IHCTPYKLIA
OJ1s1 MeTUIHOI 0 3aCTOCYBaHHs JIiKapCbKOro 3aco0y
IIPOJIIA®

(PROLIA®)

Ckian:
ditoua pevyosuHa: neHocymao;
1 M po3uuny MicTuth 60 Mr geHocymaby;

0onoMidCcHI pe4osuHU: KUCJIOTA OLITOBA JIbOMSIHA, HATpito rimpokcup, copbit (E 420), momicopbat 20,
BOIa OJIs iH’€KIIiN.

JlikapcbKa popMa. Po3unH [oms il eKIiid.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: Malizke mpo3opuii, 6e36apBHUl ab0 KOBTYBaTUM PO3UUH, 110
IIPAKTUYHO He MICTUTh CTOPOHHIX YaCTOK.

dapMakoTepaneBTHYHA rpymna. Jlikapchki 3acobu asist JikyBaHHS 3aXBOPIOBaHb KiCTOK, iHIIi
nikapchKi 3aco6u, 110 BIJIMBAIOTh HA CTPYKTYPY Ta MiHepaisalliio KiCTOK.

Kom ATX M05B X04.

®apMakoIoriyHi B1aCTUBOCTI.
®apmakoduHamika.
MexaHni3Mm mil

Ienocymab - 1le MOHOKJIOHaNbHe aHTUTINO monunu (IgG2), BupoOieHe Ha KIIITUHHIN NiHii
ccagiiB (Chinese hamster ovary cells) 3 momomorozo TexHonorii pekomobinanTHol [JHK,
MimreHHO A1 SKoro € RANKL, 3 skuM mpenapart 3B'3yETbCS 3 BUCOKOI0 aiHHICTIO Ta
cnenudiunicTio, 3amobiraroun akTuBalii #oro perentopa RANK Ha moBepxHi MpeKypcopiB
OCTEOKJIaCTiB Ta 0CcTeoKyacTiB. 3anodiranus B3aemofii RANKL/RANK mpurHiuye yTBOpeHHS
OCTEOKJIACTiB, IX QYHKI[IOHYBAHHS Ta KUTTE3MAaTHICTh, TAKUM YHHOM 3MEHIIYI0UU pe30p0Oiiio
K TpyO4YacTuX, Tak i ry0uacTux KiCTOK.

dapmakomrHaMiyHiI ePeKTH

JlikyBaHHs penapartoM IIposia® IMIBUIKO 3MEHINYE PiBeHb KiCTKOBOTO PEMOMIEIOBAHHS, NOCATAl0uH



HaMHMKYOT0 PiBHS CHPOBATKOBOT'0 MapKepa pe30op0iii KicTok - C-TeJIonenTUuxiB KojareHy 1 tumy
(CTX) (85% 3mMenmenHs) - 4yepe3 3 OHi. 3HUKEHNHN PiBEHb yTPUMYETHCS IPOTATOM YChOTO iHTEpBaLy
MiXK 3aCTOCYBaHHSM [103. B KiHIII KOKHOTO Iepiofy Micjisg BBeAEeHHS J03U IpenapaTty epekT
3HuKeHHs piBHA CTX OyB 4acTKOBO IociabeHui: 3 MaKCHMaIbHOTO 3HUKEHHS Oinbil HiK Ha 87%
[0 3HUKEeHHS npuOnu3Ho 6inbin Hik Ha 45% (y mianas3oHi Big 45 no 80%), 1m0 BinoOpaxkae
060pOTHICTE edeKTiB IiKapchkoro 3acofy IIponia® BiTHOCHO peMOfIeN0BaHHS KiCTKOBOI TKAHUHH
micyisa 3HMKEeHHS CUPOBAaTKOBOTO PiBHA Ipelaparty. [Ipy MpomoBKeHHi Teparil i ehpeKkTu
30epiramucs.

Mapkepu peMofie/lIoBaHHS KiCTKOBOI TKaHMHU 3arajoM JOCSTaNll PiBHIB, Ha SKUX BOHU OyJIU [0
IIOYaTKY JIIKyBaHHS IIperapaToM, IPOTAToM 9 MicAIliB micas BBeOEeHHS OCTaHHBOI 10o3u. [licna
TIOBTOPHOTO iHirlitoBaHHS piBeHb iHTriOyBanHs CTX meHocymaOoMm OyB MOmiOHUM IO TOTO, IO
CIIOCTepiraBcd y NalLi€HTIB, SKi BIepIllle pO3[I0Yaliy JIiKyBaHHS [[UM IIperapaToM.

ImyHo2eHHICMb

[Tig yac KIiHIYHUX OOCTIXKEHDb HE CIIOCTePiranocss BUpoOIeHHsT HeHTpali3ylouux aHTUTINT 10
nenocymaby. Mene 1% marieHTiB, sKi nikyBanmucs neHocyMabom He Oinbie 5 pokiB, Manu
IIO3UTHBHI TECTH (3a JaHMMHU YYTJIMBOTO iIMyHOJIOTiYHOT'O METOAY) Ha HEHEUTPasi3yioydi 3B’ 13y10di
aHTuTiNa 6e3 03HaK 3MiH (papMaKOKiHETHKHU, TOKCUYHOCTi ab0 KITiHIiYHOTO e(eKTY.

KniHniyHa epekmusHicmb ma 6e3neka y JHCiHOK Y NocmMeHonay3ad/abHoMY nepiodi 3 o0cmeonopo3om

EdekTuBHiCTh Ta 6e3neka meHocymMaly, sKui 3aCTOCOByBanu 1 pa3 KOXKHi 6 MiCAIIiB TPOTSIroM

3 POKiB, OOCHiAXKYBaJIUCh ¥ XKIHOK Y ITOCTMeHoNay3anbHui nepion (7808 xinok y Bimi 60-91 pik, 3
akux 23,6% Many MomupeHi nepenoMu XpeOIliB) 3 BUxifHuMu T-1T0Ka3HUKaMU MiHepajbHOI
mrinpHOCTI KicTok (MIIK) B monepekoBoMy Biffini xpe6Ta abo Ta30CTETHOBOMY 34JIeHYBaHHI MiX -2,5
i-4,0 i cepemaboio abcomoTHOW 10-pivHOI0 MMOBipHiCTIO mepenomy 18,60% (merumu: 7,9-32,4%)
1000 OCHOBHUX OCTEOMOPOTHYHUX IepenioMiB i 7,22% (merunu: 1,4-14,9%) 11010 epeaomMy MHAWKY
crerHa. 2KiHKY 3 iHIIMMM 3aXBOPIOBAHHSMU ab0 Ti, XTO JIiKyBaBCS IIperapaTaMu, 110 MOXYTb
BIIJIUBATH Ha KiCTKY, Oy/IM BUKIIIOUEHi 3 mociimkeHHs. 2KiHKKA OTpUMYyBaiIu f00aBKY KaJIbIliio
(mpunaiimHi 1000 mr) i Bitaminy D (nmpuraumMiui 400 MO) mongHs.

Bnaue Ha nepesomu xpebujis

IIponia® 3HAYHO 3HMXKY€E PU3UK BUHUKHEHHS HOBHX IIepesioMiB XpeO1iB Ha 1, 2 i 3 powi 3acTocyBaHHS
(p < 0,0001) (muB. Tabmwuio 1).

Ta6nuns 1. Brus [Mposia® Ha pU3MK HOBUX IEPEJIOMiB XpeGIliB

[Tepiox HacTka XKiHOK 3 mepesioMoM (%) SHUXKEHHS SHUXKEHHS
3aCTOCYBaHHS Thane6o TTpormia® aGCOJ'IIOTI(;IOI"O B(}JI[HOCHO]"O PU3UKY
h = 3906 h = 3902 pusiky (%) (%)
(95% [II) (95% 1)
0-1 pik 2,2 0,9 1,4 (0,8; 1,9) 61 (42; 74)**
0-2 poru 5,0 1,4 3,5 (2,7; 4,3) 71 (61; 79)**
0-3 poku 7,2 2,3 4,8 (3,9; 5,8) 68 (59; 74)*

*p < 0,0001, **p < 0,0001 - po3BigyBanbHUM aHAai3




Bnaue Ha nepesaomu WutiKu cmezHa

IIpenapart IIponia® IpomeMOHCTPyBaB BifHOCHE 3HMKeHHd Ha 40% (0,5% 3HMXKEeHHS abCOTIOTHOTO
PHU3UKY) PU3UKY [I€PEJIOMY IIUUKYU CTerHa IPoTATroM 3 pokiB (p < 0,05). HacToTa nepenoMiB MUUKHA
crersa Oyna 1,2% B rpymi nane6o B mopisHsAHHI 3 0,7% B rpymi [Iponia® Yepe3 3 poxw.

[Tpu anocTepiopHOMY aHai3i y KIiHOK > 75 POKiB 3HUKEHHS BiTHOCHOTO PU3UKY Ha 62%
CIIOCTEpiranocs Ipy 3acToCyBaHHi nmpenapatTy IIpomia® (1,4% 3HUXeHHS abCOMIOTHOTO PU3KKY,

p < 0,01).

Bnaue Ha 8ci KaiHIuHI nepeaomu

IIpenapart IIponia® 3HaYHO 3HW3WB BUHUKHEHHS IIepeIoMiB YCiX THIIB/Tpym (IUB. TabIUIo 2).

Ta6nuns 2. Bomus [Iponia® Ha pU3UK KTiHIYHAX IEPeIoMiB IPOTATOM 3 POKiB

[Tunu nepenomis JacTka XiHOK 3 miepesioMoM (%) [3HUXKeHHS SHUXKEHHS
TTraneto Tpomia” A0COJTIOTHOTO  |BiTHOCHOTO
h=3906  |n=3902 pu3HKy (%) - fpusuky (%)

(95% [I) (95% [OI)

Bynb-sikuil KiHiuHumii nepesnom 10,2 7,2 2,9 (1,6;4,2) |30 (19; 41)%*+*

Kniniuauil BepTeOpanbHUN 2,6 0,8 1,8(1,2; 2,4) 69 (53; 80)***

repeioM

Hesepre6pansuuii nepenom”  |8,0 6,5 1,5(0,3; 2,7) |20 (5; 33)**

['onmoBHUY HeBepTeOpanbHul 6,4 5,2 1,2 (0,1; 2,2) 20 (3; 34)*

nepenom’

[ConoBuHu# octeonopoTuunuii  |8,0 5,3 2,7 (1,6; 3,9) 35 (22; 45)*%r*

nepenoM’

*p < 0,05, * p = 0,0106 (8mopuHHa KiHUesa Moyka, 8K1I0UEHA 8 Pe2yAHB8AHHA KPAMHOCMI),
**p < 0,0001

YacToTa nofiit 6a3yeThCsl Ha PO3pPaxyHKY 3rigHo 3 MeTogoM Karmmana-Meiiepa IpoTsaroM 3 poKiB.
' Bkmodae KIiHiuHi BepTeGpaibHi Ta HeBepTeOpasbHi IepeoMu.

? BUKJTIOYA€E mepenoMu xpeObIliB, yeperna, 06IMYYsI, HUXKHBOI IeJIemH, II'ICTi, GpaaHT maiblliB PyK i
Hir.

3 Bkiioyae Ta3, AUCTANbHUM BiioiN cTerHa, MpOKCUMAabHUM BiioiN BEJTMKOTOMIIKOBOI KiCcTKH, pebpa,
IIPOKCUMAaJIbHUY BifIIIifT M1€40BOI KiCTKH, IEPENIIiyys i CTETHO.

* Bkmouae KiHiuHI BepTe6pabHi mepeioMy, IepeIOMH MUHKY CTerHa, IepeAIiyds i IIedoBoi
KiCTKH, 5K Iie Bu3HayeHo BOO3.

V XiHOK 3 BuxigHuM piBHeM MIIK muiiku cTersa < -2,5 npenapart Ilponia® 3HHXYE PU3KK
HeBepTeOpambHUX epeioMiB (35% 3HUXKEHHS BiTHOCHOTO PU3uKy, 4,1% 3HUKEHHS abCOJIOTHOTO
pusuky, p < 0,001, po3BigyBanbHUM aHai3).

3HUKEHHS YaCTOTH BUHUKHEHHST HOBUX BepTeOpaIbHUX [TePejIOMiB, TepeioMiB IUUKK CTerHa i
HeBepTeOpasbHUX IIepesioMiB yepes 3acTocyBadHs [Ipomia® mpoTAroM 3 pokis Oy HOCTigOBHIMH



He3aJiexXHO Bif 10-piyHOro BUXigHOTO PU3UKY [IEePEJIOMIB.
Bnaue Ha MiHepaavHy WiabHICMb KICMOK

[TopiBusHO 3 mmanebo Ha 1, 2 i 3 pori mpemapar Hponia® 3HauHO niasuiysaB MIIK y Bcix
aHaToMiuHHUX obOnmacTsx. [Ipemapar Hponia® nigsuimue MIIIK Ha 9,2% B monepekoBOMy Biffisni
xpe0Ta, Ha 6,0% B Ta30CTETHOBOMY 3ujieHyBaHHi, Ha 4,8% B IMMIIi CTETHOBOI KicTKY, Ha 7,9% y
BEPTJII03i CTETHOBOI KiCTKY, Ha 3,5% y gucrtanbHoMy 1/3 Bigmini mpomeHeBol KicTku i Ha 4,1% y
BChOMY Oprasi3mi npotsarom 3 pokis (Bci p < 0,0001).

V KNiHiYHKUX JOCTimKeHHIX eQeKTiB MPUIMHEHHS 3acTocyBaHH4 mpenapary IIpomia® MIIK
TIOBEPHYJIach MPUOIM3HO [0 PiBHIB, AKi CrIOCTepirasuch nepeq MiKyBaHHSM, i 3aIUIIanacs BUIIOI0,
HiX y rpyni mnane6o, npotsirom 18 micsiis micns octanuboi fo3u. Li maHi BKa3yoTh Ha Te, 1110
TIofasblle JIiKyBaHHS IpernapaToM IIpomia® HeoOxifHe s minTpuMaHHS e(eKTy JTiKapChKOro
3aco0y. [ToBTOpHE 3aCTOCYBaHHS IIpenapaTy TIponia® npusseno mo migsumerHs MIIK, mogi6HOrO 10
TaKoOro gK IPH IepIIoMy 3aCTOCYBaHHi mpemnaparty IIpomia®.

Bidokpume po3wupeHe 00CAi0HCeHHA AIKYBAHHA NOCMMEHONAYy3d1bHO20 0CMeonopo3y

B minomy 4550 xiHok (2343 3 sikux 3acTocoByBanu [Ipomia® i 2207 - miane6o), sKi IpOIyCTHIA He
Oinbine omHiel Mo3u mpemnapaTy B 6a30BOMY [OCTiIKEHHi, OIIMCAaHOMY BUIIE, i 3aBEPILIUIIN Bi3UT,
nepenbadyeHul OOCTimXKeHHAM Ha 36 Micsili, 6panu ydyacThb B 7-pigHoMy 6araToHallioHATbHOMY
0araToleHTPOBOMY BiIKPUTOMY HEIOPiBHSILHOMY PO3LIMPEHOMY HOCIigKEeHHi JOBrOCTPOKOBOI
Gesneky i epektuBHOCTI npenapary IIponia®. Bei XiHKA B pO3IIMPEHOMY [OCIiAXKeHHi HOBUHHI GyIu
oTpuMyBaTu 60 Mr IIpomia® KoXHi 6 MiCAIiB, a TAKOX I[OeHHO Kabllill (mpuHaiiMHi 1 ) i BiTamin D
(mpunaiimHi 400 MO). B mimomy 2626 manieHTOK (58% KiHOK, BKIIOUEHUX B PO3IIUPEHE
nocmimxeHnHs, To0To 34% XiHOK, BKJIIOYEeHUX B 6a30Be JOCIiAKEHHi) 3aBEPIINIIN PO3IIUPEHE
IOOCIIimKEeHH.

V manieHTiB, sKi orpuMyBanu [Iposia® mpoTsaroM mepiogy TpuBamicTo 1o 10 pokis, MIIK
30inmbInuIach Bifg BUXiTHUX HAaHUX OCHOBHOTO HOCHTimXKeHHS Ha 21,7% B mornepekoBoMy Bimmini xpebTa,
Ha 9,2% B Ta30CTerHoBOMY 3ujieHyBaHHi, Ha 9,0% B mwuiili cternoBol KicTky, 13,0% y BepT/io3i i Ha
2,8% B mucranbHOMY 1/3 Bimmini mpoMeHeBoi KicTku. HanmpukiHIl focifKeHHS y MaIlieHTIB, Ki
nikyBanucs npotaroM 10 pokis, cepenHii T-mokasuuk MIIK momnepekoBoro Bifginy xpeOTa CTaHOBUB
-1,3.

YacToTa BUHUKHEHHS IIEPEIOMIB OLIiHIOBAIaCh SIK KiHIleBa TOYKa O6e3meKku, omHaK e(peKTUBHICTD
3anobiraHHs mepeioMaM OI[iHUTH He MOXKHa BHACJIIIOK BEJTUKOI KilTbKOCTI BUIMAKiB MPUITUHEHHS
JiKyBaHHS Ta BiIKpHUTOro ¢hopMaTy HOCTigXeHHS. Y MalieHTiB, AKi mpuiiManyu feHocyMab IpoTaroM
10 pokiB (n = 1278), cymapHa KinbKiCTh HOBUX BUIIAAKiB BepTeOpaIbHUX Ta HeBepTeOpaIbHUX
nepeioMiB cTaHOBMIIa Ipubnu3Ho 6,8% Ta 13,1% BipmoBigHo. Y malieHTiB, sKi 3 OyAb-IKUX IPUYUH
He 3aBepUININ JOCTifAXKEeHHs, YaCTOTa BUHUKHEHHS IIepeIOMiB IIPOTATOM Iepiofy JIiKyBaHHS Oyia
Oi/bIII BUCOKOIO.

TpuHagUAaTh BCTAHOBIEHUX BUIIaAKiB 0cTeoHeKpo3y wmenenu (OHII) i mBa BCTaHOBNEHI BUIagKu
aTUIIOBUX IEPEIOMiB CTETHOBOI KiCTKM CIIOCTEPIraauch B XOMi PO3IMMUPEHOT0 JOCTiAKEHHS.

KniHiuHa epekmusHicmb ma 6e3neka y 40/108iKie 3 0cmeonopo3om

EdekTuBHiCTSL Ta 6e3neky npenapary [Iponia®, aKuil 3acTocoByBany 1 pa3 Ha 6 MiCAIIB IPOTATOM
1 poKy, gocmimKyBanu y 242 4onoBikis y Biri 31-84 pokis. Cy6'ektu 3 pIIIK® < 30 mn/xs/1,73 M*
Oynu BUKIIIOUEHi 3 mociifKeHHs. Bci 9omoBiku oTpuMyBanu fo6aBKu Kanbllito (mpuHaiMHi 1000 Mr) i



Bitaminy D (mpunarimui 800 MO) mogHs.

OCHOBHUM TIOKa3HUKOM e(eKTHUBHOCTI OyJia BifcoTKoBa 3MiHa nmoka3sHuka MIIIK momepekoBoro
Bimminmy xpebTa, eheKTUBHICTE OO IIepeIoMiB He OlLiHIoBanu. [IopiBHAHO 3 mane6o npemnapar
l'Iponia® 3HauHo 30inpmuB MIIK B ycix aHaTOMiYHUX 00/1acTsx mpoTsaroM 12 micsiis: Ha 4,8% B
nmorepekoBoMy Bimmini xpeOTa, Ha 2,0% B Ta30CTETHOBOMY 34JIeHYBaHHi, Ha 2,2% B IMUHUIl CTETHOBOI
KiCTKH, Ha 2,3% y BepTIi03i cTerHoBol KicTku i Ha 0,9% y mucransaHOMYy 1/3 Bigmini mpomMeHeBOl
KicTku (Bcip < 0,05). Hponia® 36inbimuB noka3Huk MIIK momepekoBoro Bigminy xpe6Ta Bif BUXiTHUX
nauux y 94,7% 4osoBikiB Ha KiHels 1 poky. 3HauHe 36inbimenHs MIIK B momnepekoBoMy Bimminmi
XxpeOTa, Ta30CTETHOBOMY 34JIeHyBaHHI, IIUHII CTETHOBOI KiCTKY i BEPTII03i CTETHOBOI KiCTKHU
criocTepiranocs yepes 6 micauis (p < 0,0001).

I'icmosozia Kicmok y JCiHOK y nocmMeHonay3a/abHoMy nepiodi ma 40108iKi8 3 0cmeonopo3om

TicTomnorifo KiCTOK OILliHIOBaNM# y 62 XKiHOK B ITIOCTMEeHOIIay3abHUH IePiofl 3 0CTEOI0p030M abo
HU3bKOI0 KiCTKOBOIO Macolo, fKi paHillle He OTPUMYyBaJIi Tepallil 3 IPHUBOAY 0CTEONOPO3y abo SIKi
MIePENIIIY 3 TTONIePeIHbOl Tepallil aleHApoHaTOM Ta micisg 1-3 poKiB JMiKyBaHHS i3 3aCTOCYBaHHAM
Hponia®. [T'sToecsT meB'saTh KIiHOK B3SI/TM Y4aCTh B MigNOCITiAXKEHH] KicTKOBOI Oiomcii Ha 24 Micsii

(n =41) i/abo 84 micsi (n = 22) PO3MMPEHOTO [OCTiIXKEHHS, TPOBEIEHOI0 3a Y4acTI0 XKiHOK B
IIOCTMEHOIIay3aJIbHOMY I1ePiofi 3 0CTEO0NOPO30M. ['iCTOJIOri0 KiCTOK TaKOXK OLiHI0BalIu y 17 4O/I0BIKiB
3 0CTe0Iopo30oM micns 1 poky nikyBaHHs npenaparoM IIpomia®. PesymbsraTu 6iomncii KicTOK IoKa3anu
KiCTKy HopManbHOI hopMu Ta sIKOCTi Oe3 03HaK AedekTiB MiHeparisallii, He3pinol KicTku abo ¢ibpo3y
KiCTKOBOTO MO3KY. Pe3ynbraTu ricromopdomeTpii B po3UIMPEHOMY JOCTiIKEeHHi IT0Ka3asy, o y
KIHOK B IIOCTMEHOIAay3a/IbHHUIA IIePiofl 3 0CTEe0IIOPO30M aHTHpe30pOTHBHI edektu [Ipomia®, ski
BUMIpIOBA/IUCh 3@ YaCTOTOI aKTHBAllil i IIBUAKOCTI (JOPMyBaHHS KiCTOK, MiATPUMYBAJIUCh IPOTITOM
TPUBAJIOTO 4acy.

KniniyHa epexkmueHicmb ma 6e3neka y nayieHmie 3 8mpamoto Kicmkogoi mKaHUHU, N08’13aHOi 3
aHOpo2eHHOW denpusauiero

EdekTuBHiCTL Ta 6e3mneky npenapary [Ipoia®, sKui 3acToCoByBany 1 pa3 Ha 6 MiCSIiB IPOTSIroM

3 POKiB, AOCIIAXKYBaJIU ¥ YOJIOBIKIB 3 TiCTOJIOTIYHO HiATBEPAXKEHUM HeMeTacTaTUYHUM PakKoM
IepeMixypoBoi 3aj103H, SIKi OTpUMYyBaii aHAPOTeH fenpuBaliiiny teparmito (AOT) (1468 4omnoBikiB y
Birti 48-97 pokiB). Li manienTu 6ynu CXUIbHI [0 MiIBUILIEHOTO PU3UKY IIEPENIOMY (BU3HAUYAETHCS SIK
Bik > 70 pokiB abo Bik < 70 poxkis i T-mokasHuk MIIK B monepekoBoMy Biamisi xpe0OTa,
TA30CTETHOBOMY 34JIeHYBaHHI a00 IMHIN CTErHOBOI KicTKM < -1,0 a00 HasiBHICTh OCTEOIIOPOTHYHOTO
mepenioMy B aHaMHe3i). Bci 4onoBiku oTpuMyBanu mo6aBKY Kanblliio (mpuHaiMHi 1000 Mr) i
BiTaMiHy D (mpunaumsui 400 MO) wopHs.

ITopisHaHO 3 miane6o npenapat [Iponia® 3gauHo nigumus MIIIK B ycix aHaTOMi4HEX
o0yacTsax mpoTAroM 3 pokiB: Ha 7,9% B monepekoBoMy Biamini xpebTa, Ha 5,7% B
Ta30CTeTrHOBOMY 34jieHyBaHHi, Ha 4,9% B MMl CTETHOBOI KiCTKH, Ha 6,9% B BepTIIO3i
CTETHOBOI KiCTKY, Ha 6,9% y muctanpHOMYy 1/3 Bimmini npoMeHeBol KicTKu i Ha 4,7% y BCbOMY
oprasi3mi (Bci p < 0,0001). Y npocnekTuBHO 3aljlaHOBaHOMY PO3BiflyBaJIbHOMY aHai3i
crocTepiranocst 3HayHe 30inbpmenHs MIIK B monepekoBoMy Bifmisni xpeOTa, Ta30CTETHOBOMY
34JIeHyBaHHI, NN CTETHOBOI KiCTKM i BEPTIII03i CTETHOBOI KiCTKY Yepe3 1 Micsup micis
3aCTOCYBaHHS II0YaTKOBOI IO3M.

IIpenapart IIponia® IpofeMOHCTPyBaB 3HAUHE 3HUKEHHS BiTHOCHOTO PU3UKY HOBUX IEpPeIOMiB
xpebuiB: 85% (1,6% 3HUKEeHHS abCOMIOTHOTO pU3uKYy) Yyepe3 1 pik, 69% (2,2% 3HuKeHHS
a0COTIOTHOTO PU3UKY) Yepes 2 poku i 62% (2,4% 3uuKeHHS abCOIOTHOTO PU3UKY) yepe3 3 POKH (BCi



p < 0,01).

KniHiuHa epekmusHicmb ma 6e3neka y nauieHmie 3 8mpamoro Kicmkoeoi macu, nos'si3aHoi 3
ad’t108aHMHO0 mepaniero iH2ibimopom apomamasu

EdektuBHicT Ta 6e3neky npenaparty [Ipormia®, skuil 3acTocoByBany 1 pa3 KOxkHi 6 MicsAIIiB
IIPOTSTOM 2 POKiB, JOCHTIXKyBaii y KiHOK 3 HeMeTaCTaTUYHUM PakoM MOJIOYHOI 3a103u (252 XiHKH
y Bitti 35-84 pokiB) i 3 6a30BuM piBHeM T-moka3nuka MIIK mix -1,0 Ta -2,5 B monepekoBoMy Bimmini
xpebTa, Ta30CTErHOBOMY 34JIeHyBaHHi ab0 I CTEeTHOBOI KiCTKHU. Bci XKiHKu oTpuMyBanu m06aBKH
KanbLio (mpuraimHi 1000 mr) i Bitaminy D (nmpuraiMHui 400 MO) mogHs.

OCHOBHUM TIOKa3HUKOM e(eKTHUBHOCTI OyJia BicoTKoBa 3MiHa nmokasHuka MIIK momepekoBoro
Bimminy xpebTa, eeKTUBHICTE IIOMI0 IIepeioMiB He olliHioBanu. [TopiBHSHO 3 miane6o mpemnapar
l'Iponia® 3HauHo 36inpumB MIIK npotsrom 2 pokis: Ha 7,6% B monepekoBoMy Binmisni xpe6Ta, 4,7% B
TA30CTETHOBOMY 34JIeHyBaHHi, Ha 3,6% B IIUMNIII CTETHOBOI KiCTKY, Ha 5,9% y BEpTIIi03i CTETHOBOL
KicTkH, Ha 6,1% B muctanpHOMY 1/3 Bimmini mpomeHeBoi KicTKY i Ha 4,2% y BChOMY OpraHi3mi (Bci

p < 0,0001).

JIiKysaHHA empamu KicmKog8oi Macu, nog'aA3aHoi 3 cucmemHO mepanierw 2/10K0KOpmukoioamu

EdekTuBHICTL Ta 6e3MeKy 3acTocyBaHHA mpemnapaty Ilponia® mocmigxysanu y 795 namienTis (70%
XkiHOK i 30% 4onoBikiB) y Biui Big 20 go 94 pokis, fKi 0OTpUMyBanIu = 7,5 MI IepOpabHOTO
IpPegHi30HY IoAeHHO (abo oro eKBiBaIeHT).

Bynu BuBYeHi ABi cyOmomynsilil: mamieHTH, sIKi MPOIOBXKYIOTh IPHUMOM TTTIOKOKOPTUKOIAIB (= 7,5 Mr
npenHi3oHy Ha 100y abo Horo eKBiBaJIeHT IPOTITOM = 3 MICSINB 10 BKJIIOUEHHS B HOCTiIKEHHS;

n = 505), Ta nami€eHTH, SKi HeIaBHO PO3MOYad IPUKMMAaTH TTIIOKOKOPTUKOIOY (= 7,5 MT IpegHi3oHy
Ha 700y abo #0ro eKBiBaJIeHT IPOTITroM < 3 MICSINB 10 BK/IIOUEHHS B HOCTimKeHHs; n = 290).
[MauienTu Oynu parpmoMizoBaHi (1:1) anst oTpuMaHHS a6o Hponia® mo 60 Mr migIIKipHO OOMH pa3
KOXHi 6 Mics1iB abo pu3eApoHaTy 0 5 MT ITepopasbHO OOUH pa3 Ha 00y (aKTUBHUN KOHTPOJIb)
IPOTATOM 2 pOKiB. [TarieHTy WoaHSA OTpUuMyBasu Kanblii (mpuHauMHi 1000 mr) i Bitamin D
(mpunaumHi 800 MO).

Bnaue Ha MiHepaabHy WiabHICMb KICMOK

Y cyGnomynsiii, o IpofoBXKyBaa IpUioM IIII0KOKOPTHKOIAIB, npenapart IIpomia®
IpoJeMOHCTpyBaB Oinbil 3HauHe migBuineHHsa MIIK nomnepekoBoro Biaginy xpe0Ta B MOPiBHIHHI 3
pusenposaToM depes 1 pix ([Ipomia® - 3,6%, pusenmpoHaT - 2,0%; p < 0,001) Ta 4epes 2 poKu
(ITpomnia® - 4,5%, pusenpoHar - 2,2%; p < 0,001). ¥ cybnomymnsuii, o po3mnodasna IPUHEOM
TTIIOKOKOPTHKOIAIB, mpemnapaT [Tponia® mpomeMoHCTpyBas Oinbll 3HauHe migsummerHs MIITK
TIONEePeKOBOr0 BififiNy Xpe6Ta B IOPiBHAHHI 3 pu3enpoHaToM depe3 1 pik (Ilpomia® - 3,1%,
pusenpoHart - 0,8%; p < 0,001) Ta uepes 2 poku (IIponia® - 4,6%, pusenpoHat - 1,5%; p < 0,001).

Oxpim Toro, npenapart IIposia® IpomeMoOHCTPYBaB 3HaYHO GiNBIIME CepenHil BifCOTOK MiABUIIeHHS
MIIIK Big BUXiZHOTO PiBHS IIOPIBHSHO 3 PU3EIPOHATOM B AiMSHIII Ta30CTETHOBOTO 34JI€HYBaHHS,
IIMUAKY CTETHOBOI KiCTKY i BEPTIIIOra CTEeTHOBOI KiCTKH.

HocnigxeHnHs He Oy0 IpU3HavYeHe O AEMOHCTpalii pisHuli B nepesomax. Yepes 1 pik yacToTa
BUHUKHEHHS HOBUX PEHTI€HOJIOTIYHUX IepesioMiB xpeb1iB cTaHoBuNa 2,7% (merocymab) mpotu 3,2%
(pu3epmponar). YacToTa BUHUKHEHHS HeBepTeOpalbHUX IepesioMiB ctaHoBuia 4,3% (meHocymab)
npoTu 2,5% (pusengponar). Yepes 2 poku BignosiaHi udpu ctanosunu 4,1% nopotu 5,8% O HOBUX
PEHTTreHOJIOTiYHUX TepenoMiB xpebiiB i 5,3% mpotu 3,8% nnst HeBepTeOpaIbHUX IEPETIOMIB.



Binburicts nepenoMis Bigbynacs B CyOmOMyJIALlil, 110 IPOJOBKYyBasia IPUIOM TTTIOKOKOPTUKOI/IB.
Jumasayua nonyaauia

Y HemopiBHANBHOMY KITiHiYHOMY HocrigxKeHHi ¢as3u III ominioBamu 6e3mexky Ta e(eKTUBHICTD
3aCTOCyBaHHS, a TAaKOXK (papMaKOKiHETHKY B [iTell 3 HEJOCKOHAIUM OCTE0TeHe30M BiKOM Bifl 2 [0

17 pokis, 3 sikux 52,3 % Oynu 9onoBiuoi ctaTi Ta 88,2 % HanmexXanu 0O €BPOIMEOINHOI pacu. 3arajom
migmKipHi iH'exii geHocymaby B mo3i 1 Mr/Kr Macu Tina mo MakcuMajbHOI 60 MT KOXKHi 6 MicsIIiB
npotsaroM 36 micaniB orpuManu 153 mauienTu. licToecaT naLi€eHTiB IepeuIii Ha peXuM BBeIeHHS
IIperapaTy OfUH pa3 KOXHi 3 MicAl.

Yepes 12 MicAwiB y rpyii npuioMy KOXKHi 3 MicALi 3MiHa OTPUMaHOI'0 METOA0M HalMEHIIIUX
KBazpartiB (LS) cepegHboro 3HadyeHHs (cTaHgapTHa noMmunka - SE) Z-nokasuauka MIIK y
norepekoBoMYy Bifmini xpeOTa Iono BuxifHoro piBHg ctanosuina 1,01 (0,12).

Haiinomupenimumy HebakaHUMU SBUILIAMH, 3apPEECTPOBAaHUMH B I'PYIIi IPHMOMY IIpernapaTy KoxXHi
6 micsinis, Oymu: aptpanrisa (45,8 %), 6inb y KinniBkax (37,9 %), 6inb y cnudi (32,7 %) i
rinepkanbliypis (32,0 %). IIpo rinepkanblieMio IOBIIOMIIANU K y TPYIIi NIpUOMY KOXKHI 6 MicALiB
(19 %), Tak i B rpyni npuioMy KoxHi 3 Micaui (36,7 %). ¥ rpymi npuiiomy npemnapaty KoxHi 3 Micani
3adikcoBaHi cepito3Hi HeOaxaHi sBuIla rinepkanbiiemii (13,3 %).

Y poammpenomy pocrigxenHi (N = 75) cepiio3Hi HeOaxkaHi sBuIIa rinepkanbiiemMii (18,5 %)
CIIOCTepiraaucs B rpylli IpUOMYy IpenapaTy KOXHi 3 Micsi.

HocmimxeHHsT OyTu IPUIIMHEHi TOCTPOKOBO Yepe3 BUHUKHEHHS 3arpO3/TUBUX [JI KUTTS HebakKaHUX
SIBUII i BUTIAOKY TOCITiTali3allil BHACTIOOK PO3BUTKY TinmepKabirieMii (quB. po3min «Cmocio
3aCTOCYBaHHS Ta JO3MW»).

€BporecbKe areHTCTBO 3 JTiKapChKKUX 3aCc00iB cKacyBao 3000B'si3aHHST HaflaBaTH Pe3yIbTaTh
MOCIIiKeHs mpenaparty IIpomia® y BCix MiIMHOXHMHAX NefiaTpHYHOI HOMyIALil IPH JIiKyBaHHI BTpaTH
KiCTKOBOI MacH, TTOB's13aHOl 3 abIATUBHOIO TepaIlli€l0 CTaTeBUMHU I'OPMOHAMH, i y MiIMHOXMHAX
negiaTpUYHOIL MOMYJIALI v Billi 10 2 POKiB Ipu JNiKyBaHHi 0ocTeomnopo3y. Jus. po3nin «Crocid
3aCTOCYBaHHS Ta [03W» [ OTPUMaHHS iH(pOopMaliil I[oJ0 3aCTOCYyBaHHA B IegiaTpii.

dapmMaKoKiHemuxKa.

AGcop6irist

[Ticns nipmkipHOTO BBemeHHS y 7o3i 1,0 Mr/kr, 1mo npu6nu3Ho BiAIOBigae 3aTBepaXKeHil f03i 60 Mr 3
ornsapy Ha noka3Huku AUC, ekcrio3ullisa ctaHoBusa 78% Bif piBHS, OTPUMAaHOTO IPU
BHYTPIIIHEOBEHHOMY BBEMIEHHI IIi€i 3K J03u npemnaparty. [licisg mipmkipHoro sBegeHHsS 60 mMr
neHocyMaly MaKcuMaJibHa CHpOBaTKOBa KOHIeHTpalis geHocyMaby (C,,,), CTaHOBUTh 6 MKT/MJI
(miama3on - 1-17 MKr/Mi) Ta mocsaraethbes 3a 10 gHiB (mianmas3oH - 2-28 gHIB).

BiorpaHcdopmaris

Ienocymab CKJIafla€ThCsl BUKJIIOYHO 3 aMiHOKUCIIOT Ta BYTJIEBOMIB, SIK i MPUPOOHUN iMyHOT 100y TiH.
Tomy Mano#MOBIpHO, 110 BiH BUBOOUTLCS LIUISIXOM ITE€4iHKOBOT0 MeTaboi3aMy. BBaxka€eThcs, 1110 #0ro
MeTabo0i3M Ta BUBEEHHS BinOyBalOThCS TUMHU XK IIJISXaMH, 110 i KJTipeHC iMyHOT 100y TiHY, mics



po3Mafdy mpernapary Ha HeBeJIHKi IeNTUIN Ta OKPeMi aMiHOKHCIIOTH.

BuBeneHHda

[Ticna gocsiraenHs C,,,, CAPOBATKOBUU PiBEHb 3HUKYETHCA IPOTATOM 3 MiCAILIB (Hianma3oH -
1,5-4,5 mics1s) y 3B’93Ky 3 IepiofoM HalliBBUBE[EHHS, 1110 CTAHOBUTD 26 OHIB (miama3o0H - 6-52 mHi).
Y 53% nanieHTiB yepes3 6 MicSIIiB mics 3aCTOCYBaHHS IIperapaTty JeHocyMal He BUSIBIISIBCS.

[Tpu 6GaraTopa3oBOMY 3aCTOCYyBaHHi feHoCcyMaby B pexkumi 60 Mr migmukipHo 1 pa3 KoxHi 6 MicsuiB
He CIIOCTepiranaocs aHi KyMyJslil Ipenapary, aHi 3MiH ©0ro ¢papMaKoKiHETUKH 3 4acoM. Ha
(bapMaKOKiHETUKY leHoCcyMaly He BIIMBAJIO (OpPMYBaHHS 3B’SI3KiB aHTUTIN 3 JeHocymMaOoM, Ta
(dapMaKoKiHeTHKa IpelapaTy OyJjila O4HAKOBOIO y XKiHOK i 4osnoBikiB. Bik (28-87 pokiB), pacoBa
IPUHAJIeXXHICTh, CTaH XBOPOOU (BTpaTa KiCTKOBOI Macu abo 0CTE0I0p03, paK MepegMiXypoBol 3a103u
ab0 pak MOJIOYHOI 3aJ1031) He MaJid CyTTEBOTO BIUIMBY Ha (hapMaKOKiHETUKY neHocyMaly.

CnocTepiranacs TeHAeHIi [0 30iIbIIeHHS MacCH Tijla Ta 3MeHIIeHHs eKCII03Ullil TpernapaTy 3 OTJIIAy
Ha noka3Huku AUC Tta C,,,. OOgHaK TaKa TeHAEHI[id He BBaXKa€eThCA KIIHIYHO 3HAYYII010, OCKIIbKU
dbapMakoguHaMiuyHUM ePEKT OI[IHIOETHCS 3a MapKepaMu PeMOMENIOBaHHS KiCTOK Ta 30i/IbllIeHHIM
MIIIK, mio Oynu MOCTIMHUMU Y Pi3HMX BaroBUX KaTeropisx XBOPUX.

JIiHIFHICTL/HeMHINHICTE

Y xomi mocmimKeHb 0303as1eKHOCTi OyB BUSBIIEHUM HEJIIHINHKN 3B’ 130K (papMaKOKiHETUKHI
neHocyMaOy 3 #0ro 403010 3i 3MeHIIIeHHSIM KJIipeHCy Ipemnaparty npu 30iibiIeHHi #oro go3u abo
KOHIIEHTpAllil, anie mpuOIu3He MPOIOoPIIifiHe 10303aleXKHe 3POCTAaHHS €KCIIO3UIIil TpenapaTy
CIIOCTEPIraeThCs MPHU 3aCTOCYBaHHI 003 Bifg 60 Mmr.

HupkoBa HeZOCTaTHICTh

Y mocnifKeHHi 3a y4acTio 55 Malli€eHTiB 3 pi3HUMU CTaiIMKA HUPKOBOI HEIOCTATHOCTI, BKII0Yal0un
NalieHTiB, sKi noTpebyBany giani3y, piBeHb HUPKOBOI HEAOCTAaTHOCTI He BIIJIBaB Ha
(dbapMaKOKiHETHKY JeHOCyMaly.

[TeyinKOBa HEIOCTATHICTD

CreniaibHUX OOCIAXKEHD 3@ y4aCTIO MAIi€HTIB 3 II€4iHKOBOK HEOCTATHICTIO He IPOBOAUIIOCH.
3arajioM MOHOKJIOHAJIbHI @HTHUTINIa He BUBOASTHCS IIJIIXOM II€YiHKOBOT0 MeTab0Imi3My, ToMmy
O4iKy€eThCS, 110 TMTeYiHKOBa HEJOCTATHICTh He Oye MaTH BIUIMBY Ha (papMaKOKiHETHUKY meHoCcyMaly.

[ITA49a OOOYAAIS

IIpenapart IIponia® He MOXHa IpU3HAYaTH MAIieHTaM AUTAYOro BiKy (AuB. po3ainu «Croci6
3aCTOCYBaHHA Ta 003U» 1 «PapMaKOoJIOTidyHi BJaCTUBOCTI»).

Y nmocnigxensi ¢as3u 111 B miTeit i3 HemockoHanuMm octeorene3oM (N = 153) MakcuManbHi
KOHIIEHTpallil leHocyMaly B CHPOBATIIi B MAlli€HTIB yCiX BIKOBUX I'PYI CIOCTepiranucs Ha geHb 10. Y
rpymni IpuioMy IpenapaTy KOXHi 3 MicALl ¥ KOXKHI 6 MiCALIB cepefHi MiHIMasIbHI 3aIUIIKOBI
KOHIIeHTPallil leHocyMaly B cupoBaTIli Oy/y BUIIUMH B HiTei BikoM Bim 11 mo 17 pokiB; HaWHUKYI
CepenHi 3alMIIKOBI KOHIIEHTpallil peeCTpyBalu B [iTel BiKOM Bif 2 10 6 POKiB.

HaHi 0oKAiHIYHUX 00CAI0MHCEeHD

B mocrnimkeHHSIX TOKCUYHOCTI OMHOKPATHOI Ta 6araTOKpaTHUX M03 Ha SBAaHChKUX MaKaKax



no3u JeHocyMaly, SKi IpuU3BOAMIN A0 CUCTeMHOI Bifmosifi, Buili B 100-150 pagis
BiIpeKOMEeHI0BaHUX [IJIsg JIIONWHY, He BIIJIMBaJIX Ha (i3ionorio cepiieBo-CyquHHOI CHCTEMH,
PENpPOayKTUBHY QYHKIIiI0 caMiliB a00 caMOK a00 Ha BUHUKHEHHS CIIeIupivHOi TOKCUYHOCTI
IJIs OpraHiB-MillleHEeN.

CTaHOapTHIi TeCTH AJIs BU3HaYEHHS MOTEHIIialy TeHOTOKCUYHOCTI ieHocyMaly He
BHKOHYBAJIACh, OCKIJIbKY TaKi TECTH He € peJleBaHTHUMH [Jid ITi€i Monekynu. [Ipote
MaJIO¥MOBIpHO, 110 leHocyMab Ma€e Oy[b-sIKWi ITOTeHIlial TeHOTOKCUYHOCTI.

KaHL[epor‘eHHPIfI MOTEeHITan neﬂocyMa6y He OITiHIOBaBCS B JOBIOTPUBAIINX OOCHIMXKEeHHSIX Ha
TBAaPHWHAX.

Y mokIiHIYHUX JOCHifKeHHIX Muili i3 3a01okoBanuM reHoM RANK a6o RANKL geMoHCTpyBamu
MIOPYIIEHHS YTBOPEeHHS JTiM(OBY3JIiB IIJI0fa Ta He MaJlu JIaKTallil y 3B’SI3Ky 3 IPUTHIYeHHSIM
MOo3piBaHHS MOJIOYHMX 3aj103 (7100y710-aJIbBEOJITPHUM PO3BUTOK 3aj103 ITil Yac BaTriTHOCTI).

B mocmimkeHHi Ha SBaHCHKUX MaKaKakK, IKUM BBOOUIH JeHOCYyMab IIPOTSTroM Iepiony,
eKBiBaJIeHTHOMY | TpuMeCTpy BariTHOCTI, Ipu fo3yBaHHI Ha piBHI AUC, 1o 99 pasis Buuomy 3a
mo3yBaHHS y moguHu (60 M KoxHi 6 MicsiB), He Oy10 BUSIBIIEHO HETAaTHBHOI'O BIJIUBY Ha OpPTraHi3aMu
MaTepi Ta mopa. B pomy gocmigKeHi miMdaTAYHI By3/1H IJ10[la He BUBYAJIH.

B inmomy mocrigKeHHi Ha SBAHCHKMX MaKaKak, SKMM BBOIUIIU JeHOCyMal IIPOTSTroM BaTriTHOCTI pu
no3yBaHHi Ha piBHi AUC, y 119 pasiB BumioMy 3a no3yBaHHS y moauHu (60 Mr KoxHi 6 Micsis), 6yno
BUSIBJIEHO: IiABUINIEHHS PiBHIB MEPTBOHAPOAXKEHHS Ta IIOCTHATA/IbHOI JI€TaIbHOCTI; TOPYIIEHHS
POCTY KiCTOK, SIKi IIPOSIBJISINCS 3HUKEHHAM MIIIHOCTI KiCTOK, 3HUKEHHSIM reMaTonoesy Ta
3aTPUMKOIO IPOPi3yBaHHs 3y0iB; BiCYTHICTh nepudepuyHux TiMpaTUUHUX BY3/TiB Ta 3HUXKEHHS
HeOHATaJIbHOT0 POCTY IIofa. MakcuMalbHa [03a, fKa He IIPU3BOAua 10 BUHUKHEHHS
crocTepexyBaHuX HebaxaHux ePeKkTiB He Oyia BcTaHOBIeHa. Yepes3 6 MicAIliB mics HapOmXKeHHS
3MiHY, [T0B'A3aHi 3 KiCTKaM¥, [10Ka3a/Iu I0OBEPHEHHS N0 HOPMU, He BifMIdaJioCcs BIJIUBY Ha
npopisyBaHHS 3y0iB. OgHak epeKTH Ha NiMQpaTAYHI By3/IM Ta IPUKYC 3a/IUIIaINCS, a Y OfHi€l
TBApUHU CIIOCTepiranacs MiHiManbHa abo cepefHs MiHepasi3allisi YMCIeHHUX TKaHUH (3B'130K 3
NiKyBaHHAM He oueBupgHui). He Oyn0 mokasiB mKoau [jisi MaTepi g0 mOJoriB; HebaxaHi peakii y
MaTepi HeyaCTO BUHMKAY i Yac I0JI0riB. PO3BUTOK MOJIOYHUX 3a7103 MaKaK He BiApi3HSBCA Bif
HOPMHU.

YV mokiniHiYHUX JOCHIXKEHHSIX IKOCTi KiCTOK Ha MaBIlax IpX TPHUBAJIOMY JIiKyBaHHI JeHOCyMaboM
YIIOBIJIbHEHHS PEMOENIIOBaHHSA 0B’ A3yBajlocs 3 IIOKpallleHHIM MIITHOCTI KICTOK Ta HOpMaJIbHUMU
TICTOJIOTIYHMMHU [TapaMeTpaMyU KiCTOK. PiBeHB KaJbIlil0 TAMYACOBO 3HUXKYBABCH, & PIBEHb TOPMOHIB
MapalMTOBUIHOI 321031 TUMYACOBO ITiIBUIITYBABCS Y MaBII ITiCJIsT OBapieKToMil, SKi oTpuMyBanu
neHocyMao.

Y camiriB Mutien, ki misixoM reHHol Mmopudikarii manu ekcrpecito huRANKL (Texnomnoris knock-in
mice) i miggaBanucs TPaHCKOPTUKAIBHOMY IIepeioMy, JeHocyMal 3aTpUMyBaB OpraHi3allilo XpsmuoBoi
TKAHWHU Ta PEMOJIEIIOBAHHS KiCTKOBOT'O MO30JIS Y MOPiBHSAHHI 3 KOHTPOJIEM, ajie GioxiMiuHa MillHiCTh
He 3a3HaBajla He6aXKaHoT0 BILJIUBY.

HoxkayTHi Muti (quB. po3min «3acToCyBaHHS y Iepiof] BariTHOCTI abo romyBaHHS TPYAOI0») i3
3abnokoBanuM reioM RANK a6o RANKL geMoHCTpyBau 3MeHILIEHHSI MaCH Tifa, MocjaablIeHHs POCTY
KiCTKOBOI TKaHMHH, ITOPYIIEHHS 30H POCTY Ta BiICYTHICTh Npopi3yBaHHs 3y06iB. OcnabneHHS POCTy
KiCTKOBO1 TKaHMHH, ITOPYIIEHHS 30H POCTY Ta BiICYTHICTh IIpOpPi3yBaHHS 3y0iB TaKOXK BigMidanucs B
MOCITiIXKEeHHSX Ha HOBOHAPOAXKEHUX Iypax, iKuM BBogunu inribitopu RANKL, i ui 3minu 6ynu
YacTKOBO 000poTHUMHU icys BimMinu inribitopy RANKL.



Y HoBOHApomxkeHux muiei iHrioysanas RANKL (1inboBa Teparist geHocyMaboM) BUCOKHMHU [03aMHU
KOHCTPYKIii ocTeonpoTerepuny, 38's3anoro 3 Fc (OPG Fc), 6yo moB'si3aHO 3 IPUTHIYEHHAM POCTY
KiCTOK Ta mpopidyBaHHAM 3y0iB. Lli 3MiHu Gy 4acTKOBO 0OOPOTHI B I1ii Mofei, KOJIX HO3yBaHHS
inri6itopie RANKL 6yno mpunuHeHo. Y mpuMarTiB HifTiTKOBOTO BiKy, sIKi OTpHMyBanu neHocymab B
mo3i, B 27 ta 150 pasziB (go3a 10 ta 50 Mr/kr) Bulli 3a KJIiHiYHYy 03y, Oy IaTONOTiYHO 3MiHEH]
30HU POCTy. TaKMM YMHOM, JIiKyBaHHS AeHOCyMaboM MoXKe MOPYIIyBaTH PiCT KiICTKOBOI TKAHUHU Y
[iTel 3 BiAKpUTUMM 30HaMU POCTY Ta MOXKe IPUTHIYyBaTH IPOopi3yBaHHS 3y0iB.

KrniniuyHi XapakTeprUCTUKH.
Iloka3zaHHA.

JIiKyBaHHS O0CTEOIIOPO3Y Y XKIHOK Yy IIOCTMEHOIIay3aJIbHOMY [1ePiofil Ta y YOJIOBIKIB 13 MiBAILIEHUM
PU3KMKOM IlepesioMiB. YV XKiHOK y MOoCTMeHoNay3aIbHoMy Hepiofii mpenapart IIpomnia® 3Ha4HO 3MeHmIye
PHU3HUK IepesioMiB XpeOIliB, mepenoMiB HexpeOIeBoi JIoKaIi3allil Ta mepeoMiB CTerHa.

JlikyBaHHSI BTpPaTHU KiCTKOBOI MacH y 4OJIOBIKiB 3 MigBUIIIEHUM PU3UKOM II€PEJIOMiB, SKi OTPUMYIOTh
TOPMOHOCYIIPECUBHY Tepallilo y 3B’sI3Ky 3 paKOM IIepeIMiXypoBol 3a/1031 (OUB. PO3Tin
«PapmakoauHaMika»). Y 4OJIOBIKiB 3 paKOM IepeMiXypoBOl 3a/103H, SKi OTPUMYIOTh
rOPMOHOCYIIPECHBHY Tepailito, IIporia® 3Ha4HO 3HMXKYE PU3HUK IIEPeIOMiB XpeOLiB.

JlikyBaHHS BTpaTHU KiCTKOBOI MacCH, II0B’I3aH01 3 TPUBAJIOI CUCTEMHOIO TePaIi€l
TJIIOKOKOPTHKOIaMHU, Y HOPOCTIMX TAlli€eHTIB i3 MifBUIIEHUM PU3UKOM II€PeJIOMiB (IUB. PO3MiN
«®apMaKoouHaMiKa»).

[IpoTunoka3aHHS.

[TigBuIeHa YyTNIUBICTE [0 AiI040l peYoBUHHU 260 10 GyIb-IKOT0 3 JOIIOMiXKHUX KOMIIOHEHTIB
Ipemnapary.

linoxkaneuiemist (muB. po3minn «OcoOIMBOCTI 3aCTOCYBAHHSI»).

Bzaemoqist 3 iHIIMUMY TiKapChKUMU 3aco0aMu Ta iHIIN BUOU B3a€MOIM.

Y mocnimkeHHi B3aeMofiii 6y710 BCTaHOBIIEHO, 1[0 fleHOCyMal He BIIJIMBa€E Ha papMaKOKiHETUKY
Miga3ojamy, 110 MeTaboIi3yeThCs 3a omoMoroio rutoxpomy P450 3A4 (CYP3A4). Lle cBiguuTh 1Ipo
BiICYyTHICTh BIJIUBY OeHOCYMaly Ha (hapMaKOKiHETUKY JIiKapChKUX 3ac006iB, 1110 MeTabo0mi3yI0ThCs
CYP3A4.

KniHiyHMX DaHUX CTOCOBHO B3aeMOfii neHocyMaly Ta TOPMOHAJIbHOI 3aMiCHOI Teparlii (eCTporeHis)
HeMae, OJHaK IMOTeHIIHA MOXKIUBICTh (hapMaKOAMHAMIYHOl B3aEMO/i1 BBaXKaEThCS HU3BKOIO.

3a DaHUMU OOCHiKeHHs (TP Iepexomi 3 MonepeqHbOl Tepalil aleHgPOHATOM Ha JIiKyBaHHS
meHocyMaboM), y KiHOK y IIOCTMEHOIIay3aIbHOMY IIepiofii 3 0CTe0nopo3oM, papMaKkoKiHeTHKA Ta
dbapmakoguHaMiKa fjeHocyMaly He 3MiHUIUCS IIiC/Is MOoMepefHbOr0 3aCTOCYBaHHS aleHIPOHATY.



Oco6muBOCTi 3aCTOCYBaHHS.
BincrexyBanicTh

[3 MeTo10 TOKpaIeHHs BilcTeXKyBaHOCTi 0i0JIOTiYHMX MEIUYHUX IIPOAYKTIB Mae OyTH 4iTKO
3a(dikcoBaHO Ha3By Ta HOMeP Cepil 3aCTOCOBAHOTO Ipermapary.

ITonosHeHHA Kaavyito ma simamiHy D

[l1s1 BCiX malieHTiB AyKe BaXJIMBUM € afleKBaTHe BXKUBaHHS KaJiblil0 Ta BiTaMiHy D.

3acTepexkHi 3aX00U IIPY 3aCTOCYBaHHI

linoxkaneuieMis

BaxnuBo ineHTH(]iKyBaTH MaIli€HTiB 3 PU3NKOM BUHUKHEHHS rinokanbuieMil. Koperyors
rirmokablieMito 3a JOIIOMOI0l0 afieKBaTHOTO BXKUBaHHS KaJbllilo Ta BiTaMiHy D 0o moyaTky
JIIKyBaHHS IpenapaTtoM. PeKoMeH0BaHUY KITiHIYHUY MOHITOPUHT PiBHIB KaJIbIlil0 y KPOBI IAlli€HTIB,
CXUJIbHUX JI0 PO3BUTKY TillOKaIbIiEMil, B eIl Ba TUXKHi IiCJIg IT0YaTKOBOI 103H. fAKIIO ¥
Oynmb-sIKOTO TallieHTa Ha TJIi JTiIKyBaHHS IIperapaToM MOXKHA 3allifJo3pUTH CUMIITOMU TilOKasblieMii
(muB. po3min «ITobiuHi peakiii» [JIsT 03HANOMIEHHS 3 CHUMIITOMaMM), CJTil BU3HAYUTH PiBEHb KallbIlilo0.
[TamienTam ciifg peKoOMeHAyBaTU MOBINOMIIATY PO CUMIITOMY, K1 BKa3yIOTh Ha TilOKasbLieMilo.

B yMoBax MOCTMapKeTUHTOBOTO CIIOCTEPEXKEHHS Oy OTPHMaHi MOBiTOMIEHHS IIPO TAKKY
CHMIITOMATUYHY TilOKaIbI[iEMiiO (II[0 MPU3BOAKIIA OO TOCIiTai3allil, 3arpo3IUBUX [AJIS XKUTTS MOOIN
Ta JIeTaJIbHUX BUMAKIB), KA B OiNBIIOCTI BUNIAAKiB BUHUKAJIA B MEPIIi TUXKHI MiCIIsA MOYaTKy
JIIKyBaHHS{, ajle MOXe TaK0X BUHUKATH Ii3Hille.

CynyTHE NiKyBaHHS I'JIIOKOKOPTUKOIAAMH € OOATKOBUM (haKTOPOM PU3UKY TillOKasbLieMil.
Hupxosa HedocmamHicmb

Y mairieHTiB 3 TAKKOI0 HUPKOBOIO HEIOCTATHICTIO (KiipeHC KpeaTuHiny < 30 My1/xB) ab0 y THX, XTO
nepeOyBae Ha fianisi, 30ibIIyETHCSA PU3UK PO3BUTKY TilmoKasblieMil. PU3MK PO3BUTKY TillOKablieMil
Ta CYIYTHHOT'O MigBUINEHHS PiBHIB ITapaTHPEOIAHOT0 TOPMOHY 3POCTAIOTh 3i 30ibIIeHHAM CTYIIEHS
HUPKOBOI HEJOCTATHOCTI. [TOBiqOMIISIIOCS PO TSXKKi Ta JeTanbHi BUNAAKU. 1715 IUX MallieHTiB
0Cco0/IMBO BaXKJIMBi afleKBaTHE BXKUBaHHSA KaJlbllilo, BiTaMiHy D Ta perynspHui MOHITOPUHT PiBHS
KaJIblito (OUB. BHUIIE).

[Hdexkil mKipu

Y natuieHTiB, SKi mpuiiMaiTh JeHocyMad, MOXKYTb BUHUKHYTH iHGeKIIil mKipu (epeBakHO LETIOIT),
IO TPU3BOMSTH [I0 TOCIiTanmi3allii (uB. po3min «[Tobiuni peakii»). [TamieaTaM HeoOXigHO HETAUHO
3BEPHYTUCS 3a MEAUYHOI0 AOIOMOTOM0, SIKIIO Y HUX 3'IBISATHCS CUMIITOMH LEJTIONITY.

Octeonekpo3s menenu (OHII)

OtpumaHi pipkicHi moBinoMnenss npo OHII y mamienTis, siki mepebyBaioTh Ha JTiKyBaHHi
0CTEOII0PO3y IIpernapaToM IIpomia® (muB. po3min «I1o6ivHi peaxmii»).

[TamieHTaM 3 ypaxKeHHSIMU M’SIKAX TKaHUH POTOBOI MOPOXKHUHY, IKi He 3aroi0i0ThCs, CIIiJ Ha OfNUH
MiCsLb BiIKJIAaCTHU [10YaTOK/HOBUY KYypC JIiIKyBaHHS.

[Tepeq mikyBaHHSAM eHOCYMaOOM XBOPUM i3 CYyNIyTHIMM (paKTOpaMHU PU3UKY NOTPiOHa monepenHs



KOHCYTIbTAllisi CTOMAaTOJIOTa 3 IMPOBEOEeHHSIM BiIIIOBIgHUX MPOQiNakKTUUHUX 3aX0MiB Ta iHAUBiAyaIbHOI
OILIIHKY CIIiBBIHOIIEHHS KOPUCTh/PU3UK.

®akTopH, SAKi CHif B34TU [0 yBaru IIpU OLIHI[ PU3UKY PO3BUTKY y nauierta OHII:

cuya JiKapCchKoro 3acoby, IKUM raJbMye Pe30pOIrito KicTKy (OibIuil PU3UK A1 GibIl
IIOTYKHUX CIIOJIYK), IIJIIX BBeOEeHH (OibIINii pU3UK [J1s TapeHTepalbHOr0 BBEIEHHS) Ta
KyMYJISITHBHA [03a IpenapaTy OJis JiKyBaHHS pe30pOIlil KiCTKH;

Pak, CyIyTHi CTaHU (HallpUKJIaf aHeMis, Koarysomnaril, iHdekIiil), maaiHHS;

CYIyTHS Teparrisi: KOpTUKOCTePOoiau, ximioTepartris, iHribitopu aHriorene3dy, pagioTeparis
TOJIOBH Ta IIINI;

IoraHa ririeHa MOpOXKHUHYU POTa, 3aXBOPIOBaHHS EPIOJOHTY, HEBIANOBIAHE IPOTE3yBaHH
3y0iB, xBopobOa 3y0iB B aHaMHe3i, iHBa3WBHI CTOMATOJIOTiYHI poIeAypy (HampuKiag eKCTpaKilil
3y0iB).

Bci nmauieHT IOBUHHI JOTPUMYBATUCSA BiAIOBIIHUX IIPABUJI Tiri€eHU IOPOXHUHY POTa, IPOXOTUTH
perynsapHi mpodiakTUYHi OTJIAAM Y CTOMATOJIOTa Ta HEraHO MOBIIOMISATH PO OyAb-SKi CHMIITOMH 3
00Ky POTOBOI MIOPOXKHUHH, BKITI0Yal0UN PyX/IUBiCTh 3y0iB, 6iib a00 HaOpsSIKY, paHy, IKi He
3aroloThCs, ab0 BUIiNEHHS 3 paH MPOTITOM JIiKyBaHHS JeHOCYyMaOoM.

AK1I10 micsg YBazKHOTO PO3TIISIAY IPUKHSTO PillleHHS OO0 HeOOXiMHOCTI MPOoBeNeHHs iHBa3UBHUX
CTOMATOJIOTiYHUX MPOIEAYP, 1X He CJIif TPOBOAUTH Y OHi 6e3mocepenHbo mepen abo Bigpady micis
BBe[IeHHS leHocyMaoly.

Bunuxkuenns OHIII noTpebye npoBemeHHs JlikapeM NallieHTa pa3oM i3 CToMaToJjIoroM abo xipyprom,
KUY Mae gocBig nikyBaHHS OHIIl kmiHigHOI OLIHKY Ta CKJIaflaHHSA IJIaHY JiKyBaHHS Ialli€HTa.
Heo6xigHO pO3rIsSHYTH MOXKJIUBICTh TUMYACOBOI 3yIIMHKY JTiKyBaHHS ITIOKM OCTEOHEKPO3 IleJieny He
Oyne mopmonaHo Ta hakTopu pU3UKy He OyIyTh IOM SKIIIEHi.

OcmeoHeKpo3 308HIWHbBOZ0 CAYX08020 KAHANLY

[ToBigOMIIATIOCS IIPO BUIIAAKU OCTEOHEKPO3Y 30BHIIIHLOI0 CIIyXOBOI'O KaHAJy, 1110 BUHUKAJIYU [IPU
niKyBaHHi feHocyMaboM. [0 MOXKIIMBUX YMHHUKIB PU3UKY BUHUKHEHHS OCTEOHEKPO3y 30BHIITHHOT'O
CJIyXOBOTO KaHaJly HajlexkaTh 3aCTOCYBaHHS CTEPOI[iB i XiMioTeparis Ta/ab0 T0KanbHi YUHHUKHI
PU3UKY, TakKi 9K iH}peKIisa abo TpaBMa. BiporifHiCTh BUHUKHEHHS OCTEOHEKPO3Y 30BHIIIHBOTO
CJIyXOBOT'O KaHaJy HeoOXigHO BpaxoBYBaTH y pa3i JIiKyBaHHS IeHOCyMaboM IMallieHTiB 3
NIOpYILIeHHAME 3 00Ky Byxa, BKJII04al04yy XpoHiuHi iHdekwil Byxa.

Amunoesi nepesomu cmeezHa

Y xBopux, SIKi MiKyBaIuCh JeHOCYyMaOoM, ITOBiIOMIISITIOCH ITPO BUITAAKKM aTUIIOBUX ITEPEJIOMIB CTETHA
(ouB. po3nin «[To6iuni peakuii»). ATUIIOBI IEPEIOMU CTETHA MOXKYTh BUHUKATH IIPU HE3HAYHUX
TpaBMax abo IIpu BiICYTHOCTi TpaBM Y MifBepT/II0XKHiN abo miadizanbHill minsuIi cterHa. i sBuia
XapaKTepU3YIOThCA CelupiyHrME pafgiorpadiyHuMy noka3HUKaMu. [Ipo aTUIoOBi IepeioMu CTerHa
TaKO0XK ITOBiIOMJISANIOCE Yy MAIliEHTIB 3 NeBHUMHU KOMOPOigHUMY CTaHAMU (Hampukian gedinuroM
BiTaminy D, peBMaTOIIHUM apTPUTOM, Tinodocdarasi€io) Ta Ipu 3aCTOCYyBaHHI IEBHUX MEIUUYHUX
npemnapariB (Hampukiam, 6ipocdonaTis, rMIOKOKOPTUKOIMIB, iHTiIOiTOPIB MPOTOHHOI oMIH). Taki
SIBUIIA TAaKOXK BUHUKaIKM 663 aHTHpe30pOTUBHOI Teparrii. [TogiOHi mepemomu, Ipo SKi MoBiqoMIIsI0Cs
y 3B’s13Ky 3 npuitoMoM GidochoHaTiB, yacTo € OinaTepalbHUMHU; TAKUM YMHOM, IIPOTSATOM Tepatil
neHocyMaboM HeoOximHO 00CTeKyBaTH IIPOTUIIEKHE CTETHO Y NAlliEHTIB 3 MiATBEPAXKEHUM



IIePeJIOMOM Tilla CTETHOBOI KiCTKH.

[ToTpibHO PO3TNAHYTH BiIMiHy OeHOCyMaly AJig MallieHTiB 3 Mifo3poi0 Ha aTUIIOBUY IIepejioM CTeTHa
IIiJ YacC OLIIHKY IallicHTa Ha OCHOBIi iHAWBiAyanbHOTO CITiBBITHOIIEHHS KOPHUCTh/PU3HUK.

[Tig yac nikyBaHHS JeHOCyMaOOM IallieHTiB CJIif MOMepefuTy PO HeOOXiAHICTh MOBIHOMIISTH IIPO
HOBi a00 He3BUYalHi BUNIAAKX 00JII0 Y CTETHOBIM KiCTIIi, CTeTHi abo y maxoBi# minsgHui. [TamieHTis, ki
MaTh TaKi CUMITOMH, He0OXiqHO 00CTEXKHUTHU HA HASBHICTh HETIOBHUX IEPEJIOMIB CTETHa.

Tpuease nikysaHHsA npenapamamu aHmupe3opbmueHoi Oii

TpuBase niKyBaHHS IpenapaTaMy aHTHPE30POTUBHOI Ail (BKII0Ya04uu SIK feHocyMa0, Tak i
6ipochonaTr) MoxKe MPUIBOTUTH OO MigBUINEHHS PU3UKY BUHUKHEHHS M00iYHUX e(eKTiB, TAKUX SIK
OCTEOHEKPO3 IIeJIelld ¥ aTUIIOBI IIePeIOMU CTerHa, BHACIIIOK CyTTEBOT'O MPUTHIYEHHS MIPOIECY
peMomeioBaHHs KiCTKOBOI TKAHUHM (OuB. po3fin «Crocib 3acTOCYBaHHS Ta HO3U»).

CyMicHe niKyBaHHS 3 iHITMMHU JIiIKaPChKUMHU 3acobami, 110 MiCTATh eHOCyMal

[MarmienTH, sIKi MiKyIOTHCSA JeHOCyMaOoM, He TOBUHHI OMHOYACHO MTPUUMATH iHII JlikapchKi 3acobw,
1110 MiCcTSTh feHocyMab (ams npodinlakTUKY ypaxkeHb KiCTKOBOI CUCTEMU Y TOPOC/IMX XBOPUX 3
MeTacTa3aMHU Y KiCTKH i3 COJIiGHUX HOBOYTBOPEHb).

I'inepkasvyiemia 8 nauieHmig 0umsa4o20 8iKy

IIpenapart IIponia® He MOXHa IpU3HAYATH MaliEHTaM JUTAYOro Biky (7o 18 pokis). IToBimoMisiocs
PO TSKKi BUTNIAAKU TinepKanbliemil. [Tig yac KmiHIYHUX OOCHiAXKEHb Y AesSKUX Ialli€HTiB BUHUKAIN
TaKl YCKJIaJlHEHHS, K IOCTpa HUPKOBA HENOCTaTHICTE.

3acmepediceHHA W,000 OONOMINHCHUX PEUOBUH
Lle#t nmikapcbkuit 3aci6 MicTuTh 47 Mr copbiTy B KOXKHOMY MJT PO3YUHY.

Heo0xigHo BpaxOByBaTH amUTUBHY Hif0 OMHOYACHO 3aCTOCOBYBAHMX IIPEIaparTiB, 0 MiCTSITh COPOIT
(abo ppykTO3Y), i mputoM copbiTy (abo GpyKTO3H), IKUK OTPUMYIOTH 3 i3Kel0.

[IpenapaT MiCTUTb MeHIIe HixX 1 MMojb HaTpito (23 Mr) Ha 60 Mr, TOOTO MPAKTUYHO BiIbHUH Bif
HaTpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

IcHylO0TH 0OMexKeHi flaHi 11010 3aCTOCYyBaHHS AeHOCyMaly BariTHUM KiHKaM. [JoCTifKeHHS Ha
TBapUHaX BKa3yIOTh Ha HaABHICTh PENPOAYKTUBHOI TOKCUYHOCTI (OuB. po3xmin «JlaHi JOKIiHIYHMX
OOCHiI>KEeHb»).

IIpenapart IIponia® He peKOMeHA0BaHMIl 0 3aCTOCOBYBAHHS BariTHUM Ta XKiHKaM PeIpPOAYKTUBHOTO
BiKy, fIKi He BUKOPHCTOBYIOTh 3ac00M KOHTpatemil. 2KiHKaM cJtig peKoOMeHAyBaTH YHUKATH
BariTHOCTI IIifl yac niKyBaHHSA mpenapaToM IIposia® i IpoTAroM moHaiMeHIne 5 MiCAILB MiC/s IHOTO.
Bynps-siki edextr npenapaty [Iposia®, IMOBipHO, GyIyTh CHILHILIAMY B APYTOMY i TPETHOMY
TPUMeCTpax BariTHOCTI, OCKIJIBKY MOHOKJIOHA/IbHI aHTUTiNIa TPAHCIOPTYIOTHCA Yepes IJIalleHTy



TiHIHHO YMHOM 3 PO3BUTKOM BariTHOCTI, TPUYOMY Haibinbia KibKiCTh MTEePeHOCUTHCS IIPOTATOM
TPETLOT'O TPUMECTPY.

['onyBaHHA TPYOOI0

HeBimomo, Y1 eKCKpPeTYEThCS meHocyMab y TpyaHe MOJIOKO TIOOUHU. [IoCTigKeHHs Ha TeHeTUYHO
MopudikoBaHux Muiiax, y skux RANKL Bigk/mi04eHO dyepes BUAalleHHS reHa (HOKayTHUX MUIIaX)
[alOTh 3MOTY IPUIYCTUTH, 110 BifcyTHicTE RANKL (Mmimnens s neHocymaby, AUB. PO3Mi
«PapmMakoaHaMiKa») BIJIUBA€ Ha NO3PiBaHHS MOJIOYHUX 3aJ103, 110 IPU3BOAUTE [0 OPYIIEHb
rOAyBaHHS TPYAMI0 IiCIs MONOriB (AUB. po3min «[laHi OKIHIYHUX OOCTiOXKEeHb»). PillleHHs Ipo
BiZIMOBY Bifl TPyIHOTO BUTOMIOBYBaHHs abo Bif JMiKyBaHHS mpemapaToM I1posnia® ciif npuiMaTy,
3BaXyIO4M IIepeBaru rpy[HOro BUTOJOBYBaHHS [JI HEMOBIIATH Ta JIiKyBaHHA mpemapartoM [Ipomia®
OJ1 MaTepi.

QepTUIBLHICTE

IaHux mpo BIIUB ieHocyMaly Ha GepTUNIbHICTh MoOuHU HeMae. [loCTigKeHHs Ha TBapuHaXxX He
BKa3yI0Th Ha HasBHICTh IPSAMUX a00 HeNPSIMUX HETaTUBHUX e(PeKTiB Ha PepTUIIBHICTD (IUB. PO3MiN
«JlaHi JOKTIHIYHUX MOCIiIKeHb»).

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

IIpenapart IIponia® He Mae a6o Mae Myke He3HaYHHUI BIUIMB Ha IIBUAKICT Peakilii Ipu KepyBaHHi
aBTOTPaHCIOPTOM a00 poOOoTi 3 IHIMKMMHU MeXaHi3MaMu.

Cnoci6 3acToCcyBaHHS Ta [I03H.

ﬂ03yBaHHﬂ

PexomeH0BaHa [1o3a feHocyMaly - ofHa mifmKipHa in’ekirisa 60 Mr npemnapaty 1 pa3 KOXHi
6 Mics11iB, IIJ0 BBOAUTHLCSA Y CTETHO, KUBIT a00 30BHIIIHIO ITOBEPXHIO IJIeda.

[TalieHTH SIK MOMIOBHEHHS [0 JIIKyBaHHS IIOBHHHI OTPUMYyBaTH IIpPellapaTy Ta Xap4yoBi 106aBKH, 1110
MiCTSTh Kasbllili Ta BitaMmin D (muB. po3ain «Ocob6IMBOCTI 3aCTOCYBaHHS»).

OnTumanbHa 3arajibHa TPUBAJICTH JIIKYBaHHS OCTEOIIOPO3Y LIIIXOM 3aCTOCYBaHHS IIpernaparis
aHTUPe30pOTUBHOI [iii (BKIII0Yal0o4y K geHocyMmal, Tak i OibocdhoHaTu) He Oyna BU3HaYEHa.
Heo0xigHo mepioguyHo NeperniafaTyd MUTaHHS IIOA0 I0Tpebu v 6e3mepepBHOMY JTiKyBaHHI,
BPaxXOBYIOUM KOPUCTD i TOTEHUINHUY PU3UK Bil 3aCTOCYBaHHS JeHOCYMaly AJisi KOXKHOTO OKPEMOT'0
naiieHTa, oco6nmuBo yepe3 5 abo Ginbire PokiB ikyBaHHS (OUB. Po3din «OcoO6mMuBOCTi
3aCTOCYBaHHS»).

[TarmienTH NMTHLOTO BiKy (BiKOM = 65 POKiB)
3MiHIOBATU 0O3Y IIpenapaTy AJid JTiKyBaHHS MallieHTiB JTITHHOTO BiKy He MOTPi6HO.

HupkoBa HENOCTATHICTH



3MiHIOBaTH 003y IpelaparTy Ajs JIiKyBaHHS XBOPUX 3 HUPKOBOIO HEJOCTATHICTIO He IOTPiOHO (OuB.
po3min «Oco6IuBOCTI 3aCTOCYBaHHS» IIOI0 PEKOMEHAAIlill CTOCOBHO KOHTPOJTIO 3a BMiCTOM KaJIbIIiio0).

Hemae maHuX MI0OMO MAlli€HTIB i3 TPHBAIOI0 CUCTEMHOIO TEPAITIEI0 ITIOKOKOPTUKOITAMHU i TSKKOIO
HUPKOBOI HepocTaTHICTIO (LIK® < 30 mi/xB).

ITeuiHkoOBa HEJOCTATHICTh

Besmnexka Ta eeKTUBHICTh JeHOCyMaly AJis JTiKyBaHHS MAI[iEHTIB 3 Te4iHKOBOIO HENOCTATHICTIO He
BUBYaNUCs (AuB. po3gin «dapmMakOKiHETUKA»).

Cnocib 3acTocyBaHHS
Ilng mMigIKipHOTO BBEOEHHS.

[IpenapaT OBKMHHI 3aCTOCOBYBaTH MAIli€HTH, SKi MPOUILIIY IHCTPYKTaX 3 TEXHIKM iH €KILIAHOTO
BBEIEHHS.

Oco6nuBi 3anm06ikHi 3aX0X NIPY MMOBOMXKEHHI 3 IpernapaToM i Horo yTHilallii:

ITepen 3aCTOCYBaHHAM po3urH IIposia® HeoOXigHO OrNIAHYTH Ha HasABHICTH TBEPHUX
4yacTo4yoK abo 3MiHM KOJTbOpPY. PO3UKH He MOXKHAa BUKOPUCTOBYBATH, SKIIO BiH MiCTUTh YaCTOYKYU YU
IIOMYTHIB ab0 3MiHUB CBili KOJIip.

He cTpywysatu.

s 3amobiranis gruckoMdopTy ¥ Micli in’ eIl HeoOXigHO JaTH MoNepeqHbO 3alI0BHEHOMY
IITIPUIY HarpiTucs o KiMHaTHOI TeMmnepatypH (go 25 °C) mepep iH’eKIIi€lo Ta BBOTUTHU IIpemnapaT
IIOBIJIBHO.

[ToTpiOHO BBECTH BECh BMICT IIOTIIEPENHLO 3alI0BHEHOI'0 IITTPUIIA.

Bynb-sIKy KilnbKiCTh JTiKapChKOTO 3aco0y, 110 3a/IUIIKTIacs Y IoNepeqHb0 3all0BHEHOMY
IIIPHULI MiCTs iH'€KITil, CITig 3HUIIUTH 3TiAHO 3 Ail0YMMU BUMOTaMu.

BkagiBKY 11 IallieHTa 00 BUKOPUCTAHHS NOIEePeOHbO 3alI0BHEHOTO IMIPHIIA 3 TOIKOI0, 3aKPUTOI0
KOBIIAYKOM, i3 3aXMCHUM NIPUCTPOEM Bifl BUTIATKOBOTO YKOIY FOIKOI0

CxeMa IPUCTPOIO
10 3aCTOCYyBaHHS [Ticnsa sacTocysanns
[TopIieHs Bukopucranuu
Micis OIS manbliB IMOpPIIEHD
ETHKeTKa MIIpuLa ETukeTtka mmpuna
Tino mmpuila Bukopucrase Tino
3axXuCHUYU IPUCTPin LITIPUTIA
3anobixkHa IpyXKuHa Bukopucrana ronka
Hapituii cipuit Bukopucranui
KOBITQUOK IIPUCTPin
3HATUY Ccipui
KOBIIQYOK




Baxxi1uso!

[epen 3acTocyBanHaM IIposia® monepegHL0 3a0BHEHOT 0 MIPHIA 3 FOJIKOI0, 3aKPHTOIO
KOBIIAYKOM, i3 3aXMCHHM IPHUCTPOEM NPOTH BHIAAKOBOI'0 YKOJIy F'O/IKOI0, IPOYHUTAUTE 1[I0

BaKJIUBY iH(popmMariio:
. He HamaraiiTecb BUKOHYBATH iH’€KIIii CAaMOCTiHO [0
OTpPUMaHHS iHCTPYKIi# Bif Baimoro nikaps 44 Megu4YHOTO
MpalliBHUKA.

I[penapart IIponia® BBOAATE IIIAXOM iH €Kil y TKAHUHY,
110 pO3TalloBaHa 3pa3y Hif WKIpow (MifIIKipHa iH'€KIIis).

He 3HiMaliTe cipuil KOBIIQYOK 3 MOMEPEOHBO 3all0BHEHOTO
MIpuiia ToKu Bu He OymeTe roToBi 0o iH’eKiril.

He BUKOPUCTOBYXTE MOMEPENHBO 3alI0BHEHNH IIITIPHII,
STKII[0 TTepef TUM BiH BIIaB Ha TBEPHY [IOBEPXHIO.
3acTOCOBYITe HOBUY ITOIIEePENHBO 3allOBHEHUM IIMIPUI] Ta
3BEPHITHCS [0 CBOTO JiKapsi abo MEOUYHOTO IpalliBHUKA.

He akTuBylTe IOMEePeOHbO 3allOBHEHUH IIMPUIL], AKILIO Bu
He 30MpaeTech BUKOHYBATH iH €KIIiIO.

He 3HiMaliTe TPO30pHii 3aXUCHUY MPUCTPIH Bif
BUIIa[IKOBOT'0 YKOJIY I'OJIKOIO 3 ITOIIEPEIHbO 3all0BHEHOI0
[puIa.

Y pa3i BUHMKHEHHS MUTaHb 3BEPHITHCS MO CBOTO JIiKapst ab0 MEOUYHOTO IPalliBHUKA.

Kpok 1: IligroroBka

A BUTSATHITH KOHTENHED 3 MONEPeHbO 3alI0BHEHUM ILIMPHUIIOM 3 YIIAKOBKHU Ta IiAT0TyHTe HEOOXigHi
nuis iH' €K1l MpuIaaas: CIUPTOBI CEPBETKM, BATHUM TaMIIOH a00 Map/ieBy CEPBETKY, IIACTUP Ta
KOHTEeMHEp I YTUIi3allil ToCTpuX MpeaMeTiB (He BXOOATh B KOMIITIEKT).

[1719 KOM(DOPTHO!L iH €K1l BUTPUMaKTe IoNepeqHb0 3all0BHEHUY IINTPUILL IPY KiMHATHIN TeMIiepaTypi
npoTaroMm 30 XBUJIUH Tepef iH €K1i€i0. PeTeTbHO BUMUITE PYKU 3 MUJIOM.

[ToxknapgiTh MNpUI Ta HeOOXigHI IPUIaAAs Ha YUCTY, fo6pe OCBiTIeHy po004Yy IOBEPXHIO.

He Hamaraiitecs 3irpiTu IIIpuIl 3a JOIOMOTOI0 OXKepelia Tellyia, HallPUKJIa[ rapsd0i0 Bogom abdo
V MiKpPOXBUJIbOBIi II€di.

He 3anuimnaiiTe monepegHb0o 3aIOBHEHUH IITPUI] i IPSIMUMU COHSYHUMU IIPOMEHSIMH.

He cTpymyiiTe nonepefHb0 3aN0BHEHNY IIPULL,

30epiraiiTe monepegHL0 3alIOBHEHUH HINPHII Y HETOCTYITHOMY Ta HEIIOMiTHOMY /IS
niTeM micui.

B BigkpuliTe KOHTEWHED IINPHUIlA, BUAAIUBIINA IOKPUTTA. BUOamiTs MonepegHbO 3allOBHEHUM

[IITPHUI] 3 KOHTENHEpPa.

TpuMmatu TyT

17151 6€31eYHOr0 3aCTOCYBaHHS:

He TOpKauTecs NOPIIHA.

He TopKaiuTecs Ciporo KoBlayka Oy TONIKH.

C [[TposeniTs ornsm mikapcekoro 3acoby Ta monepenHbO 3aMOBHEHOT0 MITTPHITA.

[lTikapcekuit 3aci6

|He BHKOpHCTOBYﬁTe TIIOTIIePEenHBO 3aI0BHEHUN IOTIpUI, AKIIO:




Jlikapcekuii 3aci6 Hempo3opui ab0 Mae TBEPi YaCTOUKH, PO3UYMH Ma€ OyTH IIPO30PHM,

6e36apBHUM ab0 KOBTYBAaTOTO KOILOPY.

Bynp-sika YacTHHa IITpUIla Ma€e TPiluHYA abo 31amMaHa.
Cipuil KOBIIAYOK [JIg TOJKHU BifICyTHiM ab60 rojika HUM He TOBHICTIO IPUKPUTA.
CrnnuHyB OCTaHHIN OeHb MIiCAIA, SKUY BKa3aHO Ha €TUKETLI K KiHIIeBUU TEPMiH

BUKOPHCTAHHA.

Y Bcix 3a3HaYeHUX BUNAKaX 3BEPHITHCS IO CBOTO JikKapsl abo MEOUYHOTO IpalliBHUKA.

Kpok 2: IIpuroryBaHHs

A |PeTeano BuMuiiTe pyku. [Tifroryiite Ta OYUCTITH Miclle iH €KIIl.
3OBHIIITHS MOBEPXHSA IIJIeda
PKuBiT

Mo:kHa BHKOPHCTOBYBATH: BepxHs YaCTHHA CTErHA

BepxHI0 4aCTUHY CTETHA.
KuBiT, 0OKpiM 5-CaHTUMETPOBOI 30HU (2 [I0WMH) IOBKOJIA IIyIIKa.
30BHIITHIO TOBEPXHIO MTeda (TiIbKU SKI0 XTOCh PoOuTh Bam iH'ex1iiio).

O6po0iThH Miclle iH'€K1Iii 3a JOTIOMOT0I0 CITUPTOBOI CEPBETKHU. [loyeKaiTech, 106 IIKipa cTana CyXoio.

He TopkaiiTecst Miciig il €KITil fo il TpoBemeHHS.

He BuKOHYITE il €KIIil Y MiCIIfI, e MKipa TOHKA, HE3BUYAWHOT0 KOJIbOPY, HanmpyxeHa abo
nopyIleHa 11 MiJTiCHICTh. YHUKaNUTe iH'€KIIil B MiCIIs MIPaMiB i pO3TAXKOK.

(B

||066pe}KHO 3HIMITh Cipuil KOBIIAYOK 3 T'OJIKM y HANPSIMKY, IPOTUJIEKHOMY BiJl BAIIOTO Tifna.

|3aTI/ICHin Miclie iH'eKiiii, 1100 CTBOPUTH MIITHY ITOBEPXHIO.

Baxk/MBO TpUMAaTH LIKIPY 3aTUCHYTOIO IPU BBEEHHI.

Kpok 3: BBenenHs
A [Ipumaroum mkipy 3atucHytow, BBEIITH ronky y wkipy.
He TopxkatiTecsi 060p0o6JIeHOl HiISTHKY MIKipH.
B |[IoBinbHO Ta noctiitHo TUCHITD Ha nopieHb, MpoCyBalo4y HOT0, JOKX He BifuyeTe abo He IOUyeTe
3BYK «TPiCKy». [lOTHCHITE OPIIEeHDb JOHU3Y OO0 IMOSIBU «TPICKy».

«TPICK»
BaxxnmBo HaTHCKaTH Ha MOPILIEHb [0 KiHIA A0 MOSIBU «TPIiCKy»
3ajJ151 BBEIEHHS IIOBHOI O3H.

C ||BI,'[[1'[YCTITI) Benukui masnels. [Totim [TITHIMITD mmpull Haf MKipoo.

[Ticng Toro, 9K Bu BignmyCTUIIX NOpPIIEHb, 3aXUCHUAN IPUCTPIill Bii BUIIaAKOBOTO YKOJIy TOJIKOIO
HaKpPUE TOJIKY.

|He nansiraiitTe Ha3aj cipuii KOBMAY0K Ha BUKOPMCTAHWH MIMPHIIL,




Kpok 4: 3aBepuieHHA

A L]?I/IKI/IHBTB BUKOPUCTAHUM IINPUI] Ta IHIII MaTepiaau y KOHTEHHep A
THJTi3allil TOCTPUX BigXOMiB.

JTiku MatoTh OyTH yTHUITi30BaHi BiAIOBigHO M0 MiciieBuX BUMOT. [lidHaiTech y Bairoro mikapsi, K moTpioHO|

HalleXXHUM YMHOM yTHUMi3yBaTu mnpull. Lli 3axomu 0omoMoxyTh 30epertTy HaBKOIUIIHE CEPENOBUILIE.

30epiraiiTe MWIpHUIL Ta KOHTEXHED [JI TOCTPUX BiAXOMiB Y HEIOCTYIIHOMY Ta HETIOMITHOMY IJIS OiTen
MicCITi.

e BUKOPUCTOBYHTE ITIOBTOPHO BUKOPHUCTAHU IIIIPHII.

fe migmaBaiTe MONEPeIHLO 3al0BHEHI IITPUITY TepepoObIli Ta He BUKUAANTE iX y MoOyTOBI BimXOmu.

==

=]

B IMposeniTs ornstm Micis iH’ekiii.
K110 BUCTyIIa€e KPOB, IPUTHUCHITh BaTHUYM a00 Map/eBri TaMIIOH [0 Micis iH’ekii. He TpiTh Miclie
im'ekiril. HakmamiTe mmacTup, SKImo e HeoOXimHo.

Iitu

IIpenapart IIponia® He MOXHa IpU3HAYaTH AiTAM (BiKOM [0 18 POKiB) 4epe3 PU3KUK PO3BUTKY TAKKOI
rinepkanblieMii, MOXJuBe iHTiOyBaHHS POCTY KiCTOK Ta 3aTpUMKa ITpopidyBaHHs 3y0iB (OUB. po3minu
«JlaHi goKmiHIYHUX HocmigXKeHb» i «OcoOMMBOCTI 3aCTOCYBaHHS»). AKTyabHi laHi 00 AiTel BikoM
Bim 2 0o 17 poKiB HaBefeHO B po3minax «PapMaKoJIOriyHi BIaCTUBOCTI» 1 «OapMaKOKiHETHKA».

[lepeno3yBaHHS.

B xomi knmiHiYHUX mOCHimXKeHb He 6yJI0 OTPMMAHO JaHUX CTOCOBHO IIepeo3yBaHHs Ipemnapary. Y
KJIIHIYHUX HOCTIIXKEeHHSAX eHocyMal 3aCcTOCOBYBaiu IpH fo3ax [0 180 Mr koxHi 4 TUXKHI
(kymynsaTuBHa mo3a - 7o 1080 Mr 3a 6 MicsLiB) i He CIloCTepiranocs iHIINX, OKPiM yKe HaBe[eHUX,
mo6iuHuX eheKTiB.

[ToGiyHi peaxiii.

Pesome HQO@U{IO Ge3meku

Haiibinpim momupeHi nobivyHi epekT Ipu 3aCTOCYyBaHHI feHOCyMaly (SKi cmocTepiranuck B Oi/bIn
HiXK OMHOTO IIalliEHTa 3 AeCATHU) € CKeJlIeTHO-M'130BUH Oinb i Oinb B KiHIliBKax. HeuacTi BUagxu
LEJIIOJIITY; PigKICHI BUMAAKH TillOKaJblieMil, TiIepUyTIAUBOCTi, 0OCTEOHEKPO3Y LIENIeNN U aTUIIOBUX
IIepesioMiB CTErHOBOI KicTKU (muB. po3minu «Oco0nmuBoCTi 3acTocyBaHHA» i «I1o0iuHi peakirii»: Omuc
OKpeMux oOiYHUX peakilili) CriocTepiranucs y MalieHTiB, SKi TpuiiMaiTh JeHocyma0.

Tabnuyuui cOMCOK MO6IYHUX PeaKIrin

B Tabnuui 3 onucani mobiuHi peaxkitii, Moo SKUX OyJIK MOBiIOMJIEHHS B XOM1 KITiHIYHUX BUIIPOOYBaHb
¢as3u I1 i Il mpu 3acToCcyBaHHi ¥ XBOPUX 3 OCTEOIIOPO30M i paKOM MOJIOYHOI 3aJ1031 ab0 pakoM
IIPOCTATH, IKi OTPUMYIOTh TOPMOHAIBHY Tepalilo i/abo CrIoHTaHHI OBiqOMIEHHS.

[ToGiyHi peakuii KnacrudikoBaHi y TaKi Tpyny BiAOBIgHO [0 YaCTOTH IX BUHUKHEHHS (OUB.




tabnuio 3): gyxke vyacto (= 1/10), vacto (= 1/100 ta < 1/10), HewacTo (= 1/1000 Ta < 1/100), pigko
(= 1/10000 Ta < 1/1000), myxe pigko (< 1/10000) Ta yacToTa HeBigoMa (He MOXKHa OLIHUTH 3a
HAsIBHUMH JaHUMHK). Y MeKaX KOXKHOI Irpymy mobivHi peakilii BKa3aHi 3a 4aCTOTOI0 Ta CUCTEMOIO Ta
IIpeCTaB/IeHi B MOPSOKY 3MEHIIIEHHS YaCTOTH BUHUKHEHHS.

Tabmug 3. [To6iuHi peakilil y nallieHTiB 3 0CTEONIOPO30M i paKOM MOJIOYHOI 3a71031 ab0 pakoM
IIPOCTATH, AKi OTPUMYIOTH TOPMOHOCYIIPECUBHY TEPAIIi0

Kmnac cuctemu oprasis 3a Kateropist vactotu IloGiuHui epexT
MedDRA
[adeKIIiiiHi Ta mapa3uTapHi YacTto [HdeKITil CeY0BUAINbHOI CUCTEMHU
3aXBOPIOBAHHSA Yacto [HdeKITil BepXHiX IUXalbHUX IIAXiB
HeuacTo I UBEPTUKY T
Heuacro Iemomit!
HeuacTto [HdeKIil Byxa
Po3napu 3 60Ky iMyHHOI cucTeMu Pigko Me[¥KaMeHTO3Ha TiIepyYyTInBiCTh
Pigxo AHadinakTuuHa peaKHiﬂl
MeTabomiyHi Ta aniMeHTapHi Pigko TimoxasbIieMis'
po3nagu
Po3napu 3 60Ky HEPBOBOI Yacrto [mriac
CACTEMU
Po3napu 3 00Ky IITyHKOBO- Yacto 3amnop
KHUIIIKOBOTO TPAKTy Yacto IuckoMbOpT y KUBOTI
Po3nagu 3 60Ky IKipu Ta Yacto Bucunanus
HiAIKIPHOI KITITKOBUHU YacTto Ex3ema
Yacto Anonernis
HeugacTo JIumaenoniOHi BUCUIIAHHS, BUKJIMKAHI
nikapcbKuM 3aco6om’
Iyxe pigko AnepriuHui BaCKyJmiT
Po3napu 3 60Ky 0IOPHO-PyX0BOro Jly:Ke 4acTo Bine y KiHIiBKax
amapary Ta CIIOJly9HOl TKaHUHU [lyzKe 4acTo Bine y M’s13ax Ta KicTKax'
Pigko OCTEOHEKpO3 Hefeny’
Pimko ATHIIOBi IepesioMy CTerHa'
YactoTa HeBifoMa OCTEOHEKPO3 30BHILIHLOTO CIIYXOBOT'O
KaHaIy

' TuB. po3min «Omuc OKpeMux NoBIYHUX peaKIii».

? TuB. po3min «OcoBIMBOCTI 3aCTOCYBAHH».

B y3aranpHeHOMY aHai3i faHuX ycix mianebdo-KoHTpoiboBaHuX gocuimxkeHs 11 i [I1 ¢pa3u
TIOBiIOMJISIJIOCS TIPO 3aXBOPIOBAHICTh TPUIIOM, siKa cTaHOBUIA 1,2% mnst nenocymaby i 0,7% mst
nnane6o. OnHak, 1eit gucbananc OyB BCTaHOBJIEHUY B y3araJbHeHOMY aHalli3i faHuX i He BUSBIIEHUH
IIpU CTpPaTU(hiKOBaHOMY aHaJi3i.

Omnuc okpeMux n06iYHKUX PeaKIrin
l'inoxkaneuieMia

Y nBox miaine60o-KOHTPOMbOBAaHUX KTiHIuHUX mociimxkeHHsax III ¢a3u y xKiHOK B mocTMEHONay3i 3



octeornopo3oM, mpubnu3no 0,05% (2 3 4050) Manu 3HUKEHHS CUPOBATKOBUX PiBHIB Kallbllil0 (MeHIIe
1,88 MMob/n) mics BBefeHHs npemnaparty Ilponia®. 3HHKEHHs CUPOBATKOBUX PiBHIB KaJIbIIil0
(mentre 1,88 MMOJIB/1T) He TTOBiOOMIISITIOCH Hi B IBOX I11a1le60-KOHTPOJIbOBAHUX KITIHIYHUX
nocnigxkeHHAX ¢a3u Il y nmauieHTiB, SKi OTpUMYIOTh TOPMOHAIBHY TEpaIliio, Hi B
n1a1e60-KOHTPOJIbOBAHOMY KITiHIYHOMY HociigKeHHi ¢a3u III y 4ooBiKiB 3 0CTEOIIOPO30M.

3a JaHWMU TOCTMAPKETUHTOBOTO CIIOCTEPEKEHHS, ITOBIMOMIISNIA IPO PiAKICHI BUMAIKU TSXKKOI
CHMIITOMATHYHOI TilOKaIbIlieMii, 1110 TPU3BOAUIA 10 TOCIHiTasi3allil, 3arPO3TUBUX OJIST KUTTS TOTiN
Ta JIeTaJIbHUX BUIA[KIB, IePeBaXKHO y ITAlll€HTIB 3 IMiABUIIEHUM PU3UKOM BUHUKHEHHS
rinokanblieMii, SKi mpuiiManu geHocyma0, Ta IepeBaXKHO y eI TUXKHI MicJIg IoYaTKy Teparil.

Bumapku KIiHIYHUX MIPOSIBIB TSAKKOI CUMIITOMATUYHOI TilTOKaNbIIiEMil BKITIOYAIU IIPOJIOHTAIIi0
inTepBany QT, TeTaHiio0, CyoqoMu i 3MiHM IICUXiYHOTO CTaHy (AuUB. Po3Mmin «OcoO6IUBOCTI
3aCTOCyBaHHS»). CUMIITOMH TillOKaIbIlieMil, sIKi 6yJI0 BUSBIIEHO Y XOMi KITiHIYHUX OOCITigXKeHb i3
3aCTOCYBaHHSIM IeHOoCyMaly, BK/II0Uaayu napecTesii abo XKOPCTKiCTh M'sI3iB, TOCMUKYBAHHS, CITa3MHU i
M'130Bi CyZOMU.

xipHi iHbeKITil

Y nnane60-KOHTPOIbOBAHUX KITiHIYHUX HochimxkeHHAx (a3u III 3aranbHa yacToTa iHGeKIil mkipu
Oyna momiOHoOMW y rpymi mianebo i rpymi, ne npuiiManu geHocyMa0: ¥ XKiHOK B IOCTMeHOonay3i 3
ocTeonopo3oM (mname6o [1,2%, 50 3 4041] B nopisusHHi 3 npenapatom IIpomia® [1,5%, 59 3 4050]); y
40JI0BiKiB 3 ocTeonopo3oM (mname6o [0,8%, 1 3 120] B nopiBusHHI 3 npenapaToM IIpomia® [0%, 0 3
120]); y marienTiB 3 pakoM rpyfaHoI 3a03u abo IPoCTaTH, IKi OTPUMYIOTh TOPMOHAIBHY Tepalliio
(nnmame6o [1,7%, 14 3 845] B nopiBHsAHHI 3 npenapaToM IIpomnia® [1,4%, 12 3 860]). llIkipHi iHpexi],
110 TTpU3BeNHU [0 rocmitanisanii cranoBunu 0,1% (3 3 4041) cepeq XkiHOK B TOCTMeHOMay3i 3
OCTEOIIOP030M, SIKi oTpuMyBasu mnane6o B mopiBHsIHHI 3 0,4% (16 3 4050) cepen XiHOK, sKi
npuitMany npenapat [pomnia®. YV GimsmocTi Bunapkis me 6yB memonit. Indekmii mKkipu, aki
TIOBIIOMJISINIUCH SIK Cepio3Hi mobiuHi peaknii, Oynu nomgiouuMu y rpymi nnamnebo (0,6%, 5 3 845) ta
rpymi, B AKiM IpUAManu IIpomnia® (0,6%, 5 3 860) B moCTimXKeHHIX paKy I'pygHOIl 3aJI03H i MPOCTaTH.

OCTeOHEKPO3 IIeIenn

Bunapnku BunukHenHs OHII nosigoMnsnucs pigko, y 16 XBopux, B KJTiHIYHUX BUITPOOYBAHHSX IIPU
OCTEOTIOPO3i Ta IIPHU paKy rpygHOi 3a103u abo paKy MIPOCTATH y MAli€HTiB, SIKi OTpUMYyBau
TOPMOHAJIbHY Tepalliio 3 3arajbHo0 KinbKicTio 23148 nanieHTiB (auB. po3min «Ocob6nMuBoCTi
3acToCcyBaHHS»). 13 i3 1IUX BUMNAJKIB CTAJIUCA Y KIHOK B IOCTMEHOIIAy3i 3 0CTE0IIOPO30M IIif Yac
KJTiHiuHOTO BUNpPOoOyBaHHA (a3u III 3 mpogoBKEeHHAM MOAJIbIIOTrO JIIKyBaHHS AeHOCYMaboM 10

10 pokiB. HacToTa BUnagKiB BUHUKHEHHS 0CTeOHEKpo3y Iiesnenu craHoBuia 0,04% depe3 3 poky,
0,06% uepes 5 pokiB Ta 0,44% depe3 10 pokiB nikyBaHHS JeHOCyMaOoM. PU3UK BUHMKHEHHS
OCTEOHEKPO3Y IIeJIelIy 3POCTaB 3i 30iIbIIIeHHIM IIepiofy NiKyBaHHS OeHOCyMaOoM.

ATUIIOBI IepesioMu CTerHa

Y maiiieHTiB, SKMM 3aCTOCOBYBaJU feHOCyMab 3TrifHO MporpaMu KIiHiYHUX BUNPOOYBaHb JIiKyBaHHS
OCTEOTIOPO03Y, PiIKO IMOBiHOMIISIOCS IIPO aTUIIOBI IIepeioMu cTerHa (IuB. po3min «OcobIuBOCTI
3aCTOCYBaHHS»).

[BEPTUKYIIIT

B ¢aszi III ogHoro nnane6o-KOHTPOIbOBAHOTO KITIHIYHOTO HOCTiI?KeHHS MallieHTiB 3 PpaKOM IIPOCTaTH,
SIKi OTPUMYBaJIM aHIPOTeH-AepuBaliiny tepamito (ADT), croctepiranu gucbanaHc y To0iYHUX



peaxilisgx BiTHOCHO ouBepTuKymity (1,2% - y rpyni nerocymaby, 0% - y rpymi mnaie6o).
3aXBOPIOBAHICTh AUBEPTUKYIiTOM Oysla MOpPiBHIHHA MiX I'DyIaMy JTiKyBaHHS Y KiHOK B
IIOCTMEHOIay3albHOMY Iepiofi abo Y0II0BiKiB 3 0CTEOMOPO30M i ¥ XKiHOK 3 JTiKyBaHHIM
HEMeTaCTaTUYHOI'0 paKy MOJIOYHOI 3a/103H iHTi6iTOpoM apoMaTasu.

MenukaMeHTO3Ha rinepyyTIUBICTh

[Ipu mOCTMapKETUHTOBUX CIIOCTEPEXKEHHSIX Y Malli€HTIB, 110 OTPUMYBaJIH JIIKyBaHHS IpenapaToM
IIpomnia®, cnocTepiramucs pigKicHi SBHIa MeJUKaMeHTO3HOI TillepuyTIHBOCTI, BKIIOYAYH
BHCUIIAHHS, KPOIIUB SHKY, HAOpsAK 006/1uyysi, eputeMy i aHadinmakTU4Hi peakiril.

M’sa30B0-CKeieTHUH 0inb

I[Ipy mOCTMapKEeTUHTOBHX CIIOCTepEKeHHAX y XBOPHX, IKi 0TpuMyBanu npenapart [Ipomnia®,
IIOBiJOMJISIIIM IIIOMO M’SI30BO-CKEJIETHOT'0 00JII0, BKIIOYAIOYH TSIXKKi BUIAOKK. Y KITiHIYHHX
BUIIPOOYBaHHSIX M’sI30BO-CKeJleTHUM Oifib cIiocTepiranu myxke 4acTo B 000X Ipyrax AOCITiAKEeHHS:
JiKyBaHHS fleHocyMaboM Ta mnaine6o0. HegacTo moBimoMsiu o0 M’ I130BO-CKeJIETHOT0 00JTI0, 1110
[IPU3BOLUB [I0 IPUNIVMHEHHS JIIKyBaHHA Y KIIIHIYHOMY JOCIIiAZKEHHI.

JIuwaeno0dibHi BUCUNAHHA, BUKAUKAHI AiKAPCbKUM 3ACOO0OM.

JIumaenomiOHi BUCUIIaHHS, BUKJIMKaHi JTIKAPChKUM 3aco00M (HAIIPUKIIaM, peakiiii, momiOHi go
IIJIECKATOr0 JINIIAK), BiAMiYaluCh y MallieHTiB y IOCTMapKEeTUHT OBUM TIepiof.

[HI11l creliaibHI TPYNY NALIEHTIB

Jumasayua nonyaauia

IIpenapart IIponia® He MOXHa IpU3HAYATH NAIiEHTaM AUTAYOr0 BiKy (7o 18 pokis). ITosimommsanocs
PO TSIXKKi BUMAJKY TillepKanbliiemil (muB. po3min «®apMakKosoriyHi BmacTuBocTi»). ITig yac
KJTIHIYHUX OOCIIAXKEeHb Y JesdKUX NallieHTiB BUHUKAIU TaKi YCKJIagHEHHS, K TOCTpa HUPKOBa
HEeJOCTaTHICTh.

Hupkosa HedocmamHicmb

Y KTiHIYHUX OOCTIOXKEHHSAX NallieHTH 3 TSXKKO0I0 HUPKOBOI HENOCTATHICTIO (K/IipeHC KpeaTUuHIiHy

< 30 Mn/xB) abo MallieHTH, SKi OTPUMYIOTH [iasi3, mignaloThCcs OiNbIIOMY PU3UKY TillOKasbIieMil 3a
BifCyTHOCTI m00OaBOK Kasbllito. AmeKBaTHe CIIOKHBAHHS KaJbIlii0 i BiTaMiny D Ma€ BaxK/iBe 3HAUEHHS
y TAIliEHTIB 3 TSIKKOI HUPKOBOIO HEMOCTATHICTIO a0 IMAaIliEHTiB, SKi OTPUMYIOTH [iasi3 (IUB. po3min
«Oc00IUBOCTI 3aCTOCYBaHHS»).

[ToBigoMIIEHHS PO Him03pIoBaHi mo6ivHi peakirii

BaxnuBo mOBimOMISATH PO Migo3pioBaHi moOiuHi peakiiii micis peecTparii mikapcbkoro 3acoby. Lle
Ma€ 3MOTY IIPOOBXKYBATH KOHTPOJIIOBATH CITiBBIIHOIIEHHST KOPHCTh/PU3UK JIIKAPCHKOTO 3aco0y.
®axiBIIiB B rajy3i 0XOPOHHU 300POB'S IPOCSATH MOBIJOMIISITH PO Oy/b-sIKi mimo3pioBaHi mobiuHi peakiril
yepe3 Hal[lOHAJIbHY CUCTEMY 3BITHOCTI.

Tepmin npudamHocmi.

3 pPoKH.



YMoBu 36epiraHHs.

30epiraTul y X0JOOUIBHUKY ITpU TeMiepaTypi 2-8 °C B opurinanbHiil ynakosui. [Ticyis Buny4eHHs 3
XOJIONMIIbHUKA 30epiraTu npu TeMneparypi He Buire 25 °C B opurinanbeHiil ynakosui. He
3aMopoxyBaTu. He cTpymryBaTtu. TepMiH IpUAATHOCTI IMIiCJIS BUIYYEHHS 3 X0JIoguiibHUKa - 30 OHIB.
30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.

HecymicHicmo.

Yepes BiICYTHICTh JOCIiKEHb CYMiCHOCTI, 1Ie# NTiKapCchKuii 3acib He CIif 3MilllyBaTH 3 iHIIUMHU
JiKapChKUMU 3acobaMu.

YnakoBka.
ITonepedHbo 3anoB8HeHUll Wnpuy,

CKIsiHUY NONIepeIHbO 3all0BHEHUY LIMPHULL 3 TOJIKOI, 3aKPUTO KOBIAYKOM, i3 3aXUCHUM IPUCTPOEM
Bif] BUIIQAKOBOI'0 YKOJIy T'OJIKOIO, 110 MiCTUTh 1 MJI po3uuHy fjid in’ekuiu. [Io 1 nonepenHso
3all0BHEHOMY LINPUIY 3 3aXUCHUM IIPUCTPOEM y OIicTepi, moMilleHOMy B KapTOHHY KOPOOKY,

abo

CKJISTHUY TIOTIePeqHbO 3alIOBHEHUH LITTPHUI] 3 TOIKOI0, 3aKPUTOI0 KOBIAYKOM, III0 MiCTUTh 1 M
po3umHy s in’ekii. [To 1 momepeaHbO 3all0BHEHOMY IITIPHUITY B OicTepi abo 6e3 GmicTepa,
TIOMIITIEHOMY B KAPTOHHY KOPOOKY.

Kareropis Bignycky.

3a pelemnToM.

BupoOHHUK.

Avpxen €spona b.B., Hinepnanau/Amgen Europe B.V., The Netherlands.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.
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