IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

30/TEHAPOBICTA
(ZOLENDROVISTA)

Cknag:

Aitoya peyosmHa: zoledronic acid;

5 M/1 KOHLIEHTpATY MiCTATb 4 M KUC/IOTW 30/1elpOHOBOT 6€3BOAHOI, WO Bignosigae 4,264 Mr KUCNOTKW 30/1e4pOHOBOT MOHOrigparty;
1 Mn KOHUEHTpaTy MICTUTb 0,8 MI KUCNIOTY 30/1eAPOHOBOIT 6€3B0AHOT (Y (hopMi 301e4pOHOBOT KACNOTN MOHOTiApaTy)

[OMNOMI>KHI peyoBuHU: MaHiIT (E 421), HaTpito unuTpaTy gurigpat, Boga ans iH’ekuin.

JlikapcbKa thopma. KOHUEHTpAT A1 po3unHy Ans iHgy3iia.
OCHOBHI (hi3MKO-XiMiYHi BNacTVUBOCTi: Npo3opuii 6e36apBHNIA PO3UMH.

dapmakoTepaneBTMYHa rpyna. 3acobu, LWo BrMBalOTh HA CTPYKTYPY Ta MiHepanisauito KicTok. bicthocgoHatn. Kog ATX MO5B A08.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

3onepoHOBa KMCMOTa HaNeXUTb 0 HOBOro Knacy 6icocoHartis, Lo cneyugiyHUM YMHOM [it0Tb Ha KiCTKOBY TKaHUHY. BOHa € 0AHMM i3 HanOTY)XXHiLNX cepeq,
BiZJOMWX Ha CbOrOAHI IHFi6ITOPIB OCTEOKNACTUYHOI KiCTKOBOIT pe3opoLiil.

CenekTuBHa fisi 6ichocthoHaTiB Ha KiCTKM 6a3yeTbCsA Ha IXHili BUCOKI CNOPIAHEHOCTI 3 MiHEPaNi30BaHOK KiCTKOBOK TKaHWHOK, OHaK MONEKYNSPHUIA MeXaHi3Mm,
L0 NPW3BOANUTL A0 IHTIBILIT OCTEOKNACTUYHOI aKTUBHOCTI, AoTenep He 3’dcoBaHWiA. [OCnifpKeHHS Ha TBapuHaxX BCTAHOBWW, LLO 30/1e4pOHOBA KMCOTa iHribye
KICTKOBY pe30p6Liito 6e3 HeraTMBHOr0 BN/MBY Ha (hOpMYyBaHHS, MiHepanisaLito Ta MexaHi4yHi BNacTUBOCTI KICTOK.

KpiM iHri6iyii ocTeoKNacTUYHOI KICTKOBOI pe3opbLil, 301e4pOHOBa KMUCAOTa YMHWUTL MPAMY NPOTUMYX/MHHY [i0 Ha KYNbTUBOBaHI KNITUHW MIENOMWU Ta paky
MOJIOYHOT 31031 NIFOAMHU 3aBAAKW THFIGILIT nponidepaui’ KNiTUH Ta IHAYKUIT anonTo3y. Lie BKasye Ha Te, L0 30/1e4p0HOBA KMUC/I0Ta MOXE MaTV aHTUMeTacTaTUYHi
BNACTMBOCTI. B AOKNIHIYHMX AOCNiAKEeHHAX BYM NPOAEMOHCTPOBaHI TaKi BNacTUBOCTI:

In vivo — iHri6iLis 0CcTeoKIacTHOI KiCTKOBOI pe3opbuii, Aka Aie Ha CTPYKTYPY MIKPOKPUCTaNIYHOr0 MaTpUKCy KiCTKU, WO 3MEHLUYE PICT MYX/IMHW, aHTUAHTIOreHHY
AIK0 (fist Ha CY4UHW, IO NMPU3BOAUTL A0 3MEHLLEHHA KPOBOMOCTaYaHHA MyX/nHW), NPOTUO0/LOBY Aito.

In vitro — iHri6iuisa octeo6nacTHOT Nponidepaii, LMTOCTaTUYHA [id, NPoanonTocTaTUyHa Aist Ha NYXAVHHI KNITUHW, CUHEPTIYHUIA UMTOCTAaTUYHWNIA ePEKT 3 iHLIMMK
MPOTUNYXIMHHUMU fliKaMW, aHTUaAre3nBHa Ta aHTUIHBA3MBHA 4is.

PapmakoKiHeTuKa.

[aHi 3 hapmMaKoKIHETUKM NpW MeTacTasax Y KiCTLi OTpUMaHi nicns ofHOPa3oBol i NOBTOPHUX 5- i 15-XBUNMHHUX iHGY3iR 2, 4, 8 1 16 M 301e4pOHOBOT KMCIOTK 64
navuieHTaMm. dapmMakoKiHETUYHI NapaMeTpun He 3a1exxaTb Bif 031 npenapary.

Micna noyatky iHQY3iT 30/1e4POHOBOI KMCNOTU NMa3MOBI KOHLEHTpaUii npenapaTty WBMAKO 36iNbLUYOTbCA, A0CAratoumn nika HanpukiHui iHQysii, agani BigbyBaeTbca
LUBMAKE 3MeHLIeHHSA KOHLUeHTpauii Ha 10 % Bij NMiKOBOro 3Ha4eHHs nicna 4 roavH i Ha < 1 % Bif NiKOBOro 3HayYeHHs— Nicns 24 rogvH 3 NocniL0BHO NPOSIOHTOBaHUM
nepiofoM HU3bKUX KOHLEHTpaLil, Wwo He nepesuytoTb 0,1 % Big niky, 4o Apyroi iHgysii Ha 28-i feHb. 30M1ejpOHOBA KMCNOTa, BBeAeHa BHYTPILLUHLOBEHHO,



BMBOAMTLCA HUPKamy B 3 eTanu: LUBMAKE ABO(asHe BMBELEHHS npenapaTy i3 CUCTEMHOT LMPKYNALiT 3 nepiofom HaniBBuBeAeHHS ty,, = 0,24 roguHm i tyg = 1,87
roAvHW i TpBana (hasa 3 KiHLEeBMM nepiofoM HaniBByBeeHHs i, = 146 rognH. He BifjsHa4eHO KyMynsUii npenapaTy y nnasmi npu noBTOPHNX BBEAEHHAX KOXHI 28
[HiB. 30/1elpOHOBA KMC/IOTA HE NiJAaETbLCS MeTabonNi3My | BUBOAUTLCS HUPKaMK Y He3MiHEHOMY BUTIsAI. MpoTAroM neplunx 24 roauH y cedi BusBnseTbesd 39 + 16 %
BBeZEHOI A03W. PeluTta npenapaTty B OCHOBHOMY 3B’A3YETbCA 3 KICTKOBOK TKAHUHOHO. MOTiM MOBINIbHO Bifi6YyBaETLCA 3BOPOTHE BUBISIbBHEHHS 30/18POHOBOI KUC/IOTY 3
KICTKOBOT TKaHVWHW Y CUCTEMHUIA KPOBOTIK i 11 BUBELEHHSA HUPKaMW. 3ara/lbHWil KNipeHe npenapaTy B opraHiami ctaHoBUTb 5,04 £ 2,5 n/rog i He 3aneXnTb Bif A03u
npenaparty, cTaTi, BiKy, pacoBOi MPUHAIEXHOCTI i Macu Tina nauieHTta. 30iNblUEeHHA yacy iHQy3iT 3 5 o 15 XB Npu3BOAWUTL 4O 3MEHLUEHHS KOHLEeHTpauil
30/1e4pOHOBOT KMcnoTh Ha 30 % HanpuKiHL iH(Y3IT, ane He BN/INBAE Ha KPUBY 3a/1eXKHOCTI KOHLIEHTpaLiT Bif Yacy y nnasmi kposi (AUC).

BapiabenbHicTb (hapMaKOKiHETUUYHMX NapameTpiB 30/1eAPOHOBOI KMCOTK Y Pi3HMX NaLieHTIB 6yna BUCOKOLO, K i B iHLIMX GictochoHaTiB.

[aHi 3 (hapMakoKiHETUKN 30/1ePOHOBOI KMUCMOTW Y NAUIiEHTIB 3 TinepKaibLieMIE0 | MeYiHKOBOK HeJOCTaTHICTIO BIACYTHI. 3a faHWMK, OTPUMaHUMK in Vitro,
30/1e4pOHOBa KMCoTa He iHribye depmeHT P450 noguHKM | He niggaeTbes GioTpaHcopmauii; 3a AaHUMU eKCrepuMeHTaNbHUX A0CNIAXKeHb, MPOBEAEHUX Ha
TBapuHax, i3 KaJloM BMBOAMTLCA MeHWwe 3 % BBeAeHO! 403U, WO A€ MOXIUBICTb MPUMYCTUTU, WO CTaH (YHKUIT MeYyiHK1 He BNAvMBaE Ha (papMakOKIHETUKY
30/1e4POHOBOT KMC/OTMU.

HupKoBWiA KnipeHC 30M1elPOHOBOT KUCNOTU KOPEtOE i3 KMIPEHCOM KpeaTUHIHY, HUPKOBUIA KNIPeHC CTaHOBUTL 75 = 33 % KNipeHCy KpeaTWHiHY, WO focsras y
cepeaHbOMyY 84 + 29 mni/xB (giana3oH 22-143 M/xB) y 64 OHKOMOT IYHMX MaLiEHTIB, BK/IKOUYEHUX Y AOCNILKEeHHA. AHaNi3 rpynu nauieHTiB NoKasas, WO Y NaLieHTiB i3
KnipeHcoM KpeaTuHiHy 20 mn/xB (rocTpa HMPKOBa HeOCTaTHICTb) Ta 50 M/XB (CepeHs HUPKOBA HEAOCTATHICTb) BiAHOCHWIA KNipeHC 301e4pOHOBOI Kncnotu — 37 %
Ta 72 % BignoBigHO. OHaK AaHi 3 PapMaKOKIHETUKM Y XBOPUX i3 FOCTPOKD HUPKOBOK HeJoCTaTHICTHO (< 30 M/XB) OOMEXKEHI.

BusiBneHa HM3bKa CnopifHeHICTb 30/1e4POHOBOT KUC/IOTU 3 KNITUHHUMUW KOMIMOHEHTaMu KPOBI.

3B’A3yBaHHA 3 6ifIKaMu Na3MKU € HU3bKUM, He3B’A3aHa (pakuis — Big 60 % npu 2 Hr/mn fo 77 % — npw 2000 Hr/mMn 30/1e4POHOBOT KUCNOTHK.

Oco6/mBi nonynauii

diTn

OO6MexkeHi (hapMaKOKiHETUYHI AaHi Woa0 AiTel 3 TAKKOK (DOPMOKO NOPYLLUEHHS OCTEOreHe3y AatoTb

MOX/MBICTb NPUNYCTUTK, WO (apMaKOKiHETMKA 30/1ePOHOBOI KMCNOTW Y AiTein BikOM Big 3 A0 17 poKiB aHanoriyHa Takili y AOpPOC/AMX NpW 3acTOCYBaHHI B
eKBiBaNieHTHMX fo3ax (Mr/Kr). BiK, Maca, cTatb I KNipeHC KpeaTUHIHY, AK BUSBWU/IOCA, He BM/IMBAKOTb Ha CUCTEMHY EKCMO3KMLiK0 301eJPOHOBOT KNC/OTHW.

KniHiYHI XapaKTepuUCTUKMN.

lNokKasaHHS.

— [pohinaktmka CUMMNTOMIB, MOB’A3aHUX 3 YPaKEHHAM KICTKOBOI TKaHWHW (MaTofioriyHi Mepenomu, KOMMpecis XpebeTHOro ctoebypa, YCKMaAHEHHS Micns
XipypriyHnx BTPyYaHb i NPOMeHEBOT Tepanii abo rinepkanbLieMis, 00yMOBNEHa 3/105KICHOK MYX/IMHOK), Y NaLiEHTIB 3i 3/105KICHUMW HOBOYTBOPEHHAMM Ha Mi3HIX
cTagisx.

— JlikyBaHH# rinepkanbLiemii, 06yMOB/IEHOT 3/I0KICHOO NMYX/IMHOLO.

lMpoTnnoKasaHHA.
[inepyyTAMBICTb A0 Ait0UOT peHOBUHM (30/1e4POHOBOT KMCNOTK), IHLLKX BicocdoHaTiB abo 40 6yab-AKOi3 4OMOMIKHUX PEYOBMH npenapary.
BariTHicTb ab0o nepiof rogyBaHHS rpyasto.

B3aemogis 3 iHLUMMKM NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.
Mg yac KAIHIYHUX [OCAIfAXeHb OLHOYACHO i3 30/1e[pOHOBOKO KMC/IOTOK YacTO MpU3Hayaiun iHLWI NiKapcbKi 3aC00M — MpOTUNYX/IMHHI Npenapatu, LIYPeTuku,



aHTMGIOTUKM, aHaNTeTUKN. Byab-SKMX KNiIHIYHO 3HAYYLLMX B3aEMOAI He BiA3Ha4Yanocs.

3a fJaHMmn, OTPUMaHUMK B XOfi AOCNIAKEHb in Vitro, 30/1eJpOHOBA KMCNOTa ICTOTHO He 3B’SA3YETbCS 3 GiNkaMn NiasMy KPOoBI i He iHriGye (hepMeHTN cuctemu
untoxpomy P450. MpoTe cneuianbHi KNiHIYHI 4OCNIAXEeHHS LWOAO BUBYEHHSA NiKApCbKOT B3aEMOAIT He MPOBOAWNCS.

PeKOMeHAYETLCS AOTPUMYBATMCA 0BEPEXHOCTI NPU OAHOYACHOMY 3acTOCyBaHHI 6icthoctoHaTiB i amiHOMMiKO3UAIB, OCKISIbKA BOHW MOXYTb BUSBNATW afUTUBHWIA
BMAMB, YHACMIA0K YOro piBeHb KasibLito B CUPOBATLL KPOBI MOXE 3a/IMLLIATUCA 3HXKEHUM [OBLUE, HDXX NOTPI6HO. PEKOMeHAYETLCA LOTPUMYBATUCA 06ePeXXHOCTI npu
OAHOYaCHOMY 3acTocyBaHHi GicthocthoHaTiB i NETNbOBMX AiYPETUKIB, OCKIIbKM BOHW MOXYTb BUSIBNATU aAUTUBHWUIA BMAMB, BHACNILOK HOr0 MOXE BUHWUKHYTU
rinokanbuiemisi. Cnig 6yT 06epeXXHNMM NPYU NPU3HAYeHHI NpenapaTy Ta iHWWX NOTEHLIRHO HePPOTOKCMYHMX NpenapaTiB. HeobxigHO BpaxoByBaTV MOXMBICTb
PO3BUTKY rinomMarHieMii NPOTAroM NiKyBaHHS.

Y NauieHTiB i3 MHOXMHHOIO MIENIOMOO NPY BHYTPILLIHLOBEHHOMY BBefeHHI 6ichocdoHaTtis y KOMOiHALIT 3 TafifoMiLOM 36i/bLLYETHCA PU3MK PO3BUTKY HUPKOBOI
He0CTaTHOCTI.

[MoBiAOMAANOCA MPO OCTEOHEKPO3 Lenenn y nauieHTiB, AKI OTPUMYIOTb OLHOYACHEe NiKyBaHHS 30/1e4POHOBOK KWUCNOTOK Ta aHTUAHTIOreHHWMMU (3MEHLLYHTb
KpoBOMocTadaHHA NyX/IMHN) NiKapCbKUMK 3acobamu.

Oco61MBOCTI 3aCTOCYBAHHA.

3arasibHi

Mepen BBeAeHHSM npenapaTy 3oneHApoBicTa cnifg nepekoHaTUcs B AOCTaTHIM rigpatauii BCIX MauieHTiB, BK/KOYaOuM MauieHTIB i3 NErkKUMy i NOMipHUMU
MOPYLUEHHAMU (PYHKLIT HUPOK.

HeobxifHO yHMKaTK rineprigpaTauii y nayieHTIiB i3 pU3NKOM PO3BUTKY CepLIeBOT HeAOCTaTHOCTI.

CTaHaapTHI MeTaboNivHi NOKa3HMKKM, NOB’sA3aHi 3 rinepkasibLieMieto, Taki AK piBeHb KanbLito, ocdartiB i MarHito, NoTPibHO peTesibHO NepeBipuUTK Nicns noyarky
3acToCyBaHHSA npenapary. AKL0 BUHWKAE TinoKasbLiemis, rinodocdaremis abo rinomarHiemis, Moxxe 6yt HeobxifHa KOpOTKOYacHa KopUryroya Teparis.
HenikoBaHi naujieHTK 3 rinepkanbLieMieto 3a3Buyail MaroTb AesKi NOPYLLUEHHS PYHKLIT HAPOK, TOMY HEOOXiAHWIA peTenbHUIA MOHITOPUHT MOKa3HUKIB (YHKLLIT HUPOK.
MayieHTn, AKi ofepXXytoTb Tepanito 301eHAPOBICTOD, HE MOBMHHI OAHOYACHO 3aCTOCOBYBATU iHLUI MpenapaTu, WO MICTATb 30/1e4POHOBY KUCMOTY, a TaKoX He
MOBMHHI 3aCTOCOBYBaTW 6y ab-AKi iHLWI 6icdochoHaTn.

MopyLueHHs MYHKLLIT HUPOK

MMpy BUPILLEHHI NUTAHHA LLOLO 3aCTOCYBaHHSA Npenapary XBOPUM i3 rinepKasbLieMieto, 06YMOBNEHOO 3/109KICHOK MYyX/IMHOK, Ha T/ NOPYLUEHHS QYHKLIT HUPOK
CNif, OLiHUTM CTaH XBOPOro i 3p06UTK BUCHOBOK MPO Te, UM nepeBaxkae NOTeHLiHA KOPUCTb Bif, TiIKyBaHHSA Ha MOX/IMBUM PU3NKOM.

Mpy NPUAHATTI pilleHHA NPO NiKyBaHHA MaLieHTIB i3 MeTacTa3aMu B KiCTKM 3 METOH 3anobiraHHs CMMNTOMam, NoB’A3aHUM i3 3aXBOPHOBaHHAMW XpebTa, cnif,
BPaxoBYyBaTW, L0 e(DEKT Bif 3aCTOCYBaHHSA MpenapaTy NoYMHaE NPOABAATMCA Yepes3 2-3 MicAL.

Bynun noBifgoOMNeHHs WOA0 HUPKOBMX AUCHYHKLIN, NOB’A3aHMNX i3 3aCTOCYBaHHAM GicthocoHaTiB. PakTopu, SKi 36iNbLLYHOTh MOXIUBICTb MOPYLUEHHS HUPKOBOT
(DYHKLIT, BKIOYAOTL Aerigparauito, paHille iCHyrYe MOopyLUeHHs (YHKLIT HUPOK, 6aratopasosi UMKAM 3oneHApoBicTn abo iHwmX bicgocgoHaTie, a Takox
3aCTOCyBaHHS He()POTOKCUYHMX 3ac06iB ab0 NPoBeAeHHS iHGY3il B KOPOTLWNIA TEPMIH, HIXXK 6yN0 peKoMeHA0BaHO. Xou4a Npu BBeAeHHI 30n1eHApoBicTY B A03i 4 Mr
MPOTAroM He MeHLe 15 XB PU3NK 3MEHLLYETHLCA, NOTiPLUEHHA (PYHKLUIT HUPOK MOXK/IMBE. Bunafgkn noriplieHHs HUPKOBUX (DYHKLiA, NPOrpecyBaHHA O HUPKOBOI
HefO0CTaTHOCTI Ta NOTPebu B Aianisi cnoctepiraimct y nayieHTIB Nic/ig BBEAEHHSA NOYaTKOBOI 4031 ab0 0A4HOPA30BOI 403U 30/1e4POHOBOT KMUCNOTU 4 M.

MigBULLEHHS PiBHA KpeaTWHIHY B CUpOBaTLi CMOCTepIracTbCa TaKoX Y AeAKMX NauieHTIiB, SKi MOCTIMHO NPUAMaloTb npenapar y pekoMeHAO0BaHUX [o3axX A/1s
3ano6iraHHs BUHWKHEHHIO CMMNTOMIB, NMOB’A3aHMX i3 3aXBOPHOBaHHAMM XpebTa, Xo4a Lie BifbyBaeTbCs 4OCUTL PiAKO.

Mepen NpUInOMOM KOXHOT f03v 30n1eHApoBIcTK Y nauieHTiB He06XigHO OLiHIOBATK PiBEHb KpeaTUHIHY B CMPOBaTLi KPOBi. icns noyatky nikyBaHHA nauieHTam i3
mMeTacTasamy B KiCTKM Ta XIiHKaM i3 paHHbOK CTaieto paKy MOMOYHOT 371031 B MOCTMeHOMay3albHOMY nepiofi nif vac NikyBaHHSA iHriGiTopamu apomatasu (Als)
A/19 3an06iraHHa BTPaTi Macu KiCTKOBOT TKaHWUHW Ta nepenomMam KiCTOK Mpy He3HauyHMX abo MOMIpHUX MOPYLUEHHAX (YHKLIT HUPOK PEKOMEHAYHOTLCA HUXYI [03M




3oneHgpoBicTu (guB. Tabnuuto y po3aini «Cnocié 3acTocyBaHHA Ta [403U»). MNalieHTaM, Y SKMX CNOCTePiraeTbCa NOripLeHHs HUPKOBOT (YHKLIT Mig Yac NiKyBaHHS,
npuiioM npenapaTy MOXHa BiAHOB/IKOBATY /LLe TOAI, KONW PiBEHb KPeaTUHIHY MOBEPHETHLCA [0 NMOYaTKOBOr0 3HaYeHHs B Mexax 10 % noyatkoBoi BenMumHN. Mpu
MOHOB/EHHI Tepanii Nnpenapat 301eHAPOBICTY 3aCTOCOBYIOTb Y Tild caMiil 403, WO i 40 TUMYACOBOro NPUNUHEHHS.

Uepes MOXMBWIA BAMB bGicocoHaTtis, y TOMy uncni 301eHAPOBICTH, Ha (DYHKLIHO HUPOK, Y 3B’A3KY 3 BIACYTHICTIO PO3rOPHYTUX AaHWX i3 KNiHIYHOT 6e3nekn Wwoao
NauieHTIB 3 TSHKKOK HUPKOBOK HELOCTATHICTIO KpeaTWHIH CMPOBATKM CTaHOBMTbL = 400 MKMONb/n  abo = 4,5 mr/gn  ana nauieHTiB i3 rinepkanbLUiemieto, L0
IHAYKOBaHa NyX/IMHO, Ta KpeaTUHIH CUPOBATKN CTAHOBUTH > 265 MKMO/ib/i abo = 3 Mr/an—An1s nawieHTiB i3 MeTacTasamy B KICTKM Ta Y XIHOK i3 paHHbOK
CTafieto paky MOJIOYHOT 3a/103M B MOCTMeHOMay3HOMY MepioAi nif yac nikyBaHHs iHribitopamy apomatasun (Als) Ana 3anobiraHHs BTpaTi Macy KiCTKOBOT TKAHUHW Ta
nepenioMaM KiCTOK BiiNOBIAHO) i nLLE 0BOMEXEHUMN (PapMaKOKIHETUYHUMUN AaHMMU LLIOAO NALiEHTIB 3 TSXKKOK HUPKOBOK HEOCTATHICTHO (KNipeHe KpeaTuHiHY < 30
M/1/XB). 3aCTOCYBaHHS npenaparty nayieHTam i3 TAKKOK HUPKOBOK HeOCTATHICTIO HE PEKOMEHAYEThCH.

MopyLeHHS PYHKLLIT NEYiHKN

BifcyTHi neBHi pekomeHAau i’ 4na NauwieHTIB 3 TAXKKOI NeYiHKOBOK HeJOCTATHICTIO, OCKI/NIbKM AOCTYMHI NNLLIE 06MEXEHI KMIHIYHI faHi.

OcCTeoHeKpo3 Lenenu

MoBiAOMNANOCS MPO OCTEOHEKPO3 LUENenu, NePeBaXKHO B OHKO/OTIYHMX NALiEHTIB, SKi OAepXXyBasv CXeMy NiKyBaHHS, L0 BKIOYana 6icdoctoHatu, y TOMy Ynchi i
30/1e[pOHOBY KWC/OTY.

barato i3 uUMX NauieHTIB OTPUMYBa/IM TaKOXX XiMioTepanito i 3aCcTOCOBYBa/IM KOPTUKOCTEPOIAW. BinblIIiCTb 3aikcoBaHMX BuUMNaakiB Oynu noe’sA3aHi 3i
CTOMATOMOriYHMMM NPOLIEAYPaMU, TaKUMU SIK BUAANEHHS 3y6a. baraTo XT0 3 NaLieHTiB Masiv 03HaKM MiCLEeBOT IH(eKL T, BKHOYarUM OCTEOMIENIT.

MoyaToK NiKyBaHHS ab0 HOBWUIA KypC NiKyBaHHA CMif BiAKNACTU, AKLLO Y NaLieHTiB HasBHI He3aroeHi BIAKPUTI YPaXXeHHS M’SKUX TKaHUH Y MOPOXHWHI poTa, 3a
BUHATKOM MeAUYHUX Haf3BUYaHMUX cuUTyauil. [Lo noyaTky nikyBaHHs GicthochoHaTaMm MauieHTaM i3 CynyTHIMKU (PakTopaMu pU3nKy PEKOMEHIYETHCA NPOBECTM
CTOMATONOriYHMI OrNag 3 BignoBiAHUM NPOMiNaKTUYHUM CTOMATOONIYHUM NiKyBaHHAM Ta iHAMBILYa/IbHOKO OLLiHKOK KOPUCTI Ta PU3MKY.

Heo6xiaHO BpaxoByBaTV Taki (DaKToOpPy pU3NKY A15 OLIHKM IHAUBILYa/IbHUX PU3NKIB PO3BUTKY OCTEOHEKPO3Y LLEMENHN:

- AKTUBHIiCTb 6ichocthoHatiB (BiNbINIA pU3NK AN Gifbll aKTUBHUX CKNafoBKMX), crnoci6 BBeAeHHS (OiNbLUMIA PU3NK ANA NapeHTepaibHOro BBEAEHHS) Ta
KYMYNATUBHY [03Y.

- Pak, cynyTHi 3axBoptoBaHHSA (HanpuKnag, aHeMisi, Koarynonaris, iHPeKLis), naniHHS.

- CynyTHe NiKyBaHHS: XimioTepanisi, 3aCToCyBaHHS iHri6ITOPIB aHrioreHe3y, NPOMeHeBa Tepanis Wi Ta ronoBu, Tepanist KOPTUKOCTepoigamu.

- [leHTanbHi 3aXBOPHOBaHHA B aHaMHe3i, HeOCTaTHSA ririeHa MOPOXHUHMW PoTa, NepioAOHTUYHI 3aXBOPIOBaHHS, IHBa3WBHI AeHTaslbHI NpoLefypu Ta He NpUnacoBaHWii
3y6HWIA NpoTes.

[0 noyatky nikyeaHHs 6icdhocthoHaTaMmm NOTPIOHO NPOBOAUTY OF NI MOPOXHMHM POTa 3 BiAMOBIAHOK CTOMATO/IONIYHOK NPOMIIAKTUKOLO.

Bcix nawieHTiB cnig nonepeguti Npo HeOOXigHICTb NiATPUMYBATH FirieHy NOPOXHWUHK poTa, NPOXOANTY 3BUYaiiHi CTOMATONOrYHI OrNsaaM i MOBIZOMAATM MPO MOsABY
TaKUX CUMMNTOMIB; SIK PyXOMICTb 3y6iB, 6i/lb a60 NpUNyxnicTb, He3arorHi paHu; Nif Yac NikyBaHHs 6icdoctoHaTamu.

[Mig yac Tepanii yMm nayieHTam no MOX/IMBOCTI CijJ YHUKATY IHBa3UBHUX CTOMATO/OT IYHMX npoueayp. CToMaTonorivyHa onepatis MoXe NoripLwmnTy CTaH NaLieHTiB,
y SKMX nif vac Tepanii 6ichocoHaTaMy PO3BMHYBCA OCTEOHEKPO3 Lenenun. BiaCyTHI AaHi WOAO NauieHTiB, SKi NOTpebyroTb CTOMATO/ONiYHMX npoueayp, Wwob
3'icyBaTh, UM 3HMXKYETLCA PU3NK PO3BUTKY OCTEOHEKPO3Y LUeNenu npu NpUnuUHEHHI 3acTocyBaHHA BicdocdoHarti. Jlikap MOBUHEH KepyBaTWUCA NJaHOM BefeHHS
KOXHOTr O NauieHTa, Lo rpyHTYETLCA Ha IHAMBILYabHIM OUIHLI KOPUCTI/PU3NKY. PEXUM NiKyBaHHA AN NALIEHTIB, Y AKUX BUHWKAE OCTEOHEKPO3 Lenenu, NoB/HeH
PO3PO6BNATUCA CYMICHO NIKYHOUMM JliKapeM i CTOMATON0romM abo Xipyprom-CTomartosioroM, Wo Mae [A0CBif NiKyBaHHS NalieHTIB 3 OCTEOHEKpPO30M Lenenun. Cnig
PO3rNAHYTU MOX/IMBICTb TUMYACOBOT BiAMIHM 30/16JPOHOBOI KMCNOTK L0 HOpMasti3aLii CTaHy Ta MaKCUMa/lbHOr0 3MEHLLIEHHS (PaKTOPIB PUNKY.

OCTeOHEKPO3 30BHILLIHLOr0 CIYXOBOr0 MPOX04Y

OCTeOHEKPO3 30BHILLHBLOIO C/TlYXOBOr0o NPOXoAy cnocTepirascs npu npuiiomi 6icgochoHatiB, B OCHOBHOMY Mif Yac TpuBanoi Tepanii. MOXnnBi (hakTopu puUsmkKy
OCTEOHEKPO3Y 30BHILLHBLOIO C/TYXOBOr0 NPOXOAY BK/HOYAKTh BUKOPUCTAHHSA CTepOiaiB, XiMioTepanito Ta/abo MicLeBi (DakTopu pUsmnKy, Taki fK iH(eKLii abo TpasMu.




MOXXNMBICTb OCTEOHEKPO3Y 30BHILLUHBOrO C/TIyXOBOr0 MPOXOAY CAif PO3rNAHYTM Y NauieHTIB, AKI OTPUMYHOTL GicthocoHaTK Ta CKapXKaTbCs Ha CUMMTOMW 3 BOKY
OpraHiB c/lyxy, B TOMY YMC/li Ha XPOHiYHI iH(eKUiT ByXa.

Hagxoamnu cnopaguyHi noBiAOM/IEHHA NP0 BMHUKHEHHA OCTEOHEKPO3Yy IHLUMX KICTOK, BKIHOYAKOUM CTErHOBY KICTKY i KICTKM Ta3a, Y LOPOCAMX MaLieHTIB 3
OHKO/IOTYHMMU 3aXBOPHOBAHHAMM, AKI OTPUMYBa/IM Tepanito 6icdoctoHaTamu.

KicTkoBO-M’5130BUM 6i/lb

Mig Yac NOCTMapKeTMHroBMX AOCAIAKEHb MOBILOMAANOCA MPO CUMIbHWIA, iHOAI iHBanigu3younidi 6ifb y KicTKax, cyrnobax ta/abo m’sizax Yy MauieHTiB, fKi
3aCTOCOBYOTb GichocthoHaTu. MpoTe Taki NOBiLOMIEHHS 6y NOOAMHOKUMU. LiA KaTeropisi npenapaTiB BK/KOYaE | 30/1e4pOHOBY KMCIOTY. Yac A0 noyaTky nosisu
CUMMTOMIB BapitoBaB Bif OAHOro AHA A0 [AEKiNbKOX MICALIB Bif NoyaTKy NiKyBaHHS. Y OiNbLIOCTI NauieHTIB MNiCAsS NPUNUHEHHS NiKYBaHHA 3MEHLLYyBasiacs
BUPAXKEHICTb CUMNTOMIB. Y [aHOI KaTeropii nauieHTIiB BiA3HaYaM peumans CUMNTOMIB, AKLWO NiKyBaHHA BiJHOBNOBA/IM TUM Xe NliKapCbKUM 3ac000M abo iHWNM
6icthocoHaToM.

ATNNOBWIA NEPENIOM CTErHOBOI KiCTKM

ATUNOBI NigBEPTNIOroBi i AladizapHi nepesiomMy CTErHOBOT KiCTKM Oy/v 3apeecTpoBaHi nif vac Tepanii 6ichocdoHaTamm, Hacamnepes y nauyieHTiB, AKIM NPOTArom
TPMBANOro Yacy NikyBany octeonopos. Lli nonepeyHi abo KOpoTKi KOCI NepeioMy MOXNNBI B 6yab-AKOMY MICLLi B3[JOBX CTEMHa Bif, TPOXU HXKYe Manoro BepT/rora
[0 TPOXM BULLE HaABMPOCTKIB. LIi nepenoMum BUHMKaKOTb NIiCAs MiHIMaIbHOT TpaBMU UM 6e3 Hel, i Aedki nauieHTy BigvyBatoTb 6iflb Y CTerHi abo naxy, Lo 4acTo
acoL|it0eTbCA i3 PEHTTeHOMOTIYHMMM 03HaKamu CTpec-nepenomy, 3a Kislbka TUXKHIB abo MicAUiB [0 BUHUKHEHHS MOBHOrO Mepeniomy cterHa. lMepenomu yacTto
ABOGIYHI, TOMY ApYry CTErHOBY KiCTKY MOTPI6GHO OOCTEXMTW Y NaLieHTIB, SKi OTPUMYIOTL BichoctoHaTHY Tepanito i SKi NepeHecnn nepesiom CTErHOBOI KiCTKMW.
TakoX NoBIJOM/IANOCA MPO MOraHe 3aroeHHs TakUX nepesioMiB. Ha nigcrasi iHAMBIAYaNbHOT OLIHKA PU3MKY | KOPUCTI CAif BUPILLIWUTY NUTaHHA MPO MPUMUHEHHS
6icthocpoHaTHOT Tepanil AN NawieHTIB 3 Nif03POH0 Ha aTUMOBI NepPesioMU CTerHa.

Mig yac nikyBaHHA GicthocthoHaTaMy NauieHT MOBUHEH MOBIZOMWTW Nlikapo Npo OyAb-AKuiA Ginb y Tady, CTerHi abo naxy, a KOXHOro nauieHta 3 Takumu
CYMNTOMaMM NOTPiIGHO 06CTEXUTM Ha HAsABHICTb HEMOBHOIO NepesioMy CTErHOBOT KICTKU.

MinokKanbLiemis

3ahikcoBaHO rinoKabLIEMIIO Y NaLieHTIB, AKI 3aCTOCOBYBa/IN 30/1€4POHOBY KUC/OTY; BUNafKWN CepLEeBMX apuUTMIil Ta HEBPOJOTiYHI peakLii (BK/IKOYaroum
eninenTUYHI Hanaaw, rinocTesito, 3aLineHiHHA Ta TeTaHiko), BTOPUHHI [0 TSHKKOT rinoKasbLieMIT; BUNaaKN TSXKKOT rinoKasbLiemit, o noTpebyoTb rocnitanisauii. Y
JesKNX BUMafKax rinokasbLieMis MOXe 3arpoXxyBati XXuTTo. Cnif, NposiBNAT 006epeXHiCTb NPy 04HOYACHOMY 3aCTOCYBaHHI 30/1eiPOHOBOT KUC/IOTU 3 JTIKAPCbKUMU
3ac06amMm, fKi MOXYTb CMIPUUUHSATY TiNOKaNbLIEMItO, OCKIi/IbKM BOHW MOXYTb MPOSBASTA CUHEPriYHMIA etheKT, WO NPU3BOAMTb 4O TSXKKOI rinokanbLjiemii (auB.
po3ain «B3aemogis 3 iHWMMK NiKapCbKMMK 3aco6amMm Ta iHLLI BUAW B3aEMOfi»). Mepea novyaTkoM Tepanii Heo6XigHO NepeBipuUTA PiBEHb KasbLiito B CMPOBATLL KPOBI
i NPOBECTN Or0 KOPEKLito Npy HeobXigHOCTI. JTiKyBaHHSA TaK1X NauieHTiB MOBUHHO OYTW afieKBaTHO JOMOBHEHO NpenapaTaMu KasbLito i BiTaMiHOM D.

HaTtpii

3oneHapoBicTa MicTuTb 24,00 Mr/go3y HaTtpito. Cnig 6yTn 06epeXXHNUM Npu 3aCTOCYBaHHI NpenapaTy nauieHTaM, sKi 3aCTOCOBYHOTb HAaTPIN-KOHTPO/IbOBaHY JIETy.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagto.

MpenapaT NPOTMNOKa3aHWI y nepiog BariTHOCTI abo rofyBaHHSA rpyaato.

BariTHicTb

Hema focTaTHiX AaHuX LLOAO 3aCTOCYBaHHA 30/1eLpOHOBOI KUCNOTK Y BariTHUX XIHOK. JoCnifKeHHs penpofyKuii y TBapUH Nokasaam pernposyKTUBHY TOKCUYHICTb.
MOTEHUIAHWIA PU3MK ANA NHOLNHW HEBIAOMUIA.

Mepiof rogyBaHHA rpyaato

HeBifomo, U/ NPOHMKAE 30/1eJpOHOBA KUCNOTA Y FpyHe MO/IOKO.

PepTUNbLHICTL




30/1e4pOHOBY KMCMOTY OLIHIOBa/IN Y LLYPIB Ha NPeAMET MOX/IMBOr0 HECMPUATIMBOIO BMNNBY Ha PEPTUNLHICTL. Pe3ynbTaTn AOCiKEHb He [L03BOSINN BUHAYNTYU
BMMB 30/1e4POHOBOT KUC/IOTU HA (DEPTUSIBHICTb Y JIOAUHMN.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

Mob6iyHi peakuii npenapaty, Taki SK 3anamOpOYeHHs Ta COH/UBICTb, MOXYTb BM/IMBATW Ha 34aTHICTb KepyBaTW aBTOTPaHCMOPTOM abo npautoBatv 3 iHLWMMU
MexaHizMamu, TOMy HeobXifHO OyTV 06epexxHUMM MpY KepyBaHHI aBTOTPAHCMOPTOM Ta PO6OTI 31 CKNafHMMM MexaHi3Mamu B Mepiof 3aCTOCYBaHHS npenapaty
3oneHapoBicTw.

Cnocib 3acTocyBaHHA Ta A03Mu.

MpenapaT NOBMHEH BBOAWTM TiNIbKW NiKap, AKWI Mae [0CBif BHYTPILLHLOBEHHOIO BBeAEHHS GicthocqoHaTiB.

Mepen BBEAEHHAM 5 MN KOHUEHTpaTy 30/M1eHAPOBICTH, WO MICTUTL 4 M 30/1e4POHOBOI KUCNOTK, Po3BoAATb Y 100 Ma 0,9 % po3unHy HaTpito xnopugy abo 5 %
PO3YMHY F/IOKO3W. FOTOBWIA PO3UNH ANS iHY3ili BBOAATL Y BUMNAAI O4HOPa30BOI BHYTPILLHbOBEHHOI iH(Y3il NPOTArom WwoHaviMeHLwe 15 XB.

KoHueHTpaT 301eHAPOBICTN He MOXHA 3MilLyBaTK 3 PO3YMHaAMK ANS iH(Y3IN, WO MICTATb KanbLin abo iHWI ABOBa/IEHTHI KaTiOHM, TaKUMW SK NaKTaTHUIA PO34YNH
PiHrepa, i He06XiHO BBOAUTW Y BUTNISZI O4HOPA30BOI BHYTPILLIHLOBEHHOT iH(Y3iT 3 BUKOPUCTaHHAM OKPeMOT iHY3iiHOT cucTemu.

IMpodinak TKa CUMNTOMIB, NOB’A3aHNX 3 YPAXKEHHSIM KiCTKOBOI TKAHWHW, Y NALIEHTIB 3i 310KICHUMW HOBOY TBOPEHHAMMW Ha Mi3HIX CTafisx

LJlopocni i nauieH TV NiTHLOr o BiKy

PekomeHA0BaHa [03a 30/1e4POHOBOT KUC/IOTU CTAHOBUTL 4 MT Y BUTNAAT IHPY3IT KOXHI 3-4 TUXHI.

MayieHTaM TakoXX HeoOXiAHe LWOoeHHe NPU3HAYeHHs NpenaparisB KasbLito nepopasbHo Y 403i 500 mr i 400 MO BitamiHy D Ha go6y.

MMpw BUPILIEHHI NUTAHHA LWOAO NiKYBaHHA MaLieHTIB i3 METAaCTaTUYHUMU YPaXKEHHAMM KICTOK A1 NPOgiNaKTUKA CUMNTOMIB, MOB’A3aHNX 3 YPaXKEHHAMU KiCTKOBOT
TKaHVHN HeO6XIiHO BPaxoBYyBaTK, L0 NMOYaTOK eqpeKTy Bif NiKyBaHHA HacTae yepes 2-3 MiCAL.

J1iKyBaHHSA rinepkaibLieMil, 06YMOBNEHOT 3105KICHOK MYX/IVHO

[lopocni i nayieH T NiTHLOrO BiKy

Mpn 3acTocyBaHHI npenapaty y 3B’A3Ky 3 rinepkasnbLiemieto (BMICT KasbLito B CUPOBaTLi KPOBI i3 KOPUTyBaHHAM Ha anbbymiH = 12,0 mr/gn a6o 3,0 Mmosnb/n)
peKoMeH/0BaHe 0IHOPa30Be BBEAEHHSA 4 M 30/1e[pOHOBOI KMCNOTW.

MNopyLeHHA dYHKLLIT HUPOK

inepkanbuiemisi, 06yMoB/ieHa 3M105KICHO MyX/IMHOO

NikyBaHHs rinepkasbLiemii, 06yMOBNEHOT 3/10KICHOI MYX/IMHOLO, Y NAUIEHTIB 3 TAXKUMMW NOPYLUEHHAMN (PYHKLIT HUPOK MOXK/IMBE MICNSA PETENIbHOT OL{iHKN PU3NKY
3aCTOCYBaHHS npenapaTy Ta 04iKyBaHOI KOpUCTi. KNiHIYHWIA JOCBIA 3aCTOCYBaHHSA npenapaTy nauieHTam i3 piBHeEM KpeaTuHiHY B cupoBaTLi KpoBi > 400 MKMONbL/N
abo > 4,5 mr/an BigcyTHIN. MawieHTaM i3 rinepkanbLieMieto, 06yMOBIEHO 3M105KICHOK MYX/NMHOHD, 3 PiIBHEM KpeaTuHIHY B cupoBatui KpoBi < 400 MKMOb/N abo <
4.5 Mr/gn Kopekuis fo3u He noTpibHa.

MpoinakTmKa CMMNTOMIB, NOB’A3aHNX 3 YPa>rKeHHAMM KiCTKOBOT TKaHUHK, y NaLieHTIB 3i 3/109KICHMMMW HOBOY TBOPEHHAMM Ha Mi3HIX CTagisxX

Ha noyatky nikyBaHHS npenapaTtoM nauieHTIiB i3 MHOXWHHOK MIENOMOK ab0 MeTacTaTUYHUM YPaKeHHAM KiCTOK BHACNILOK CONAHOT NyXAMHW CAif BU3HAUUTU
piBEHb KPeaTWHIHY B CUPOBATLL KPOBI | K/ipPeHC KpeaTuHiHY. KnipeHc KpeaTnHiHY po3paxoByeThbea 3a hopmysnoro Kokpodta—Ionita piBHS KpeaTuHIHY B CMpoBartLi
KpoBi. 30neHpoBicTa He PeKOMEHAYETLCA MaLieHTaM i3 TSXKKMMU MOPYLLUEHHAMU (YHKLIT HAPOK A0 noyaTKy Tepanii (KnipeHc KpeaTuHiHy < 30 Mn/XB). KniHiyHi
[OCNIAKeHHS LLLOA0 3aCTOCYBaHHA npenapary naieHTam i3 piBHeM KpeaTuHIHY B CMpoBaTLi KpoBi > 265 MKMOb/1 abo = 3 Mr/f1 He NpoBOANAUCS.

MauieHTaM i3 MeTacTaTUYHUMMK YPaKeHHAMWU KICTOK NPV MOPYLUEeHHI (YHKLIT HUPOK NIerkoro abo momipHOro CTyMeHs TSXKKOCTI JO noyaTtky Tepanii (KnipeHc
KpeaTuHiHy 30-60 MN/XB), PeKOMEHAYTLCA TakKi 1031 npenapaTy:




MOYATKOBIUW PIBEHb KNIPEHCY PEKOMEHZOBAHA [03A 30/IEAPOHOBOI KUCIOTW, MI*
KPEATUHIHY, MJ1/XB
>60 4
50-60 3,5
40-49 3,3
30-39 3

* 1031 po3paxoBaHi 3 gonyLeHHaM 3agaHol AUC=0,66 mrerog/n (KnipeHc KpeaTuHiHy 75 Ma/xB). 019 NauieHTIB i3 NOpYyLUEeHHAMY (PYHKLIT HUPOK nepefbayacTsCs
3MEHLLIEHHS [JO3W 40 TaKOro pPiBHSA, Npu KoMy gocAraetbes Taka AUC, SK i B MaLieHTIB i3 KNiPEHCOM KpeaTUHIHY 75 M/XB.

IMicng moyaTky Tepanii piBeHb KpeaTUHIHY B CMPOBATLL KPOBI CNif BUMIPIOBATU MEpPes BBELEHHAM KOXHOI [031 npenapaty. Y pasi nopyLleHHs (yHKLIT HUPOK
NiKyBaHHA CNif BIAMIHUTI. Y X041 KNiHIYHUX JOCNiIKEHb MOPYLLEHHS (DYHKLIT HUPOK OY/M BU3HAYEHI TaKUM YMHOM:

— A1 NaieHTIB 3 HOPMa/ibHUM MOYaTKOBUM PiBHEM KpeaTuHIHY B cupoBaTLi KpoBi (< 1,4 mr/an abo < 124 MkMonb/n)-nigsuuieHHs Ha 0,5 mr/gn abo 44 MKMonb/n;

— 419 NaLieHTIB 31 3MIHEHNM MOYATKOBMM PIBHEM KpeaTWHIHY B cupoBartLi Kposi (> 1,4 mr/af, abo > 124 MKMO/b/N) NiABULLEHHSA Ha 1 Mr/a/1, a6o 88 MKMOsb/N.

Mig yac KNiHIYHUX AocnifMkKeHb Tepanito 301e4pPOHOBOID KUCNOTOK BIAHOBMKOBa/IN MICNA NOBEPHEHHSA PIBHA KpeaTWHIHY 40 MOYaTKOBOro piBHA B Mexax 10 %
no4aTKOBOI BEIMUMHK. Tepanito npenapaTtoMm CAif, Bi4HOBOBATL Y Tili e 03I, WO 1 [0 nepepuBaHHS NliKyBaHHS.

aiTn

Besneka Ta e()eKTUBHICTb 30/1€[POHOBOI KMCNOTW Y AiTei BikomBif4 1 10 17 pokiB He 3’sicoBaHa. Hemae pekoMeH/aLlil LoAo cnocoby 3acTOCyBaHHA Y AiTei.
IHCTPYKLIT LWOA0 NPUroTYBaHHS 03 301e4POHOBOI KUC/I0TH

[ns BHYTPILLUHLOBEHHOTO BBEEHHS.

5 MN KOHLEHTpaTy npenapary, Lo MICTUTb 4 Mr 30/1e4POHOBOT KMCNOTH, cnif po3secTu y 100 mn ctepunibHOro 0,9 % posunHy HaTpito xnopugy abo 5 % rnokosu
A1 BHYTPILLIHBOBEHHOT IH(Y3iT.

MauieHTaMm i3 NOpYyLUEHHAMN (DYHKLIT HUPOK NIErkoro abo cepefHbLOro CTYMEHA TSHXKKOCTI peKOMeH0BaHI 3HKeHi 031 npenapaty 3oneHgpoBicTa.

IHCTPYKLUIiA 040 NPUTOTYBaHHSA 3HKEHMX 403 Mpenapary:

HabpaTtu BignoBiaHMIA 06’€M KOHLEHTPATY, IK BKa3aHO HIKYE:

- 4,4 mn Bignosigae 3,5 mr;

— 4,1 mn Bignosigae 3,3 Mr;

— 3,8 mn1 Bignosigae 3 Mr.

HeoObxiAHY KiNbKIiCTb PiAKOro KOHUEHTpaTy cnif po3sect y 100 mn ctepunibHoro 0,9 % po3yunHy Hatpito xopuay abo 5 % rioKo3u 415 BHYTPILLUHLOBEHHOT THY3IT.
Mepep BBeAeHHAM 30neHAPOBICTY | Nicns LbOro NOTPIGHO 3abe3neynT 4OCTATHIO rigpaTauito nawieHTa.

aiTn.
Be3neka Ta e()eKTUBHICTb 3aCTOCYBaHHSA 30/1e4POHOBOT KAC/IOTU LiTAM He BCTAHOBJIEHI.

NepenosyBaHHS.

KniHiYHWIA focBif Tepanii rocTporo nepefosyBaHHS 30/1epOHOBOK) KMC/IOTOK 0OMEXEHM. 3aikcoBaHe NOMMMIKOBE 3aCTOCYBaHHSA 30/1€4POHOBOT KUCNOTU Y A03i 40
48 wmr. MayieHTn, AKMM 3aCTOCOBYBa/IM Npenapat y A03i, WO NepeBuLLye peKOMeHA0BaHy, NOBUHHI 3HAXOAMTUCS Nifg MOCTIMHAM MeAWYHUM HAarnsagoM, OCKiNbKu
MOXX/IMBE MOPYLUEHHSA (DYHKLIT HAPOK (B T.4. HUPKOBA HEAOCTATHICTbL), 3MiHA €/IEKTPOITHOrO CKagy cupoBaTky (B T.4. KOHLEHTpaLis KasbLito, (hocthaTiB i MarHito).



[Mpy BUHVKHEHHI TiMOKanbLIEMIT MOKa3aHO NPOBEAEHHS IH(Y3IT Ka/ibLit0 TTFOKOHATY 38 KNIHIYHUMW MOKa3HWKaMW. J1iKyBaHHS CUMMTOMATUYHE.

Mo6iyHI peakuii.

MpoTarom 3 AHiB Micns 3acTOCyBaHHS 30/1e4POHOBOI KMCNOTY 3a3BMyali NOBIAOM/SAAN NP0 rocTpodasHi peakuii, CUMNTOMU IKUX BK/OYa/IN 6ifb Yy KIiCTKax, rapsayky,
cnabkicTb, apTpanrito, Miasbrito, 03HO6 | apTpUT i3 Habpsikamu cyrnobis. LI cumnTomm 3a3BMYail 3HUKaKOTb NPOTArOM AEKiNIbKOX AHIB.

Y pasi 3aCTOCyBaHHS 30/1eLpOHOBOT KNCMOTU BUABNIEHO TaKi BaXK/MBI NOGIYHI peakLii:

MOPYLLEHHS HUPKOBOT (PYHKLIT, HEKPO3 Le/enn, roctTpogasHi peakuii, rinokanbLieMisi, MOPYLIEHHA 30py, Qibpunayis nepeacepib, aHadinakcis, iHTepcTuliaibHa
XBOPO6a NereHis..

IHthopmaLis Npo YacToTy HebaxkaHWX peakLiii Npu 3aCTOCyBaHHI 30/1eJpOHOBOT KUCNOTW Y [03i 4 Mr I'pyHTYETHCA FOMIOBHMM YMHOM Ha JAaHWX, OTPYMaHKX
npu nNpoBefeHHI TpuBanol Tepanii. HebaxaHi peakuii, NoB’s3aHi i3 3aCTOCYBaHHAM 30/1€4POHOBOT KWUCNOTK, MOAIGHI JO TWX, MPO SKi MOBIAOMAANOCA Mpwu
3acTocyBaHHI iHWNX BicdocdoHarTiB, | MOXYTb PO3BMBATUCA MPUOIN3HO B OLHIET TPETUHM BCIX NaLiEHTIB.

IHopmaLis Npo HMKYe BKasaHi NobiyHI peakuii 6yna ibpaHa nif Yac KNiHIYHUX AOCNILKEHb, NePEBAXXHO MiCNA TPMBA/IOr0 /liKyBaHHSA 30/1ePOHOBOIO KUC/IOTOH.
Mo6iyHI peakuii KnacuMikoBaHi 3a 4aCTOTOH TX BUHUKHEHHS: Ay>ke YacTo (= 1/10), yacTo (= /100, < 1/10), iHogi (= /1000, < 1/100), pigko (= /10000, < 1/1000),
AyXe pigko (< 1/10000), HeBifOMO (He MOXKHA OLIHUTU, BUXOAAYM 3 HAABHUX JaHUX).

3 60Ky cucTeMU KPOBi Ta fiMMaTNYHOT CUCT EMMU:

4acTo — aHeMis;

iHOAI — TPOMOOLMTONEHIS, NEKONEHIS;

PiAKO — NaHLMTOMEHIS.

3 BGOKY HepBOBOI CUCTEMM:

4acTo — ro/IOBHWUIA 6ifNb;

IHOAI — MapecTesii, 3anamMopoyeHHs, CMaKoBi po3fiagun, rinocTesis, rinepcresis, TPEMop, COHNMUBICT;

AY>Xe piAKo — eninenTuYHi Hanagu, rinocTesis, 3auineHiHHA Ta TeTaHid (BTOPMHHWIA 40 rinoKanbuiemii).

3 6OKY NCUXIKN:

IHOAI — 3aHEMOKOEHICTb, PO3/1aAn CHY;

PIAKO — CNJIyTaHICTb CBILOMOCTI.

3 60Ky opraHiB 30py:

4acTO — KOH FOHKTUBITY;

IHOZI — NOMYTHIHHS 30pY, CKIEPUT Ta 3anasieHHs OYHUL;

PiAKO — YBEIT;

[Y>Xe PiAKO — enicknepur.

3 6OKY LLITYHKOBO-KULLIKOBOIO TPAKTY:

4acTo — Hy0Ta, 6/10BaHHS, aHOPEKCIS;

iHO4i — piapes, 3anop, abAoMiHaNbHWUIA 6iflb, AMCMENCiA, CTOMATUT, CyXiCTb Y POTI.

3 60Ky AMXabHOT CUCTEMU:

IHO4I — AMCnHOe, Kallenb, BPOHXOKOHCTPUKLIS;

PIAKO — iHTepCTULiabHa XBOpO6a NereHis.

3 60Ky LIKIpW Ta NigWKiPHUX TKAHWH:

IHOLI — CBEPOIXK, BUCUMAHHA (BK/HOYAOUM epUTEMATO3HI Ta MaKyNfpHI BUCUMNAHHSA), MiABULLEHA NiT/MBICTb.




3 60Ky CKeneTHO-M’S30B0OT CUCTEMM, COAYYHOT TKAHUHW:

4acTo — 6iNb y KICTKaX, Mianris, apTpanris, reHepanizoBaHuin 6isb;

IHOZI — M’A30Bi CYy,0MM, OCTEOHEKPO3 LLieNenwu;

Ly)Ke pifKo — OCTEOHEKPO3 30BHILLHLOr0 C/TlyX0BOr0 NPoXoAy (HeCNpUATAMBI peakuil, TUNOBI 4na 6ichocdoHaTiB) Ta iHLWMX KiCTOK, BKIHOYAKOUN CTETHOBY KICTKY |
KICTKW Ta3a.

3 60Ky CcepLeBO-CYANHHOT CUCTEMU:

iHOAi — apTepianbHa rinepTeHsis, apTepiaibHa rinoTeHsis, GibpunaLis nepeacepab, apTepiasibHa rinoTeH3is, Wo CIPUYNHIOE CUHKONME Ta LMPKYISTOPHWIA Konanc;
piaKo — GpaamKapis, Ay>e pifKo — cepLeBa apuTMis (BTOPUHHA 0 FinoKanbLiemii).

3 60KY HMPOK Ta Ce4yocTaTeBOl CUCTEMMU:

4acTO — HUPKOBI NMOPYLLUEHHS;

IHOAI — rocTpa HMPKOBa HeAOCTATHICTL, rematypis, NPOTeiHYpIs;

PiAKO — HaByTWin cHAPOM PaHKOHI.

3 60KY IMYHHOI CUCTEMMU:

IHOLI — peakLii rinepyyTInBOCTI;

PiAKO — aHTiOHEBPOTUYHMIA HAOPSK.

3aranbHi NOpYLUEHHS | peakLil y Micli 3aCTOCYBaHHSA NpenapaTy:

4acTo — rapsyka, rpunonoAibHMin cTaH (BKIKOYakOUM CTOMIEHICTb, 03HOO, HE3AYXXaHHS | NPUNANBN);

iHOAI — peakUil y micui iH’eKuiT (BKNHOYatoum 6inb, noapasHeHHs, NPUNYXNIiCTb, 3aTBEPAIHHSA), acTeHis, nepudepuyHniA Habpsak, 6inb y rpyasx, 36i/bLUeHHS MacK
Tifa, aHaiNakTMYHI peakLii/LIoK, KPOonuB’aHKa;

PIAKO — apTpUTK Ta HAOPAKK CYr06iB K CUMNTOMU rOCTPO(Aa30BOi peakLil.

BigxuneHHs nabopaTopHUX MOKa3HUKIB:

Ly>Xe YacTo — rinogocaremis;

4acTo — NiABULLEHHS PIBHA KpeaTUHIHY | CEHOBMHM B KPOBI, MNOKa/bLIiEMIS;

IHOAI — rinomarHiemis, rinokaniemis;

PIAKO — rinepkaniemMis, rinepHaTpiemis.

MopyLeHHS BMYHKLLIT HUPOK

Mpwy 3acTOCYBaHHI 301e4POHOBOT KUC/IOTU NOBIAOMASAN NPO NOTripLWeHHs (yHKLIT HUPOK. Ha nigcTasi aHanisy gaHux 3 6e3nekn oTpuMaHuX y Xofi peectpauiiHux
JOCNiAKeHb 30/1e[pOHOBOI KMUCMOTU  WOA0 MOMepeipKeHHsT HebaxXaHuUX ABULL, MOB’A3aHUX 3 YPAKEHHAM KICTKOBOI TKaHWHW, Y NauieHTIB i3 NOLWMPeHUMU
3N0SKICH/MM 3aXBOPIOBAHHAMM HacTOTa MOpyLUeHb (DYHKLIT HUPOK, fKi BBXASMCA NOB’A3aHNMU i3 30/1ePOHOBOK0 KUCNOTOK, 6y/a TaKoH: MHOXMHHA Mienioma —
3,2 %, pak npoctatn — 3,1 %, pak MOMOYHOT 3a/1031 — 4,3 %, paK nereHb Ta iHWi conigHI NyxXamHN — 3,2 %. dakTopu, WO MOXYTb MiABULLYBATU PU3MK MOPYLLEHHS
(DYHKLIT HMPOK, BKIHOYalOTb ferigpartauito, nonepefHe MNOPYLUEHHS (YHKUIT HUPOK, 6Garatopas3oBi Kypcu NiKyBaHHSI 30/1eAPOHOBOI KUC/IOTM abo IHLIMMMK
6icthochoHaTaMmM, a TaKOX OfHOYACHE 3aCTOCYBaHHSA IHLIMX He(DPOTOKCUYHUX 3ac06iB ab0 CKOPOYEHHSI PEKOMEH0BAHOMO Yacy iHQys3ii. 3adiikcoBaHO BMMAaAKK
MOripLeHHs PYHKLIT HAPOK, MPOrpecyBaHHs HUPKOBOI HELOCTATHOCTI | BUHUKHEHHS HEOOXIAHOCTI MPOBeLeHHSA remojianisy npu nepliomy abo ofHOpa3oBoMy
3aCTOCYyBaHHi 30/1eiPOHOBOI KUC/IOTW Y A03i 4 M.

OCTeoHeKpO3 Lenenu

Bunazgkyu octeoHekpo3y (B OCHOBHOMY Llefernu) 3agikCOBaHO NEPEBAXKHO Yy MALIEHTIB 3 OHKOMOTIYHMMMW 3aXBOPHOBAHHAMMW, AKi 3aCTOCOBYBa/IM 30/1€4POHOBY
Kucnoty. barato XTo 3 UMX NauieHTIB MaB NPOSBM MICLEBOT iH(EKLIT, BKIHOYAKOUM OCTEOMIENIT. BinblicTb BMMaAKiB Gynu MoB’s3aHi 3i CTOMATONOrIYHUMU
npouegfypaMu, TakuMU K BUAaneHHs 3y6a. OCTeOHEKPO3 Lenenu mae 6arato BCTaHOBMEHMX (PAKTOPIB pU3MKY, 30KpeMa AiarHOCTOBaHWIA pak, CynyTHs Tepanis




(Hanpuknag, ximiotepanisi, NPOMeHeBa Tepanis, KOPTUKOCTEPOiAW) Ta CynyTHI 3aXBOPIOBaHHA (Hanpukiag, aHemis, Koarynonaril, iIHeKLiT, 3aXBOPHOBaHHSA POTOBOT
MOPOXHMHN).

Xoy4a NpUYMHHO-HACNIAKOBOIO 3B’A3KY He [OBefeHO, MM naLieHTaM PeKOMeHA0BaHO YHUKATU IHBA3MBHUX CTOMATO/IOTIYHUX NPOLEeAyp.

Pibpunauia nepeacepab

3ahikcoBaHO epeKTMBHICTL i 6e3MneKy 30/1e4POHOBOT KUCNOTK Y NaLieHTOK 3 NOCTMEHOMNay3HUM OCTEONOPO30M, 3arajlbHa YacToTa Po3BUTKY (Dibpuaaui’ nepescepib
craHoBuna 2,5 % y rpyni nauieHToK, fKi OTPMMYBasn 30/1e4POHOBY KMUCOTY B f03i 5 Mr, 1 1,9 % vy rpyni nnaye6o. MNMpuunmHa BUHUKHEHHS NiABULLEHOT YacTOTH
PO3BUTKY (hibpunaLii nepeacepib HeBigoma.

"ocTpoda3oBi peakLil

LLi HebaxXaHi peakuii BK/IKOYAKOTh rapsiuKy, Mia/rito, rofioBHWiIA 6inb, 6inb Y KiHLiBKax, HyAO0TY, 6/1l0BaHHSA, Aiapeto Ta apTpanrito, a TakoX apTpuUT i3 acouiioBaHNM
OMyXaHHAM cyrno6iB, AKI MOXYTb MPOSBATUCA NPOTAroM nepumx 3 AHiB nicns iHQysii npenapaty. 3a3HavyeHy peakLito Ha3MBaKTb «TPUMOMNOAIGHNM> CUHAPOMOM,
ab0 CMHAPOMOM «Mic/ist OTPUMaHHA npenaparty».

ATVMOBI NepenoMmn CTErHOBOI KICTKU

MpoTsarom nepiofy NOCTPEECTPALLIHONO 3aCTOCYBaHHSA PiAKO MNOBIAOMAANOCS NPO TaKi peakuii, SK

rocTpi MigBepT/OroBi Ta AgiadiszapHi nepesiomMmy CTErHOBOT KICTKM (HebaxxaHa peakwisi Ha 6icdocgoHaTtn).

IM0o6iYHI peakLLil, 3yMOBEHI FNOKaIbLIEMIED

MinokasbLieMis € BXXIMBUM iIeHTU(IKOBaHUM PU3NKOM MPKU 3aCTOCYBaHHI Npenapary 3a 3apeecTpoBaHMMM MoKasaHHAMW. JaHi KNIHIYHWUX Ta NOCTMapKETMHIOBUX
AOCNipKeHb CBiAYaTb NP0 3B’SA30K MiXK Tepaniero 30/1e4POHOBOKD KMCMOTOK, NOBIAOM/IEHHSMM NPO FiNOKabLiEMIlO Ta PO3BUTKOM BTOPMHHUX CEPLEBUX apUTMIiA.
Kpim TOro, € fiaHi npo 38’30K MiX FinoKa/bLiEMIE0 Ta BTOPUHHUMW HEBPONOTIYHUMW peakLissMK1, BK/IKOUYaouM eninenTUyHi Hanaaw, rinoctesito, 3alineHiHHA Ta
TeTaHilo.

TepMiH NpUAATHOCTI. 3 POKMK.

Micns po3BeseHHs: 3 MiKPO6ioorivyHOT TOUKM 30py, Npenapar CAif BUKOPUCTATU HEranHo.
AKWOo npenapat He 6yB BUKOPUCTaHWIA 0apasy, 36epirat NpoTarom 24 rofuH npy Temneparypi 2-8 °C nicns po3KpUTTA.
OXO0M0KEHWI PO34MH NOBUHEH Oy TV A0BEAEHNIA [0 KIMHATHOT TemnepaTypu nepes BBeAEeHHAM.

YMOoBW 36epiraHHs.
He noTpebye 0cobmMBMX YMOB 36epiraHHs. 36epiratv y HeJoCTYMHOMY ANs AiTein Micu.

HecyMiCHICTb.

KoHueHTpaT npenapaty nigidrae po3sefeHHI0 y cTepusibHoMy 0,9 % po3unHi HaTpito xnopuay abo 5 % po3unHi rnoko3n. KoHLeHTpaT npenapaty He MOXKHa
3MiLlyBaTU 3 PO3YMHAMK ANA IHPY3IN, WO MICTATb KasbLid ab0 iHLWWI ABOBa/IeHTHI KaTiOHW, TaKUMW SIK TaKTaTHWUIA PO34YMH PiHrepa, i HeobXiAHO BBOAUTU Y BUINS4I
0AHOPa30BOT iH(Y3ii 3 BUKOPUCTaHHAM OKPEMOT CUCTEMU A5 iIHAY3iiA.

JocnifpkeHHs 3i CKSHUMM (hlakoHaMK, a TaKOoX KislbKoMa TMnamm iHy3iiHUX nakeTiB Ta iHY3iHNX CUCTEM, BUTOTOB/IEHMX i3 MONIBIHINXN0PUAY, NOMIETUIEHY Ta
noninponineHy (nonepeaHso 3anoBHeHUX 0,9 % po34MHOM HaTpito Xnopuay abo 5 % po34mMHOM rNHOKO3M), NOKa3aIn BiICYTHICTb HECYMICHOCTI 3 BULLE3a3HAYEHUMMU
nakyBa/lbH/MW MaTepianamm.



YnakoBkKa.
M0 5 M1 KOHLEHTPATY A4/15 PO34UHY A4/151 iH(Y3ii Y (h1akoHi i3 rymMoBOO MPOGKOKD Ta altOMiHIEBOKD KpULLIEYKOHD. 10 1 (hiakoHY B KapTOHHIN KOPO6L.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK.

CiHTOoH Xicnanisi, C.J1.
abo

CiHTOH BB.

Micue3HaxomkeHHS BUPOOHMKaA Ta afgpeca Micusa NPOBaf>KeEHHS MOro AisiNIbHOCTI.
Byn. K/Kactenno, n°1, CaHT boi e Jinobperart, bapcenoHa, 08830, IcnaHis

abo

Mikposer 22, HiimereH, 6545 CM, HigepnaHau.



