IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

30META®
(ZOMETA®)

Cknag:

Aitoya peyosmHa: zoledronic acid;

5 MN KOHUEHTpaTy MIiCcTATb 4 MI KWCNOTW 301e4pOHOBOI 6e3BOAHOT, WO Bignosigae 4,264 Mr Kuciotu
30/1e4POHOBOT MOHOTiApaTy;

1 MN KOHUEHTpaTy MIicTUTb 0,8 M KMCNOTU 30/1€4pOHOBOT 6€3BOHOI;

AOMNOMI>KHI peyoBuHU: MaHIT (E 421), HaTpito uMTpaT, Boga Ans iH’eKLii.

Nikapcbka thopma. KoHUeHTpaT 415 po34nHy ANs iHQY3ii.
OCHOBHi (Di3MKO-XiMiYHi BNacTVBOCTi: Npo3opuii 6e36apBHNIA PO3UMH.

dapmakoTepaneBTUYHa rpyna. 3acobu, WO BNIMBaKOTb HA CTPYKTYpYy Ta MiHepasisauito  KiCTOK.
bicdochoHatn. Kog ATX M0O5B AOS.

dapmakosoriyHi BNacTMBOCTI.

PapmakognHamika.

30/1epOHOBA KUCNOTA HAIEXUTb A0 HOBOMO Kacy 6icdocgoHaTis, Wo cneunpiyHUM YAHOM Ait0Tb Ha KICTKOBY
TKaHVWHY. BOHa € OAHMM i3 HaNMOTYXXHILLIMX Cepef BiJOMMX Ha CbOrOAHI IHriGITOPIB OCTEOKNACTHOI KiCTKOBOI
pe3opoLil.

CenektuBHa fis 6ichocoHaTiB Ha KICTKM 6a3yeTbCs Ha TXHii BUCOKIM CMOPigHEHOCTI 3 MiHepasiizoBaHo
KICTKOBOI TKaHVHOM, OflHaK MOMEKYNSPHMIA MeXaHi3M, WO NP13BOAUTL A0 iHTiiLii OCTeOKNAaCTHOI aKTUBHOCTI,
Ha CbOroAHi He 3’AcoBaHWiA. [oCniKeHHs Ha TBapUHaX BCTAHOBWU/IN, L0 30/1€4POHOBA KMC/I0TA iHTi6Ye KiCTKOBY
pe3op6Liito 6e3 HeraTMBHOIO BM/IMBY Ha (POPMYBaHHSA, MiHepasti3aLito Ta MexaHiYHi BacTUBOCTI KiCTOK.

Kpim iHribiLii 0CTeoK1aCTHOT KICTKOBOI pe3opoLii, 30/1e4pOHOBA KUC/IOTA YNHWUTL NPAMY NPOTUNYXNHHY Ait0 Ha
KYNbTUBOBaHI KNITUHW MIENOMM Ta paky MOJIOYHOI 3a/103U NHOAMHM 3aBASKM IHTIGILIT nponidepayii KNiTUH Ta
iHAYKUIT anonTo3y. Lie BKkasye Ha Te, WO 30/1e4PpOHOBA KMCNOTa MOXE MaTy aHTMMeTacTaTU4Hi BNacTuBOCTi. B
[OK/IHIYHMX JOCNILKEeHHAX OYM NPOAEeMOHCTPOBaHI Taki BacTUBOCTI:

In Vivo — iHri6iLis 0CTeOKNaCTHOT KICTKOBOT pe3opbuii, ka fie Ha CTPYKTYpPY MIKPOKPUCTaNiYHOrO MaTpuKcy
KICTKM, WO 3MeHLWYe PICT NYyX/IMHW; aHTuaHrioreHHa (4ia Ha CyAMHW, WO MPU3BOAMTL [0 3MEHLUEeHHS
KpOBOMOCTa4YaHHsA MyX/IMHK) Ta NPOTMH0/bOBA Aif.

In vitro — iHri6iuis octeob6nacTHOI nponicepauii, UMTOCTaTUYHA [if, NpoanonTocTaTUyHa [Ais Ha MyX/MHHI
KMITUHW, CUHEPTiYHUIA UMTOCTATUYHUIA eeKT 3 IHWWMKU NPOTUNYX/IMHHUMMK NiKaMWu, aHTuaare3vBHa Ta
aHTWiHBa3MBHa fis.

dapmakoKiHeTuKa.

[aHi 3 hapMaKOKIHETMKM NpKU MeTacTasax y KICTKW OTpMMaHIi nicns 04HOPa30Bol i MOBTOPHUX 5- i 15-XBUNNHHKX
iHy3in 2, 4, 8 1 16 Mr 30/1e4pOHOBOT KUCOTU 64 nauieHTam. ®apMakoKiHETUYHI NapaMeTpu He 3a/exaTb Bif
[031 npenapary.

Micna noyatky iHMY3iT 301e4pOHOBOI KMUC/IOTK MNJ1a3MOBa KOHLEHTpaLis npenaparty LBUAKO 36i/bLUYETbCS,
JocAratoum nika HanpuvkiHui iHysii. Jani Big0yBaeTbCs WBMAKE 3MEHLLEHHA KOHLEeHTpauiT < 10 % Bif NikoBOro
3HayeHHs nicns 4 roguH i < 1 % Bif NiKOBOro 3HaYeHHs nicns 24 roguH 3 NocigoBHO NPOIOHIOBaHMM MePioAoM
HM3bKUX KOHLEHTpaLii, wo He nepesuwytotb 0,1 % Big nika, 40 APYroi iHdy3ii Ha 28-1 aeHb. 30ne4poHOBa
KUCNOTa, BBeAEeHa BHYTPILUHbOBEHHO, BUBOAUTLCS HUPKaMK B 3 eTanu: WBKAKe ABoasHe BUBEAEHHS npenapaty
i3 CUCTEMHOT LMPKYNALIT 3 NepiodoM HaniBXuTTs tiy = 0,24 rognHu i tyg = 1,87 roguHu i Tpusana asa 3
KiHLieBMM MepiofoM HaniBBMBEfEHHS ti,, = 146 roguH. He BiA3HayeHO Kymynsuii npenapaty y nnasmi npu

MOBTOPHUX BBEAEHHAX KOXHI 28 AHIB. 30M1e4p0OHOBA KMCI0Ta HEe NiALAETbCA MeTaboMi3My | BUBOAMTLCA HUPKaMU
Yy He3MiHeHOMY BUrniAAi. MpoTarom nepwmx 24 roguvH y cedi BussnseTbca 39+16 % BBeAeHOT [03M. PeluTa
npenapaTy B OCHOBHOMY 3B’A3YETbCS 3 KICTKOBOK TKaHUHOO. [10TiM NoBO/i Bii0yBaETLCA 3BOPOTHE BUBINIbHEHHS
30/1eJPOHOBOI KUCNOTY 3 KiICTKOBOI TKAHWHWN Y CUCTEMHWI KPOBOTIK i Ti BUBEAEHHSA HUPKaMU. 3aralbHUiA KNipeHe
npenapaty B OpraHiami ctaHoBUTb 5,04+2,5 n/rof i He 3aneXuTb Bif 403 npenapaTy, cCTaTi, BiKy, pacoBoi



MPUHAMEXHOCTI | Macu Tina nauieHTa. 36i/blIeHHA Yacy iHgysii 3 5 4o 15 XB Npu3BOAMTL 4O 3MEHLLEHHS
KOHLeHTpaLiT 301e4poHOBOT KMucnoTh Ha 30 % HanpukiHui iHQY3ii, ane He BMMBaE Ha KPUBY 3a/1eXHOCTI
KOHLeHTpaui1 Big vacy y nnasmi kposi (AUC).

BapiabenbHicTb (hapMakoKiHETUYHNX MapaMeTpiB 30/1eJPOHOBOI KUCIOTK, AK | IHWKX BichocoHarTiB, y Pi3HNX
nauieHTiB 6yna B1COKOLO.

[aHi 3 hapMakoKIHETUKM 30/1e4POHOBOT KUCNOTW Y MaLiEHTIB 3 FinepKaibLieEMIEO | MEYiHKOBOH HEAOCTATHICTHO
BIICYTHI. 3a AaHMMW, OTPMMaHUMW in Vitro, 30/1e4pOHOBA KUC/IOTa He IHrioye depmeHT P450 noguvHM i He
nigfaeTbes 6ioTpaHchopmaLii; 3a JaHUMK eKCNepUMeHTaIbHUX LOCNILKEHb, NPOBEAEHMX HA TBAPUHAX, 3 Ka/IoM
BMBOANTLCA MeHLUe 3 % BBeAEHOT 03K, L0 [aE MOX/IMBICTb NPUNYCKATK, WO CTaH (YHKLIT MeYiHK1 He BMnBae
Ha (hapMaKoKiHeTWKY 30/1ePOHOBOT KUC/IOTH.

HWpKOBUIA KNipeHC 30/1e4POHOBOT KMUCNOTW KOPEOE i3 K/IIPEHCOM KpeaTUHIHY, HUPKOBUIA KNipeHC CTaHOBUTb
75+£33 % KJipeHCY KpeaTWHiHY, WO Aocsaras y cepefHbomy 84+29 mn/xs (gianasoH 22 — 143 mn/xB) y 64
OHKOMOTIYHMX NaLiEHTIB, BK/OYEHUX Y AOCAIMKEeHHA. AHani3 rpynu nauieHTiB MokKasas, WO Y NauieHTIB i3
KnipeHcom KpeaTuHiHy 20 Mn/xB (rocTpa HUPKOBa HeoCTaTHICTb) Ta 50 Mn/xB (cepeiH HUPKOBA HELOCTATHICTb)
BiIHOCHWIA KNipeHC 30MeApoHOBOI KMcnotn — 37 % Ta 72 % BignoBigHo. OaHak fdaHi 3 (papMakOKiHETUKK Y
XBOPWX i3 FOCTPOK) HUPKOBOK HEOCTATHICTHO (KNipeHC KpeaTuHiHY < 30 M/1/XB) 0OMEXEHI.

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

3B’A3yBaHHA 3 6ifIKamMy Nia3Mu € HU3bKUM, He3B’sA3aHa (ppakuis — Big 60 % npu 2 Hr/mn o 77 % npy 2000 Hr/Mn
30/1e4POHOBOT KMC/OTMU.

Oco6mBi nonynauii

diTn

O6MmexeHi hapMaKoKiHETUYHI faHi WOAO0 AiTen 3 TAXKKOK POPMOIO NOPYLLUEHHS OCTeOreHe3y Lat0Tb MOX/IMBICTb
NpUNYCTUTK, WO hapMaKOKIHETNKA 30/1e[pOHOBOI KICNOTW Y AiTeld BiKOM Bif 3 A0 17 poKiB aHanoriyHa Takii y
[IOPOC/INX NP 3aCTOCYBaHHI B eKBiBa/IEHTHNX Ao3ax (Mr/Kr). BiK, maca, CTaTb naujieHTa i KNipeHc KpeaTuHiHY, K
BUSABW/OCA, He BI/IMBAKOTb HA CUCTEMHY EKCMO3KMLiH0 30/1e4POHOBOT KUCIOTH.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

— [MpoinakTMka CUMNTOMIB, NOB’A3aHNX 3 YPaXKeHHAM KIiCTKOBOT TKaHWHW (MaToforivyHi nepenomMu, Komnpecis
XpebeTHOro ctoBba, yCKnagHeHHsA Nicng XipypriyHMX BTPyYaHb i MPOMeHeBOI Tepanii abo rinepkasbLiemis,
06yMOB/IeHa 3M105KICHOO MYX/IMHOO), Y NaLIEHTIB 3i 3/1059KiICHUMN HOBOYTBOPEHHSIMW Ha Mi3HIX CTagisax.

— NikyBaHHS rinepkanbLiemii, 06yMOBMEHOT 3N10KICHOK NMYX/TUHOLO.

MpoTunokasaHHs.

linepyyTnmBICTb [0 Ai0YOT PevyoBUHU (30/1€4POHOBOT  KMCNOTKM), IHWKUX 6icdocthoHaTiB abo Oyab-AKUX
[OMOMDKHUX PEYOBUH, LLIO BXOAATL [0 CKady NikapcbKoro 3acooy.

BariTHicTb a0 nepiog rogyBaHHA rpyasto.

B3aemogisi 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLI BUAW B3aEMOAINA.

Mig yac KNiHiYHMX [AOCNigKeHb oAHouyacHO i3 3omeToro® uyacTo npusHaYanyM iHWI NiKapcbKi 3aco6u:
NPOTUNYX/IMHHI NpenapaTu, 4iypeTuKn, aHTUOIOTUKN, aHANTETUKN. Byab-SKUX KNIHIYHO 3HAYYLLMX B3aEMOSIN He
BiA3Havanocs.

3a fjaHvMu, OTPYMaHUMW B X041 AOCNILKEHb in Vitro, 30/1elpOHOBa KMC/I0Ta ICTOTHO He 3B’A3YETbCA 3 GinKamu
nnasMn Kposi i He iHribye (epmeHTN cuctemmn umToxpomy P450. MpoTe cneuianbHi KAIHIYHI AOCNIIKEHHS
NiKapcbKOT B3aEMOZIT He NpPoBOAMNCS.

PeKOMeHAYETLCA  JOTPUMYBATUCA  OOEPEXHOCTI  MPW  OAHOYACHOMY  3aCTOCYBaHHI  GicthocpoHaTtiB i
aMiHOI/TIKO3MAIB, OCKINIbKU BOHW MOXYTb BUSBMATU aAWTUBHWUIA BMNAMB, YHACMIAOK 4YOro pPiBeHb Ka/bLilo B
CUpoBaTLi KPOBI MOXe 3aMWaTUCA 3HWKEHUM [O0BLUe, HIX MOTPIOHO. PeKOMeHAyeTbCs AOTPUMMYBATUCA
06epeXkHOCTI Mpy 0fHOYaCHOMY 3aCTOCYBaHHI 6ichocoHaTIiB i NETILOBUX [iYPETUKIB, OCKI/IbKA BOHU MOXYTb
BUABNATW aAUTUBHWIA BNIMB, BHACNILOK YOr0 MOX/IMBWIA PO3BUTOK rinokanbuiemii. Cnig 6yt 06epexxHnMmn npu
npusHadeHHi 30MeTU® Ta iHWMX MOTEHLiAHO He(POTOKCUYHKX mpenapaTiB. Chif TakoX MaTW Ha YBasi
MOXX/TMBICTb PO3BUTKY FiNOMarHiemii MpoTArom flikyBaHHs.

Y nauieHTiB i3 MHOXWHHOK MIENIOMOKO NPU BHYTPILLUHLOBEHHOMY BBeAeHHI 6GichocoHatiB y KombGiHauii 3
TaniomMigoM KMiHIYHO 3HaYyLLMX B3aEMOZil He BigMiYeHoO.

MoBiAOMNANOCH MPO OCTEOHEKPO3 LLenenu y MauieHTiB, AKi OTPMMYHOTb OfHOuYacHe NikyBaHHs 3omeTor® Ta



AHTWAHTIOreHHNMU (3MEHLLYIOTb KPOBOMOCTAYaHHA MyXINHW) NiKapCbK1MMKM 3acobamu.

Oco6MBOCTI 3aCTOCYBaHHS.

3araibHi

Mepepn BeaeHHAM 3omeTU® cnifl nepekoHaTVCs B OCTATHIN rifpaTauii BCiX NawjieHTiB, BKOUYaloUM NawieHTiB 3
NErkuMm i NOMipHUM MOPYLUEHHAM (YHKLIT HAPOK.

Cnig yHukaTu rineprigpatauii y nayieHTiB i3 pyU3nKoM PO3BUTKY CEPLIEBOT HEOCTATHOCTI.

CraHaapTHI MeTaboiyHi MOKa3HWKW, NOB’A3aHi 3 rinepKasbLIEMIEI, Taki AK PiBHI KanbLito, (hocaTis | MarHito,
NOTPI6GHO peTenbHO MepeBipUTM Mnicna nodyatky Tepanii 3oMeToo®. HKWO BUHMKAE FinoKabLieMmis,
rinochocaremisi abo rinoMarHiemisi, MoXxe 6yTi He06XiHa KOPOTKOYaCHa Kopuryroya Tepanisi.

HenikoBaHi nawieHTV i3 rinepkasbLiemMieto 3a3Buyaii MatoTb fesKi NOpyLUEHHS (YHKLIT HUPOK, TOMY HeobXigHWi
PeTeNIbHNIA MOHITOPMHT NOKa3HUKIB (PYHKLIT HAPOK.

3omeTa® MicTUTh flitouy peyvoBUHY — 30/1e[POHOBY KUCNOTY. MaljieHTw, AKi 0aepXytoTb Tepanito 3omeToo®, He
MOBWHHI OAHOYACHO NpUAMATK IHLWI NpenapaTy, Lo MICTATb 30/1e4POHOBY KUCOTY.

MaLieHTn, Ki oaepXytoTb Tepanito 30MeTo®, TakoX He MOBUHHI 3aCTOCOBYBATM 6Y/ab-5Ki iHLLI GichochoHaTH.
MNopyLweHHA MYHKLLIT HUPOK

Mpwn BUpILLEHHI NMUTaHHS NP0 3acToCyBaHHs 30MeTU® XBOPUM 3 TinepKasibLiEMiet0, 06yMOBEHO 3/05IKICHOID
MYX/IMHOKO, Ha TAi NOPYLUEHHSA (YHKLIT HUPOK CAif OUIHWUTW CTaH XBOPOro i 3po6uTh BMCHOBOK MpO Te, uu
nepeBaXkae MNOTEHLiHA KOPUCTb Bif, NiKYBaHHSA Ha MOX/TMBUM PU3NKOM.

Mpy NPUAHATTI piLLEHHSA NPO NiKyBaHHA NauieHTIiB 3 MeTacTa3aMu B KiCTKM 3 MeTOKO 3anobiraHHs cMmnTomam,
MOB’A3aHUM 3 3aXBOPIOBaHHAMMK XpebTa, Cnif BpPaxoByBaTW, WO edeKT Bif 3aCTOCYBaHHA Npenapaty MoyvHae
NposBNATUCA Yepes 2 — 3 MicsL.

Bynn NoBiJOMNEHHA LWOA0 HUPKOBUX AMCHYHKLINA, MOB’A3aHMX i3 3aCTOCYBaHHAM GicdocdoHaTis. dakTopu, Aki
36iMbLUYIOTL PU3MK MOPYLUEHHA HUPKOBOI (PYHKLIT, BK/IOYalOTb Aerigpartauito, paHille iCHytoue MOpYLLEHHS
(YHKUIT HUPOK, GaraTopa3osi UMk 3omMeTu® abo iHWKMX 6ichochoHaTiB, a TaKOX 3aCTOCYBAHHS
He(POTOKCUYHMX 3ac06iB abo MPOBeAEHHS iH(Y3ii B KOPOTLIMIA TePMiH, HiXK 6yN10 pekoMeHAoBaHO. Xova npu
BBeZieHHi 3oMeTn® B f03i 4 MI MPOTArOM He MeHLle 15 XB PU3MK 3MEHLLYETHCS, MOTipLeHHs QYHKLIT HUPOK
MOX/IMBe. Bunagky noripLueHHs HUPKOBMX (DYHKLi/A, NpOrpecyBaHHs O HUPKOBOT HEOCTaTHOCTI Ta NoTpedu B
Aiani3i cnocrtepiraincb y NauieHTiB Micns BBeAEeHHSA MOYaTKOBOI [03M abo OAHOKPATHOI [03M 30/1ePOHOBOI
KUCNOTN 4 MT .

MiABWLLEHHS pIBHA KpeaTWHIHY B CMPOBAaTLi CMOCTEPIracTbC TaKOX Yy [eAKUX MauieHTiB, AKi MOCTiiHO
npuiiMaloTb Npenapar y PeKOMeHAOBaHMX [o3ax AnA 3anobiraHHA BWHWKHEHHIO CUMMMTOMIB, MOB’A3aHUX I3
3axBOPHOBaHHAMY XpebTa, Xouya Lie Bif0yBaeTbCs 4OCUTHL PiAKO.

Mepe NPUIAOMOM KOXHOT 1031 30MeTV® y naLlieHTiB Heo6XiJHO OLiHIOBATU PiBHI KPeaTUHiHY B CUPOBATL|i KPOBI.
[Micna noyatky NiKyBaHHA MavieHTaM i3 mMeTacTas3aMy B KICTKM Ta XXIHKaM i3 paHHbOK CTafI€0 paKy MOJSIOYHOI
31031 B MOCTMeHoMay3aJlbHOMY MepioAi Mig vac NikyBaHHS iHri6iTopamu apomarasu (Als) ana 3anobiraHHs
BTpaTi Macu KiCTKOBOT TKaHVWHW Ta nepesiomamM KiCTOK Mpy He3HauHKX abo MOMipHMUX NOPYLLEHHAX (DYHKLIT HAPOK
PEKOMEH/IYHOTBCS HUXKYi 1031 3oMeTn® (amB. Tabnuuto y po3gini «Crnoci6 3acTocyBaHHS Ta f03n»). MauieHTam, y
AKUX CNOCTEPiraeTbCsl MOripPLUEHHS HMPKOBOT (OYHKUIT nig 4ac NikyBaHHSA, MPUAOM npenapaTy MOXHa
BIZIHOB/IOBATM NNLLIE TOAI, KON PiBeHb KpeaTWHIHY MOBEPHETLCA A0 NOYATKOBOro 3HayeHHsA B Mexax 10 % Bifg
MOYaTKOBOI BeNMUMHK. MpKn NOHOBMEHHI Tepanii npenapaT 3omeTa® 3acToCOBYHOTL Y Till camiii 4o3i, 9K i [0
TUMYaCOBOr0 NPUMUHEHHS.

Uepe3 MOXMBWIA BNIMB GicthocthoHaTiB, y ToMy umncii 3oMeT®, Ha PyHKLIiH0 HUPOK Ta Y 3B’A3KY BifICYTHIiCTIO
PO3rOPHYTUX AaHMX 3 KNiHIYHOI 6e3neKkn LWoA0 MauieHTIB 3 TSXKKOK HUPKOBOK HeAOCTaTHICTHO (KpeaTWHiH
cuposatky = 400 MKmosb/n, abo = 4,5 mr/an, ons nayieHTiB 3 rinepkasbLieMieto, WO IHAYKOBaHa NyX/IMHOK, Ta
KpeaTUHIH cupoBaTku = 265 MKMONb/N, abo = 3 Mr/an, Ans nauyieHTiB 3 MeTacTa3amy B KiCTKM Ta Y XKIHOK 3
PaHHLOK CTafi€Erd paKy MOSIOYHOI 3an103M B MOCTMEHOMAay3a/lbHOMY Mepiodi nif yac NikyBaHHSA iHriGiTopamu
apomatasu (Als) gns  3anobiraHHA BTpaTi Macu KICTKOBOI TKaHWHM Ta MepesioMaM KiCTOK BifgnoBifgHO) i
HasBHICTIO /MLle 0OMEXEeHUX (hapMaKOKIHETUUYHUX AaHUX LLOAO NALiEHTIB 3 TSXKKOK HUPKOBOK HeAOCTaTHICTHO
(KnipeHc KpeaTWHiHY < 30 MN/XB) 3aCTOCYBaHHS 30MeTU® naljieHTam 3 TSHKKOK HUPKOBOK HEAOCTATHICTHO He
PEKOMEHLYETHLCH.

MopyLueHHs MYHKLLIT NeYiHKN

BifcyTHI neBHI pekomeHAauii 4N NayieHTIB 3 THKKOK NMeYiHKOBOK HeJOCTaTHICTHO, OCKINIbKM JOCTYMHI NunLLe
06MeXXeHI KiHIYHI AaHi.

OCTeoHeKpO3 Lenenu




MMoBIAOMAANOCA MPO OCTEOHEKPO3 LUeNienn nepeBaXHO B OHKOMOTIYHUX NauieHTIB, AKI O4EPXYHTb CXemu
NiKyBaHH$, L0 BK/KOYat0Tb GichocdoHaTtt, y Tomy uucni it 3omeTy®,

Barato 3 Lumx nauieHTiB OTPUMYBaIN TaKOX XiMiOTEpPanito i KOPTUKOCTepOiAW. BifbLicTb 3adikcoBaHWX BUNaKIB
Oynv NoB’A3aHi 3i CTOMaTO/IONiYHMMK Npouedypamn, TakuMK [K BuAaneHHsa 3yba. baraTo XTo 3 nauieHTiB MaB
03HaKM MicLeBOT IH(eKLUiT, BKNHOYatoUM OCTEOMIENIT.

MoyaToK NiKyBaHHA ab0 HOBWIN KypC NiKyBaHHS Cif BiAKNAcTW, AKWO Y NaUieHTIB HasiBHI He3aroeHi BigKpWTI
YPOKEHHA M’AKMUX TKaHWH Y MOPOXHWHI pPOTa, 3a BUHATKOM MeSUYHWX HaA3BUYaHUX cuTyauii. [o noyartky
NiKyBaHHA GicocpoHaTaMn  nauieHTam i3 CynyTHIMM  (hakTopamy  pU3UKY PEKOMEHAYETbCA MPOBECTU
CTOMATONOriYHMIA Oornag 3 BignoBiAHMM NPOMINAKTUYHMM CTOMATOMOTIYHUM NlIKYBaHHAM Ta iHAMBIAYa/IbHOO
OLLIHKOIO KOPWCTI Ta pU3KNKY.

HeobXi4HO BpaxoByBaTW HWK4Ye3a3HauyeHi (aKkTopy PU3MKY LS OLIHKW IHAMBILYa/IbHUX PUSUKIB PO3BUTKY
OCTEOHEKpPO3Yy Lenenu:

- AKTUBHICTb 6ichocthoHaTiB (6inbluniA pU3MK Ana 6ifbll aKTUBHMX CKNafoBKUX), Cnoci6 BBeAeHHS (6inbLunii
PU3VK A1 NapeHTepasibHOro BBEAEHHS) Ta KyMY/IATUBHA 03a.

- Pak, cynyTHi 3axBoptoBaHHS (Hanpuknag aHeMis, koarynonaTil, iHeKuis), NnaniHHs.

- [JleHTasbHi 3aXBOPIOBAaHHA B aHaMHe3i, HelOCTaTHA TirieHa NOPOXHUHW pPoTa, MEepiofOHTUYHI 3aXBOPHOBAHHS,
iHBa3MBHI feHTa/lbHI NPoLEeAypu Ta HenpunacoBaHWi 3yGHUIA NpoTes.

[0 nouaTky nikyBaHHsi 6GicocthoHaTaMu MOTPIGHO NPOBOAUTW OrNsSA MOPOXHWMHM poTa 3 BiAMOBIAHOK
CTOMATO/I0rYHOK NPOINAKTUKOIO.

Mig yac Tepanil UMM nauieHTaM MO0 MOX/MBOCTI CNif YHWKaTW iHBa3WBHMX CTOMATO/OMIYHMX Mpoueayp.
CTtomatonoriyHa onepawis MOXe NOripwmMTy CcTaH NauieHTiB, Yy SKMX nig yvac Tepanii 6ichocoHaTamm
PO3BMHYBCSA OCTEOHEKPO3 Lwenenn. BiacyTHi faHi WOoA0 nauieHTiB, AKi NOTPebyrTs CTOMATONOTNIYHMX NPoLeayp,
W06 NPUNYCTUTU, 3HUXKYE PU3UK PO3BUTKY OCTEOHEKPO3Y LUeneny MPUNUHEHHS NliKyBaHHA BicocdoHaTamu ym
Hi. PeXXuM nikyBaHHS A0S NaUieHTIB, Y AKUX BUMHWKAE OCTEOHEKPO3 LLenenun, MOBUHHI PO3pPOo6NATM B TICHIN
cniBnpaui Nikyounid fikap i nikap-ctomaronor abo Xipypr-cTomMaTosior, LWo MarTb AOCBIA NiKyBaHHSA NaLieHTIB 3
OCTEOHeKpOo30oM Lienenun. Cnif po3rnsgHyTM MOX/IUBICTb TWMMYacoBOI BIAMIHM 30/71€4POHOBOT KWC/IOTW [0
HOpMati3aLil CTaHy Ta MaKCUMa/IbHOMO 3MEHLLEHHS (haKTOPiB PU3MKY .

OCTeOHeKPO3 30BHILLIHBOr0 CIYXOBOr0 MPOX04y

OCTeOHEKPO3 30BHILLIHLOIO CMYXOBOrO MPOX0AY CnocTepirasca npu npuiiomi 6icdoctoHatie, B OCHOBHOMY Nif
yac TpmBanoi Tepanii. MoOX/uBI (PakTopy PU3NKY OCTEOHEKPO3Y 30BHILLHBOIO C/1yXOBOr0O NMPOXOAY BK/HOYAKOTh
3acoCyBaHHA CTepoigiB Ta XimioTepanito Ta/abo MicueBi (hakTopu pu3nKy, Taki SK iHgeKuil abo TpaBmu.
MOXXNMBICTb OCTEOHEKPO3Y 30BHILUHLOrO C/lyXOBOr0 MPOXOAY CAif PO3rMAHYTW Yy MaLieHTIB, AKI OTPUMYIOTb
6ichochoHaTH Ta CKapXKaTbCA HA CUMMTOMM 3 6OKY OpraHis CiyXy, B TOMY YMC/Ti HA XPOHIYHI IH(eKLiT ByXa.
KicTkoBO-M’5130BU1 6i/lb

MMig Yac NOCTMaPKETUHIOBMX AOCNILKEHb NOBIAOMAANOCA NPO CUMbHWIA, IHOAI IHBaNiAM3yroUnin 6inb y KicTkax,
cyrnobax Ta/abo M’A3ax y NauieHTIiB, AKi 3acTOCOBYHOTb OGicthocoHaTu. [NpoTe Taki MOBILOMNEHHSA Oynu
nooAnHOKUMK. Ll KaTeropis npenapaTie BKAoYae i 3omMeTy® (301e4pOHOBY KUCMOTY). Yac A0 noyaTKy rossu
CUMMTOMIB BapitoBaB Bif O4HOI0 AHSA A0 AEKiIbKOX MICALIB Bif MOYaTKy NiKyBaHHA. Y GiNbLLOCTI NayieHTiB nicns
MPUMNUHEHHS JlIKyBaHHSA 3MeHLUyBanacsa BUPAXEHICTb CUMMTOMIB. Y [aHOI KaTeropii nauieHTiB BiA3Havann
peunamB CUMNTOMIB, AKLLO /TIKyBaHHA BIAHOB/MOBAIM TUM XXe NTIKapCbKUM 3aC060M ab0 iHLWMM BicthochoHaTOM.
ATUNOBWIA NEPESIOM CTETHOBOT KiCTKU

ATUNOBI NigBepTNOroBi i AiadiszapHi nepenomm CTErHOBOT KICTKM OynnM 3apeecTpoBaHi Mig 4ac Tepanii
GicthochoHaTaMu, B MepLUy Yvepry, y nawieHTiB, AKi OTPUMYHOTb TpUBase NiKyBaHHA ocTeonoposy. Lii nonepeuyHi
ab0 KOpOTKIi KOCi MepenoMm MOX/MBI B 6yab-AKOMY MICLIi B3[JOBX CTerHa BiJ, TPOXM HMXYe Masioro BepT/tora o
TPOXW BULLE HAABMPOCTKIB. Lii nepesioMn BUHMKAKOTL Mic/s MiHIMa/IbHOT TpaBMU 4n 6e3 Hel, i AesKi nauieHTn
BifuyBatOTb OiNlb y CTErHi ab0 naxy, L0 YacTo aCoLOETLCA i3 PEHTIeHOMOriYHNMY 03HaKaMK CTpec-nepesiomy, 3a
Kiflbka TMXKHIB ab0 MicALiB [0 BMHWKHEHHA MOBHOrO MepesioMy cTerHa. Mepenomm 4acto ABOCTOPOHHI, TOMY
[PYyry CTerHoBy KICTKy MOTPIGHO O6CTEXWUTWM Yy nNauieHTIB, AKi OTPMMYKOTb OictocthoHaTHY Tepanito i fAKi
MepeHecnn Mepesiom CTEerHOBOI KICTKW. TakoXX MOBIZOMAAMOCA MPO MOraHe 3arOeHHs Takux nepesnomis. Ha
nigcTaBsi iHAMBIAYaNbHOT OLIHKN PU3MKY | KOPUCTI CNif BUPILLMTX NUTaHHS NP0 NPUMUHEHHS BGicthocoHaTHOT
Tepanii 4na nayieHTiB 3 NiZ03POK0 Ha aTUMNOBI NepPesioMU CTerHa.

IMig yac nikyBaHHs 6ichocoHaTamuy nawieHTaM NOTPiGHO NOBILOMUTU NiKapo NPo 6yAb-AKWI 6ifb y Tasy, CTerHi
abo nmaxy, a KOXHOro natieHTa 3 TaKuMu CUMNTOMamu NOTPIOHO 0BCTEXUTU Ha HasBHICTb HEMOBHOIO Mepenomy
CTErHOBOT KIiCTKMW.

MinokKanbLiemis




MoBigOMNSNOCH NPO TiNOKabLiEMilO Y NaLieHTiB, WO 3acTocoByBaM 30MeTy®. IMOBiJOMNANOCH MPO BUMAAKM
cepueBMX apuUTMIA Ta HEBPONOriYyHI peakuii (BKAOYaOUM enifenTUYHi Hanaau, 3auifMeHiHHA Ta TeTaHito),
BTOPUHHI [0 TSXKKOI rinokanbujiemii. MoBigoMnsanock Npo BMNAagKM TSHXKKMX TiMOKabUIEMIN, WO NOTPebyoTh
rocnitanizauii. Y fesakumx Bunafkax rinokanbLieMis MoXKe 3arpoXKyBaTu XKUTTIHO.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagato.

MpenapaT NpoTMUNOKa3aHWIA B Nepiog BariTHOCTI i rofyBaHHA rpyasto.

[MepioA BariTHOCTI

Hemae pgocTaTHIX JAaHWX MpO  3acTOCYBaHHA 30/1€4POHOBOI  KMCIOTM BariTHAM >KiHKaM. [loCnigpKeHHs
PENPOAYKTUBHOT (DYHKLIT Y TBapyH NOKasann penpofyKTUBHY TOKCUYHICTb. MOTeHUiaNbHIA pyU3nK ANns NO4AUHA
HEBIAOMMUIA.

["oayBaHHA rpy a0

Hegifomo, uv noTpannse 30/1e4pOHOBa KUCNO0Ta Y FpyAHe MOIOKO.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMKU MeXaHi3mamu.
Mo6iyYHiI peakuii Ha npenapaTt, Taki AK 3anamMopOYeHHs Ta COH/IMBICTb, MOXYTb BMN/IMBATK Ha 3[4aTHICTb KepyBaTu
aBTOTPaHCNOPTOM abo npautoBati 3 IHWKMMK MexaHi3mamMu, TOMY HeobXigHa 06epeXxxHICTb Mif Yac KepyBaHHS
aBTOTPAHCNOPTOM a60 POBOTM 3i CKNAAHMMM MeXaHi3Mamm B Nepiof 3acTocyBaHHs 3oMeTn®,

Cniocib 3acTocyBaHHSA Ta A03Mu.

3omeTy® BBOAATH TifbKM NiKapi, IKi Mat0Tb A0CBIf BHYTPILLIHLOBEHHOIO BBEEHHS GichocthoHaTIB.

Mepef BBEIEHHAM 5 M1 KOHLIEHTpaTy 30MeTu®, 1|0 MiCTUTL 4 Mr 30/1eJPOHOBOI KNCNOTH, Po3BoaATL y 100 mn 0,9
% pPO34MHY HaTpito xnopuay abo 5 % po3unHy rnoKo3u. FoToBuid po3unH 3omeTu® ang iHdysili BBOAATL Y
BUrNSAI OAHOPA30BOT BHYTPILLHLOBEHHOT iH(Y3iT NPOTArom LWoHaimeHLe 15 XB.

KoHueHTpaT 30MeT® He MOXHA 3MillyBaTWM 3 PO3UMHAMM A1 iH(Y3iA, WO MICTATb Ka/bLiii a60 iHLUi
[BOBa/IEHTHI KaTiOHW, TaKUMW SIK NaKTaTHWIA po3umH PiHrepa, i HeobxigHO BBOAUTM Y BUINsAAI OAHOPA30BOI
BHYTPILLUHbOBEHHOT iH(Y3iT 3 BUKOPUCTaHHAM OKPEMOT iHY3iiHOT CUCTEMM.

[MpoghinakTMKa CUMNTOMIB, NOB’A3aHMX 3 YpPa>KEeHHAM KICTKOBOI TKaHWHW, Y NauieHTIiB 3i 3108KICHUMWU

HOBOYTBOPEHHAMM Ha Ni3HIX CTamisax

LJlopocni i nauieH TV NiTHLOr o BiKy

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

MayieHTaM TakoX HeoOXifHe LoAeHHe NpU3HaYeHHs npenapariB KasbLito nepopasibHo y Aosi 500 mr i 400 MO
BiTamiHy D Ha fo0y.

Mpy NPUAHATTI PiLLEHHSA NPO NiKyBaHHA NaLieHTIB 3 MeTaCTaTUYHUM YPaXKEHHSAM KIiCTOK 3 METOH 3anobiraHHs
CYMNTOMaM, MOB’A3aHNM 3 YPaXKeHHAM KiCTKOBOI TKAHUHW, CNif, BPax0oByBaTW, WO NOYaTOK ePeKTY Bif NiKyBaHHA
HacTae yepes 2 — 3 micALi.

JTiKyBaHHS rinepkasibLieMiT, 06YMOBNEHOT 3105KICHOK MYX/VHO

LJlopocni i nauieH TV NiTHLOr o BiKy

Mpwv 3acTocyBaHHI Npenapary y 3B°A3KyY i3 rinepkaibLieMieto (BMICT Ka/lbLiit0 B CUPOBATLL KPOBI i3 KOPUTYyBaHHAM
Ha anbbymiH = 12,0 mr/gn, abo 3,0 MMosb/N) peKoMeH0BaHe OIHOPa30Be BBEAEHHS 4 M 30/1eJPOHOBOI KUC/IOTMW.
MNopyLeHHA MYHKLLIT HUPOK

inepkasbLiemis, 06yMOB/ieHa 3/105KICHOK NMYX/NHO

JlikyBaHHS TrinepKanbLieMii, 06yMOBMEHOI 3/10AKICHOK MYX/INHOK, Y NaUieHTIB 3 THKKUMU NOPYLUEHHAMM
(DYHKUIT HUPOK MOX/MBE MIiCNs PeTeNbHOI OLHKM PU3MKY 3aCTOCYBaHHA MpenapaTy Ta O4YiKyBaHOI KOPUCTI.
KniHiyHWiA gocBifg 3acTocyBaHHS nNpenapaTy nawlieHTaM i3 piBHEM KpeaTUHiHY B cpoBaTLi KpoBi > 400 MKMO/b/N,
abo > 4,5 mr/gn, BiacyTHIi. MauieHTam 3 rinepkanbLieMieto, 060YMOBNEHOK 3/105KICHOK MYX/IMHOK, 3 PiBHEM
KpeaTuHiHy B cuposartui Kposi < 400 MKMOsb/N, abo < 4,5 Mr/a, Kopekwuis 4031 He noTpibHa.

MpoghinakTnuka CUMNTOMIB, MOB’A3aHUX 3 YpPadKEeHHAM KICTKOBOI TKaHWHW, Yy NauieHTIiB 3i 3105SKICHUMU
HOBOYTBOPEHHAMM Ha NI3HIX CTagiax

Ha noyatky nikyBaHHS npenapaTtom NawieHTiB 3 MHOXXWHHOI0 MIESIOMOI0 ab0 MeTacTaTUYHUM YPaXKeHHSAM KICTOK
BHACMILOK CONIAHOT MYXAMHW CNif BU3HAYMTWU PiBEHb KpeaTWHIHY B CUPOBATLi KPOBI | KNIPEHC KpeaTWHIHY.
KnipeHc KpeaTUHiHY po3paxoByeTbes 3a hopmynoto Kokpodita — Monta. 3omeTa® He peKoMeHayeTbCs NaLlieHTam
i3 TKKUMU MOPYLUEHHAMM (DYHKLIT HAPOK A0 nodatky Tepanii (KnipeHC kpeaTUHiHY < 30 Mn/xB). KniHiyHi
[OCNiKEHHS 11,00 3acToCyBaHHs 30MeTU® naujieHTaM i3 piBHEM KpeaTUHiHY B CMPOBATLLi KPOBi > 265 MKMO/b/T,
abo = 3 mr/an, He NPoBOANUCA.




MauieHTaM 3 MeTaCTaTUYHMM YPAXKEHHAM KICTOK MPY NOPYLLEHHI PYHKLIT HUPOK NIErKOro abo nomipHOro CTyrneHs
TSHKKOCTI A0 noyaTtky Tepanii (knipeHc kpeaTuHiHy 30 — 60 M1/XB) peKOMeHAYHOTbCA Taki 403u npenapaTy:

MOYATKOBUV PIBEHE KNIPEHCY KPEATUHIHY | pEKOMEHIOBAHA [103A 3OMETU® *
(MJ1/XB)
>60 4 Ml 30/IEQPOHOBOT KUCNOTW
50— 60 3,5 Ml 30JIEQPOHOBOT KUC/IOTU*
40— 49 3,3 Ml 30JIEPOHOBOT KUC/IOTU*
30— 39 3 Ml 30/IEAPOHOBOT KMC/IOTU*

* [1031 pO3paxoBaHO 3 MPUNYLLEHUM 3HavyeHHAM AUC=0,66 Mmreroa/n (KnipeHc KpeaTwHiHy 75 mn/xB). Ons
nayieHTiB 3 MOPYLUEHHAM (DYHKUIT HUPOK nepeabavyaeTbCs 3MEHLLEHHS [03M A0 PiBHS, NMPU AKOMY LOCAraETbCS
Taka AUC, K i B MaLi€HTIB i3 KNiPEHCOM KpeaTuHIHY 75 M/1/XB.

[Micna noyaTtky Tepanil piBeHb KpeaTWHIHY B CMPOBATL KPOBI CMif BUMIpPIOBATU Mepes BBeAEeHHAM KOXHOT 403K
3omeT®. Y pasi nopyleHHs (YHKLiT HUPOK NiKyBaHHA CMif BiAMIHUTW. Y XOAi KNiHIYHUX [OCNimpKeHb
MOPYLLEHHA (PYHKLIT HAPOK BM3HAYa/10CH 3@ TaKMMM O3HaKaMMu:

— [J19 MauieHTIiB 3 HOPMa/IbHUM MOYaTKOBMM PIBHEM KpeaTWHIHY B cupoBaTui Kposi (< 1,4 mr/gn, abo < 124
MKMOb/N) — NigBuLLEHHS Ha 0,5 mr/an, abo 44 MKMonb/n;

— ANA NauieHTIB 3i 3MIHEHM NMOYATKOBMM PIBHEM KpeaTuHIHY B cupoBartui Kposi (> 1,4 mr/an, abo > 124 MKMo/b
/n) — nigBuLLeHHa Ha 1 mr/gn, abo 88 MKMO/Ib/N.

Mig yac KNiHiYHMX AocnigkeHb Tepanito 3omeToro® BifHOBMOBANM MIiCMS NOBEPHEHHS PIBHSA KPeaTWHiHY /0
MOYaTKOBOrO PiBHA B MeXax 10 % Bif MouaTKOBOI BenuumHu. Tepanito 3omeToto® cnif BifiHOBNIOBATU Y Till e
[03i, WO i [0 NepepmrBaHHA NiKyBaHHS.

MepiaTpuyHi nonynauit

besneka Ta egeKTUBHICTb 3aTOCYBaHHSA 30/1e4POHOBOI KUCNOTU AN AiTeld BIKOM 3 1 poky A0 17 pokiB He
3’sicoBaHi. Hemae pekomeHaLii LWoAo cnocoby 3aCTOCYBaHHA AiTAM.

[HCTPYKLIT L1010 NPUroTYBaHHS 103 30MeTU®

[ns BHYTPILLHbOBEHHOTO BBEEHHS.

5 Mn KOHLIeHTpaTy 3oMeTu®, 110 MiCTUTb 4 Mr 30/1eJPOHOBOI KUCMOTK, CiA po3secT y 100 mn cTepunbHoro 0,9
% pOo34MHYy HaTpito Xnopuay abo 5 % rnKo3n ANns BHYTPILLHLOBEHHOT iHGY3iT.

MayieHTaM 3 NopyLUeHHAM (OYHKLIT HUPOK NIErKoro abo cepefHbOro CTYNeHs TAXKOCTI PEKOMEHA0BaHI 3HUKEHI
no03un npenapaty 3omeTa®.

IHCTPYKLLSA 111010 NPUFOTYBaHHSA 3HMKEHMX 103 3oMeTU®:

Habpatu 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.

Mepep BBefeHHAM 30MeTn® i Mmicns LOro NOTPIGHO 3a6€3NeUnNTM AOCTATHIO rifpaTalilo nalieHTa.

aiTn.
besneka Ta e()eKTUBHICTb 3aCTOCYBaHHA 30/1eJPOHOBOI KMC/OTK AiTAM HEe BCTAHOBJ/IEHI.

Nepeno3yBaHHSA.

KniHiynuii pocBsig Tepanii roctporo nepenosysaHHs 3omeToto® obmexeHwuit. MoBigoMasnocs nNpo NMoMUIKoBe
3aCTOCYBaHHS 30/1€4POHOBOT KMUC/IOTU Y A03i 0 48 Mmr. lMauyieHTn, AKUM 3acTocyBain [03y npenapary, Lo
NepeBuLLYE PEKOMEHA0BaHY, MOBUHHI 3HAXOAMTUCS Nif MOCTIMHAM MeAMYHUM HarnsagoM, OCKiNbKU MOXMBe
MOPYLLEHHS (DYHKLIT HUPOK (B T.4. HUPKOBA HEJOCTaTHICTb), 3MiHA eNeKTPOITHOrO CKnaly cvMpoBaTKu (B T.u.
KOHLeHTpauin KanbLito, ¢ocgatiB i MarHito). Mpy BUHWKHEHHI TinoKanbLieMil NoKa3aHO NPOBeAEHHS iHQY3il
KasibLiit0 T/IFOKOHATY 38 KNIHIYHUMW NOKa3HUKaMU. JTiKkyBaHHSA CUMIMTOMaTUYHe.

Mo6iyHI peakuii.

MpoTarom TpbOX AHIB Micns 3acTocyBaHHs npenapaTy 3omeTa® 3a3Buuaii NOBIAOMANSNOCA MPO FOCTPO(A3Hi
peakLii, CUMNTOMW SIKUX BK/OYA/IN 6inb y KiCTKax, rapsyky, cnabkictb, apTpanrii, Mianbrii, 03HO6 i apTpuTH 3
Habpsikamu cyrno6is. Lii cuMnToMY 3a3BUYaiA 3HUKAKOTb NPOTSATOM AeKiNbKOX AHIB.



Y pasi 3acTocyBaHHS 30MeTU® BUSABNEHO TaKi BaXKNMBI NOGIYHI peaku;l:

MOPYLUEHHA HUPKOBOI (OYHKLiT, HeKpO3 Lienenu, roctpodasHi peakuii, rinokanbLiemisa, MOPYLUEHHS 30pY,
(hibpunaia nepeacepab, aHadinakcis, iHTepCTULiaIbHa XBOPOOa fIereHis.

IH(hopmaLLis NPO YacTOTy HebaKaHMX peakLiii npu 3acTocyBaHHi 3oMeTU® y [03i 4 MI IPYHTYETLCSA FOIOBHUM
YMHOM Ha AaHuX, OTPMMaHUX NPV NPOBeAeHHI TpyMBanoi Tepanii. HebaxaHi peakuii, NoB’A3aHi i3 3aCTOCYBaHHAM
3omeT®, nofibHi A0 TWX, NMPO AKi MOBIAOMNANOCA NPWU 3aCTOCYBaHHI iHWMX GicocdoHaTiB, i MOXKYTb
pO3BMBATUCA NPUOGIN3HO B OAHIET TPETUHM BCIiX NaLliEHTIB.

IHpopMmaLlis NPo HYKYeBKasaHi NO6IYHI peakuii 6yna 3ibpaHa nif vac KNiHIYHUX LOCNILKEHb MEPEBaXHO Micns
TPMBAJIONO JIiKYBaHHSA 30/1efPOHOBOO KNC/OTOHO.

Mo6iyHi peakLii KnacmikoBaHO 3a YaCTOTOK TX BUHUKHEHHS: fyXe YacTo (= 1/10), yacTto (= /100, < 1/10), iHogi
(= /2000, < 1/100), pigko (= 1/10000, < 1/1000), ay»xe pigko (< 1/10000), HeBigOMO (He MOXHa OLiHMTK 3a
HasgBHUMU JaHUMK).

3 60Ky cucTemMu KpoBi Ta fliMhaTUYHOT CUCTEMMU:

4acTo — aHeMig;

iHOZi — TPOMOOLMTOMEHIS, NEAKONEHIS;

PiAKO — NaHLMTOMEHIS.

3 60Ky HEPBOBOT CUCTEMMU:

4acTO — rOI0BHUIA Biflb;

IHOLI — napecTesii, 3anamMopOYeHHs, CMaKoBI p03/1aZu, rinocTesid, rinepcresis, TPEMOP, COHMMUBICTb; AyXe PigKo —
eninenTUYHI HanagK, 3aLineHiHHA Ta TeTaHisa (BTOPUHHI A0 rinoKanbuiemir).

3 6OKY MCUXIKK:

IHOZI — 3aHEeMNOKOEHICTb, PO3/1aAN CHY;

PiAKO — CMNYTaHICTb CBIJOMOCTI.

3 6OKy opraHis 30py:

4acTO — KOH’OHKTUBITH;

IHOAI — NOMYTHIHHSA 30PY, CKEpUT Ta 3anajieHHs OYHUL;

PIAKO — YBEIT;

LY>Ke PifKO — eniCcKepuT.

3 60KY LLNYHKOBO-KMLLIKOBOIO TPaKTY:

4acTo — Hy0Ta, 6/10BaHHS, aHOPEKCIS;

iHoAi — Aiapes, 3anop, abAoMiHanbHWIA 6inb, ANCMENCIs, CTOMAaTUTK, CYXIiCTb Y POTI.

3 60OKY AnXaNbHOT CUCTEMMU:

iHOAI — AWCNHOE, Kallesb, GPOHXOKOHCTPUKLIIS;

PIAKO — IHTepCTULiaNbHA XBOpO6a NereHis.

3 60Ky LUKipV Ta NigWwKipHUX TKAHWH:

iHOZi — cBepOIX, BUCUMAHHSA (BK/THOUalOUM epuTeEMaTOo3HI Ta MakynsapHi BUCUMNAaHHS), NiABULLEHa NITAMBICTb.

3 60Ky CKeneTHO-M’S30B0T CUCTEMM, COMYYHOT TKAHUHW:

4acTo — 6inb y KiCTKax, Mianris, apTpanris, reHepanizoBaHuii 6inb;

IHOAI — M’A30Bi CyJ0MM, OCTEOHEKPO3 LUEEenMu;

Ly)Xe PpigKo — OCTeOHeKpO3 30BHILLHLOrO C/lyX0BOro Mpoxody (HecnpuaTauBi  peakuii, TWNoBi Ans
6icthocoHartis).

3 BOKY CcepLeBO-CYAMHHOT CUCTEeMMU:

iHOZI — apTepianbHa rinepTeHsis, apTepiasibHa rinoTeHsid, Qibpunayis nepeacepap, apTepiaibHa rinoTeHsis, Lo
CMPUYNHIOE CUHKONE Ta LMPKYISATOPHUIA Konanc;

PiAKO — 6paamKapaia, Ayxe pigKo — cepLesa apUTmia (BTOPMHHA L0 TiMoKabLieMIT).

3 60Ky HMPOK Ta CeYoCTaTEBOI CUCTEMU:

4acTO — HUPKOBI NOPYLLUEHHS;

IHOZI — rOCTpa HUPKOBA HEAOCTATHICTb, FreMaTypis, NPOTETHYPIS;

PiAKo — HabyTWiA CMHAPOM PaHKOHI.

3 60Ky IMYHHOT CUCTEMMU:

IHOLI — peakLii rinepyyTInBOCTI;

PiAKO — aHrIOHEBPOTUYHMI HAOPSIK.

3arasibHi NOPYLLUEHHS | peakLii y MiCLli 3aCTOCYBaHHA NpenapaTy:

4acTO — rapsiuka, rpynonofibHMin cTaH (BKIKOYAKOUM CTOMEHICTb, 03HOO, HE3AYXXaHHSA | NPUNANBK); iHOAI —
peakuii y micui iH’ekuil (BKOYaroun 6inb, NoApPa3HEHHS, NPUNYX/ICTb, 3aTBEPAIHHS), aCTeHIs, NeputepuUHnii




HabpsK, 6i/b y rpyasx, 36iMbLLIEHHA Macy Tina, aHagiNIaKTUYHI peakLii/LLIoK, KPOruB’ AHKa;

PiAKO — apTPUTU Ta HABPAKKM CYrno6iB SK CUMATOMU rocTPoasHoOT peakuii.

BiaxuneHHa nabopaTOpHUX MOKA3HUKIB:

[y>Ke 4acTo — rinogocaremis;

4acCTo — MiABULLEHHSA PIBHA KPEATUHIHY | CEYOBMHM B KPOBI, FiNOKasbLiEMIS;

IHOAI — rinomarHiemisi, rinokaniemis;

piAKo — rinepkasiemis, rinepHartpiemis.

[MopyLUeHHSA (YHKLLIT HUPOK

Mpu 3acTocyBaHHi 3omeT® nogigomnsnocs Npo noripleHHs yHKUiT HAPOK. Ha niacTaBi aHanisy AaHux 3
Ge3nekn OTPUMAHMX Y XOAi peecTpauliiiHuxX AocnimkeHb 3omeTu® 100 nonepemKeHHS HebaXaHUX SBULL,
MOB’A3aHNX 3 YPaKEHHAM KICTKOBOT TKaHWHW, Y NauieHTIB 3 MOLMPEHUMU 3/109KICHUMU 3aXBOPHOBAHHAMU
4acToTa NopYyLLEHb PYHKLLIT HUPOK, SIKi BBAXANMCS NOB’sA3aHMMK 3 30MeTo®, Gy/a TakKoH: MHOXUHHA Mienioma —
3,2 %, pak npoctatn — 3,1 %, pak MOMOYHOT 3a/1031 — 4,3 %, paK fereHb Ta iHWi conigHi nyxamHm — 3,2 %.
dakTopy, WO MOXYTb MiABULLYBATU PU3MK MOPYLUEHHS (YHKLIT HAPOK, BKIOYAOTL JerigpaTayito, nonepesHe
MopYLLEHHS PYHKLT HAPOK, GaraTopasosi Kypcy fikyBaHHS 3oMeToro® a6o iHWMMK BicdocthoHaTamMu, a Takox
OAHOYaCHe 3aCTOCYBaHHA IHLIMX HePPOTOKCMYHUX 3ac06iB ab0 CKOPOYEHHS PEeKOMEHLOBAHOr0 Yacy iHQys3ii.
MoBigomnanoca npo BuMagkuM MNOripWeHHs (YHKUIT HUPOK, MPOrpecyBaHHs HUPKOBOI HEAOCTATHOCTI |
BUHWKHEHHS HEeOo6XiAHOCTI MpOBefeHHA remofianisy npu nepwioMy abo O0AHOPA30BOMY 3aCTOCYBaHHI
30/1e4POHOBOT KUCNOTW Y A03i 4 M.

OCTeOHeKpo3 Lienenm

Mpo BMNaLKM OCTEOHEKPO3Y (B OCHOBHOMY LLienenu) noBigoOMAAIOCA MepeBaXKHO Y NauieHTIB 3 OHKOMOTYHUMU
3aXBOPHOBaHHAMM, fKi oTpumyBann 3omeTy®. Barato XTO 3 UMX MalieHTIB MaB MNposBU MiCLIEBOI iHAeKL;T,
BK/IOHaOUM OCTEOMIENIT. BibLWiICTy BUMAAKIB OynM MOB’A3aHI 3i CTOMATONOTIYHNMM NPoLeAypamu, TakKUMKU K
BUAaIEHHS 3y6a. OCTEOHEKPO3 Liefienn Mae 6araTto BCTaHOB/IEHWUX (DAKTOPIB PU3UKY, 30Kpema AiarHOCTOBaHWiA
pak, CynyTHA Tepania (Hanpuknag XimioTepanisa, MpPOMeHeBa Tepanid, KOPTUKOCTEPOign) Ta CynyTHI
3aXBOPIOBaHHA (Hanmpuknag aHemis, Koarynonarii, IH(eKUii, 3axXBOPKHOBaHHA POTOBOI MOPOXHUHM). Xoua
MPUYNHHO-HACNILKOBOrO 3B’A3KY He [0BefeHO, UMM MaulieHTaM pPeKOMeHAOBaHO YHWMKaTW iHBa3BHUX
CTOMATO/IOrYHNX NpoLeayp.

d®ibpunauia nepeacepab

Y xofi paH40Mi30BaHOro NOABINHOIO CNiMOro KOHTPO/IbOBAHOMO KNiHIYHOIO AOCMIIKEHHS, B AKOMY OL|iHIOBan
e(heKTUBHICTb | 6e3MneKky 3acTOCyBaHHS 30/1IeJPOHOBOI  KUC/IOTM MauieHTKam 3 MOCTMeHonay3abHUM
0CTEeornopo3oM, 3arajibHa 4acToTa Po3BUTKY (ibpunauii nepeacepdb ctaHoBwna 2,5 % y rpyni nauieHToK, SiKi
OTpUMYyBaIX 30/1eJPOHOBY KMCOTY B f03i 5 wmr, i 1,9 % y rpyni nnaue6o. MNpuurHa NigBULLEHHSA 4YacTOTK
PO3BUTKY (hibpUnALIT nepeacepab HeBifoMa.

"ocTpodhas3Hi peakLii

LLi HebakaHi peakLiT BK/OYaOThb rapsayuky, Miairito, ronosHuMiA 6inb, 6ib Yy KiHLiBKax, HyA0TY, 6/1l0BaHHS, fiapeto
Ta apTparito, a TakoX apTpuT, acouiiioBaHWUA i3 OMyXaHHAM Cyrno6iB, fKi MOXYTb NPOSBUTUCA MPOTArOM
nepwwmx 3 AHiB micns iHgysii 3omeT®. 3asHaueHi peakLii Ha3uBalOTb «rpPUMOMOAi6HUM» CUHAPOMOM a6o
CUHAPOMOM «MiCNs OTPUMaHHS nNpenapary».

ATUNOBI NEPENOMW CTEFHOBOT KICTKN

MpOTAroM NOCTPeeCcTpaLiiHOro 3acTocyBaHHS PifKO MOBILOMAANOCS MPO Taki peakuil, AK rocTpi NigBepT/HOrosi
Ta fiahizapHi nepenomMm CTErHOBOI KiCTKM (HebaxkaHa peakLiis Ha bicthocoHatw).

[M0o6iYHI peakLLii, 3yMOBEHI FNOKaNbLIEMIED

FinoKa/bLiEMiS € BaXIMBUAM ifEHTU(IKOBAHUM PU3MKOM NpU 3acTocyBaHHi 3oMeTU® 3a 3apeecTpoBaHuMY
nokasaHHsMW. [aHi KAiHIYHUX Ta MNOCTMapKeTUHrOBMX [AOCNI[AXKeHb CBifyaTb NPO 3B’S30K MK Tepariero
3omeToo®, MoBifOMNEHHAMM NPO TiNOKa/bLIEMIIO Ta PO3BUTKOM BTOPUHHMX CepLEBUX apuTMiii. Kpim Toro, €
[aHi Npo 3B’30K MIXX riMoKasbLieEMIED Ta MOBIAOM/IEHHSAMW NPO BTOPUHHI HEBPOJIOTIYHI peakLil, BKIKOYaoun
eninenTUYHI HanagK, 3aLineHiHHA Ta TeTaHito.

TepMiH NpUAATHOCTI. 3 POKMK.

YMoBM 36epiraHHs.

36epiratv npu Temnepatypi He BuLwe 30 °C 'y HeAOCTYNHOMY ANs AiTei MicLi.

Micna possefeHHA B crepunibHOMY 0,9 % po3umHi Hatpito xnopugy uv 5 % po3uvHi IKOKO3M npenapar
CTabinbHWIN NpoTArom 24 roanH Npy Temnepartypi 36epiraHHa 2 — 8 °C.



Micns acenTUYHOrO Po3BeseHHs HeO6XiHO BUKOPMCTOBYBATWN FOTOBUIA Mpenapar HeraviHo.

HecyMiCHICTb.

KoHueHTpaT npenapaty 3omeTa® nignsarae posseaeHH0 y ctepuibHomy 0,9 % po3umnHi HaTpito Xnopuay a6o 5 %
PO3UMHi rMoKOo3U. KoHLEeHTpaT 30MeT® He MOXHa 3MillyBaTy 3 PO3UMHaMK ANs iHAY3ilA, WO MICTATb KasbLiiit
ab0 iHWI ABOBafeHTHI KaTiOHM, TaKUMW $IK NakKTaTHWIA po3dnH PiHrepa, i Heo6XigHO BBOAWUTWU y BUrAAfi
0[JHOPa30BOT iH(Y3iT 3 BUKOPUCTAHHAM OKPEMOT CUCTEMW ANS iHGY3IN.

JocnipkeHHs 31 CKNAHUMM iakoHaMK, a TaKoX Ki/lbKOMa TUnamm iHy3iiHUX NakeTiB Ta iHPY3inHUX cucTem,
BUIOTOB/IEHMX i3 NONIBIHINX0pMAY, NONIETUNEHY Ta noninponineHy (nonepeaHbo 3anoBHeHMX 0,9 % po3ynMHOM
HaTpito xnopugy abo 5 % po34YMHOM [/IOKO3M), MOKa3ain BIACYTHICTb HECYMICHOCTI 3 BuMLIE3a3HAYEHUMU
nakyBa/lbH/MW MaTepianaMmm.

YnakoBKa.
KOHUeHTpaT Ana po3unHy Ans iHgysii no 5 mn y 6e36apBHOMY NAaCTUKOBOMY (P/lakOHi i3 CipoH rymMOBOHO
NPO6KOIO Ta aNtOMIHIEBOKD KPULLEYKOHO 3 (hNiM-0 KOMMOHEHTOM. 1 (01aKOH YNaKoBYOTb B KAPTOHHY KOPOOKY.

KaTteropis Bignycky. 3a peyentom.

Bupo6HUK.
HogapTic ®apma LLTeitH Al", LLIBeiuapis/ Novartis Pharma Stein AG, Switzerland.

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micusa NPOBagpKeHHS AisiNIbHOCTI.
LLlachdpxayceplutpacce, 4332 LLUTeiH, LLseliuapis/Schaffhauserstrasse, 4332 Stein, Switzerland.



