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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO ,D,EVICT BUE (SSCP)
nayueHmume

HacTtoawumar OOKYMEHT € pe3loMe 3a ©e30MacHOCT M KIIMHUYHO LENCTBUE Ha onpegeneHo mMeguuUHCKO
n3genuve. I'Ipep,CTaBeHaTa no-gony VIHq)OpMaLI,VIFI € npegHa3Ha4vyeHa 3a nauyneHTn uin HeI'IpO(bE‘CVIOHaJ'IVICTI/I.

PestomeTo 3a 6€30nacHOCT U KNMHUYHO OEeNCTBUE HE € npeaHasHa4eHo Aa nocnyXxu KaTto 0obL, cbBET OTHOCHO
ne4vyeHneTo Ha MegnLMHCKO CbCTOAHME.

Mons, CBbpXeTe ce C Bawwus neKkap nnn cbapmau,eBT, dKO MmMate BbIpoOCKU OTHOCHO CBOETO MeOULMHCKO
CbCTOAHNE UITN OTHOCHO yn0Tpe6aTa Ha n3genueTo BbB Bawara cuTyauus.

HacTtoawoTo pestome 3a 6e30MacHOCT U KNMMHUYHO OEWCTBME He € npefHasHa4yeHo ga 3aMeHW KapToHa Ha
UMMMaHTa Unu MHCTPyKUMMTE 3a ynoTpeba no oTHoLLeHne Ha MHdopMaLusTa OTHOCHO 6e3onacHaTa ynoTpeba
Ha usgenueTo.

|I. WpeHTnduKauua Ha nsgenueto n obwa nHpopmauma

o TwbproBcko HaumeHoBaHue: GlassBone™ |njectable Putty.

CobLuecTByBaT HSAKOIKO APy TbPrOBCKM HAMMEHOBaHUS (Mapku), nog kouTo nsgenueto GlassBone Injectable
Putty (GB-IP) ce npeanara Ha nasapa: Tesun usgenus ca MAEHTUYHU, MPOMEHS! CE CamMO MMETO.

Tean mapku ca: AktiBONE Injectable Putty (XAK-IP), BiologicGlass Injectable Putty (XBG-IP), MectaGlass
Injectable Putty (XMG-IP), BioActys Injectable Putty (XBA-IP), CicaGlass Injectable Putty (CIG-IP), CareGlass
Injectable Putty (CAG-IP).

o OcHoBeH UDI-DI: 0376019113DT735MA

Toan Homep ce wm3nonaea 3a uaeHTMduuMpaHe Ha wusgenmeto GlassBone Injectable Putty n HerosBute
eKBUBaANEHTHU pedepeHTn NPOAYKTU Ha eBponenckusa nasap.

o Wwme n apgpec Ha nponsBoguTens

Nme: NORAKER

Appec: 60 Avenue Rockefeller 69008 LYON — ®paHuuns
Ten.: +33 4 78 93 30 92

www.noraker.com

o [lopuHa Ha npnagobuBaHe Ha nbpBaTta CE mapkupoBka

MbpBoTO NnoctaBsaHe Ha CE mapknpoBkaTta v nyckaHeTo Ha nasapa gatupa ot 2017 r.
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO LI,EﬁCT BUE (SSCP)
nayueHmume

2. OnucaHue Ha nspgenuero

GlassBone Injectable Putty e cuHTeTUYHO, BMOAKTMBHO U pe3opbrpyemo usgenue 3a 3anbiiBaHe Ha KOCTHU
aedekTn Npy Bb3pacTHU 1 geLa.

» CwbcraB: broaktuBHu CTbKNEHN rpaHynn 4585, nonveTuneH rmmkon U ruuepon.

BroakTMBHMUTE CTBKINEHU rpaHynun 4585 ce CbCTOAT camMoO OT eCTECTBEHO MPUCHCTBALLM B KOCTHATa TbKaH
eneMeHTn (Kanuwn, docdar, Hatpun, cunuumi). o Bpeme Ha uanata pes3opbumsi Ha CTbKIOTO
0CBOOOXOaBaHETO Ha Te3n MOHWU e no3Bonu obpasyBaHETO Ha MOBBPXHOCTEH MUHEepaneH Crion, YMnTO
CbCTaB M CTPyKTypa ca nogobHM Ha Te3n Ha KocTTa. Tosu cron ocurypsiea Ha GlassBone Injectable Putty
CBOWCTBO Ha KOCTHa NMPOBOAMMOCT: KINeTKMTe Bb3npuemaT rpaHyfiMTe KaTo eCTeCTBEHa KOCT U criegoBaTesiHo
MoraT Aa ce NpUKpensaT KbM Hesl, 3a 4a npou3BedaTt coOOCTBEHA KOCTHA ThKaH. ToBa siBNeHWe npaBy Bb3MOXHO
Cb3[aBaHETO Ha CUITHA XMMMUYECKa Bpb3Kka MeXay rpaHysfuTe 1 XXMBUTE TbKaHMW.

AHanusm Ha in vitro KNeTbYHM KyNTYpKU ca nokasanu Cbllo, Ye 0cBOGOAeHMTe MOHWU MMaT CTUMYynupaLy, edoekT
BbpXY nponudepaunaTa, audepeHumaumsata U akTMBHOCTTa Ha KMeTkuTe, OTFOBOPHM 3a obpasyBaHeTo Ha
KOCTHa TbKaH.

CkopocTtTa Ha pe3opbuns Ha rpaHynuTe Bapvpa B 3aBUCMMOCT OT mMeTabonuama Ha naumeHTa, MACTOTO Ha
KOCTTa 1 umnnaHTupaHmsa obem. KoctHute gedektn ce koHconuampat 3a okorno 12 meceua.

MN3genuneTto e 6e3onacHo 3a AMP.

3. VYnortpeba Ha usgenuerto

Bawusim xupype ce e yeepusi, 4e Moxeme 6e3onacHo Oa mnosiyqume moea u3desniue U 4e mo e
nooxoodsuw,0 3a eawama onepayusl.

> [MpegHasHaveHue: 3anbrBaHe, Qy3ns W/WNM PEKOHCTPYKUMUS Ha KOCTHU AedeKkTV Unu npasHuHU B
ckeneTHaTa cuctema, Npu opToneanyHa, rpbbHavHa, YepenHo-nuueso-yentoctTHaTa (YJT4) xupyprus un
YHI.

> [Mokasanuns v uenesa nonynaums: 3aryba mnu nunca Ha KOCTHO BeLLeCTBO 3a KOCTHWU AedekTn OoT

TpaBMaTU4EH, NATOMOMMYEeH WU XMPYPrMyeH MpOM3XOA, KOoraTo He ca MNpPUMoXKUMU Unn He ca
OOCTaTb4yHM aBTOJIOXHM PELUEHUS, B HEBPOXMPYPrUsita, 4YepenHo-nuueBo-yentoctHata u YHI
XUpyprusita npuv geua v Bb3pacTHU:

- Dy3uma Ny pekoHCTPYKUMSA Ha gedopMaLmn 1 AereHepaTuBHN 3ab0nsBaHNsA Ha rpbOHaka

- Oy3Ma Ny pekoHCTPYKUMA Ha fedopMaLmn 1 AereHepaTyBHU KOCTHM NaTonorum B optoneamsaTa

- 3anbnBaHe U PEKOHCTPYKLUWUSI HA KOCTHU OedeKTU, MPUYMHEHN OT TYMOPHA pe3eKUMsi, KUCTU UIn
MHbeKumnsa 1 B cnyvam Ha NOQHOBSIBAHE Ha npoTesa

- BanbnBaHe cnep XMpypruyeckn KocTeH aedekT (OOHOPCKM MecTa crefd M3BaKgaHe Ha coOCTBeHa
npucagka, TpenaHauus, ...)

- 3anbnBaHe cnep n3BaxaaHe Ha XxonecrteaTtom

- 3anbnBaHe M PEKOHCTPYKUMs nopagu natofiorMM Ha ropHa YemncT M MapoAoHT (camo npwu
Bb3pacTHM).
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO LI,EﬁCT BUE (SSCP)
nayueHmume

> [poTnBONOKa3aHWs 1 OrpaHNYeHuns:

GlassBone Injectable Putty He TpsibBa ga ce ynoTpebsBa:

- B cnyyait Ha xpoHU4Ha nnu ocTpa MHgEKUUs, HenekyBaHa ¢ nogxoadiia Tepanusi.

- [pun naumneHTn cbC ceprosHa TpaBMa C OTBOPEHW BbHLUHWU paHu B 6M30CT A0 AedeKTa, KOUTO € Bb3MOXHO
Oa ce nHdekTmpar.

- Tpun naumeHTn c U3BECTHA aneprmsi KbM OBUMOAKTMBHO CTBKITO UIM HEroBu cbeTaBkm (Ca2 +, PO43-, Na + un
Si (OH) 4).

- [pun naumeHTn cbC ChbLLECTBYBALLN MEOULNHCKN CbCTOAHMSA Unu 3abonsasaHe, KOETO MOXe Aa nonpeyn Ha
NpaBuUITHOTO 3apacTBaHe Ha TbKaHuTe (NauneHTK, nekyBaHu ¢ GucdocdoHat Hanpumep).

- [pu nauneHTn, KOUTO ca NPEMUHANN UMK e NpemMruHaBaT XMMmMoTepanus Unu nbyetTepanms Ha MACTOTO
Ha MMnNNaHTaumsTa unu 6rmM3o OO Hero.

- B obnbyeHa kocT (cnopea peHTreHorpadCkn KpUtepmmn, NoCoYBaLLM OCTEOHEKPO3a).

- 3a 3amsiHa Ha CTPYKTYpU, NOAMNOXEHN HA CUITHN MEXaHWYHN HaTOBapBaHus.

- [Mo BpeMe Ha Texkn 6BOpeYHM Unu YepHOAPOOHM MHEKLNN.

- CbBMECTHO C neyeHune, 3a KOeTO ce 3Hae, Ye 3acsra ckemneTa.

- B cny4aii Ha He3awnT MeHnHreaneH npobme Npu YepenHo-rpbObHayYHa onepauus.

- [pun HeoHaTONOrM4YHO OBrpUKBaAHE.

KbM MoMeHTa He pasnonarame C NPOBEAEHM MNPOoydBaHUSI C OPEMEHHWU XEHW UMW [aHHW, CBbP3aHu C
ynotpebaTa no BpeMe Ha kbpMmeHe. KaTo Mspka 3a 6e3onacHOCT He ce nperopbyBa Aa ce uMnnaHtTupa
GlassBone Injectable Putty no Bpeme Ha nepvoauTe Ha BPeMEHHOCT 1 NnakTaums.

4. PucKoBe U npegynpexaeHus

Cebpxeme ce ¢ eawusl Jiekap unu MeOUUUHCKU creyuanucm, ako cMsimame, 4e umMame HsIKaKeu
HeXxeslaHuU peakyuu, cebp3aHu ¢ uzdesiuemo, ynompebama My Uslu aKo cme 3a2pPUXXeHU 3a puckoeeme.
To3u dokymeHmM He e npedHa3Ha4YeH Oa 3aMecmu KOHCy/mauus ¢ npogecuoHanucm.

KbM MOMeHTa He ca foknagBaHW HUKAKBU CTpaHN4YHN e('peKTI/I, CBbp3aHN C U3OenneTo. B'bl'lpeKI/I TOBa €
Bb3MOXHO @ Bb3HUKHE HEU3BECTHA arieprnd KbM HAKOA OT CbCTaBKUTE HA NPOAYKTaA. Coluo Taka moxe ga
Bb3HUKHE 3abaBeHO 0beanHsBaHe Unu HeycnelwHa d)y3l/lﬂ B 3aBMCMMOCT OT MeTabonnama Ha nayueHTa.

Bb3MOXHUTE YCINOXHEHWST ca obWuTe YCINOXHEHWS MpyW  XMPYpruyHa onepauusi Wi  aHecTesus:
crnegonepaTvBHM cumnTommn (Gorka, 3avepBsiBaHe, Bb3nareHwe, eOeM, XemMaToOMW, CepoM, OTOK...),
criefjonepaTvBHa MHGeKUMsi, 3abaBsiHe Ha KoHconmuaupaHeTo, 3aryba Ha pegykuust Ha dpaktyparta,
HeycrellHa dy3usi, pakTypa, 3aryba Ha kocTHa npucazka, npotybepaHc Ha npucagkaTta.

Tesn ycrnoxHeHusi ca CbLUMTE, KOMTO MoraT Aa Bb3HUKHAT NpU aBTONOXHO KOCTHO npucaxgaHe (BX. vacT 6.
Opyrn TepaneBTUYHM pelleHust). AKO MomnyynTe HsKoe OT U3OPOEHUTE MO-TOpe YCMOXHEHUS UNKU Opyru
HeXernaHu peakuun, CBbpXeTe Ce C Ballusi XUPYPr Bb3MOXHO Hal-CKopo.
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO LI,EﬁCT BUE (SSCP)
nayueHmume

5. Pe3lome Ha KNIMHUYHATA OLEHKA U KIIMHUYHOTO

npocneaasaHe cnep nyckaHe Ha nasapa (Post-Market Clinical
Follow-up, PMCF)

o KnuHunuyna uctopus Ha uspenueto
GlassBone Injectable Putty e cbc CE mapkupoBka 1 ce nsnonasa ot toHn 2017 T.

Cnopepn knacudukaumsaTa Ha cTeneHTa Ha HOBOCT Ha ®PpeHckaTa HauMoHanHa areHums 3a 6e30MacHoOCT Ha
nekapcTtBaTta u 3apaBHUTe npoayktn (Agence nationale de sécurité du médicament et des produits de santé,
ANSM) 3a MeanunHCKM n3genus, HeroBaTa CTENEH Ha HOBOCT € 1: nunca nnn HeaHavnTenHa HoeocT. C apyru
aymu, GlassBone Injectable Putty ce knacudwuumpa kato m3genune, YMSTo HOBOCT He CbLUecTBYyBa UNu e
He3HaunTenHa. Magenneto e 6e3 moguduKaumst UMM C He3HauyuTenHa TakaBa B cpaBHeHWE C NoaobHO
MeOMLMHCKO u3genve, KOeTo BeYve e Ha nasapa.

o KnuHnyHum pokasatencrBa 3a CE mapkupoBka

D,eMOHCTpaLI,VIﬂTa Ha ©e3onacHocTTa u” e(beKTI/IBHOCTTa Ha n3genneTo ce OCHoBaBa Ha KIMWHWYHW OaHHWU OT:
nnTepartypa, KNMMHUYHO npocnegdaBaHe cneg nyckaHe Ha nasapa v JaHHU, nputexaBaHu OT npons3soanTena

o KnuHu4yeH KOHTeKCT Ha usgenmerto

Kbm gHelwHa gata ca npoganeHn noeeve ot 80 998 6post GlassBone Injectable Putty (maHHu go 30/06/24). 2%
OT UMNNAHTUPAHUTE NaUNEeHTU 65axa BKMHOYEHN B KIUHUYHO npoy4BaHe, KOeTo ga AeMOHCTpupa NnoCTUraHeTo
Ha usnckBaHusiTa 3a 6e30MacHOCT U ePeKTMBHOCT Ha U3OENMETO.

1268 naumeHTn Ha Bb3pacT oT 7 0o 80 roanHn 6sixa BKMHOYEHM B NpOyYBaHusi, 06XBaLlalLy BCUYKM NOKa3aHuWs
Ha uagenveto. CpegHOTO cnegonepaTMBHO NpocneasBaHe Ha NauueHTUTE, BKITOYEHM B TE€3M NPOYYBaHUS, €
12 meceua: Te3n 4aHHM ca B CbOTBETCTBUE C NMTepaTypaTta (akTyanHu gaHHun). Pesyntatute 3a epekTMBHOCT
Ha doy3nsaTa, PEKOHCTPYKLMSATA UK 3anbiiBaHeTo cred 12 Mecela ca B CbOTBETCTBME C aKTyalnHUTE LaHHW.
Tesn KNMHUYHM JaHHW NOTBbPXKAaBaT CbOTHOLLEHMETO NON3a/puUCcK Ha NpoayKTa, U3Mosi3BaH B CbOTBETCTBUE C
rnokasaHusTa 3a ynortpeba.

o bBesonacHocT

BnarogapeHve Ha HabnogeHueTo crieq nyckaHe Ha nasapa, NORAKER moxe ga oueHW CbOTHOLUEHMETO
nonsa/puck, CBbp3aHo C M3MNon3BaHeTo Ha nsgenuneto GlassBone Injectable Putty Bb3 ocHoBa Ha:

- KnvHUYHM NpoyYBaHus, NPUrodeHn 3a pasnuyH1MTe NokasaHus Ha u3genveTo (Bx. Tabnvuarta no-gony)

- BonHnyHM focreTa, No3BonsiBaLLy npocneasBaHe Ha nauneHTuTe

- MocTbNWMKM onnakBaHWs OT KMUEHTU

- BesonacHocT Ha MeguUMHCKUTE U3aenus (= npouec Ha cbbupaHe 1 aHanuanpaHe Ha nHdopmaums 3a
WHUMOEHTW, CBbp3aHu C ynoTpebata Ha meauuuHcku usgenus. Llenta Ha Tosu npouec e ga ce
npenotepaty (MOBTOPHOTO) Bb3HUKBAHE Ha WHUMOEHTU U PUCKOBE OT CEPUO3HU WHLUUOEHTH,
BKMIOYBALLM MEOWLUMHCKO u3genuve, 4Ype3 npeanpremMaHe Ha Moaxodsliy NpeBaHTUBHM  U/UNK
KopurmpaLum Mepku).
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PE3FOMETO BE3OMNACHOCTTA U KIMHUYHOTO AEACTBME (SSCP)

nayueHmume

HanuyHuTe KNUHMYHKW gaHHM NoKa3BaT NOCTUraHeTO Ha 3asiBeHaTa e(beKTVIBHOCT 3a BCAKO NOKa3aHue:

Moka3aHue

®y3u1st UM PEKOHCTPYKLMS Ha

nedopmaunm n

ngeredepatnBHu 3abonsBaHus

Ha rpbOHaYHMSA CTHNO

®y3na nnm peKoHCTPYKUUS Ha

Aedopmauum n
aereHepaTtuBHU KOCTHU
naTtonornn B optonegundata

3anbriBaHe 1 PEKOHCTPYKUUS
Ha KOCTHU AedeKTH,
NMPUYMHEHN OT TYMOpHA
peseKuus, KUCTU Unm
WHGEKLMSA 1 B Criyqam Ha
No4HOBsIBaHE Ha npoTte3a

3anbnBaHe cnepf

XUPYPru4eckn KocTeH aedekt

(noHopcku MecTa cnef
n3BaxkgaHe Ha cobcTBeHa
npucagka, TpenaHauus, ...)

3anbneBaHe crneq usBaxaaHe
Ha XorecteaTtom

3anbnBaHe n PEKOHCTPYKUUA
nopaan natosiormn Ha ropHa
YencT N NapoaoHT

MocTurHara
eeKTMBHOCT

92% doy3noHeH
MUHUMYM cneg 12
mMeceua

100% 3anbnBaHe cnep
12 meceua

100% 3anbrBaHe
88% pEeKOHCTPYKLMOHEH
MUHVMYM
Cnep 12 meceua

100% 3anbnBaHe cneq
12 meceua

100% 3anbnBaHe crneq,
12 meceua

MoBeye ot 90%
PEKOHCTPYKLUMA cnep 6
mMeceua
100% pekoHCTpyKUUS
cnen 10 meceua

Monsu

lMopobpsiBaHe Ha
Ka4yecTBOTO Ha
XMBOT Ha
nauueHTuTe.
bes B3nmaHe Ha
KocT
MopobpsiBaHe Ha
Ka4yecTBOTO Ha
XWUBOT Ha
nauueHTuTe.
Bes B3MmaHe Ha
KoCT
MopobpsiBaHe Ha
Ka4yecTBOTO Ha
XWUBOT Ha
nauueHTuTe.
bes B3nmaHe Ha
KoCT

MopobpsiBaHe Ha
Ka4yecTBOTO Ha
XWUBOT Ha
naumMeHTuTe.

MopobpsiBaHe Ha
Ka4yecTBOTO Ha
XWUBOT Ha
nauueHTuTe.
Bes B3MmaHe Ha
KoCT
MopobpsiBaHe Ha
KayecTBOTO Ha
XWUBOT Ha
nauueHTuTe.
bes B3MmaHe Ha
KOCT

Puck

He ca yctaHoBeHM
YCINOXHEHUS], CBbP3aHu C
GlassBone Injectable
Putty

He ca yctaHoBeHM
YCINOXHEHUA, CBbP3aHn C
GlassBone Injectable
Putty

He ca yctaHoBeHM
YCIOXXHEHUS], CBbP3aHu C
GlassBone Injectable
Putty

He ca yctaHoBeHM
YCINOXHEHUA, CBbP3aHn C
GlassBone Injectable
Putty

He ca yctaHoBeHHN
YCINOXHEeHUA, CBbP3aHn C
GlassBone Injectable
Putty

He ca yctaHoBeHHN
YCIOXHEHUS, CBbP3aHu C
GlassBone Injectable
Putty

KbMm gHewHa gaTta BCAKO YCMNOXHEHUE € uAeHTUUUMPaAHO B paMKUTe Ha HabnwogeHwe crnep nyckaHe Ha
nasapa, ocbliectBeHo oT NORAKER. Hesasucumo ot ToBa NORAKER cunta, 4e moxe ga Bb3HUKHE pUCK OT
aneprus v ro npocresasa B cneyndudeH JoKnaa 3a TEHOEHUMS.

[aHHuTe oT HabnogeHneTo cred NyckaHe Ha nasapa (No-crneumanHo KIMHUYHUTE NPOoYyYBaHUsA cried nyckaHe
Ha nasapa) No3BosiABaT Aa ce 3aknouu, Ye nonsmTe ot GlassBone Injectable Putty HagBuwiaeaT pucka.
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO LI,EﬁCT BUE (SSCP)
nayueHmume

6. /[pyru TepaneBTUYHMU pelLleHUSA

Bawusm xupype e uz6pasn npaeusiIHomo sieyeHuUe 3a eawama onepayusi om 8 b3MOXHU ajimepHamueu.
Toli czapanmupa, ye moxxeme 6e3onacHo Oa nosiy4ume mosea usdenue.

O6uryanHnTe onuumn 3a N3BbPLLBAHE HA KOCTHA Npucagka BKNIOYBAT:

- aBTOMOXHa Mpucajka: W3non3BaHe Ha aBTOMOXHAa KOCT (aBTONOXHa KOCTHa npucagka), T.e. KOCTHa
TbKaH OT caMusl NauMeHT. Taka JOHOPBT M PEUUNUEHTBLT Ca €4HO U CbLyo nuue. B Hawm gHm ToBa
neyeHne octaBa pedepeHTHOTO IeyeHne. BaumaHeTo Ha TpaHcnnaHTaHT obaye Wm3nckea
Cb30aBaHETO Ha BTOPO XMPYPrMYHO MACTO 3a B3UMaHE Ha KOCT U MOXe [a AoBefe [0 YCNOXHEHUs Ha
OOHOPCKOTO MACTO: Gornka, umHdekuus, dpaktypa, 3aryba Ha 4yBCTBUTENHOCT, XemaTtoMu. Tesu
YCIOXHEHUSI, OrpaHNYEHOTO KOMMYECTBO U MPOMEHIMBOTO KA4YEeCTBO Ha Hanu4HUS KOCTEH MaTtepwuarn,
KaKTO M yOobIPKaBaHETO Ha MPOABLIDKUTENHOCTTA Ha onepauusata ca OCHOBHUTE OrpaHuMYeHusi Ha
aBTONOXHATa Npucajka, KoeTo Kapa MeAMLMHCKMTE cneunanucTy Aa 3non3BaTt KOCTHU 3aMecTUTeNu.

- anoreHHa TpaHCMaHTaums: U3Non3BaHe Ha TbKaHU OT YOBELLKU NPOU3XO0A, Pa3npeaernsiHy OT ThbKaHHM
BaHkn. Tean TpaHcnnaHTaummn ca npegMeT Ha NpeABapuUTENIHO paspeLleHme.

- KCeHornpucaaka: ynotpebarta Ha HEXXU3HECNOCOOHN TbKaHW UNU AepUBATU OT XKUBOTUMHCKM MPOM3XOA.
Te ca OT pasnuyeH npousxod: Kopanu, cenusi, 6o3amHuum. [loBevyeTo KOCTHM 3amMecTUTenu oT
XXUBOTUHCKN NPOM3X0A MPOM3XOXAaT OT roBeaa.

- CYHTETUYHM KOCTHW 3aMeCcTUTEeNn: ynotpeba Ha CUHTETUYHN MaTepuani, KOUTO He CbabpXKaT HUKaKBU
OepuBaTtn UM TbKaHu OT BMOMOrMyYeH Npomaxos U He ca NMoslydeHn OT TakmMBa M3TOYHMUM. CbCTaBbT
UM e pasHoobpaseH (kanumes docdaT, Kanumes cyndar, OMoakTMBHM CTbKMa...). Te3n 3amecTutenu
MoraT aa 6baart pesopbupyemu unm Hepesopbupyemu.

MpucagknTe ce U3nonaear, Korato KOHCePBaTUBHOTO NeyveHne (MoAXOAM OT MbpBa MMHUS, KoraTto NaTonorumnTe
He ca TEeXKM) e HeyCrnellHO W KoraTto ce Hamara onepauusi. B To3u cnyyail Te ce m3non3saT OCHOBHO B
KOMOMHauWs ¢ OpYrM UMMMaHTK, KaTto NpPbTU, BUHTOBE, MNAcTUHU M NpoTe3n. Te CbLo Taka moraTt da ce
M3MOoN3BaT CaMOCTOSITENHO MW M306LLO Aa HE ce M3Non3BaTt. TexHUTe OCHOBHM (hyHKUUK (MpeaoTBpaTsiBaHe
Ha nporpecupaHeTo Ha 3abonsiBaHETO, MexaHU4yHa oropa W T.H.) ca PasfuyHu OT (PYHKLMUTE Ha KOCTHUTE
npucagku. CrieqoBaTenHo Te3n anTepHaTUBHM NleYeHrs He MoraT Aja Ce CpaBHsiBaT C KOCTHU npucagku. Te ce
cyuTaT 3a AOMbIHUTENHN UMMNAHTY

Mo nopmobeH HauyMH NeKapCTBEHOTO feYeHne, XMmuoTepanuaTa, nbyeTepanusTa, guamoTepanuaTa... ca
JOMBIHUTENHU U HE MOraT [a ce pasrnexaaTt KaTo MbIIHO anTepHaTUBHO peLLeHME.

TepaneBTnyHnte antepHatuBn Ha GlassBone Injectable Putty ca aBTonoxHa KOCT, anonpucagka,
KCeHonpucazka v Apyrn ceMencTBa CUHTETUYHN 3aMeCTUTENN.
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO ,D,EﬁCT BUE (SSCP)
nayueHmume

1. KaptnHu Ha nspgenneto

KapTuHa Ha kapToHeHaTa KyTusi, Cbabpxalla TOpobu4kmuTe U CNpuUHUOBKaTa
(HeeTukeTnpaHa cTpaHa)

KapTVIHa Ha Malika n cpeaHa CrpuMHUOBKa, CbAbpXKally KOCTO3aMECTUTESA
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO ,D,EﬁCT BUE (SSCP)
nayueHmume

KapTuHa Ha cnpurHLOBKa, KakTo e npeactaBeHa B Gpollypara

KapTnHn Ha Topbuyknte (camo BbHLWIHaTa Topbudka e ctepunHata 6apuepa)
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PE3IOMETO BE3OIMNACHOCTTA U KTUHUYHOTO LI,EﬁCT BUE (SSCP)
nayueHmume
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69008 Lyon - FRANCE
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(01)03760191130876( 17)250T00( 10)IP2324001

KapTuHa Ha kapToHeHaTa KyTus, Cbabpxalla TopbudkmTe n cnpuHuoBKaTta (eTukeTmpaHa
CTpaHa)
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