IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OIEHOIMECT AJIBOINEH
(DIENOGEST ALVOGEN)

Cknag:

[litoYa peyoBmHa: [iEHOrecT;

1 TabneTka, BKp1Ta M1iBKOBOK 060/I0HKO, MiCTUTb AIEHOTECTY 2 MT;

[OMNOMI>KHI  PEeYOBMHW:  flaKTO3a, MOHOrigpaT, KpoXmanb  KyKypyassHuid, nosigoH (K-30), Hatpito  Kpoxmanbraikonar  (tun  A),  MarHito
creapar;

nniskoBa 060noHKa: Akea lMoniw 6innin 014.17MS, wo mictutb rinpomenosy (E 464), rigpokcunponinuentonody (E 463), Tanbk (E 553b), onito 6aBOBHAHY
rigporeHisosaHy, TuTaHy giokcug (E 171).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (pi3nKO-XiMiYHi BnacTWUBOCTI: 6iNi Kpyrni, ABOSKOBUNYKNI TabNeTKW, BKPUTI NIIBKOBOK 060/I0HKOHD, 3 TUCHEHHSAM «2» 3 OIHOIO BOKY.

dapmakoTeparneBTUYHa rpyna.
"OpMOHU cTaTeBMX 3a/103 Ta NpenapaTu, AKi 3aCTOCOBYHOTL MPK NaToNOriT cTateBux opraHis. MporectoreHn. Kog ATX GO3D BOS8.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

[ieHorecT — noxifHe HOPTeCTOCTepoHY 6e3 aHAPOreHHoi Ta 3 MEBHOK aHTWaHAPOreHHOH aKTWBHICTIO, L0 CTAHOBUTb MPWUGN3HO OfHY TPETUHY aKTUBHOCTI
UMNpoTepoHy aueTaTy. [lieHorecTt 3B’A3y€ETbCA 3 peLenTopaMmm nporectepoHy y matui Tinbku 3 10 % BiAHOCHOK aliHHICTIO. He3BaXKaroun Ha HU3bKY aiHHICTb [0
peLenTopiB NPOrecTepoHy, AiEHOrecT BUABNSAE CUbHWUIA NPOrecTOreHHUA edhekT in Vivo. [ieHorectT He NPOSBASE 3HAYHY aHAPOreHHY, MiHEPasIOKOPTUKOILHY abo
INIOKOKOPTUKOTAHYAKTUBHICTb in Vivo.

[ieHorecT BnavBae Ha eHAOMETPI03, 3MEHLLYIOUN eHAOreHHY MPOAYKLit0 eCTpagiony i TakMM YAHOM NPUTHIYYOYM TPOGiYHI edeKTV eCcTpadiony Ha eyTomniyHui Ta
eKTONIYHWIA eHAOMeTpIl. pn 6e3nepepBHOMY 3aCTOCyBaHHi [IiEHOreCT MNpPU3BOANTbL A0 CTBOPEHHSI TiMOECTPOreHHOro, rineprectareHHoOro eHAOKPUHHOIO
CepefoBuLLA, L0 CMPUYMNHSAE NOYATKOBY Aeuuayanizalito TKaHUHW eHAOMETPISA 3 NOAA/IbLUOK aTPOMiet0 eHAOMETPIOTAHNX BOrHULL.

[JaHi 11040 e(heKTMBHOCTI

MepeBara fAieHOrecTy NOPIiBHAHO 3 Mnaue6o 6yna NPOLEMOHCTPOBaHA Y MPOLEeCi TPUMICAYHOro AOCNIAXKEHHS 3 y4yacTio 198 nmauieHTOK 3 eHAO0MeTpio3oM. bifb y
[iNAHUI Tasa, NoB’s3aHW 3 eHAOMETPIO30M, BUMIPHOBA/IM 3a JOMOMOrOK BidyasibHOT aHasiorosoi wkanm (0-100 mm). Yepes 3 micaui Tepanii
AieHOrecToM 6yna BM3HaueHa CTaTUCTUYHO 3HauvylLla pisHUUA nopiBHAHO 3 nnauebo (D = 12,3 mm; 95 % [Al: 6,4-18,1; p<0,0001) Ta KNiHIYHO 3Ha4yLLe 3MEHLLEHHS
60/110 NOPIBHSAHO 3 NOYATKOBMM PIBHEM (CEpeAHE 3MEHLLEHHSA = 27,4 MM + 22,9).

Uepes 3 MicAyi NiKyBaHHA 3MeHLUeHHS KiNbKOCTi NposBiB Ta3oBoro 600 Ha 50 % Ta 6inblle, 3a BiACYTHOCTI NIABULLEHHA 03U 3HeOONHOKUMX 3acobiB,
cnoctepirann y 37,3 % nauieHTiB, SKi npuinmann gieHorecTt (nnaue6o: 19.8 %); 3MeHLUIeHHS KiNbKOCTI NPosBiB Ta30BOro 60/t0 Ha 75 % Ta 6inblue, 3a BIACYTHOCTI
NigBULLEHHS [03K 3He60/H0UKMX 3ac06iB cnocTepiranun y 18,6 % nauieHTiB, SKi NpuitManu gieHorecTt (Nnaue6o: 7,3 %).

MpPOAOBXEHHSA LbOro A0CNIKEHHS NOKa3asio 6e3nepepBHe 3MEHLLEHHS MOB’A3aHOr0 3 eHAOMETPIO30M 60/ B AiNAHLI Tasa npwv NikyBaHHI TpuBanicTio 4o 15




micsALiB.

[aHi TpbOX A0CNiMKEHb 3 YYaCTHO MauieHTOK, AKi OTpMMYBann AieHOrecT no 2 Mr Ha o0y, cBifyaTb NPO iCTOTHE 3HKEHHA eHAOMETPIOIAHMX YpaXKeHb Yepe3 6
MicALiIB NiKyBaHHS.

Y npoueci HeBENMKOro JOCNIMKEHHA 3acTOCyBaHHS AieHOrecTy Yy fo3i 1 Mr Ha o6y BMSABNEHO BIACYTHICTb OBYNAUIT Yepe3 1 micAub Tepanii. [ieHOrect He
AoCNiMKyBany WOoA0 KOHTPaLENTUBHOT DEKTUBHOCTI Y BiNbLUMX JOCNIIKEHHSAX.

JaHi wopao 6esneku

Mg Yac 3acTocyBaHHSA LiEHOTECTY pPiBeHb eHAO0reHHOro eCTPOreHy NMoMipHO 3HKYBaBCS.

[oTenep AaHi TpMBanX AOCNIMKEHb LLOAO MiHEPasbHOI WiNbHOCTI KIiCTKOBOI TKaHMHM (MLUKT) Ta pu3nky nepenomisB y nauieHTiB, AKi NpUiAMar0Tb AiEHOreCT,
BiACYTHI. Moka3HuK MLLIKT ouiHtoBaBcs y 21 0pOC/Oro naiieHTa [0 MoYaTKy JliKyBaHHA Ta Yepe3 6 MicALiB NPUIAOMY [i€HOTecTy, Mpu LbOMY WOro cepesHe
3HaYeHHS He 3MeHLUKNoCh. Y 29 NauieHTiB, AKi npuiiMany neiinpopenid auetat (J1A), cepefHe 3MeHLLEeHHS cTaHOBUNO 4.04 % + 4,84 3a Toil camuid nepiog, (A Mix
rpynam = 4.29 %; 95 %/I: 1,93-6,66; p<0,0003).

Mig yac npuinomy AaieHorecTy npoTarom nepiogy Ao 15 micAui (n=168) He 6yno 3agiikCOBaHO XXOAHUX 3HAYHWMX BiAMIHHOCTE CTaHAAPTHUX NabopaToOPHUX
NOKa3HMKIB (reMaTonorivyHnii aHani3 KpoBi, 6i0XiMiYHMIA aHani3 KpoBi, piBeHb NeYiHKOBMUX (DEPMEHTIB, MiNiAiB Ta rnikoBaHOro reMorno6iHy).

JaHi 1040 6e3nekun ana nigaitkise

Be3sneky Ta e(eKTUBHICTb 3aCTOCYBaHHA [i€HOrecTy WoA0 nokasHuka MLUKT pgocnigpkysBanu nif yac HEKOHTPO/IbOBAHWUX KMIHIYHUX LOCNI[KEHb MPOTAroMm 12
micauis cepes 111 aisyat (12-18 poKiB), Y SIKMX €HAOMETPio3 6yB MiATBEPMKEHWUIA KMiHIYHO (AMB. po3finm «OCO6/MBOCTI 3aCTOCYBaHHS», «DapMaKo/oriyHi
BNaCTUBOCTI»). CepefHiii nokasHuK 3miHn MLLKT nonepekosoro Bigginy (L2-L4) Big noyatky nikysaHHs cTaHoBUB 1,2 % y 103 nauieHTiB. Y nigrpyni nawuieHTiB 3i
3HVKEHUM MoKasHMKOM MLLLKT 6yB BMKOHaHWiA MOBTOPHUIA aHasi3 yYepe3 6 MicALUiB Micns 3aBepLUeHHs NiKyBaHHSA, MNif Yac AKoro 6yno BUABIEHO MifBULLEHHS
nokasHukis MLLKT Ha 0,6 %.

JaHi AOKNIHIYHMX AOCAIMKEHb 3 6e3MneKu

[aHi [OKNiHIYHMX AoCNifKeHb He BKasylTb Ha iCHYBaHHS OCOG/MBOrO PU3NKY [ANS MOAWHW Ha NIACTaBi CTaHAAPTHUX AOCMIMKEHb TOKCUYHOCTI npw
6araTopasoBoMy MpPWInOMi, FrEHOTOKCMYHOCTI, KaHLEepOoreHHOI Ail Ta TOKCUYHOro BM/MBY Ha PenpoayKTUBHY (yHKLit0. MpoTe cnig 6pat fo yBaru, Lo CTaTeBi
CTEPOIAN MOXYTb CIPUUUHATY PICT MEBHUX TOPMOHO3A/IEXXHUX TKAHUH Ta NMYX/INH.

dPapmakoKiHe TuKa.

AbcopbLLs

MepopanbHO MNPUAHATUIA AIEHOTECT LWIBMAKO i MOBHICTIO BCMOKTYETbCS. MiKOBa KOHLEHTpaL st y CMPOBaTLi KPOBI, WO CTaHOBUTb 47 HI/MN, AOCATaETbCA NPUOIN3HO
yepe3 1,5 roguvHn nicns 04HOPA30BOro MepopasibHOro Npuiiomy. biogoCTynHICTL JOPiBHIOE NpUOBAN3HO 91 %. dapmaKoKiHeTMKa AiEHOrecTy NpsAmMo nponopuiriHa
0ro 0o3i, SKWOo A03a CTaHOBUTb 1-8 Mr.

Posnogis

[ieHorecT 38°A3yeTbCA 3 albOYMIHOM CMPOBATKMN KPOBI | He 3B'A3YETbCA 3 rN06YNIHOM, L0 3B’A3Y€E CTATEBI FOPMOHM, YK TNO6YNIHOM, WO 3B’A3ye KopTuKoign. 10 %
BIZICOTKIB Bif] 3ara/lbHOI KOHLIEHTpaL,ii npenapaTty B KPOBi HasiBHI AK BiflbHI cTepoian, 90 % - HecrieuyngivyHO 3B’A3yOTLCA 3 a/lbOYMiIHOM.

TeopeTnuHuin 06’em posnoginy gieHorecty (Vd/F) ctaHoBuTb 40 1.

BioTpaHcdopmaLis

MeTaboni3m [ieHorecty Bif0yBaeTbCA BiJOMUM LUNAXOM MeTabosi3My CTepoifiB 3 YTBOPEHHSAM €HAOKPUHOMOrIYHO HeaKTMBHUX MeTaboniTiB. bepyun fo ysaru
pe3ynbTaT AOCNiMKeHb iHriOyBaHHS in vitro Ta gocnigpkeHs in vivo, CYP3A4 - Lie OCHOBHWI (hepMeHT, 3a/lyyeHuid [0 MeTaboniamy AieHorecty. Metabonitu
BMBOAATLCA AY>Ke LUBMAKO, TOMY NepeBaXXHY YaCTUHY KOHLEHTpaLii npenapaTy Y nnasMi KpoBi CTaHOBWUTbL HE3MiHEHWIA [[iEHOTECT.

LLIBnakictb meTabonivyHoro KnipeHcy y cuposatui Cl/F ctaHOBUTL 64 MN/XB.

BuBegeHHA




KoHUeHTpauisa fieHorecty B cMpoBaTLi 3HVKYETLCA Y ABi (ha3n. Y (pasi KiHLEBOro po3noginy nepiog Hanispo3snagy CTaHOBUTb npubansHo 9-10 roauH. [ieHorect
BMBOANTLCA Y (hopMi MeTaboniTiB i3 ceyeto, CNIBBIAHOLIEHHS A0 (hekanii ctaHoBUTbL 3.1 npu nepopasbHoMy npuitomi 0,1 mr/kr. Nepiod HaniBBUBELEHHSA
MeTaboniTiB CTaHOBUTL Maixe 14 rofuH.

Mpy nepopasibHOMY 3aCcTOCYBaHHI 6/11M3bK0 86 % [031 BUBOAMTLCA MPOTATOM 6 AHIB, 3HAYHA YaCTMHA BUBOAMTLCA NMPOTArOM 24 rofiviH, NePeBaXkHo i3 Ceyelo.
BpiBHOBaXXeHWIA CTaH

Ha dapmakoKiHeTUKy Ai€HOrectTy He BMMBAE PiBEHb rN106Y/iHY, L0 3B’A3y€e CTaTeBi rOPMOHW. [pun LWOAEHHOMY NPUIAOMI KOHLIEHTpaLis npenapaTty B CMpoBaTLi
KpoBi 3pocTae y 1,24 pasa i [JocArae BPIBHOBXEHOro CTaHy uepe3 4 [Hi NiKyBaHHA. PapMakOKiHETUKY [iEHOrecTy npv MOBTOPHOMY 3aCTOCYBaHHI MOXHa
nepeabdaymTy Ha OCHOBI AaHUX NPO apMaKoKiHETMKY Pa3oBOro NpUioMy npenapary.

PapmakoKiHETUYHI BNaCTMBOCTI NpenapaTy cepes 0Co6AMBUX TPYN HACE/IEHHA

CneujianbHi AOCNIIKEHHS 3aCTOCYBaHHA AiEHOrecTy B MliKyBaHHI NAaLiEHTIB i3 NOPYLUEHHSAMU PO6OTN HUPOK He MPOBOAUNCS.

3acTocyBaHHA AIEHOMeCTY B /IiKyBaHHI NaUieHTIB i3 Ne4iHKOBOK HeOCTATHICTIO He NMPOBOAWINUCE.

KniHIYHI XapaKTepPUCTUKWN.
lNoka3aHHA.
JlikyBaHHSA eH0MeTpio3y.

lMpoTnnoKasaHHA.
Mpenapat [ieHorecT ANBOreH He Cnifj 3aCTOCOBYBATWU Yy pa3i HasiBHOCTI OyAb-AKOro i3 HmK4YesasHauyeHMX CcTaHiB abo 3axBoproBaHb. LlA iHhopMmaLis 4acTKOBO
OTpMMaHa Ha MiAcTaBi 3aCTOCYBaHHA IHLWIMX MpenapaTis, WO MICTATb TiIbKW NporectoreH. AKWo Oyab-aKui i3 LuX CTaHiB abo 3axXBOPHOBaHb BUHMKAE BriepLue nij,
yac 3aCTocyBaHHs npenaparty [ieHorect AnBOreH, NpuiioM nNpenaparty CAif HeraiHo NPUNUHATMK.

BeHo3Ha TpoM60em60nis B akKTUBHI hopMi.

ApTepianibHi a60 KapAioBacKynapHi 3aXBOPHOBaHHA HYHI ab0 B aHamHesi (Hanpuknag, iHpapKT MioKapa, LepebpoBacKy isipHa nogis, iLeMiyHa Xxsopoba cepus).

LlyKpoBui1 fiabeT 3 yparKeHHAM CYUH.

TSOKKI 3aXBOPHOBAHHA NEYiHKM HUHI @60 TX HasiBHICTb B aHaMHE3i, MOKM NMOKa3HUKM (DYHKLLIT NeYiHKM He NOBEPHYTLCA 40 HOPMM.

MMyX/IMHKU NeYiHKN HUHI abo B aHaMHe3i (J06POsKiCHI ab0 3M105KICHI).

Bigomi abo nifo3ptoBaHi 3M10AKICHI MNYXIMHK, 3a1eXHI Bif, CTaTEBUX FOPMOHIB.

BariHasibHa KpoBOTEYa He3’ACOBaHOT eTiosOrii.

MigsuLweHa Yy TAMBICTb A0 AiF04O0T peyoBUHM abo [0 6yAb-KOro3 KOMMOHEHTIB npenapary.

B3aemogis 3 iHLUMMKM NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.

MpuMiTKa: AN BUSBMEHHS MOX/MBMX B3aEMOMIN CNif O3HANOMUTUCA 3 THCTPYKLIiAMW AN MeAMYHOro 3acTOCYBaHHS NiKapCbKUX 3ac006iB, L0 3aCTOCOBYHOTHCA
CYNyTHBO.

Bnaus iHWMX npenapaTis Ha fiEHOrecT

MMporecToreHn, BKIOYaOUM AiEHOrecT, MeTaboni3ytoTbCA rOIOBHUM YMHOM CUCTEMOK LmToxXpomy P450 3A4 (CYP3A4), Wwo po3TalloBaHa Yy Cnv30Bii 06010HL
KULLIEYHWMKY Ta B NeYiHui. Tomy iHAyKTopK abo iHricitopmn CY P3A4 MOXYTb BNAMBATU Ha METAb0/1i3M NPOrecToreHy.



36inbLUEHHA KipeHCy CTaTeBMX FOPMOHIB Yepe3 iHAYKLi0 ()epMeHTIB MOXe 3MEeHLIUTN TepaneBTUYHWI epeKT npenapaTy [ieHorecT ANBOreH i npu3BecTn o
HebaxaHUX edieKTiB, HANPUKIaA A0 3MiH XapaKTepy MeHCTPyasibHOT KPOBOTEU.

3MEHLLEHHS KNipeHCYy CTaTeBMX FOPMOHIB Yepe3 MPUrHiYeHHs (hepMeHTY MOXKe 3MEHLUMTM TepaneBTUYHWIA edeKT npenapaTy LieHorecT ABOreH i NpU3BecTu Ao
PO3BUTKY NOGIYHNX peaKLili.

- PeyoBuHM, WO NiABULLYHOTb KNIPEHC CTaTeBMX FOPMOHIB (3HMXKEHHS e(eKTUBHOCTI LUISAXOM iHAYKYBaHHA ()epMeHTIB), Hanpuknag (heHiToiH, 6apbiTyparty,
NPUMIAOH, KapbamaseniH, pudamniumH, a TakoX, MOX/MBO, OKCKapbaseniH, TonipamaT, enbbamar, rpu3eodynbBiH Ta 3ac06M, WO MICTATb 3Bipobii (Hypericum
perforatum).

IHLYKUiA (hepMeHTIB MOXKe CriocTepiratmuca nicns AeKisibKoX AHiB Tepanii. MakcumMasibHa iHAYKLiSA (DepMEHTIB 3arasiomM BUSB/IAETLCS Yepes AeKislbKa TVXKHIB.
IHAYKUiS PepMeHTIB MOXKe TpMBATU A0 4 TUXKHIB NIiCNA NPUNUHEHHS Tepanil.

Bnnve iHgykTopa CYP 3A4 putamniumHy [LOCMigpKyBaBCA Y 340POBUX XIHOK Y MOCTKNIMaKTepUyHOMY nepiodi. OfHoYacHe 3acTOCYBaHHA pudamniynHy 3
TabneToBaHOK (hOPMOKO ecTpagiony Banepaty/[ieHOrectTy npu3Beno A0 3HAYHOrO 3HWKEHHS PIBHOB&XKHOI KOHLEHTpauii Ta CUCTEMHOro BM/MBY Ai€EHOrecTy Ta
ecTpagiony. CUCTEMHWIA BMNNB [IEHOreCTY Ta eCTpagiony B PiBHOBaXXHOMY CTaHi, BUMipsiHWiA 3a AUC (0-24 roguHm), 3meHwwneca Ha 83 % Ta

44 % BiAnNoBIAHO.

- PeyoBMHY 3 PI3HUM BMNIMBOM Ha K/iPEHC CTAaTEBMX FOPMOHIB.

OfHouacHe 3aCTOCYBaHHS 3i CTaTeBMMW TOPMOHaMW BeMKOI KiNbKOCTI KOMGiHaLii iHri6iTopis BI/1-npoTeasn Ta HEHYKEO3WUAHWUX iHri6GITOpIB 3BOPOTHOI
TPaHCKPUNTa3n, y NoeSHaHHI 3 KOMGiHaLismuy iHriGiTopiB Bipycy renatuty C, MoXe 30i/bLUMTM ab0 3MEHLUUTM PiBEHb NPOreCTUHY B N1a3Mi KpoBi. CyKymnHWi BNANB
LMX 3MiH MOXKe 6YTU K/TIHIYHO 3HaYYLLMM Y LeaKnX BUMaLKax.

- PeyoBMHU, L0 3HUXKXYHOTb KTIPEHC CTaTEBUX FOPMOHIB (iHFi6iTOpK PepMeHTiB).

[LieHorecT € cy6ecTpaTom umutoxpomy P450 (CY P) 3A4.

KniHiyHa 3HauYyLLiCTb NOTEHLINHMX B3aEMOZIN 3 IHri6iTOpamMy PEPMEHTIB 3a/IULLIAETLCA HEBIJOMOIO.

OfiHoYacHe 3aCTOCyBaHHS CUNbHUX iHriGiTopiB CY P3A4 MoXe 36i/1bLUyBaTV N1a3MOBI KOHLEHTpaLii 4iEHOrecTy.

O[fiHOoYacHe 3aCTOCYBaHHS i3 CUIbHUM iHri6iTopoM thepmeHTy CY P3A4—KeTOKOHa30/10M—MNPU3B0AMA0 40 NiABuLLEHHS Y 2,9 pasa AUC (0-24 roavHun) aieHorecty y
PIBHOBaXKHOMY CTaHi. OHO4YacHe 3aCTOCYBaHHSA 3 MOMIPHUM IHTi6ITOPOM epUTPOMILMHOM NPU3BOAMNO 40 NiaBueHHs y 1,6 pasa AUC (0-24 roguHu) gieHorecTy y
PIBHOBaXXHOMY CTaHi.

Bnaus fieHorecTy Ha iHLWI niKapcbKi 3acobm

3a pesynbTaTamMmu JOCNiMKeHb iHribyBaHHSA in Vitro, KNiHIYHO 3Ha4yylla B3aEMOAIA AIEHOrecTy 3 IHWMMKW npenapatamy, MeTabosi3M AKUX OnocepefKoBYETLCA
(hepmeHTamu uuToxpomy P450, manoimoBipHa.

B3aemogis 3 xapuoBMmmM NPoOAYyKTamm

B>XnBaHHA DKi 3 BUCOKMM BMICTOM XMPIB He BMAMBaN0 Ha 6i040CTYMHICTb npenaparty JieHorect ABOreH.

NabopaTopHi TecTw

MpWinoM NPOrecToreHiB MOXe BI/IMHYTY Ha pe3ynbTaTh AesKuX NabopaTopHUX aHanisis, 30kpema Ha 6ioXiMidHi napaMeTpy NeviHKu, LWMTOBUAHOT 331031, (YHKLT
HUPOK Ta HagHWPKOBUX 3a03, PiBHI 6inKiB (HOCIB) y nna3mi KpoBi (Hanpuknag, M3K Ta dpakuii ninigis/ninonpoTeigis), napameTpu MeTabosniaMy BYr/feBOfIB i
MOKa3HUKW Koarynauii Ta pibpuHonisy. 3MiHM 3a3BMYaii 3a/IULLIAKTLCA Y MeXax J1abopaTopHOi HOPMK.

Oco6MBOCTI 3aCTOCYBaHHS.

3acTepe>KeHHs.

Ockinbkn [ieHorecT ANBOreH - npenapar, Wo MICTUTb TifIbKA MPOrecToreH, BBaXatTb, WO OCO6/IMBI 3aCTEPEXEHHS Ta 3axoamn Ge3neku LIOAO 3aCTOCYBaHHSA
MPOrecTMHOBMICHMX MpenapaTiB TaKoX CTOCYHOTbCA npenapaTy JieHorect A/IBOreH, Xo4a He BCi 3aCTepeXXeHHs Ta 3arnobiXHi 3aX04u rpyHTYHOTLCA Ha BiANOBIAHUX



pe3ynbTaTax KMiHIYHUX LOCNI[KEHb caMe LibOro rnpenapary.

Mpn NoripLeHHi abo nepLIoOMy BMHUKHEHHI BY/b-AKOro i3 3a3Ha4YeHUX HUXKYe CTaHiB/(hakTopiB PU3NKY B iHAMBIAYaSIbHOMY MOPAAKY MOBUHEH BYTW NpoBefeHNIA
aHani3 criBBigHOLLEHHS PU3NK/KOPUCTL Nepes novaTkoM abo NPOAOBXKEHHAM 3aCTOCYBaHHA npenaparty [ieHorect A/BOreH.

TsKKi MATKOBI KDOBOTEYI

MaTkoBa KpoBoTeYa, Harnpuknag y XiHOK 3 afieHOMIO30M MaTKu abo NelioOMiOMOI0 MaTKK, MOXe 36i/bLUyBaTUCA NPKU 3acToCcyBaHHI npenapaTy [ieHorecT A/BOreH.
FAKLLO KPOBOTEYA BUPaXKeHa | He MPUMUHAETLCA MPOTATOM TPMBA/IONO Yacy, BOHa MOXe NPU3BECTU [0 aHeMmil (Y LeaKuX BUNagKax TAXKKOT). Y TakoMmy pasi noTpibHO
PO3MNIAHYTW NUTaHHA NPO NPUNWHEHHSA NPUAOMY Npenapary.

3MiHa XapaKTepy KpoBoTeui

NikyBaHH#A npenapatom [ieHorect A/IBOreH Br/IMBAE Ha XapaKTep MEHCTPYasIbHOI KPOBOTEUI Y BifIbLLIOCTI XIHOK (AMB. po3ain «0o6iuHI peakLii»).

LIMPKYNATOPHI NOPYLUEHHS

Ha nigcrtasi pe3ynbTaris enifemMionoriyHnx AocnifKeHb BUABNEHO HEBENNKY KiNbKICTb JaHUX LLOAO ICHYBaHHA 3B’ A3KY MK 3aCTOCYBaHHAM Npenaparis, WO MICTATb
Ti/IbKM MPOrecToreH, i MigBULLEHHAM PU3MKY PO3BUTKY IH(ApPKTY MioKapda abo uepebpasibHOT TPOM60eM60onii. PU3MK KapAioBaCKyNApHUX i LepebpaibHUX ABULL,
LUBMALLE MOB’A3aHWUIA 3 BIKOM, apTepiasibHOK TiNepTeH3iet0 i ManiHHAM. Y )KIHOK 3 apTepiaibHOK TiMepTeH3IE PU3MK PO3BUTKY IHCYNbTY MOXe Aelo
36i/bLUYBATICA NPU 3aCTOCYBaHHI Npenaparis, Lo MICTATb Ti/IbKW MPOrecToreH.

[eaki focnifkeHHs cBifgyaTb NPO iCHYBaHHSA MEBHOMO, MPOTE He CTaTUCTUYHO 3HAYYLLIOr0 30iNbLLIEHHA PU3NKY PO3BUTKY BEHO3HOI TpoMboembonii (BTE) (Tpombo3
rMMB60OKNX BEH, TPOMOOEMOONIA NereHeBOl apTepii), NOB’A3aHOr0 i3 3aCTOCYBaHHAM Mpenaparis, WO MICTATb Ti/IbKWU NPOrecToreH. 3arasibHO BU3HaHI (PakTopu, Wo
NiABULLYIOTL PU3UK BUHWMKHEHHA BTE, BKNOYalOTh: OCOGUCTUIA abo CiMeliHUIA aHamHe3 (Hanpuknag, Bunagku BTE y 6paTiB um cectep abo 6aTbkiB y BiJHOCHO
MOI0A0OMY BiLli); BiK; OXKWMPIHHSA, TpMBana iMMOoO6inisauis, pagnkanbHi XipypridHi BTpyyaHHs abo TpaBMW. Y BuNafAKy TpuBanol iMMo6inisauii peKoMeHOyeTbCs
NPUMUHUTIL 3aCTOCYBaHHA npenapaty [ieHorect AnBoreH (Mpv naaHoBMX onepauisix—LLoHanMeHLwwe 3a 4 TWKHI A0 11 NpoBefeHHSs) | He MOYMHATK 3HOBY MOro
NpUIOM paHille HiXK Yepe3 2 TWXKHI Nicns NoBHOT peabinitauii.

HeobxigHo 6paTy [0 yBaru NiABULLEHHS PU3MKY PO3BUTKY TPOMOB0EMOONIT Y MiCNSAN0A0roBOMY nepiofi.

Y pasi BAHVUKHEHHSA CUMMTOMIB BEHO3HUX Ta apTepia/ibHNX TPOMOOTUYHUX 3aXBOPIOBaHb ab0 Nif03PpU Ha HUX NIKYBAHHA CNiL MPUNUHATK.

[TyX/MHW

MeTa-aHani3 54 enigemMionoriyHmx AOCNiMKeHb BKa3ye Ha He3HayHe NiABULLIEHHS BiAHOCHOrO pusnky (BP=1,24) po3BUTKY paKy MOJIOYHOT 3a/1031 Y XKIHOK, SKi
3aCTOCOBYOTb OpasibHi KOHTpauenTusy (OK), ronoBHYM YMHOM Ti, LLO MICTATb €CTPOreH-nporectoreH. Llei nigBMLLEHWIA pU3KK NOCTYMOBO 3HMKAE NpoTarom 10
POKIB MiCNsA 3aKiHYeHHS MPUAOMY KOMOGIHOBaHMX opasibHUX KoHTpauenTueiB (KOK). OcKinbkn pak MOMOYHOT 3a/1031 Y XKIHOK BiKOM A0 40 poKiB 3yCTpivaeTbCa
PiAKO, 30iNbLUEHHS KiNbKOCTI BUNAAKIB AiarHOCTMKM paKy MOJSIOYHOT 3a/1031 Y XKIHOK, SIKi 3aCTOCOBYHOTb ab0 HelofaBHO 3actocoByBaiv KOK, He3HauHe LI0A0
3aralbHOro pu3nKy paky MOJSIOYHOI 3a1031. ICHYE O4HAKOBWI PU3UK BUSBNEHHA Paky MOJIOYHOI 3a/1031 Y XIHOK, SKi NpuiiManu npenapatu, Lo MIiCTATb TiNbKu
nporectoreH, a6o KOK. OgHak iHthopMaLis, L0 CTOCYETLCA Npenaparis, AKi MICTATb Ti/IbKK MPOrecToreH, 6asyeTbCs Ha HabaraTo MeHLLUIN KiflbKOCTI XIHOK, SKi 1X
3aCTOCOBYHOTb, TOMY BOHA € MeHLU NEPeKOH/IMBOD, HIX AaHi, wo cTocytoTbcd KOK. PesynbTatv UMX AOCNILKEHb He HaJalTb [0KasiB iCHYBaHHA MPUYMHHOIO
B3a€MO3B’A3KY. [MiABULLEHHA PU3NKY MOXe OYTU 3yMOBJiEHe AK Oiflbll PaHHbOK AiarHOCTUKOK paKy MOJOYHOI 3a/1031 Y XKIHOK, AKi 3acTocoBytoTb OK, TaK i
6ioN0rivHO0 Aiet0 UMX npenapatie, abo MOeAHaHHAM 060X (pakTopiB. Big3HayeHO TeHAEHLUi0, WO paK MOMOYHOT 3a/1031, BUSIBMIEHWI Y XIHOK, SIKi KONU-HeOYdb
npuiimanm OK, KNiHIYHO MeHLL BUPaXXEHWIA, HXX Y TUX, XTO HiKO/IN He BXuBaB OK.

Y NOOAMHOKMX BUNafKax Y >KIHOK, SIKi 3aCTOCOBYBa/IM FOPMOHa/IbHI PevoBUMHM, NOAIGHI A0 TIET, WO MICTUTL npenapat [ieHorect ANBOreH, crnoctepiranmcs
[OOPOAKICHI, a LWe pigwe — 3108KICHI NYX/IMHU NMeYiHKW, AKi B OKPeMUX BUNafKax Npu3BOAWAN L0 Hebe3neyHo! ANS XUTTA BHYTPILHbOYEPEBHOT KPOBOTEYI. Y
BUNaLKY BUHUKHEHHS CKapr Ha CUNbHWIA 6inb B eniractTpasbHii AinaHui, 36inbIeHHA NediHKM a0 NOsSBY 03HAK BHYTPILLHLOYEPEBHOT KPOBOTEYI NPY AUdepeHLiiHil
AiarHoCTMLi CNif BpaxoByBaTW MOX/IMBICTb HAsABHOCTI MYX/IMHM NEYiHKM Y XIHOK, SKi NpuiiMaroTb npenapat [ieHorect ANBOreH.

OcTeornopos




3MiHn MLLKT.

3acTocyBaHHA fieHorecTy nignitkam (12-18 pokiB) NpoTAroM nepiogy nikyBaHHA 12 MicsUiB acouitoBanocs 3i 3HMXKEHHAM cepefHboro 3HadeHHs MLUKT y
nonepekoBomy Biagini xpebta (L2-L4) Ha 1,2 %. Micna npunuHeHHs nikysaHHA MLLLKT nigsuLLyBanaca 3HOBY Y LUX NaLieHTIB.

CepepHsa BigHocHa 3miHa MLLUKT Big BUXigHWX NOKa3HWKIB 40 3aKiHYeHHS NiKyBaHHSA CTaHOBMNA 1,2 % 3 pianasoHoM MiXK—6 % T1a 5 % (A1 95 %: —-1,70 %
Ta —0,78 %, n=103). [MoBTOPHE BUMIpIOBaHHS Yepe3 6 MicALiB NiCnA 3aKiHYeHHA NiKyBaHHA Y NiArpyni 3i 3HMXKeHUMN 3HavyeHHAMM MLLLKT nokasano TeHAeHLito ao
BIHOB/IEHHA (CepefHs BIAHOCHA 3MiHa Bif BUXIAHMX MOKa3HWKIB: —2,3 % npu 3akiHYeHHI NikyBaHHA Ta —0,6 % 4epe3 6 MicALiB MiCNA 3aKiHYeHHSA NiKYBaHHA 3
AianasoHoM MK —9 % Ta 6 % (41 95 %: —1,20 % Ta 0,06 % (n=60)).

MopyLeHHa MLLKT mae ocobnvBe 3HaYyeHHs y MigniTKOBOMY Billi Ta Y paHHIN nepiof CTaTeBOro A03piBaHHSA, KPUTUYHUIA nepiofd PocTy KiCTOK. Hesigomo, um
3MEHLUMTb MiKOBY KIiCTKOBY Macy Ta MiJBULLMTL PU3UK Nepenomy KiCTOK Y NiTHbOMY Bili 3HWKeHHA MLLUKT y uiii nonynauii (gue. po3ginv «®PapmakosioriyHi
BMACTUBOCTI» Ta «[iTu»).

Mepen nMoyaTKOM NiKyBaHHA NIKapro Cnif 3BaXXKUTW nepesBarn 3acTocyBaHHA npenapaTy [lieHorect AIBOTEH Ta MOX/MBI PU3UKWN 3aCTOCYBAHHA [AJ19 KOXHOIO
OKpeMoro nifgniTka, BpaxoBYyrUM TaKOX HasBHICTb CYTTEBUX (DAKTOPIB PU3MKY OCTEONopo3y.

AJleKBaTHe 3aCTOCYBaHHS KasibLito Ta BiTaMiHy D npu gieTMYHOMY XapyyBaHHi abo Npu 3acToCyBaHHI XapyoBUX [06aBOK € BaXIMBUM NS 3[L0POBOr0 CTaHy
KICTKOBOI TKaHWMHM Yy XIHOK YCIX BIKOBUX KaTeropii.

He cnoctepiranocsa 3HmkeHHs MLLKT y gopociux (4ve. po3gin «®apMakoniorivyHi BacTUBOCTI»).

Y nauieHTOoK, AKi 3HaX04ATbCA Y rpyni Ni4BULLEHOrO PU3MKY PO3BUTKY OCTEONOpPOo3Y, peTe/lbHa OLiHKa CNiBBiAHOLIEHHA KOPUCTL/PU3NK NOBUHHA OYTW NpoBefeHa [0
noyaTtKy flikyBaHHA npenapatom [ieHorecT ANBOreH, OCKiIbKW PiBEHb eHAOreHHUX eCTPOreHiB MOMIPHO 3HWKYETHCA Ha TNi NiKyBaHHA npenapaTtom [ieHorect
AnBoreH (AnB. po3ain «PapMakoguHamika).

IHLWI cTaHW

3a cTaHOM MauieHTOK i3 Jenpecieto B aHaMHesi CNif, peTesibHO CrocTepirat i MPUNUHUTI 3aCTOCYBaHHSA Npenapary npy PO3BUTKY BUPaXXeHWX NPOSBIB Aemnpecil.
[ieHorecT 3a3Buyait He Br/IMBaE Ha apTepiasibHUIn TUCK Y HOPMOTEH3UBHMX XIHOK. MpoTe, AKLL0 TPpUBana KNiHiYHO BUpaXXeHa apTepiasibHa rinepTeHsis BUHMKAE Nif
yac 3aCTOCYBaHHA npenapary, peKOMeHAYETLCA BiAMIHUTY npenapart JieHorect ABOreH Ta flikyBaTu apTepiasibHy rinepTeHsito.

Mpn peumnamBi XonecTaTUYHOT XOBTAHULI Ta/abo cBepbexy, Lo BUHMKaIM Y Nepiof BariTHOCTi abo nonepeAHbLOro 3aCTOCYBaHHA CTaTeBMX FOPMOHIB, 3aCTOCYBaHHS
npenapary cnif NpUnUHUTK.

LieHorectT MoXKe MaTy HE3HAYHWIA BNAMB Ha NepugepuyHy iHCYNiHOPE3UCTEHTHICTb Ta TOMEPaHTHICTb A0 rNtoKo3W. XiHKK, XBOPi Ha LlyKpoBuWiA AiabeT, 0cC06MBO 3
rectayimH1UM LYyKpOBMM [iabeTOM B aHaMHe3i, MOBUHHI peTenbHO 06CTeXyBaTUCA NPOTAroM 3aCTOCYBaHHA npenapaty [ieHorect A/IBOreH.

IHOAI MOXe po3BMBATMCA X/10a3Ma, 0COOMBO Y XIHOK 3 X/10a3MOK0 BariTHUX B aHamHe3i. XKiHKW, CXUIbHI A0 BUHUKHEHHS X/10a3MUW, NOBUHHI YHUKATK AiT NpsMuX
COHAYHMX NPOMEHIB ab0 YNbTPagioNeToBoro BUNPOMiHIOBaHHA Nij Yac npuiioMy npenapaty [ieHorect AnBoreH.

IMOBIpHICTb NO3amMaTKOBOI BariTHOCTI Y XIHOK, fKi 3aCTOCOBYIOTb AN KOHTpauenuii npenapaTu, WO MICTATb TifIbKW MPOrecToreH, BuLWA, HIXK Y XXIHOK, AKi
3actocoByoTb KOK. Tomy A6 )KIHOK 3 M03amMaTKOBO BariTHICTIO B aHaMHe3i abo MopyLUeHHAMU QYHKLIT MaTKOBUX TPy MUTaHHA MPO 3aCTOCYBaHHA npenapary
[ieHorecT ANBOreH cnif BUPiLWYBaTW TiIbKW NICNSA PeTEIbHOT OLIHKM CNiBBiAHOLEHHS KOPUCTL/PU3MK.

IMig yac 3acTocyBaHHs npenapaty LieHorect AfIBOreH MOXe BUHMKATW NepcuUCcTeHLis ¢oikynis (YacTo 3a3Ha4YaeTbCA K PYHKLUIOHAMbHI KICTN A€YHUKIB). BinbLIICTb
LMX (hoNiKyniB 6e3CUMNTOMHI, X04a LesaKi MOXYTb CYNpoBOKYBaTUCA 60/1EM Y AINAHL Ta3a.

He 3aCTOCOBYIOTb Yy repiaTpuyHil NpakTuLi.

J1akT03a

OpfHa Tabnetka npenapary [ieHorect AnBoreH mictutb 57,20 Mr 1akTo3u MOHOrigpaTy. MauieHTy 3 pigKiCHUMY CNafKoOBYMM 3aXBOPHOBAHHAMU, MOB’A3aHUMU 3
HenepeHOCUMICTIO raiakTosn, AediunTom nakTasu JSlanna abo MasibabcopOLiEtd rNIOKO3U-ranakTosn, AKi 4OTPUMYHOTLCA 6e3/1aKTO3HOIT Ai€TU, NMOBUHHI BPaxoByBaTu
KIIbKICTb LiET pe4oBMHY Yy TabneTui npenapaty [ieHorect AfiBOreH.



3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

BariTHiCTb

ICHYtOTb OOMEXeHi AaHi WO0A0 3acTOCyBaHHSA [IEHOreCTy BariTHUM >KiHKam. [OCNifpKeHHs Ha TBapvHax He BKasylOTb Ha MNpsmMulii abo HENpsSMUA PU3MK
PENpPOAYKTUBHOT TOKCUYHOCTI (AMB. po3ain «DapmMakonoriyHi BlacTUBOCTI»).

[ieHorect AnBoreH He PeKOMEHAYETLCA 3aCTOCOBYBATU BariTHMM XIHKaM, TOMY LLIO HEMaE NOoTPebu NiKyBaT! eHAOMETPI03 y nepioz BariTHOCTI.

[Mepiof rogysaHHs rpyLato

NikyBaHHA npenapatoM [ieHorecT ANBOreH y nepiog rogyBaHHs rpyaato He peKoMeHAyeTbCs. HeBiOMO, Ui NPOHMKAE AIEHOreCT Yy rpyAHe MOJSIOKO XIiHKW. [aHi,
OTPWMaHi y npoueci JOCNiMpKeHb Ha TBapMHaXx, BKa3yrTb Ha MPOHWKHEHHS Ai€EHOrecTy y rpyaHe Monoko. Chig NpUAHATK PilleHHs NPO MPUNUHEHHS FOAYBaHHS
rpyaaro abo NpunuHeHH Tepanii npenapaTom [ieHorect AnBoreH, 6epyyun 0 yBarv KOpUCTb rofyBaHHSA rpyAat0 AN AUTUHM | HEOOXIAHICTb Tepanii Ans XiHKN.
PepTUILHICTH

Ha nigcTtasi HasBHUX JaHWX MOXHA CTBEPAXKYBaTH, WO Nif Yac NikyBaHHS npenapatom [ieHorect AfBOreH y GifIbLLOCTI NauieHTOK iHribyeTbeca oBynauid. OfHak
npenapart [ieHorect ANBOreH He € NPOTU3anigHUM 3aC060M.

AKLLO NOTPiBHa KOHTpaLenuis, cnif 40AaTKOBO 3aCTOCOBYBATW HErOPMOHa/IbHUIA MeTO/, 3anobiraHHs BariTHOCTI (4UB. po3Ain «Cnocib 3acTocyBaHHS Ta [A03U»).

Ha nigcraBi HasBHWMX [JaHWX MOXHa CTBEPLKYBaTW, LLO MEHCTPYa/IbHUMA UMK MOBEPTAETLCA A0 HOPMU MPOTArOM 2 MICAUIB Nicnsa NPUMNUHEHHS NiKyBaHHS
npenapatom ieHorect AnBoreH.

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu kepyBaHHi aBTOTPAHCNOPTOM abo iHLIMMK MexaHi3MaMu.
He cnocTepirann BNAv1BY Ha 34aTHICTb KepyBaTy aBTOTPaHCMOPTOM Ta YNpaBnATV MexaHi3maMu y NauieHToK, aKi npuiiMani npenapaTy, WO MIiCTATb LiEHOrecT.

Cniocib 3acTocyBaHHA Ta [03Mu.

Cnocib 3acTOCyBaHHS

[ns nepopasibHOro 3aCToCyBaHHS.

Jo3yBaHHs

Mpuiimatn no 1 Tabnetyi WoaHsA 6e3 nepepsun y 3acTOCyBaHHI MpenapaTy NpPU6/IN3HO B OAMH i TOIM Xe Yac, 3anvBaroyn HEBENMKOK KiNbKICTHO pignHW. TabneTku
MOXHa NPMIAMAaTN He3aNEXXHO Bif BXXMBaHHS TXI.

TabneTkn cnif, Npuimatn perynspHo, He3aneXHo Bif MEeHCTPYanbHOT KPOBOTeYi. FAK TifIbKM TabneTkyM 3 OAHIET YNaKOBKW 3aKiHYMIWUCA, NOYMHATK NpUiAMaTu
TabNeTKM 3 HACTYMHOT YNakoBKW, He PO6/1siuM NepepBu Y 3aCTOCYBaHHI IKapcbKOro 3acooy.

BigcyTHili gocsig nikyBaHHs npenapaTtom [ieHorect ANBOreH nawieHToK 3 eHA0METPIO30M A0BLLE 15 micsuis.

MpuiioM NpenapaTy MOXKHa po3noyaTiy 6yab-gKuUi leHb MEHCTPYa/IbHOTO LMKy .

3acTocyBaHHA Oy[b-AKMX TFOPMOHA/IbHUX KOHTPaUenTWBIB Cig NPUNUHUTK Mepef noyvaTKoM Tepanii npenapatom [ieHorecT ABOreH. HAKWO HeobXigHa
KOHTpaLenuis, cnig 404aTKOBO 3aCTOCOBYBATW HErOPMOHa/IbHUIA MeTO/ 3arnobiraHHs BariTHOCTI (Hanpuknag, 6ap’epHuiA MeTof).

[Mponyck NpuinoMy NikapcbKoro 3acoby

Y BuUnagKy nponycky npuitomy TabneTku, 6/1toBaHHA Ta/abo giapel (SKi Masn MicLe npoTArom

3-4 rofnH nicna npuinomy TabneTkn), edieKTUBHICTL Npenapaty [ieHorect AfBOreH MOXe 3MEHLUMTUCA. Y pasi NponycKy NpuinoMy OAHIET a0 KiflbKoX TabneTok
npenapary ofHy TabneTKy Cnif NPURHATK, AK TiSIbKW XXIHKa 3rafae npo Le, a HaCTyNHY NpPUIMaTK y 3BUYHUIA Yac. AHa/I0rYHO, TabneTky, Lo He BCMOKTanacs vepes
6/110BaHHA abo fiapeto, cnif 3aMiHUTK Ha iHLLY TabneTky.




JojaTkKoBa iHhopmaLlis Woa0 3acTOoCyBaHHA B 0COBNMBUX rpynax NaLieHTiB

MauieHTW NiTHLOrO BiKy

Hemae BifnoBigHNX NOKa3aHb AN15 3aCTOCYBaHHA npenapaty JieHorect AnBoreH nauieHTKam Liel rpynu.

MeviHKOBa HEAOCTATHICTb

MpenapaT NPOTMNOKa3aHWI NaLieHTKaM i3 TAXKKUM 3aXBOPHOBAHHAM MeYiHKM HUHI ab0 B aHamHesi (41B. po3ain «poTUnoKasaHHs»).
HupkoBa HeOCTATHICTb

Hemae »>ogHWX faHuX, Lo CBig4aTh NPo NOTpedy B KOPeKLii 403M ANA NaLiEHTOK 3 HUPKOBOK HEAOCTATHICTHO.

aiTn.

[ieHorecT AnBoreH NPOTUMNOKa3aHWiA A4iTAM [0 NepLLOT MeHCTpYyau,ii.

besneka Ta epeKTMBHICTb 3aCTOCYBaHHA AIEHOreCTy AOCMILKYBasach Mif 4ac HEKOHTPO/IbOBAHUX KMIHIYHMX LOCNIMKeHb npoTaroM 12 micauis cepeq 111 pisyar
(12-18 pokiB), y IKUX eHAOMETPI03 ByB NiATBEPAKEHNIA KNiHIYHO (AMB. po3ginn «PapmMakonoriyHi BNacTMBOCTI», «OCOBNMBOCTI 3aCTOCYBaHHS»).

3acTocyBaHHA npenapaty [ieHorect AfBOreH nigniTkam npoTarom nepiogy NikyBaHHA 12 micAuiB acouitoBanocs 3i 3HMXKEHHAM cepefHboro 3HavyeHHss MLUKT y
riorepekoBoMy Biagini xpebra Ha 1,2 %. MNicna npunuHeHHs nikysaHHA MLLLKT nigsuLLyBanaca 3HOBY Y LiMX MaLieHTIB.

MopyLweHHa MLLKT mae 0co611BO BaXkK/iMBe 3Ha4YeHHS Y NiANITKOBOMY BiLi Ta y paHHbOMY Mepiofi CTaTeBOro A03piBaHHA, KPUTUYHOMY Nepiofi pocTy KicTok. He
BiZJOMO, Y1 3MEHLLNTb NiKOBY KiCTKOBY Macy Ta NiABULUTb PU3NK NepPeioMy KiCTOK Y NiTHbOMY Billi 3HMXeHH MLUKT y wiin nonynauii.

Tomy nikapro C/if 3BaXXUTWN NepeBary 3acTocyBaHHs npenapaty JieHorect A/IBOreH Ta MOX/IMBI PU3MKM 3aCTOCYBaHHA [AJ/19 KOXHOIO OKPeMoro nignitka (4us.
po3ainu «dapmMakonorivyHi BnacTMBOCTi», «OCOBMMBOCTI 3aCTOCYBaHHS»).

Nepeno3yBaHHA.
JocnifpkeHHs rocTpoi TOKCUYHOCTI, NPOBefeHi 3 LiEHOreCTOM, He BKa3yBa/l HA PU3MK PO3BUTKY FOCTPUX MOBIYHMX peakuiii y BUMALKY HEHaBMUCHOIO Mpuiomy
KifIbKOX 1060BUX TepaneBTUUYHNX 403. XKOAHUX cneundivyHNX aHTUAOTIB He icHYe. 3acTocyBaHHs 20-30 Mr gieHorecTy Ha o0y (Lo y 10-15 pasiB BuLLe,

Hi>K [103a B TabneTLi npenapaty [lieHorect AnBoreH) ynpoaoBX GifbLue 24 TUXXHIB NepeHOCKIocs aye fo6pe.

Mo6iyHi peakuil.

Mo6iyHi peakuii onucaHo 3rigHo 3 MedDRA.

Mo6iyHi peakyii HaiyacTiLle PO3BMBAOTLCA NPOTATOM MEPLUMX MICSALIB 3aCTOCYBaHHSA AIEHOrECTY i 3HUKAKOTb Y NPOoLeCi NiKyBaHHA. MOXYTb CNOCTEpPIraTucs 3MiHu
XapaKTepy KpoBOTeY, TaKi K KpOBOMa3aHHS, HeperyisipHi KpoBoTedi abo ameHopes.

Mo6iyHi fBULLA, NPO AKI HaYacTille NOBIAOMAANN Mif Yac NiKyBaHHA AiEHOreCTOM, BK/IOYatOThb Fon10BHUI 6inb (9,0 %), AncKomgopT Yy MonoyHmx 3anosax (5,4 %),
NpUrHiveHnin HacTpin (5,1 %) i akHe (5,1 %).

Kpim TOro, nikyBaHHSI [i€HOreCTOM BM/IMBAaE Ha XapaKTep MEHCTpYa/bHMX KpPOBOTeY Y OifIbLUOCTI XXIHOK. XapakTep MEHCTpyasbHUX KPOBOTEY OLiHIOBaIN
CUCTEMATUYHO 3 BUKOPWUCTAHHAM LUOAEHHWKIB MaLieHTOK Ta aHaniyBasiv i3 3actocyBaHHAM metogy BO3 npotarom 90-geHHOro 3siTHOro nepiogy. Mpotarom
nepwmx 90 AgHiB Tepanii npenapaTom CrocTepirany HacTymnHi XapakTepy KpoBoTed: ameHopes (1,7 %), HeyacTi KpoBoTeui (27,2 %), vacTi kposoTeui (13,4 %),
HeperynspHi KposoTeui (35,2 %), Tpueani KposoTeui (38,3 %), HopMasibHa MeHCTpYyasibHa KpoBOTeYa, TOO6TO XOoAHa 3 nornepeaHix kateropin (19,7 %). MpoTtarom
YeTBEPTOro 3BITHOrO Nepiofy CrnocTepiraMcs HacTYMHI XapakTepy KpoBOTed: ameHopes (28,2 %), HeuyacTi KposoTeui (24,2 %), yacTi KposoTedi (2,7 %),
HeperynspHi kposoTeui (21,5 %), Tpmeani kposoTeui (4,0 %), HopMasibHa MeHCTpYya/ibHa KPOBOTEYa, TOOTO fKa He HaNeXMUTb [0 XXOAHOT 3 MonepefHiX KaTeropin
(22,8 %). Mnwe iHoAi NOBIAOMASANM NPO 3MiHW XapaKTepy MEHCTPYa/lbHUX KPOBOTEY SIK MPO NOGIYHI peakuil y nayieHToK (41B. Tabnmuto No6GiYHMX peakLii).



Y T1abnuui 1 3a3HayeHi NobivHi peakuii BignosigHo Ao Knacugikayii MedDRA (MedDRA SOCS), npo fKi NOBIAOM/IANOCA Nif Yac NiKyBaHHA AIEHOreCcToM, Ta iX

YacToTa.

Y Mexax KOXHOI rpynu nobiyHi ediekTn 3a3HaveHi y nopsagKy 3MeHLLeHHs 4acToTu: vacto (Big = 1/100 go <1/10) i HeuacTo (Big = 1/1000 fo <1/100). YacTtoTa
BU3Ha4yeHa Ha nigcrasi 06’ e4HaHNX JaHUX YOTUPbLOX KNIHIYHUX AOCNIIKEHD.

Cuctemu opraHis
(MedDRA)

YacTo

HeuacTto

3 60Ky cucTemu KpoBi Ta
niMhaTUYHOT CUCTEMU

aHemis

MeTab60oni3M Ta nopyLUeHHS
06MiHy peyoByH

NiABULLEHHS Macy Tina

3HMDKEHHS Macu Tina, NigBULLLEHNIA
anetuT

McuxiyHi posnagu

MPUrHIYeHWn HaCcTpIN,
MOPYLUEHHS CHY, HEPBO3HICTb,
3HWKEHHSA Nibifo, 3MiHN
HacTpoto

3aHerNnoKOEHHS, fenpecis, NabifbHICTb
HacTpoto

3 60Ky HEpBOBOT CUCTEMM

rOMI0BHWI 6iNb, MirpeHb

MOPYLUEHHS BEreTaTUBHOI perynsuii,
MOPYLLEHHSA yBaru

3 60Ky opraHis 30py

CyXiCTb 0uei

3 60Ky opraHis cnyxy Ta
BECTMOYNSPHOro anapaTy

A3BiH Yy ByXax

3 60Ky cepus

HecneymivHi UMPKYNATOPHI po3naau,
rMocueHe cepLebunTTs

3 60Ky cyauH

apTepiasibHa rinoTeH3sis

3 60Ky AnxanbHOT cucTemu,
opraHiB rpyAHol KNiTK1 Ta
CepefoCTiHHA

AVCIHOE

3 60Ky LLTYHKOBO-KMLLIKOBOTO
TpakTy

Hyfo0Ta, 6iNb Y XXMBOTI,
MeTeopusM, 34yTTH XMBOTA,
61t0BaHHA

Aiapes, 3arnop, AMCKOMQOPT Y YepeBHii
MOPOXHUHI, 3ananeHHs
LLI/TYHKOBO-KULLIKOBOTO TPaKTY, MHIIBIT

3 60Ky LUKIpW Ta MigLWKipHOT
KNI TKOBVHW

akHe, anonewis

CyXIiCTb LUKipW, rineprigpos, ceepoix,

ripcyTm3m, OHiXoKnasis, nyna, 4epMatuT,

MOPYLLEHHSA POCTY BOJIOCCH, peakuii
(hOTOYYTNMBOCTI, 3MIHW NirMeHTauil

3 60Ky OnopHO-PYX0BOT
CUCTEMWN Ta cnonyyHol
TKaHWHW

6iNb y CNvHI

6inb y KiCcTKax, M’S30Bi cyaomu, 6inb y
KIHUiBKaX, BIAYYTTA TSHXKKOCTI Y
KiHLiBKax

3 60Ky HMPOK Ta
CEeYoBUINbHOT CUCTEMM

IH(PEKLiA CeYOBUBIAHMX LLUNIAXIB

Tabnuus 1



3 60Ky penpoayKTUBHOI ANCKOMMOPT Y MOMOYHUX BariHabHWIA KaHAWA03, CYXiCTb BY/IbBY

CUCTEMW Ta MOJIOYHMX 3a/103 | 3a/103aX, KiCTa SEHYHUKIB, Ta MixXBW, BUAINEHHSA 31 CTaTEBUX
NPUNINBKU, MaTKOBI/ BariHa/ibHI | OpraHis, 6i/b Y AiNgHLUi Manoro Tasa,
KpoBoTeuli, aTpohiYHMIA BY/IbBOBATIHIT, 36i/IbLLEHHA
B T.4. KPOBOMa3aHHS MOJIOYHUX 3a/103, KICTO3HO-(Pi6PO3HI

3aXBOPIOBAHHA MOJIOYHMX 3a/103,
Harpy6aHHs MO/IOYHMX 3a/103
3arasibHi po3nain Ta MiCcLeBi | aCTeHIYHI CTaHW, ApaTIBAMBICTL | HABPAK

peakuii

Takox criocTepiranncs Taki nobiyHi peakwuii: MepCMCTEHLIA (ONIKYNIB, MIABULLEHHA aneTuTy, peakuii rinepyyTanBocTi.

IHLWI cepio3Hi NOGIYHI peakLil cnocTepiran nNif Yac 3aCTOCyBaHHS CTEPOIAHMX CTaTEBMX FOPMOHIB NporectoreHis (AmB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS»):
BEHO3HI Ta apTepiasibHi TPOMO0eMOONIYHI MOPYLLEHHS, apTepiasibHa rinepTeH3id, IH(MapKT MioKapAa, IHCY/IbT, HOBOYTBOPEHHA MOIOYHMX 33103, MYX/IMHU MEYiHKMU,
BIZUYTTA AUCKOMMOPTY Y CMUHI, X/10a3Ma, X0/eCcTaTuyHa XOBTAHMLA, OCTEOrNopo3 (AMB. HUXYE), 3MIHW TOMEPaHTHOCTI 40 T/IFOKO3M abo BMN/IMB Ha MepUepUYHy
IHCYNIHOPE3UCTEHTHICTb.

3HmKeHHss MLLIKT

3acTocyBaHHA fieHorecty nignitkam (12-18 pokiB) nNpoTArom nepiogy NikyBaHHA 12 MicAuiB acouitoBanocs 3i 3HVKEHHAM CepefHboro 3HadeHHs MLLUKT y
nonepekosomy Biadini xpeota (L2-L4) Ha 1,2 %. MNicng npunuHeHHs NikyBaHHA MLLKT nigsuiLyBanacst 3HOBY Y LMX MaLieHTIB.

3BiTYBaHHS MPO MOXAMBI MNOOIYHI peakL,ii

BaxknBo NoBifOMASTY MPO MOXMBI NOGIYHI peakuii Micnsa 403BONY NIKAPCLKOro 3acoby. Lie A03B0ONse NPOBOAUTM NOCTIAHUIA KOHTPO/b 6aiaHCy KOPUCTI Ta pUsnKy
NniKapcbKoro 3acooy.

Y pasi BUHUKHEHHS HebakaHUX NPosBIB, NOGIYHMX peakLiil abo y pasi BifICYTHOCTI TepaneBTUYHOI Aii HeobXigHO NoBiLOMUTK 3a agpecoto TOB «AnBoreH YkpaiHa,
02660, M. KniB, bpoBapCbKuiA NPOCMEKT,

5 W, Ten./hakc +38 044 517-75-00, enekTpoHHa agpeca pharmacovigilance@alvogen.com

TepmiH NpUAATHOCTI. 2 POKMW.

YMoBW 36epiraHHs.

He noTpebye cnewiasbHUX YMOB 36epiraHHs.
36epiratn y HeaOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.
Mo 14 Tabnetok y 6nicTepi. Mo 2 a6o no 6 6iCTepiB Y KaPTOHHI NavLi.

Karteropis Bignycky. 3a peLenTom.

Bupo6HMK.
Xaynt ®apma MioHcTep M6 X.


mailto:pharmacovigilance@alvogen.com

Micue3HaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiKeHHS Moro AisnibHOCTI.
LLIneebptorreHkamn 15, 48159 MioHcTep, HimeyunHa.



