaTOBapeH KOCTEH LIUMEHT

ABcTpanus

CvHOPOM Ha UMMNAAHTUPAHETO C KOCTEH LMMEHT

depepaneH MHCTUTYT Mo fiekapcTeaTta U megnumHckute nagenus (F'epmanus) [Bundesinstitut fiir
Arzneimittel und Medizinprodukte]

KaHapa

CbOTBETCTBUE C €BPONENCKMTE CTaHAAPTK

Hoknag 3a kKNMnMHU4YHa oueHKa

Leenuapus

Classificazione Nazionale dei Dispositivi medici [HaunoHanHa knacngpukaumsa Ha MegUUNHCKUTE
nagenus]

KomntoTbpHa ToMorpadust

O6wwm cneumndpmkaumm, onpegenenn 8 MDR

"epmaHcku ctangapt [Deutsches Institut flir Normung]

EBponericka HOMeHknaTypa Ha MeguUMHCKUTE M3genus

EBponenckn ctangapt [Européische Norm]

EBponencku cbio3

AreHuusiTa 3a KOHTPOI Ha XpaHnTe 1 nekapcrteaTa (USA)

"epmaHus

WHcTpykumm 3a ynotpeba

MexayHapogHa opraHu3aums no ctaHaapTM3aums

EBponericka AnpekTnBa 3a MegULUMHCKATE U3genus

PernameHT (EC) 2017/745 Ha EBponenckus napnameHT 1 Ha CbBeTa oT 5 anpun 2017 roguHa 3a
MeauLMHCKUTE u3nenus, 3a uameHeHne Ha [upektmuea 2001/83/EO, PernameHT (EO) Ne
178/2002 n PernamenT (EO) Ne 1223/2009 1 3a otmsiHa Ha ampekTtuen 90/385/EMNO n 93/42/EVNO
Ha CbBeTa 1 nameHenns Ha 2017/45 (2020/561 n 2023/607)

PerynaTopHa areHuus no nekapcteaTa u 3apaBHuTe npoayktn Ha MHRA BbB Bennkobputanus
MarHMTHope3oHaHCcHa Tomorpadus

He e npunoxvmo

HoTtndpunumpanr opraH

KnuHuyHo npocnegsiBaHe cnef nyckaHe Ha nasapa

nonu(MeTunMeTakpunar)

Hapnsop cnepn nyckaHe Ha nasapa

EavHeH permctpauyoHeH HOMep Ha MKOHOMWYECKM onepaTop

Pestome Ha 6e3onacHOCTTa 1 KINMHUYHOTO AeNCTBME

Lsenuapcka areHUMs 3a TepaneBTUYHM npoayktu (Lsenuapus)

Therapeutic Goods Administration (ABcTpanus)

FDA O6L u3HeH umkbn Ha npogykta (TPLC)

YHukanHa naeHTugmrKaumns Ha n3genmeto — naeHTudukaTop Ha n3genneTo

O6eanHeHo kpancTeo

CbeanHeHn amepukaHcKku Lwatu

3 O6wa nHegopmauus

HacTosAwmaT JOKYMEHT Cce OTHAcs 3a MMMIIaHTMpyeMn MeguumnHekn nagenus ot knac lib u knac lll, paspaboteHu
oT Heraeus Medical GmbH, n e cbctaBeH B cboTBeTCcTBME C PermameHTta 3a megnumHckute nsgenus (MDR)
2017/745 (EC) ot 5 anpun 2017 r., konTo ce npunara ot M. man 2021 r.

PestomeTo Ha 6e3onacHocTTa 1 KnMHM4YHOTO AencTteue (SSCP) uma 3a uen ga npeacraBu 0006LWEHN KITUHUYHA
OaHHKW, CBbP3aHK ¢ 6e3oMacHOCTTa M KIMHUYHOTO AENCTBME Ha MeguumHckoTo nagenve. PBK[ e BaxkeH N3TOYHUK
Ha nHdopmaLms 3a LenesuTe NOTPEOUTENN — KaKTO 3a 3gpaBHU CNELMAnUCTL, Taka 1 3a NaUMEHTU, ako € YMECTHO.
ToBa e egHO OT cpeacTBaTta, NpegHasHavYeHn ga U3nbrHAT uenute Ha PMU, ga nogoOpaT npospadyHocTTa u ga
OCUTypsAT afgekBaTeH AOCTbN 40 UHopMauus.
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3.1 MH(bOpMaLIVISI OT 3Ha4YeHue 3a I1OTpesMTeﬂMTe/MeAMLIVIHCKVITe cneuyunanmcTu

Mons, BUXTe aHrnuinckata BepCnA Ha TO3N AOKYMEHT 3a CbAbpPXKaHMETO Ha HaCcToALMNA pa3aern.

3.2 BaxHa uHdopmauusa 3a naymeHTUTe

B cneaBawnTe pasgenu e npeactaBeHo pe3toMe OTHOCHO ©esonacHoCTTa 1 KMHUYHOTO AENCTBNE HA U3OENMETO,
npeaHasHa4eHo 3a nauneHTun.

B Hactosiwoto Pesiome oTHocHO Ge3onacHocTTa M knuHu4HoTO Adencteue (PBKM) ce npepoctaBs nybnuueH
AOCTBM A0 aKTyanHoTo 06o0LeHne Ha OCHOBHUTE acrnekTu Ha 6esonacHOCTTa U KNuHMYHaTa eEeKTUBHOCT Ha
nsgenueto. MNpegcraBeHara Nno-4ony MHOOPMaLMS € HacoveHa KbM NnauMeHT! unm Hecneumanuctu. B nbpeata
YacT Ha [OKyMeHTa e NpeacTaBeHO Mo-OBLWMPHO pe3tloMe OTHOCHO Ges3onacHoCTTa M KMMHWYHOTO AeNCcTBue,
N3roTBEHO 3a MEAMLIMHCKUN CMeumnanucTy.

PBK[ He npegocTaBs obOLUM CbBETU 3a JIeYEeHMETO Ha AadeHo 3abonsieaHe. Monsi, obbpHeTe ce KbM BaluuUs
nekap/xupypr, B cny4an 4e umaTe BBMNPOCU OTHOCHO BalweTo 3abonsiBaHe MM OTHOCHO W3MON3BaHETO Ha
nsgenveto BbB BawaTta cutyaumsa. Toea SSCP He 3amecTBa kapTa 3a MMMNMAHT UMW MHCTPYKUMATA 3a ynotpeba
(IFU), 3a pa npegocTtaBu nHdopmaums 3a 6esonacHaTa ynoTpeba Ha yCTPONCTBOTO.

3.2.1 OcHoBHa uHcopmauus

PALACOS® LV+G e kocTeH ummeHT. PALACOS® LV+G e yacT OT NpoayKTOBOTO CEMENCTBO KOCTHU LIMEHTM
PALACOS® +G . Toin e Ha ocHoBaTa Ha BuonornyHo 6esonaceH Matepuarn, HapedyeH nosmMMmeTunMeTakpunar
(PMMA). Tosan maTepuan oTaasHa ce uanonasa 6esonacHo npu xopa. PALACOS® R+G e ocHoBaTta 3a pa3sutue
Ha KocTHUTe umMmeHTn PALACOS® MV+G, PALACOS® LV+G 1 PALACOS® fast R+G. BeuykuTe 4eTUpy KOCTHU
LIMMEHTa 3ae[IHO CbCTaBnaABaT NpoaykToBoTo ceMencTBo PALACOS® +G KOCTHU LIMMEHTM.

KocTHuat ummeHT COPAL®+C ce uanonasa npy Bb3pacTHW, KaTo HanpuMep naumMeHTn B HanpegHana Bb3pacT ¢
JereHepaTUBHN CTaBHU 3abonaBaHua. OcTeoapTpuTLT e NpUMep 3a TakoBa cTaBHO 3abonsasaHe. OCcTeoapTpUTHLT
€ Hail-4ecTo cpellaHaTa popma Ha apTpuUT 1 3acAra MUMMOHM Xopa Mo ceeTa. Tol ce NosiBABa, KOrato 3alUTHUAT
XPYLLAN, Urpaell ponsTa Ha aMopTUCbOP B KpaulliaTa Ha KOCTUTE, ce M3HOCBa C BpemeTo. lMauneHTn ¢ TpaBMu
crief TEXKU 3rMonosyKu C HAKOMNKO hpakTypy Ha KOCT CbLLLO MoraT Aa Gbaart NeKyBaHu C KOCTHU LUMEHTU. KocTHUAT
UMMEHT ce W3MNonsBa 3a 3akpenBaHe Ha ToTanHW WNU YacTUYHU CTaBHW eHOonpoTesn. Tol 3akpensa
eHaonpoTesnTe 30paBo 1 CTaBUINHO KbM KocTTa. EHOoNpoTe3nTe ca MeauLIMHCKM U3enus, U3nona3BaHu 3a 3aMsaHa
Ha YacTu BbTpe B TANoTo Bu. BbaMoxHa e Hanpumep cmsaHaTa Ha TasobeapeHa, KoneHHa Unu paMmeHHa cTaea ¢
eHgonpoTesa.

AprOI'IJ'IaCTVIKaTa npeacraendBa XMpyprudHa onepaumna 3a Bb3CTaHOBABaAHE Ha (*)yHKLI,VIFITa Ha JaeHa CTaBa.
n'prVI‘-IHa apTponnactiMka O3Ha4dYaBa NbpBata CMAHaA Ha CTaBaTta. PeBun3noHHa apTponnacTtnuka oO3Ha4daBa
cneaealla onepaund Ha CbllaTta CTaBa. npl/l TOTarHa CMdHa Ha CTaBa 4aCTu Ha CTaBaTa Ce npemaxeart n ce
3amMecTBaT C UMMNnaHT, T.€. eHgonpoTes3a. I'IpM YacTn4yHa nogmMsdHa Ha CTtaBa M3KYCTBEHU NOBBPXHOCTU 3aMEHAT
CcaMoO NnogBmM>XHUTE NOBBPXHOCTU Ha CTaBaTa. 3ﬂ,paBMTe 4acCTu OT CTaBaTa OCTaBaT He3acerHaTtu.

KocTHUTE uMMeHTM moraTt ga NlekKyBaT CbWO U Crly4Yan Ha 3ary6a Ha KOCTHa Maca. Harlpwmep, cnen TexXku
3J10MN0J1IYKM C MHOXeCTBO q)paKTpr Ha KOCT. HaumeHoBaHMETO Ha Ta3u XUpyprmyHa TexHunka € peKoOHCTPYKUnA Ha
KOCT. Bb3cTaHOBsIBa KOCTHaTa LSNOCT rflaBHO npn naumeHTn, ctpagawin ot Tymop Ha KOCTTa unum Cc TpaeMa.

Balumnat nekap/xupypr HaHaca KOCTHUA LIMMEHT Nno Bpeme Ha onepaumsata. MHcTpykuumTe 3a ynotpeba cbabpxat
yKasaHus.

BawwuaT J'IEKap/XVIppr MMa rpmxarta 3a crnnegH1UTe acnektu no BpemMe Ha onepauudra:
- KOCTHUAT UMMEHT ce HaHacs BbpPXy BHUMMATESTHO NoYncCTeHarTa, acnnpunpaHa n nogcywleHa KOCT.
- I'IpOTesaTa Ce NocCTtaBd Ha MACTO U Ce AbPXXKU, AOKATO KOCTHUAT ULMMEHT HE Ce BTBbPAUN HAaMbITHO.
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- [lokaTo HaHacsl KOCTHUSA LUMMEHT 1 HenocpeacTtBeHO crie ToBa Bawwuar neKap/XMpypr cnean BHMMaTernHo
BaweTto KPBbBHO HandAraHe, nync n auuaHe. Mo To3n HauuH ce rapaHTnpa paHHO OTKpMBaHe U Jfie4eHne Ha
HeXenaHn cbOUTUS, KaTO HUCKO KPBbBHO HandraHe m cbpaedyeH apecT. CKOpO cnen HaHacCAHETO Ha KOCTHUA
UMMEHT e HabnogaBaHO CbBCEM JTEKO MOHMKEHO KPBbBHO HalnAraHe. B'bﬂpeKl/I TOBa, 3a nocneauvun Karto
CbpaedeH apecTt ce cbobLaBa B CbBCEM Mariko cny4an.

BesonacHo e fa ce npoBexaar TECTOBE C MarHUTeH pe3oHaHc ¢ KocTeH uuMeHT PALACOS® +G. CbeTasbT Ha
npoTesaTta, KOSATO Ce MOCTaBA C KOCTHUSA UMMEHT obadve, MOXe Aa 3acerHe cnocobHOCTTa ga Ce MOoHece
MarHMTHope3oHaHCcHa ToMorpadusi. LLle nonyunTe kapTa Ha UMNNaHTa 3a M3NoN3BaHUs KOCTEH LUMMeHT. OTAENHO
e rnony4nTe KapTa Ha uMnnaHTa 3a nporte3arta. [1aseTe Te3an OOKYMEHTU U M NpeacTaBsnuTe Npuv cregsalin
npernegn (Hanpumep penTreH, KT, MPT).

3.2.2 WpeHTndumkauma Ha nsgenuveTo n obwa nHgpopmaums

3.2.21 TpoAyKTu (TbProBCKM HAaMMEHOBaHUSA Ha M3QenuATa), o6xBaHaTU B HACTOALLUA AOKYMEHT
+  PALACOS®LV+G

3.2.2.2 HaumeHoBaHue 1 agpec Ha npou3BoguTens

Heraeus Medical GmbH
Philipp-Reis-Str. 8/13
61273 Wehrheim
Germany

3.2.2.3 basos UDI-DI Homep Ha CbOTBETHUA NPOAYKT

YHukanHata mgeHtudpukauma Ha unsgenveto (UDI) ce cbcTtom OT nopeguua oT uucgpu ¢ Gykeu. Ts gaea
Bb3MOXHOCT 3a 0Oe3norpellHa uaeHTUUKaLUMS Ha KOHKPETHO MEOUUMHCKO u3genue Ha nasapa.
WaeHtudukatopsT Ha UDI ycTponcteoTo (UDI-DI) e cneumdunyeH 3a gageHo yCTPONCTBO, KAaTO CBbP3Ba NpogykTa
¢ nHdopmaumsTa B 6asata naHHn EUDAMED.

Ha pasnunyHute npoayktu ca npucsoeHn cnegHute UDI-DI Homepa:

Mpoaykr OcHoBeH UDI-DI
PALACOS® LV+G 4260102130101010003AN

3.2.2.4 ToguvHa Ha nbpBaTa MmapkupoBka CE

Mpean fageHo meguumHcKo u3genve aa 6bae nycHaTo Ha nasapa B EBponenckusa cblos, Tpsbea ga ce Aokaxe,
Yye NPOAYKTBLT OTroBapsl Ha M3WUCKBaHUATA. Taka HapeydeHuaT ceptudmkaT CE gokymeHTUpa nanbiHeHMeTo Ha
N3NCKBaHMATa N Ha NpoaykTa ce noctaes MapkupoBka CE. HopmaTMBHUTE M3NCKBaHMSA 3@ MEOVLIMHCKM U3Lenus
6s1xa npomeHeHn npe3 man 2021 r. ToraBa PernameHTbT 3a MegnumHcknte ngenusa (MDR) 3amenn OupektuBaTa
3a meguumHcknte nsgenus (MDD).

Tabnuuata no-gony cbabpXka nogpobHa MHpopmMaums 3a pasnuuHuTe Npogyktn. B Tabnuuata e nocodeHa
roguHaTa Ha nbpBaTa Mapkuposka CE cbrnacHo MDR u cbrnacHo MDD.

Mpoaykr FloguHa Ha nbpBaTa mapkupoBka CE | TognHa Ha nbpBata mMapkupoBka CE
cbrnacHo MDR cbrnacHo MDD
PALACOS® LV+G 2022r. 2005
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3.2.3 T[lpegHa3HayeHue Ha U3penueTo

3.2.3.1 TlpepHa3HayeHue

PALACOS®+G e kocTeH umMmeHT oT PMMA, npegHasHadeH 3a 3[paBO 3aKpenBaHe Ha TOTanHW UMK YacTUYHU
CTaBHW eHOO0MNPOTE3N KbM >KMBa KOCT, KaKTO U 38 PEKOHCTPYKLIMS Ha KOCT.

3.2.3.2 TlokasaHusa 1 npeaBUAEHU rpynun NauneHTm

PALACOS®+G e nokasaH 3a XUpypruyHO NeveHne, Kato Hanpumep
e 3aKpernBaHe Ha eHaoMnpoTe3n MpU MbpPBUYHA U PEBU3NOHHA apTponnacTMka Ha
+ TasobenpeHa ctaBa
*  KOmNeHHa cTaea
*  [Ne3eHHa cTaBa
* pameHHa cTaBa
* nakbTHa cTaBa
*  PEKOHCTPYKUMS Ha KOCT Ype3 nHayumpaHa membpaHa crieq TyMopHa onepauust U / unu Tpaema
Te3n neyeHuss OOMKHOBEHO ce MpoBexaaT Mpu Bb3pacTHWU, NPEaVMHO NauMeHTM B HanpeaHana Bb3pacT C
0CTeoapTpuUT M NaUUEHTU C TpaBMa.

3.2.3.3 TpotuBOnoKasaHus/ CbBeTU cpelly reyYeHue

He Tpsi6Ba aa ce nsnonssa COPAL® G+C pro B criegHuTe criyyau:
* UM3BECTHaA MNU nogo3MpaHa HEMOHOCUMMOCT KbM 4YacTM OT KOCTHUSI LUMMEHT UMM KbM aHTMOMOTUKA
reHTaMULLH
*  VHEKUMS Ha MSICTOTO Ha TANOTO, KbAETO Ce NnaHupa onepauuaTa
*  MauumeHTU ¢ HapylleHa 6bOpeyHa yHKLMS
*  PEKOHCTPYKUMSI Ha KOCTHU AedekTU Ha Yepena
e onepauus Ha rpbOHaYHNSA CTHNO
* npu deua

3.2.3.4 EKcnnoarauMoOHeH CPOK Ha U3genueTo

Hama o6Ly akTtop, BNusielll BbpXy XMBOTA Ha KOCTHUTE uuMeHTM PALACOS ®+ G. O6wmTe pasnopenbu 3a
npoTte3ara, KOSITO 3aKOTBST, CE OTHACAT U 3@ KOCTHUTE LUMMEHTU. [JeNCTBUTENHUAT eKcnnoaTauMoHEH CPOK Ha Tean
KOCTHM LMMEHTM MOXe Aa 6bae NoBnusiH oT hakTopu KaTo MeamUMHCKOTO Bu cbeTosiHne 1 HaunHa By Ha xuBoT.

3.2.4 OnwucaHue Ha usgenueTo

KocTHute ummeHtn PALACOS® +G ca Ha 6asaTa Ha 6uonormyHo 6esonaceH wmaTepwarn, HapeyeH
nonumeTtunmetakpunat (PMMA), koiiTo nma awvnra nctopmsi Ha 6esonacHa ynotpeba npu xopa.

CbcTaB

LIMMEHTBT ce cbCTOM OT 2 OCHOBHU KOMMOHEHTa — npax U Te4HOCT. B cneapaluarta Tabnvua e nocoyYeH CbCTaBbT
Ha KoMmroHeHTUTe. Mpn cMecBaHe Ha KOMMOHEHTUTE 3anoyBa XMMMYecka peakuus. [Mpu Tasu Taka HapedyeHa
nonumepmusaumns ce obpasyBa Meko TeCTo. TecToTo ce BTBbpPAsiBa BCe NoBeYe C TeYeHUe Ha BpemeTo. BawmaT
XUpYpr onpegenst TOMHOTO BpeMe 3a HaHacsiHe Ha TeCcTOTO BbpXy KocTTa. Tam To ce BTBbpAsiBa OKOHYATESHO.
OcBeH ToBa LMMEHTBT CbAbpXKa aHTUBMOTUK (reHTaMUUMH). BalwmsaT nekysall xupypr e usbpan aHTMbuoTtuka, 3a
Aa npenoTspaTh UHEKLMS.

PALACOS® LV+G cbabpxa:

Tabnuua 1: CbeTtas Ha PALACOS® LV+G B npoueHTr

ChCTaBkm | PALACOS® LV+G
Mpax:
PMMA cvnonvumep | 80 %

Hactoawmat gokymeHT e cobcTBeHocT Ha Heraeus Medical GmbH, Bepxanm / 'epmaHus.
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lMonumep (npaxoobpa3eH KOMIOHEHM)
LMPKOHUER AMOKCUA,
PeHmeeHokoHmMpacmHo geujecmeo (koemo 0asa 8b3MOXHOCM Oa ce suxda Ha 15 %
peHmeeH, KT unu 5IMP)
©eH3oun nepokcna

. 1%
XumuyeH KoMIoHeHm, Koumo daga Havaslo Ha peakyusima Ha rnonumepusayusi °
reHTaMuMuuHoB cyndart 0
4 %
(AHMubuomuk)
TeyHoCT:
mMeTunmeTakpunart o
98 %
MoHomep (meyeH KoMIoHeHM)
N, N-gumeTun-p-tonymamH 29
(o]

XUMUYeH KOMMOHEHT, KOWTO YCKOpsiBa peakumdaTa Ha nonnmvepmsadna
[aHHuTe ca 3aKkpbrneHu

Opyrn cbeTaBku:

— Mpax: megeH komnnekc Ha xnopodun (E141) (XpaHuteneH ousetuten. Nogobpsea BUONMOCTTA HA KOCTHUS
LMMEHT B ONepaLmOoHHOTO More)

— TeyHocT: megeH komnnekc Ha xnopodun (E141), XMOPOXMHOH (XMMUYEH KOMMOHEHT, CTabunmnampaty, XumMmyHaTa
peakuns)

B Te3n KOCTHM LMMEHTN MOXE Aa uma crneau oT XuctammnH. Ho He ca OTKpUTU NPOM3BOACTBEHN OCTaTbLM, KOUTO
mMoraT da nopoasT puck 3a Bac. Mmailite npeasua, Ye Tabnuuata Ha cbCTaBa Moka3Ba CbCTaBKATE MNpeau
CMeCBaHeTO Ha KOMMOHEHTUTE Ha KOCTHUS UMMeHT. MeTunmeTtakpunaTbT Ce YCBOsiBa HaMbMHO NO BpeMe Ha
cTAraHeTo M obOpasyBa BTBbPAEHUA KOCTEH LMMEHT. KocTHuAT ummeHT COPAL®+C e npeaHasHauveH 3a
e[HOKpaTHa ynoTpeba u ce JOCTaBsA CTEPUIIEH.

3.2.5 PuckoBe u npeaynpexaneHus

CebpxeTe ce ¢ Bawwusa nekap/xvpypr, ako cMmaTaTe, Yye uanuTBate CTpaHuW4HKU edpekTn. ToBa ce OTHacs 3a
CTPaHUYHU edEKTU, CBbP3aHN C YCTPOMUCTBOTO UMM Heroeata yrnoTpeba, U ako CTe 3arpuMxeHu 3a PUCKOBETE.
HacTosawmaT JoKyMeHT He 3aMecTBa KOHCYNTauusTa ¢ Bawumna nekap/xvpypr, ako ce Hanara Takaea.

CTpaHI/I‘-IHI/ITe e(beKTI/I ca cbbuUTMS, KOUTO ca WU3BECTHU npu yr|0Tpe63 Ha u3genueto. Te morat ga 6baar
NPUYNHEHN OT N3aerneTo.

OcTatbyHuUTE puckoBse Cca pnckose, KOUMTO Ca N3BbH KOHTPOJ1a Ha Npon3BOoAUTENA HA N3aerineTo. Te ca CBbpP3aHU
Han-BeYe C Xnpyprm4Hata npouenypa Kato udamno mnm c 6opaBeHeTo C ﬂOTpe6l/ITeJ'I$|.

HexenaHnte cbbuTtusa ca cbOUTUSA, KOUTO MoraT Aa Bb3HWUKHAT npn KNMHMYHO M3cnenBaHe. Te ce oTpa3daBaT
HeraTMBHO Hal-BeYye Ha naumeHTa. He e Heobxoanmo oa nma NPU4YNHHO-CIrieagcTBeHa Bpb3Ka C U3OENTNETO.

Heraeus Medical GmbH vma npouec 3a ynpaBreHne Ha pucka, KONTO € B CbOTBETCTBME C XapMOHU3UPaHUTE
HaCoKW 3a yrnpaereHne Ha pucka. Tst rapaHTupa, Ye nonauTe OT M3MNOoN3BaHETO HA MEAULIMHCKOTO N3 enue ca no-
roriemMy OT NoTeHUManHnuTe pUCKoBe.

CTpaHn4HUTE ehekTn U oCTaTbYHUTE PUCKOBE, CBbP3aHN C U3AENMETO, MoraT Aa Cce NosiBABaT C pa3nuyHa
yecToTa. Hanpumep, ako cTpaHuMyeH edekT ce nossu npu no-manko oT 1% ot cniyvanTe (< 1%), CTpaHU4HUAT
edekT Le ce nossu npu no-manko ot 1 Ha 100 onepaunn.

CrpaHu4yHu edrekTn

YecTtoTuTe ca B3eTu OT nutepartyparta, < 0.0001% moraT ga BKMHOYBAT NOTEHLMANHM PUCKOBE, KOUTO He ca
JoKnaaBaHuW B nuTepartypara gocera.

Tabnuua 2: YectoTa Ha cTpaHu4HUTE edoekTn

YecTtoTa CtpaHunyeH edekt
MUmyHHa cuctema

Hactoawmat gokymeHT e cobcTBeHocT Ha Heraeus Medical GmbH, Bepxanm / 'epmaHus.
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4.79%* * CBPBbXYYBCTBMTENHOCT / anepruyHa peakumns un

NoKalnHa peakuud, KoATO MOXe Aa BKITo4YBa
Bb3naneHne, nHaypauuad, eputemMa, npyputyc nnm

bornka
< 0.0001% * AHadunakTUyeH LWoK
BbL6peuyn n NMKOYHM NbTULA
< 0.0001% | + 6BL6pPeyHO HapyllueHre
OnopHo-gBUraTeneH anapar
36.65%" » OcrteoreHesa
22.78%* * 0OCTeonu3a, gbrkalla ce Ha dparMeHTU OT KOCTEH
UMMEHT
Koxxa 1 nogKoXXHU ThKaHu
< 0.0001% * 0bpwuB
< 0.0001% *  ypTUKapus

*cnydvan, goknageaHu Ha Heraeus Medical GmbH ¢ yecTtoTn, no-HUCKKM OT Te3n B nuTepaTtypaTa

OcTaTb4HU pUcKkoBe

OcTatbyHuUTE puckose, VI36pOGHVI no-gony, ca puckoese, CBbp3aHU C npouenyparta, KOMTo ca M3BbH KOHTPOI1a Ha
npon3BognTenAd, Tbi KaTo ca CBbp3aHu C npouenypara nim I'IOTpe6VITeJ'I$|. YecToTnTe ca B3eTU OT nnTepartypara,
< 0.0001% morat ga Bkno4BaT NOTEHLMAITHU puckose, KOMTO HE Ca AOoKNaaBaHU B NTepatyparta gocera.

Tabnuua 3: YectoTa Ha OoCTaTbYHUTE PUCKOBE

YecToTa | OcTaTbueH puck

CbaoBa cuctema, cbpue, AMxaTesiHa cMcTemMa, KPbBOHOCHa 1 NMMdHa cucTema, HepBHa cucrtema
CvHOpOM Ha umMnnaHTMpaHe Ha kocTeH ummeHT (BCIS):

BbBexgaHeTo Ha KOCTEH LUMMEHT MOXeE [a AOBeAE A0 BUCOKO HansraHe B KOCTHUS MO3bK, KOETO U3TNackea
CbCTaBKUTE Ha KOCTHWSI MO3bK BbB BEHO3HATa CbA0OBa CUCTEMA, KOETO BOAN 4O MACTHM U KOCTHOMO3bYHM
embonuu.

3a pa ce usberHe BCIS, ce npenopbyBa MACTOTO Ha MMMMAHTUPaHe Aa ce NOYUCTU CTapaTenHo ¢ nyncupaia
NMPOMMBKa C BUCOKO HarsiraHe 1 ronsiMm obem, kaTo ce M3non3Ba M30TOHUYEH Pa3TBOP, U Aa Ce U3CyLuM Npeaun
BbBEXAAHETO Ha KOCTHUS LMMEHT. KOCTHUAT UMMEHT TpsibBa Aa ce HaHece peTporpagHo Nof NPoabIMKUTENHO
HWCKO HansiraHe B MefynapHusa kaHan. Cnieq ToBa npotesarta TpsAbBa ga ce Bkapa 6aBHO B LUMEHTMpPAHUS
MegyrnapeH kaHar.

Mpun 6enogpobHn NN cbpae4YHO-CbO0BM CLOUTUSA € HEOOXOAMMO [a Ce Crieamn KpbBHUSAT 06eM N eBEHTYaAITHO
aa ce yBenuuu. Npu ocTpa guxaTenHa HegocTaTbYyHOCT TpsibBa ga ce npegnpuemMaT aHeCTE3MONOMNYHN
MEPKM.

KaTo usno Hexenanunte peakumn Ha BCIS moraTt ga BKITOYBAT HUCKO KPBBHO HansraHe/XMnoTOHMWS, XUMOKCUS,
Opagukapausi, Taxukapams, 6enoapobHa xmnepToHns, Tpomobo3a, embonus, 6enogpodHa embonus, HapKT
Ha MMokKapAa, MO3bYHO-CBHA0OB NHUMOEHT, PECNNPATOPEH apecT M CbpAEYEH apecT.

25.48%* BCIS knac 1

ymepeHa xunokcust (SpO2 < 94%) unv xMnoToHus [cnagaHe Ha
CUCTOITHOTO KPbBHO HansiraHe > 20%]

8.17%* BCIS knac 2

Texka xunokcus (SpO2 < 88%) unm xmnoToHus [cnagaHe Ha
CUCTOITHOTO KPBBHO HansraHe > 40%] unun Heo4akBaHa 3aryba
Ha Cb3HaHMe.

3.37%" BCIS knac 3

CbpAEYHO-CHA0B KOMarnc, U3McKBaLl, CbpaeyeH Macax

HepBHa cuctema

< 0.0001% |  u3TpbNBaHe
KpbBOHOCHa 1 numMmdHa cuctema
< 0.0001% | « xunoeonemus

OnopHo-gBUraTeneH anapar

Hactoawmat gokymeHT e cobcTBeHocT Ha Heraeus Medical GmbH, Bepxanm / 'epmanus.




Heraeus Pe3toMe oTHOCHO 6e30nacHocTTa 1 Heraeus Medical GmbH
Philipp-Reis-Str. 8/13

KIMMMHNYHOTO AencTemne D-61273 Bepxaiiu

Medical PBKI
3arnasue: SSCP PALACOS LV+G
[ok. Ne: 61342 CtpaHuua 9 ot 18
YecTtoTa OcTaTb4€eH puck
15,22%* e acenTuyHO pasxnabsaHe
< 0.0001% e HepaBHa AbMXMHA Ha KpanHUUMTE
0.27%* e 3aryba Ha ob6xBaT Ha ABUXeHWNe
< 0.0001% e 3aTPyAHEHUS NpU NPeMeCcTBaHe
UHdekumna
3,58%* o DakTepuanHa NHEKUMS, BKIIOYUTENMHO LEeNnynuT u / unm
oCTEOMUNENNT
leHepanusnpaHn pa3cTporcTBa
2,56% e Bb3ManeHue
< 0.0001% e nogyBaHe / 0TOK
0.94%* e (pnbposa
< 0.0001% * TOMNWNHHA HEKPO3a

*cnydvan, goknageaHu Ha Heraeus Medical GmbH ¢ yecTtoTn, no-HUCKKM OT Te3n B NuTepaTtypaTa

Mons, CBbpXXeTe ce C Bawwnsa MeanunHCcKM cneunanmncT, ako nmare BBbMPOCU.
JoknagBaHe Ha CTPAHU4YHHU e(*)eKTVI, OCTaTb4HU PUCKOBE UJTN HeXellaHu cbbuTna

AKO M3nuTate HSAKOM OT Te3n CTpPaHW4YHM eddEeKTM UM OCTaTbYHM PUCKOBE, UMM ako 3abenexute HexenaHu
CcbOUTUSA, KOUTO He ca M3OPOEHN B HacTosLLMSA OOKYMEHT, He3abaBHO ce CBbpXKeTe ¢ Bawwusi nekap/xvpypr.
MokeTe CbLLIO Taka Aa ce cBbpxeTe aAMpekTHo ¢ Heraeus Medical GmbH, kaTo n3nonaearte cnegHus UMenn agpec:
hm.vigilance.medical@heraeus.com

3.2.6 Pe3loMe Ha KNIMHUYHaTa OLeHKA U KNMMHUYHOTO npocrneasiBaHe crief nyckaHe Ha nasapa

PALACOS® R+G e MbpBusIT KOCTEH LIMMEHT C aHTMBMOTUK, MycHaT Ha nasapa npesa 1972 r. Becuukn apyrv npoayKTm
oT npoaykToBTo cemenctso PALACOS® +G, Hanpumep PALACOS® LV+G, ca 6asnpaHu Ha PALACOS® R+G. Te
npuTexXasaT HSAKOMKO MOAMMKALMM MO OTHOLUEHWE Ha XapaKTepucTukuTe Ha npoaykta. PALACOS® LV+G e
paspaboTeH 1 nycHaT Ha nasapa npe3 1975 r. C kocTHu uumeHT PALACOS® +G focera ca nekysaHmu o610 OKOmno
30 MunMoHa naumeHTm no uenus ceat. MNpogykrosaTta rama KocTHY umeHTM PALACOS® +G mMoxe aa ce cuuTa 3a
CbBPEMEHHO JOCTWXKEeHME B obnacTTa Ha CTabUNMHOTO 3aKpenBaHe Ha CTaBHWM €HOOMPOTE3N U PEKOHCTPYKUMATA
Ha KOCT.

npOVI3BOﬂ,VITeJ'IF|T M3BbpLUBa peaoBHO aHalln3 Ha BCUYKA KITMHUYHU OaHHWN. M3TouHnum morat ga 6baar, Hanpuwmep,
perncTpun 3a eHaoonpoTe3n n Hay4dyHu ny6nvn<au,vw|. Tes3un genHocTn ce Hapunyat MepKu 3a KInMHU4HO npocrneasaBaHe
cnen nyckaHe Ha nasapa. Te nossonsesat HenpekbCHaTo [JOKa3BaHe Ha CbOTHOLUEeHUETO |'|Oﬂ3a/pVICK oT
MeanLUMHCKOTO un3aenue. PeFVICTpVITe ca 6asn gaHHKM, B KOUTO ce C'b6VIpaT OBbITOCPOYHN pe3ynTtatun cnen
npunaraHe Ha npoayktun npu nauneHTu. Tean 6asn gaHHM moraT ga 6bvaar NHUUMMpaHn OT AbpXaBHU OpraHu,
MeONUMHCKN OpYyXecTBa Ui nponssoauTernu. B noBeueto cnydyan B 14X Ce C'b6VIpaT OaHHU OT GonHUUKM unn
YaCTHN NPaKTUKMN Ha permoHasrHo Ui HaunoHarHoO HUBO.

CnegHuTe KNUHUYHW NON3n 1 napamMmeTpu Ha pe3yntatute ca CBbp3aHn C U3MnoJi3BaHeTO Ha KOCTHUA UMMEHT:

* CrabunHo 3akpenBaHe Ha eHaonpoTte3aTta C MalibK PUCK OT peBU3NOHHa onepauus. ToBa ce oLeHsABa Bb3
OCHOBa Ha AbNIrOCPOYHU AaHHN OT pernoHariHM Unn HaunoHanHun permcTpu.

® |-|OD,O6pF|BaHe Ha HapyLwleHaTa TernecHa (*)YHKLI,VIH C BMCOKa yOoBI1eTBOPEHOCT Ha MauneHTuTe. ToBa ce
oueHsABa Bb3 OCHOBa Ha AaHHU 3a Ka4eCTBOTO Ha XXMBOT OT PermcTpure.

* ObnekyaBaHe Ha CUMMTOMUTE, CBbp3aHu C Xnpyprmveckara npouenypa ¢ BUCOK ycnex cpen naumeHTuTe.
ToBa ce oueHsiBa Bb3 OCHOBA Ha AaHHU 3a Ka4eCTBOTO Ha XWBOT OT perncTpure.

« [MNpunaraHe Ha KOCTHW LIUMEHTM B KOMGMHALWMS C aHTUBUOTMK C HUCHK PUCK OT MHGhekLms. ToBa ce oLeHsiBa
Bb3 OCHOBa Ha PEBU3WM, KOUTO Ca NPUYMHEHU OT MHGEKLMM, B CPaBHEHNE C 00LmMs Bpoit peBusumn (Bb3
OCHOBA Ha JaHHW OT perucTpuTe).

Hactoawmat gokymeHT e cobcTBeHocT Ha Heraeus Medical GmbH, Bepxanm / 'epmaHus.
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« JlokanHaTa ynoTpe6a Ha aHTUBUOTUK B KOCTHUSA LIMMEHT MOXeE Aia [AoBee 0 HamarneH PUCK OT CTPaHUYHK
edeKTM B CpaBHEHME C MepopariHoTO UMM MHTPaBEHO3HOTO MpunoXeHne Ha aHTubuoTtuka. Tosa ce
OLieHsIBa Bb3 OCHOBA Ha »anbu, JoKnafaBaHn Ha NpousBoauTens, oueHka Ha 6asu aHHW U JaHHU OTHOCHO
pa3paboTBaHeTo Ha MeOMLMHCKOTO usnenue.

*  PekoHCTpyKLMATa Ha KOCTTa Ype3 uHayuupaHa MembpaHHa TEXHMKA MOXe [a [oBede [0 3anasBaHe Ha
YHKUMATA Ha KpanHMKa Unu Ha caMust KpanHUK. ToBa ce oueHsBa Ypes onpefernsiHe Ha cpacTBaHETO Ha
KOCTHW aedbekTu crieq TYMOpHa onepauus v / unu Tpaema.

opecnomeHaTUTE KMMHUYHM NOM3U U NapamMeTpy Ha KMUHUYHUS pe3yrnTaT ca BaXHW 3a B3eMaHe Ha pelleHue
OTHOCHO CbOTHOLLEHMETO nonsa/puck Ha PALACOS® LV+G. MNpon3sBoamTensTt oLeHsiBa NOCTUraHeTo Ha Teau
KMUHUYHU NON3N.

AHanuabT nokasa, 4ye PALACOS® LV+G ce npeacTtaBsi Criopen OvakBaHUATA BbB BCUYKM acnekTu Ha
ropens3bpoeHnTe NnapaMmeTpu Ha pesyntatuTe:

+ CrabunHata dmkcauus Oelle aHanuavpaHa MNpoLEHTa Ha MOoBTapsiHE Ha onepauunte (NPOLEHT Ha
peBuans). lNNpoueHTbLT Oewe B AWanas3oH, CPaBHUM CbC CbBPEMEHHUTE LOCTWXeHus. Hanpumep,
cbobLaBa ce, Yye Yectotarta Ha pesuaumte npu PALACOS® LV+G e 7,0% 3a nbpBuYHaA onepaums Ha
KorneHHa ctaBa M 7,5% 3a nbpBMYHM oOnepaums Ha TasobedpeHa CTaBa, KOETO € CPaBHUMO C
pedepeHTHNTE CTaHAapTV (QuanasoH 3a Ta3obenpeHa ctaea: 6,2% — 9,5% cneg 15 roguHn; gManasoH 3a
koneHHa craea: 5,6% — 16,2% cneg 15 rogunm).

* HapyweHute TenecHn yHKUMM ca OUEHEHM 4Ype3 BbMpPOCHWUUM. Ype3 Tax nauueHTute cbobuiaBaT
[IOKOJTKO Ca 3acerHaTu exxefHeBHUTe UM aeitHocTh. Bbs Beuykm criyyam PALACOS® LV+G e cpaBHUM CbC
CbBpPEMEHHUTE JOCTUXEHNS.

+ Ob6nek4yaBaHETO Ha CMMMTOMUTE € OLEHEHO Ype3 BLNPOCHMLN. Ypes Tax naumMeHTUuTe cbobLiaBaT KOMKo
no-nobpe ca cTaBuTe UM crieq onepaumsata. Bbe Bemuku criydyan PALACOS® LV+G ca cpaBHUMU C Hail-
CbBPEMEHHNTE AOCTUKEHUS.

* bBpoaT Ha noBTOpHUTE onepauum nopagu WMHPEKUUA Ha MSCTOTO Ha onepauusita € CpaBHUM CbC
CbBPEMEHHUTE OOCTUXEHUSI NPU NaLMeHTH, KOUTO ca NpeTbpreny nbpeara cv onepaumsi ¢ PALACOS®
LV+G u 3a peBM3NOHHU onepaumm.

+  PALACOS® LV+G cbabpxa aHTMBMOTUK, KOMTO MOXe [a ce npunara u AMpekTHo BeHosHo. OT Tosa e
N3BECTHO, Y€ TBbPAE rOfiEMUTE KONMMYEeCcTBa MoraT fAa MPUYMHAT TEXKN CTpaHnyHM edoekTu. B knmHu4HO
npoy4BaHe GeLle N3MepeHo KOJTKO BUCOKM e 6baaT KOHUEHTpauunTe Ha aHTMbnoTuum , ocBobogeHn ot
KOCTHUS UMMeHT, crieq onepaumst ¢ PALACOS® LV+G. PesyntatsT 6elle, Ye CTOMHOCTMTE OCTaHaxa
Janed nof HMBaTa, KOUTO MoraT fa LOBeLAT 40 CEPUO3HU CTPAHUYHU eDEKTH.

*  PekoHCTpyKLMATa Ha KOCT Ype3 nHayuMpaHa MeMOpaHHa TEXHMKA € aHanuaupaHa Cnopes NpoLeHTUTE Ha
YCMeLIHO KOCTHO CpacTBaHe crief AByCTeneHHa pekoHCTpykums. EdektusHocTTa Ha PALACOS® LV+G e
CpaBHMMa CbC CbBPEMEHHUTE OOCTUMKEHNS.

OcBeH TOBa € oOleHeHa 3aabnBoveHo HayyHaTa nuTepaTtypa 3a PALACOS® R+G un PALACOS® LV+G u ca
nageHtuduumMpadn n aHanuavpanu 81 HayvHn nybnukaunn. Moxe ga ce obobm, Ye BCUYKM AaHHM MoKa3saT
6naronpuaTHU KNMHUYHK pesynTtaTi 3a PALACOS® R+G n PALACOS® LV+G.

B 3akntouyeHue, ycneBaemMoCTTa Ha KIMHUYHUTE Non3n € cpaBsHMmMma unm no-/:l,o6pa OT CbBPEMEHHUTE OJOCTUXKEHUA.

Mopagn TOBa npou3BOAUTENAT MOTBbPXKAABA, Y€ MON3UTEe HaaBULIABaT PUCKOBETE MNpPWU MokasaHusATa 3a
PALACOS® LV+G:

Hactoawmat gokymeHT e cobcTBeHocT Ha Heraeus Medical GmbH, Bepxanm / 'epmaHus.
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*  3aKkpenBaHe Ha eHAoNpPoTe3n NpU MbpPBUYHA U PEBU3VMOHHA apTPoMnacTika Ha
« TasobenpeHa cTtaBa
*  KONeHHa cTaBa
* [Me3eHHa cTaBa
* pameHHa cTaBa
* IaKkbTHa cTaBa
*  PEKOHCTPYKLUMS Ha KOCT Ype3 TeXHMKa Ha MHOyuMpaHa MeMGpaHa crieq TyMopHa onepauus v / unm
TpaBMa

CnegHuTe OeNHOCTU ca nNpeaBuaeHn, 3a Aa ce rapaHTmpat 6esonacHocTTa u aencresmeto Ha COPAL® + GC pro:

» [poBepka Ha Hay4YHa nNuTepaTypa, 3a HabngeHe Ha 6e3onacHoCcTTa U e(pekTUBHOCTTA Ha KOCTHUTE
uMmeHT PALACOS® +G

» [lpoBepka Ha Hay4YHa nNuTepaTypa, 3a HabngeHue Ha 6e3onacHoCcTTa U e(PEKTUBHOCTTA Ha KOCTHUTE
uMmeHT PALACOS® +G

* ba3su gaHHM Ha KOMNETEHTHUTE OpraHn (HEXenaHn CbOUTUS U N3TErNAHMS OT Nasapa) 3a HabngeHne
Ha 6e3onacHOCTTa Ha KOCTHU LuMeHTn PALACOS® +G

Cobwunte pgenHocTn ce M3BbpLIBaT 3a nogooHu NPOAYKTU, 3a paHHO OTKpuBaHe Ha NnoTeHuMaltHun ﬂp06ﬂeMl/I C
Ge3onacHocTTa mnnm e(beKTVIBHOCTTa. Pe3yﬂTaTV|Te we 6vgaTt 0606weHn B oknagn. Te3n OENHOCTU e ce
M3BBbPLLIBAT €XeroaHo BbB BPb3Ka C HENPEKbCHATUTE aKTyann3aumn Ha KIMMHUYHUTE OLLEHKN.

3.2.7 Bb3MOXHM ANArHOCTUYHU UMK TepaneBTUYHU anTepHaTUBMU

O6La nHdbopmaums

Ako obMUCNsTE anTepHaTMBHO Ne4veHue, obbpHeTe ce kbM Bawwusa nekap/xupypr. B 3aBucumocTt oT BaweTo
WHAMBMAYANHO CbCTOSIHUE Ca Bb3MOXHM ABa noaxoaa 3a nevenue. OT eaHa cTpaHa € Bb3MOXXHO KOHCEPBATUBHO
neyeHune kato cuanoTepanus unu Gornkoycnokosisawm 6e3 onepauusi. OT Apyra cTpaHa, Moxe Aa 6bae pasyMHo
XUPYPrMYHO NEeYeHUe KaTo onepauusi Ha cTtaBaTa, HanpuMmep onepaums 3a cMsiHa Ha TasobepgpeHaTta cTaBa.
M36opbT Ha neyeHne 3aBuUcKk oT BalleTo KOHKPEeTHO CbCTOSIHUE M MHEHWETO Ha Baluumsa nekap.

Onepauus Ha cTaBa

AKO € Bb3MOXHO, BawmaT nekap/xupypr e ce onuTa [a fekyBa MoBpefeHaTa cTaBa C ApyrM cpeactBa. AKo
BCUYKU OPYrM Bb3MOXHOCTU 3a NleYeHNe ca HeycnewlHu, MOXe [a Ce HaroXu PEeKOHCTPYKTUBHA onepauns Ha
cTaBaTa. ToBa O3Ha4yaBa, Ye usnara craBa UM camo 4acTu OT Hest ce 3aMeHsIT ¢ eHgonpoTe3a. OnepaunnTte Ha
CTaBu N PEBU3NOHHNTE OMEpaLUN Ha eHOoNpPOoTE3aTa, KakTo U M3NON3BaHEeTO Ha KOCTHU umMmeHTn oT PMMA, ca
MHOro fobpe yTBbpAEHN NpoLeaypy B XMpyprusita 3a CMsiHa Ha CTaBu.

PMMA ce u3nonsea LMPOKO M YCMELIHO 3a 3akpenBaHe Ha pasfnuyHu eHaonpoTesnM OT JeceTurneTus.
MNoHacToswem PMMA Bce oLle € Halrl-4ecTo U3MNoNn3BaHNAT MaTepuran 3a 3akpensaHe npy NbPBUYHK onepaumm Ha
cTaBu. [MbpBMYHM OnNepaLmn Ha CTaBu ce U3BbPLUBAT U 0e3 UMMeHT. TekylwmTe AaHHn obadve He no3sonsAeart ga
ce onpegenu ganu 3akpeneaHusiTa 6e3 UMMEHT UMK C LMMEHT KaTo LSO ce NpeacTaBAaAT no-aobpe npu cTtaBHU
onepauuu. NpeanmcTeoTo Ha onepauunte ¢ UumeHT oT PMMA e AbnroroguilHMaT onnuT ¢ To3n Matepuan. CbLlo
Taka MoBEeYeTO XMPYpP3M OpToneam ca 3ano3HaTu ¢ ynotpebata Ha PMMA. OcBeH ToBa C KOCTHUS LUMEHT MoraT
Aa ce npunoxar nokanH1 aHtMémnotuumn. ToBa No3BonNsiBa NpeaoTBpaTsiBaHe Ha UHEKUMM NPU NaUMEHTN C PUCK
OT UHekums. B gonbnHeHne, KOCTHUTE LUMMEHTM OOMKHOBEHO pa3snpenensaT cunaTta Ha ABUKEHNETO paBHOMEPHO
B KocTTa. OcobeHO Npy NauMeHTn cbe criabo KOCTHO BELLECTBO TOBA € NMpeauMcTBO. BawmaTt nekap/xupypr e
n3bepe onepaumsiTa, KOSTO Hak-0oOpe oTroBaps Ha BalleTo KOHKPETHO KIMHUYHO CbCTOSIHUE.

Hama apyra Bb3MOXXHOCT 3a lie4eHne OCBEH onepauusa npu nauneHT CbC CyCnekTHa Ui noTebpaeHa VIH(*)eKLI,VIFl
Ha UMNNaHTUnpaHoOTO un3genne (T.Hap. VIHd)eKLI,VIVI Ha CTaBHU I'IpOTGSVI). TakaBa peBn3nOHHa onepauna Moxe fa
O6bae egHoeTanHa wnm aByeTanHa. Taka Hape4deHaTa efqHOeTanHa onepauna ce n3sbplLluBa B €4Ha XUpyprmvHa
CTblKa. XI/Ippr'bT OTCTpaHsABa MH(beKTVIpaHaTa nportesa W KOCTHUA UUMMEHT, TMNO4YUCTBa CTapaTeriHo
onepaunoHHOTO nosie n NoctaBd HOBa NpoTe3a. Taka Hape4yeHunAT AByeTarneH noaxon ce CbCTton OT ABE OTAETHAU
onepauun. Mo BpeMe Ha nbpBaTa onepaunda XmpyproT OTCTpaHABa VIH(beKTVIpaHaTa nportes3a U KOCTHUA LUMMEHT,
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no4ncTBa cTapaTenHo onepaLMoHHOTO Nore U NoCcTaBs BpeMeHeH cnelickp. Taka ce rapaHTupa 4o6poTo neveHne
Ha MH@eKkumsaTa. CneiMcbpbT OCUIypsiBa CblLO OrpaHUYEHN OBWXKEHUS BbB BpeMeTo [0 BTopaTa onepauus.
BTopata onepauusi ce npoBexaa, korato MHEKUMSTA € U3neKyBaHa. XMpyprbT OTCTpPaHsiBa BPeMEHHMS Criefcbp
M MoCTaBs HOBa MOCTOSIHHA NpoTesa. JlekyBalluMAT XMpypr n3bupa Noaxoaslins XMpYyprdecks noaxon cropes
CbCTOAHMETO Ha NauueHTa.

PeKoOHCTPYKLNSA Ha KOCT

OHKOMOrMYHOTO NEYEHME Unn TpaBMaTa Morat ga goseaart 4o 3ary6a Ha kocTHa Maca. KocTHuAT ummeHT ot PMMA
€ B CbCTOAHME Oa 3anblilHU onpeaerieHnn KOCTHU ﬂ,ed)eKTVl B 3aBMCMMOCT OT AblibodnHaTta u NOBBbPXHOCTTA Ha
p,ed)eKTa. MeToabT ,TexHuka Ha nHayunpaHarta MeM6paHa“ MOXe Oa nognomMorHe pacrtexa Ha HOBU KOCTU B
obnacT, KbeTo 4acT OT KocTTa e Tpﬂ6BaﬂO na obae OTCTpaHeHa nopagun pak unum e ouna 3ary6eHa nopaaun
TpaBMa. I'Ipw TO3M NoAxXo4 KOCTHUAT UMMEHT Ce NoCTaBA CaMO MexXAy KpaullaTta Ha p,ecbeKTa 3a KpaTbK nepuon
OT Bpeme. KOCTHNAT UMMEHT He € (bVIKCVIpaH KbM KOCTTA.

I'IpM no-ronemMmn D,E('.beKTVI Tpﬂ6Ba na ce obMUCNAT AONBMHUTENHU Bb3MOXHOCTM 3a Tepanua. I'Ipep,naraT ce
TepaneBTM4HN BBb3MOXHOCTU KaTO YOBELUKM TbKaHW OT AOHOPU, METanHU UMMNINaHTN UK NpoTe3n No Nopb4kKa.
HEKyBaLLI,VIﬂT Xupypr VI36VIpa nogoxogdwina Xmpyprmieckn noaxon cnopen CbCTtoAHMEeTo Ha nauueHTa.
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