IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®EMOCTOH® KOHTI

(FEMOSTON® CONTI)

Cknao:
0itoui peyosuHU: eCTPadioN; TUAPOTECTEPOH;

1 TabneTka MiCTUTH €CTPadioy TeMirigpaTy, MiKpOHi30BaHOTO, III0 €KBiBaJIEHTHO ecTpafiony 1 Mr;
OUOPOTeCTEPOHY, MIKPDOHI30BaHOI'O 5 MT;

JonomiocHi peyo8uHuU: JTaKT03a, MOHOTriapaT; rimpoMeno3a (HPMC 2910), kpoxmanb KyKypyA3sHUH,
KPEMHiI0 MioKCH[ KONOoigHui 6e3BOMHUM, MarHilo cTeapar;

naiskose nokpumms: 3MilllaHe naiBKoBe NOKpUTTd Orange 1 (momietunenrmnikons 400, rimpomenosa
(HPMC 2910), 3amiza okcup xkoBtuii (E 172), 3amiza okcup yepBouuii (E 172), Tutany giokcup (E
171)).

JIikapcbka ¢opma. TabmeTKH, BKPUTI ITiBKOBOIO 000JI0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: KpyTiia IBOOIYKJIa, BKPUTA IIJIiIBKOBOIO 000JIOHKOIO OpaHKeBo-
POXKEeBOr0 KOJIbopy TabeTKa 3 MapKyBaHHAM «379» 3 omHOro 00Ky. [liaMmeTp 7 MM i Maca TabieTKu -
npu6bnusuo 144 wmr.

dapMakoTepaneBTHYHA rpyna. [Ipemnapartu s TiKyBaHHS 3aXBOPIOBaHb CEUYOCTATEBOI CUCTEMHU
Ta cTaTeBi ropMonu. [Iporecrarenu B Kom0OiHallii 3 ectporeHamMu. [IuiporecTepoH Ta ecTporeH. Kop
ATX GO3F Al4.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

EcTpagion

AKTUBHUY KOMIIOHEHT 17[8-ecTpamion XiMiuHO Ta OionoriyHo momiOHUM 10 IPUPOOHOTO XKiHOYOTO
CTaTeBOr'0 TOPMOHY eCcTpapiony. BiH 3aMmiliye BTpaTy IPOAYKYBaHHS BJIaCHOT'O €CTPOTeHY Y XKIiHOK y
Iepion MeHOIlay3u Ta II0JIeTIlye CUMIITOMUA MeHOIIlay3H.

EcTporenu 3ano0iraioTh BTpaTi Macu KiCTKOBOI TKaHUHU IIiC/IsT MeHOMay3u abo oBapieKToMil.



Onn porecrepon

[upporecTepoH - 1je aKTUBHUY 1Y IepOPaJIbHOMY IIPUUOMI IporecTareH, fid SKOoro nopiBHAHA 3
[i€10 IPOreCTePOHY, 110 BBOOUTHCS ITapeHTEePaibHO.

Y 3B'I3Ky 3 TUM, 1110 €CTPOTEHU CTUMYJIIOIOTh PICT €HOOMETPis, K0 He 3aCTOCOBYETHCS
IporecTareH, BOHY IMigBUINYIOTh PU3UK TillepIyiasil eHgoMeTpis i KapiuuHoMu. [lomaBaHHS [0 Teparil
IIporecTareHy 3Ha4uHO 3HMXKYE iHOYKOBaHWM eCTpOreHaMy PH3HUK TinepIiasii eHmoMeTpis y KiHoK 3i
30epexkeH0I0 MaTKOIO.

JaHi KTiHIYHAX JOCTiTXKeHb
3meHWweHHA cumnmomMis degiuumy ecmpoeeHis i nosinweHHsA npoginio Kposomeu.
3MeHILeHHS CUMIITOMIB MEHOIIay3U CIIOCTEPIrajocs Mmif yac Nepimx OeKiTbKOX TUXKHIB JIiKyBaHHS.

AwmeHopesi (6e3 KpoBOTeY Ta KPOB'STHUCTHUX BHMiNEHb) criocTepiranach y 88 % xiHok nporsrom 10-12-
ro MicsilliB JikyBaHHSA. HeperynsapHi KkpoBoTedi Ta/abo KPOB'THUCTI BUMIIEHHS 3’ IBIAINCH ¥ 15 %
JXKIHOK NIPOTATOM Iepiuux 3 MicauiB nikyBaHHA Tay 12 % -y 10-12-i1 micsani nikyBaHHS.

[TpodinakTriKa 0CTEONOPO3Y

HediuT ecTporeHis micyisg HaCTaHHS MeHOIIay3H MOB'sI3aHUM 3 MiABUIIEHHIM Pe30p0ilil KiCTKOBOI
TKAQHUHY i 3MEHIIIeHHSIM KiCTKOBOI Macu. BIIJTMB eCTPOreHiB Ha MIiNbHICTL KiCTKOBOI TKAaHUHY €
[0303aIeKHUM. 3aXUCHUM e(DeKT eCTPOTeHiB [Ii€ TiIbKY Iif Yac iX 3acTocyBaHHA. [lic/ig NpUIUHEHHS
3aMicHOl ropMoHasnbHOI Tepamil (3I'T) mBUAKICTh 3MEHIIEeHHS KICTKOBOI MaCH € TaKOI0 X, IK 1y
XKIHOK, Kl He oflepXKyBaJii 3a3HauyeHy Teparliio.

Hani gocnimxkernas WHI (Women Health Initiative) i MeTaaHanis iHIIKXX HOCTigXXKEeHb CBiA4YaTh PO TeE,
mo 3actocyBaHHS 3I'T mepeBaxkHO 3MOPOBUM KiHKaAM Yy BUTTISAI MOHOTeparii ectporeHoM abo B
KoMOiHallii i3 mporecTareHoM 3HKWXKY€E PU3UK IIEPeIOMiB CTerHa, XpeOIliB Ta iHIINX BU[IB ITIePEJIOMiB,
110 BUHKWKAIOTh BHACTIAOK ocTeonopo3y. 3I'T Takoxk MoxKe 3arnobiraTu mepenoMam y KiHOK 3
HU3BKOIO IIiIBHICTIO KICTKOBOI TKAHUHU Ta/ab0 OiarHOCTOBAaHKWM OCTEOIIOPO30M, ajle HaHi Ipo 1e
oOMexeHi.

[Ticns ogHOTO POKY JiKyBaHHS IIpenapaToM IIiIbHICTh KiCTKOBOI TKAHWHY Y ITOIIEPEKOBOMY Bifmimi
xpeOTa 3pocrasna npubnusno Ha 4,0 % + 3,4 % [cepenHe 3HaueHHs + cTaHAapTHe BigxuneHHs (CB)].
Y 90 % maiieHTOK IIibHICTh KiCTKOBOI TKAaHWHU 3pOCTasia a0o 3aiuilanack He3MiHHOI0 Ha T
JIIKyBaHHS.

®EMOCTOH KOHTI Takox BIIMBAaB Ha LIJIbHICTH KICTKOBOI TKAHMHU CTETHOBOI KicTKH. Ilicnd
O[IHOTO POKY HiKyBaHHsA npenapatoM ®PEMOCTOH KOHTI ImiNeHICTE KiCTKOBOI TKAHWHY IIMAKH
crterHa craHoBumna 1,5 % = 4,5 % (cepenne 3HauenHs = CB), nns Beptmiora - 3,7 % = 6,0 % (cepenue
3HauyeHHA * CB) i gnsa TpukyTHuKa Bappca - 2,1 % + 7,2 % (cepense 3HaueHHs + CB).

BimcoTok XkiHOK, y SKUX criocTepiranucs 36epexkeHHs a00 30ibIIeHHS UIiIPHOCTI KiCTKOBOI TKAHUHU
B IIUX TPBHOX [iJITHKAX CTETHOBOI KiCTKH IiCJIs JTiKyBaHHS IperapaToM O®EMOCTOH®KOHTI,
cta"HoBuB 71 %, 66 % ta 81 % BigmoBigHO.

dapmaxoKiHemuxka.

EcTpagion



BcMOKTYBaHHS

BcMmOKTyBaHHS eCTpafionny 3aJeXUTh Bil pO3Mipy 4acTOK: MIKDOHI30BaHUU €CTPafioll MIBUAKO
BCMOKTYETBHCS 31 IIJTyHKOBO-KUILKOBOI'O TPAKTY.

Y Tabnuii npepncTaBieHO CepenHi MOCTikHI papMaKoKiHeTHYHiI MOKa3HUKM ecTpafiony (E2), ecTpony
(E1) Ta ectpony cynbdaty (E1S) ons KoxkKHOI 103U MiKpPOHiI30BaHOTO €CTPAIioNy.

ITani mpencTaBineHi K cepenHi (SD).

Ecmpadion 1 me

E2 El [TapameTpu E1S
C ooy (TIT/MIT) 71 (36) 310 (99) |C,. (ET/MTT) 9,3 (3,9)
Couin (TIT/MIT) 18,6 (9,4) 114 (50) |C,;, (r/Mn) 2,099 (1,340)
C., (ir/mn) 30,1 (11,0) 194 (72) |C,, (ar/™Mn) 4,695 (2,350)
AUC,,, (ir.rom/mm) 725 (270) 4767 AUC.,, 112,7 (55,1)
(1857) (Hr.rom/m)

Po3mnopin

EcTporenu MoOXKyThb 3yCTpidaTuCs Y He3B s13aHOMY a0 3B’si3aHOMY cTaHi. biu3bko 98-99 % mo3u
€CTpafiiony 3B’I3y€eThCS 3 MPOTeiHaMu Ija3Mu KpoBi, 3 skux 30-52 % - 3 anb0yMiHOM Ta O1M3bKO
46-69 % - 3 rnobymninoM, 110 3B’s93y€e cTaTeBi ropmonu (I'3CT).

BioTpancdopmariris

[Ticns mepopanbHOTO 3aCTOCYBaHHS €CTPafioN aKTUBHO MeTab0i3yeTbcss. OCHOBHUMMU

HEKOH I0TOBaHMMHU Ta KOH I0TOBaHMMU MeTa0oJIliTaMu € eCTPOH Ta eCTPOHY cynbdart. Lli meTabomitu
MOXKYTbh I'PATH POJIb B €CTPOTEHHIN aKTUBHOCTI 0e31mocepenHbo alo Mmicis TepeTBOPEHHS Ha
ectpapion. EcTpony cynbdaTr MoXKe IPOXOOUTH Yepe3 eHTepOTrenaTuuHy HUPKYIALI0.

BuBeneHHdA

Y cedi 0OCHOBHUMU CIIOJIyKaMU € IJIIOKYPOHIAY eCTPOHY Ta ecTpafniony. Ilepion HamiBBUBeneHHSA
ctaHoBuTh Bif 10 1o 16 rogun. EcTporeHu NpoOHUKAOTh Y TPYOHE MOJIOKO.

3aeXKHICTh Bifl JO3U Ta Yacy

[Tpu mogeHHOMY epopaJbHOMY IIPUMOMI IIpenapaTy KOHIeHTpalisl eCTpafAiosy Jocsarae
PiBHOBAXKHOTO CTaHy NPUOIKU3HO Yepe3 5 OHiB. YV OinbIIOCTI BUMAAKIB KOHIIEHTPALlil PiBHOBazKHOT0
CTaHy JOCATalThCA Y NIPOMIXKKY Bifl 8 0o 11 gHsa mpuiiomy.

[IngporecrepoH

BCcMOKTYBaHHS

[licrig mepopalbHOTO 3aCTOCYBaHHS OUAPOreCTEPOH LIBUOKO BCMOKTYeThC 3 T, Mix 0,5 Ta 1,5
TOOUHU.



Y HactynHii TabauIl IpencTaBieHo CepenHi IOCTiHI BCTAHOBIEH] papMaKOKiHETHYHI TOKa3HUKHU
oungporectepony (1) Ta purigpopuaporectepony (II'MT). NaHi npexgcTasieHi gk cepenHi (SD).

Iludpoz2ecmepoH 5 m2

i T
C o (HT/MIT) 0,90 (0,59) [24,68 (10,89)
AUC,, (ar*rop/mn) 1,55 (1,08) [98,37 (43,21)
AUC,,; (Hr*rop/mmn) - 121,36 (63,63)

[Ticnsa npuiioMy 0gHOPa30BOl [03U 13Ka 3aTPUMYE HOCATHEHHS IiKa KOHIIeHTpalil y mia3mi
IUIPOTECTEePOHY NpUOIN3HO Ha 1 TOAMHY, 10 IPU3BOAUTH [0 3HMKEHHS MIKOBUX KOHIIEHTpALill y
n1a3Mi guaporectepony npubnusHo Ha 20 %, He BIJIMBAIOUM Ha CTYIiHb €KCIIO3UIil AUAPOTeCTEPOHY

i T,
Po3mopin

[Ticnst mepopasibHOTO MPUUOMY AUAPOTECTEPOHY BUAUMMUI 06’€M PO3MOMiNY € 3HAYHUM i CTAHOBUTD
npubnuzno 22000 5. Juaporectepos Ta [OI']] 3B’s13y10ThCs 3 GinKamu myia3Mu Kposi 6ibi Hixk Ha 90
%.

BiorpaHcdopmartis

[Ticns mepopalbHOT0 BBEOEHHS OTUAPOTeCTePOH IIBUAKO MeTabomi3yeThes 3 yrBopenusm [, PiBHi
OCHOBHOT'0 aKTUBHOTO MeTaboiTy 20a-gurinpogunporecteporny (II'II) mocsAraioTs mika Yyepes Toiu
caMUM IIPOMiXKOK 4acy, 1o i puaporectepoH. Piai [II'[l y mia3mi KpoBi iCTOTHO BUIL IIOPIBHSAHO 3
BUXigHOIO crionykoi. BigHomenus AUC ta C,,, OI'[I 0o OUAPOreCTEPOHY CTAHOBIATEL OJIM3bKO 25 Ta
20 BipnoBigHO. CepenHiy KiHIIEBU Iepiof HamiBBUBeNeHH aunporectepory ta II'Il cTaHOBUTH
O0mu3bK0 15 roguwH. 3arajbHOI BIACTUBICTIO BCix MeTabo0IIiTiB € 30epexeHHs 4,6-mieH-3-0H0BO1
KOH(irypaiiil 109aTKOBOI CIIOJIYKHX Ta BifCyTHICTh 170-TigpOKCUIOBaHHSA. [IMM TOSCHIOETHCS
BiICyTHICTh €CTPOTE€HHOT0 Ta aHAPOTEHHOT0 e(PEKTiB UAPOTECTEPOHY.

BuBeneHHsa

[licns nepopasbHOTO NPUKXOMY Mi4e€HOTO JUAPOreCTEPOHY B CepeaHboMY 63 % m03U BUBOOUTHCS 3
ceder. Bumumuii 3aranbHUM II7ITa3MOBUY KJTIIPEHC AUAPOTEeCTEPOHY B OPTaHi3Mi € BUCOKHUM i
cTtaHoBUTH nmpubau3Ho 20 j1/xB. [IoBHE BUBEAEHHS 3MiMCHIOETLCS IPOTAroM 72 ropu. [II']] mpucyTHiN
y cedi ImepeBaXkKHO Y BUTJIAAI KOH'IOTaTy 3 TIIOKYPOHOBOIO KUCIOTOIO.

3aeXKHICTh Bifl JO3U Ta Yacy

dapmakoKiHeTHKa IIPH OHOPAa30BOMY Ta 0araTopa3oBOMY 3aCTOCYBaHHI Mae€ JIiHINHKN XapaKTep y
miama30Hi mepopanbHUX 103 Bif 2,5 mo 20 Mr. [TopiBHSHHS KiHETUKHA OOHOPA30BOI Ta OaraTopa3oBUX
[03 IoKa3ye, o (hapMaKoKiHeTHKa aupporectepory ta [II'[l He 3MiHIOETHCS y Pe3yIbTaTi
IIOBTOPHOTO 3aCTOCYBaHHS. YMOBU PiBHOBaXKHOTO CTaHy 3a3BUYal JOCATAIOThCA Iicisa 3 AHIB
JIIKyBaHHS.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

3aMicHa ropMmoHasnbHa Tepamis (3['T) ans ycyHeHHA CHMIITOMIB, 3yMOB/IEHUX [Ae(dillUTOM €CTPOTreHiB y
JXKIHOK Y MeHOIlay3HuUi 1epiof, He paHille HixX yepe3 12 MicsIiB 3 MOMEHTY OCTaHHLOI MEHCTpPYallii.

[TpodinakTka 0CTEONOPO3Y y KIiHOK y IOCTMEHOIIay3HUY NEePiof IPU BUCOKOMY PU3UKY IIEPETIOMIB.
®EMOCTOH® KOHTI cmin 3aCTOCOBYBATH IallieHTaM JIUIIE Y pa3i HermepeHocuMocTi abo HasBHOCTI
IIPOTUIIOKA3aHb I 3aCTOCYBaHHS IHIIKX JIIKaPCHKUX IIpenapaTiB Ayl TPo(iTaKTUKKA 0CTEOIopo3y
(muB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

Iocsin nikyBaHHS KiHOK BiKOM IOHap 65 poKiB 0OMeKeHUH.

IIpomunoka3aHHs.

- [iarHOCTOBaHUY y MUHYJIOMY, HasgBHUY a00 Iif03ploBaHUM pak MOJIOUHUX 3aJ103;

- BCTaHOBJIEHi a0o Migo3pioBaHi €CTPOreHUYTINBI MyXJIWHU (HAIpPUKIIa[ pakK eHIoMeTpis);
- BCTaHOBJIEHi a0o Migo3pioBaHi IporecTareHUYyTAUBI MyXJIWHY (HaIpUKIIaA MeHiHTioMa);
- BariHayibHI KPOBOTEYi He3'ICOBAHOI'0 TEHe3Y;

- HeJIiKOBaHa TinepIiiasis eHqoMeTpis;

- BeHO3Ha TpoMbGoeMOoIis, HasiBHA 3apa3 a00 B aHaMHe3i (TpomM0603 rimubOKUX BEH,
TpOoMO0eMOOTisl IeTeHeBUX apTepii);

- HasBHICTH TpoMOODimiuHuX po3namiB (Hampukiag gmedinut nporeiny C, mpoTeiny S a6o
aHTUTPOMOiHY, IUB. Po3ain «OcoONMMBOCTI 3aCTOCYBaHHS»);

- roctpe a00 HemaBHO MepeHeceHe TpoMOoeMOOTiuHe 3aXBOPIOBAHHS apTePil (HanpuKiaf
CTeHOKapHis, iHhapKT Miokapaa);

- rOCTPe 3aXBOPIOBaHHS MeYiHKK a00 3aXBOPIOBAHHS MMEYiHKKM B aHAMHE3i, SKIIO0 MOKAa3HUKHU
GyHKIII Te4iHKY He HOpMaJli3yBaJlucs;

- nopogipis;
- BiOMa TinepyyTIuBiCTh [0 [il0YKUX pedoBUH ab0 Mo OyAb-5SKOI 3 JOTIOMiIXKHUX PEYOBUH

JiKapCchbKOro 3aco0y.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

[ocnigKeHHs MTiKapChKUX B3a€EMOiil HEe TTPOBOAMIIH.

EbeKTUBHICTL €CTPOTeHIB Ta IPOrecTareHiB MOoXKe IOPYIITYBATUCA.



- MeTabo01i3M ecTpoTeHiB (Ta mporecrareHiB) MoXe IIOCUIIOBATHCS IIPX OMHOYACHOMY 3aCTOCYBaHHI
PEYOBUH, SIKi 30aTHI iHAYKyBaTH GepMEHTH, 1110 6epyTh y4acTh y MeTabomi3Mi JlikapchKux 3acobiB.
Le 30kpema cTocyeThcs dhepmeHTiB P450 2B6, 3A4, 3A5, 3A7. [1o TaKUX PEYOBUH BiTHOCSATHCS
IPOTUCYHNOMHI 3acobu (peHobapbitan, kapbama3serniH, GpeHiTOIH) Ta aHTHOAKTepiaIbHI/IPOTUBIPYCHI
3acobu (Hanpukian pudamminuH, pudabyTuH, HeBipanil, edaBipeH).

- He3Baxatouu Ha Te, 110 puTOHAaBIip i Hendinagip BigoMi gk nmotyxHi iuribitopu CYP450 3A4, A5, A7,
BOHM HaCIIPaBi MalOTh iHAYKYOUKii eeKT IIPH OMHOYACHOMY 3aCTOCYBaHHI 3i CTEpOITHUMU
TOPMOHaMH.

- PocnuHHI IpenapaTy, KOMIIOHEHTOM SIKUX € 3Bipo6iii mepdopoBanuii (Hypericum perforatum),
MOXKYTb TaKOXK ITOCUJIIOBATH MeTab0JI1i3M eCTPOreHiB (Ta MporecTareHiB) Ipu MPOXOAXKeHHi yepes
CYP450 3A4.

- KniniuHo, nigBumeHni MeTabo1i3M eCTPOTEHIB Ta IPOreCTareHiB MOXKe BUPaXKaTUCS y 3HUKEHHI
e(ekTUBHOCTI i 3MiHi TPOGiT0 KPOBOTEY.

Bnnus 3I'T 3 ecTporeHaMu Ha iHII JTiKapchKi 3acobu

Byrno noka3ano, 1110 TOpPMOHAaIbHI KOHTPALENITUBHY, IIJ0 MiCTATh €CTPOTEHHU, IPU OHHOYaCHOMY
3aCTOCYBaHHi 3 TaMOTPUIXKUHOM 3HAYHOIO Mip0I0 3HUXKYBAJIX HOTO IIJITa3MOBi KOHIIEHTpAaIlil
BHACJIiOOK CTPUMYJIALII TMIIOKYPOHifallil 71aMoTpuaXuHa. Lle Moxke 3MeHIIyBaTH KOHTPOJIb Haf
HallafoM. Xo4a MOTEeHI[IMHa B3a€EMOig MiXK 3aMiCHOI TOPMOHAJIBHOIO Tepali€o Ta TaMOTPUAXKUHOM
He BUBYaJach, 0YiKyBaHO, 1110 iCHye mofiOHa B3aeMOis, ika MOXKe IIPU3BOJUTH 0 3MEHIIIEHHS
KOHTPOJTIO Hafl HallafIoM Y KiHOK, SIKi OHOYaCHO MIpHMaloTh 00MABA IIpernapaTH.

dapMakomMHAMIYHI B3aEMOIi1

[Tig yac kniHiYHUX mocimXKeHb NTiKyBaHHS Bipycy renatuty C (BI'C) kombiHatri€io
oMmbiTacBip/mapuTanpeBip/puToHaBip 3 facabyBipom abo 6e3 HHOTO ITEePEBUILIEHHST BEPXHBOI MeXKi
HOPMH piBHS anaHiHamiHoTpaHchepa3u (AJIT) GinbIe HiXK y 5 pa3iB 3HaYHO YacTillle CIIOCTepiranocs
y XKIiHOK, fKi 3aCTOCOBYBAJIX JIiKapChKi 3ac00H, 110 MiCTSATh €THUHINECTPaiosn, TaKi K KoMOiHOBaHi
ropMmoHasbHi KoHTpatenTusy (KI'K). V xiHOK, sSKi mpuiiMany mikapchKi 3aco0u, 110 MiCTSTh iHIII
€CTPOTeHH, HiXK eTUHiNIeCTPafios, Taki sIK eCcTpafdion, CTymiHb migBuiieHHs piBHsA AJIT OyB nomibHun
10 TAKOTO Yy XKiHOK, SIKi He OTPHMYBAJK JKOOHUX €CTPOTreHiB; OOHAK, 3 OTJIAy Ha 00MexkeHY KilbKiCTh
JXKIHOK, SIKi MpUKMaly iHIIi eCTPOreHH, HeoOXigHO JOTPUMYBaTHUCS 00€PEKHOCTI IPU OAHOYACHOMY
3aCTOCyBaHHI LIbOTO IIpenapaTy 3 KoMOiHOBaHOIO Tepalli€i
oM0iTacBipoM/mapuTanpeBipoM/puToHaBipom 3 acabyBipoM abo 6e3 HHOTO, a TAKOXK i3 Teparieio
riekanpesipoM/mibpeHTacBipoM (OuB. po3nin «Oco6IUBOCTI 3aCTOCYBaHHS»).

EcTporeHu MOXKYTh IepPEeIKOIKaTH MeTa00 1i3My iHIIKX JTiKapChKUX 3aco0iB

EcTtporenu MoxyTh npurHigyBatu ¢hepmentu CYP450, mo 6epyTh ydacTh y MeTabo01i3Mi JTikapChbKUX
3aco0iB, MIIX0M KOHKYPeHTHOI iHribinii. Lle ocobmuBo citif BpaxoByBaTH CTOCOBHO|IIOMO| TiKapChKUX
3ac00iB 3 By3bKUM TepPaleBTUYHUM iHIEKCOM, TaKUX SK:

- TakposiMmyc i nukimocnopuH A (CYP450 3A4, 3A3);
- henTanin (CYP450 3A4);
- reodinin (CYP450 1A2).

KniniuyHo 11e MOXKe IPU3BECTH [10 30i/IbIIEHHS 1JTa3MOBUX PiBHIB TAKUX PEYOBUH M0 TOKCUYHUX



KOHILIeHTpalii. TakuM YUHOM, MOXKe OyTU MOTPiOHUM PeTeNbHNUM MOHITOPUHT PiBHS JTiIKApCHKUX
3ac006iB TPOTATOM TPUBAJIOTr0 NEPIOAY, a TaKOXK 3MEHIIEeHHS N03U TaKpoliMycy, beHTaHiny,
IIUKJIOCTIOPUHY A Ta Teodiminy.

Ocob6 1ueocmi 3acmocy8aHHs1.

[l miKyBaHHSI CUMIITOMIB Ae(illUTy eCTPOTEHIB ¥ XKIiHOK y IIepiofi IOCTMeHOoNay3H, JIiKyBaHHS 3a
pornomoroo 3I'T cyif po3noYnHATH, TiIIBKY SKIIO I[i CAUMITOMU 3HAYHOK MipO0 HECIIPUSATINBO
BIUIMBAIOTh Ha SIKICTh XKUTTS. PerynsipHo HeoOXigHO TPOBOAUTH PETENIbHY OIIHKY KOPUCTI Ta PU3UKIB
3I'T, K MiHIMyM IIOPIYHO, 1 JIIKYBaHHSA OOLIPHO IPOLOBXKYBATH, TUIBKY AKI0 KOPUCTH IIEPEBULIYE
PU3UKU.

Hani mopno pu3ukis, nos’s3anux i3 3I'T mpu nikyBaHHI TepefyacHol MeHONay3u, o0MexeHi. OgHaK
3aBISKN HU3BKOMY PiBHIO aOCOJIIOTHOTO PU3UKY Y XKiHOK MOJIOAIIOTO BiKY CITiBBiTHOIIIEHHS KOPUCTI Ta
PU3HUKIB Yy TaKUX XKiHOK € Oi/IbIll CIIPHUSTINBUM, HiXK Y KiHOK CTapIIIOro BiKYy.

Menuyne OGCTe}KeHHHZHOEaHBIﬂe CIIOCTEPEKEHHA

[Tepen mouaTtkoMm 3I'T ab6o y pa3i HeoOximHOCTI moHOBNEeHHs 3I'T micst mepepBu HEOOXiOHO 3'sCyBaTH
IIOBHUI MeMUYHNM aHaMHe3 (BKJIIoYaouu ciMelHni anaMue3). ®i3ukanbie 00CTeXKeHHS
(BKITIO4aOUM TiHEKOJIOTiuHe 00CTEXKEHHS Ta 00CTeXKEeHHS MOJIOYHHUX 3a7103) HEOOXiTHO TPOBECTH,
BPaxOBYIOUM [aHi aHaMHe3y, IPOTUNIOKa3aHHS Ta 3aCTepeXKeHHs [0 3acTocyBaHHA. [1im yac
JiKYBaHHSI PEKOMEHIYETHCS ITPOBONUTH PETYIISIPHI OTJISAON, YacToTa i 00CAT IKUX BU3HAYAETHCS
inpuBinyansHo. 2KiHOK i moiHdopMyBaTH, PO SKi 3MiHU ¥ MOJIOUHUX 3aJi03aX HEOOXiTHO
IOBiHOMJISITH JTiKapeBi ab0 MeguuHilil cecTpi (IuB. Po3min HuXKYe «Pak MOJTIOYHOI 3aJI03U»).
OOcTexkeHHS, BKITIOYalOuy BiMOBiAHI MeTOmU Bidyarsi3allii, Hanpukiiag MaMorpadito, CIifl TpOBOOUTH
BiITIOBIgHO [0 iCHYI0YO0I MPAaKTUKM CKPUHIHTY, MOOu(}iKoBaHOI 3a7€KHO Bif] iHAUBiAyaTbHUX
KTiHIYHUX TOTPED.

3axXBOPIOBAHHS, TIPYU SKUX HEOOXiTHO CIIOCTEPIraT 3a CTAHOM MAalliEHTOK

[Tpu HasIBHOCTI OyAb-SKOTO i3 3a3HaYeHUX HUKYe 3aXBOPIOBaHb y laHUN MOMEHT, Y MUHYJIOMY Ta/a60
ix moripieHHi y nepiofn BariTHOCTi abo nonepegHLOI TOPMOHAIBHOI Tepalil, malieHTKaM CIIif
nepeOyBaTH IiJ peTeIbHUM CIOoCTepexkeHHSIM. HeoOximHO MaTH Ha yBa3i, IO Ii CTAaHU MOXKYTh
peluauByBaTH abo ix mepeGir moripuyBaTics mif 4ac JaiKyBaHHs npenapatoM ®PEMOCTOH® KOHTI.
Ilo HUX HanexaTs:

§ metiomioma (MiomMa MaTKu) ab0 eHIOMEeTPio3;
§ (akTopu pu3uKy TpoMOGOEeMOOJTiYHUX 3aXBOPIOBAHb (IUB. HUXKYE);

§ (akTOpH PU3UKY €CTPOTEHUYTIUBUX IIyXJINH, HAIPUKJIQ[ IEPIINN CTYIiHb CIIafIKOBOI CXUJILHOCTI
[0 PaKy MOJIOYHOI 3a103Y;

§ apTepianbHa rinepTeH3id;
§ 3axBOpIOBAHHS MEYiHKYU (HalpuUKIajd, afeHoMa MediHKH);
§ uykpoBu# miabeT i3 CyguHHUMU YCKIagHEHHSIMU abo 6e3 HUX;

§ KOBYHOKAM'siHa XBOp00a;



§ wmirpeHsb ab0 (CUNTbHUM) TOJIOBHUM Oiflb;

§ cucTeMHUM YepPBOHUM BOBYaK;

§ rimepmma3zisg eHOgOMeTpisS B aHaMHe3i (IUB. HUXKYE);
§ erminencis;

§ OponxiaJbHa aCTMa;

§ 0TOCKIIEDO3;

§ MeHiHrioma.

HQI/I‘-II/IHI/I OJISA HerauHoro IIPUTIMHEHHA Tepanii

3aMiCHy TOPMOHAJIBHY Tepaio HeoOXifHO IPUIUHUTH HeraliHO y BUNa[IKy BUSBIEHHS
ITPOTUIIOKA3aHHS, @ TAKOXK Y TAKUX CUTYaIlisIX:

§ mosBa XKOBTSIHHUIIL ab0 MOPYyIIeHHS PYHKII eYiHKY;
§ 3HayHe MiOBUIIEHHS apTEPiaIbHOIO0 TUCKY;
§ mosiBa BIIepIIe MirpeHemnogiOHOTro roJIOBHOTO 60JIIO;

§ BariTHICTE.

linepnnasig eHOOMETPisd Ta KapuuHOMa

Y XiHOK 3 HEeBUaI€HOI0 MaTKOI0 PU3UK BUHUKHEHHS TilepIiia3ii eHOoMeTpis Ta KaplIUHOMHU
MigBUINY€EThCS puU TpuBaiiv 31T TinbKYU ecTporeHamu. [lomiyeHe 3pOCTaHHS PU3UKY pPaKy
€HIOMEeTPiA cepef XKIHOK, SIKi MPUUMalOTh TiIbKY IIpelapaTyh eCTPOTeHy, KOJIUBA€EThCA Bif 2 1o 12
pasiB MOPIBHAHO 3 TUMH, XTO He IIPUKMAE 1X, 3aJIe2KHO Biff TPUBAJIOCTI JIiKyBaHHS Ta NO3U €CTPOreHYy
(ouB. po3min «I1o6iuHi peakiiii»). ITicys IpUNIMHEHHS MiKyBaHHS PU3UK MOXKe 3a/IMIIaTUCS
IigBUILIIEeHUM NIpUHaUMHI IpoTaroMm 10 pokis.

[lukniuHa KoMOiHallig IpenapaTy eCTPOTeHy 3 TporecTareHoM MPOTATOM IprHaiMHi 12 gHIB Ha
Micsilib/Ha 28-meHHUM IUKII a00 Oe3nepepBHa KOMOiHOBaHa eCTPOreH-IIPOTeCTareHoBa Teparis y
JXKiHOK 3i 36epeKeH00 MaTKOI0 3arnobirae HagMipHOMY PU3UKY, aCOIiOBAHOMY i3 3aCTOCYBAHHSIM
TiJIbKU €CTPOTEHY.

[TpoTsArom mnepumux MicsiB JTiKyBaHHS MOXYTh BUHUKATU TPOPUBHI MAaTKOBiI KPoBOTEYi ab0
KPOB'STHUCTI BUiNIEHHS. JKI0 BOHM BUHUKAIOTh Yepe3 OesiKUH 4ac ITicIIs MoYaTKy JIiKyBaHHS a0o
TPUBAIOTH IiC/ISI IPUNIMHEHHS Tepatil, HeoOXigHo 3'sacyBaTu iX mpuuyuHy. Lle Moxke BKITI0YaTH 6iorciio
€HIOMEeTPis [JIs BUK/IIOYEHHS 3/105IKiCHUX HOBOYTBOPEHE.

Paxk MoJ104HOI 3251031

Yci HagBHI faHi TOKa3yl0Th MigBULIIEHUN PU3UK PaKy MOJIOYHO! 3aJI03H Y XKIHOK, SIKi IPUUMAaIOTh
KoMOiHOBaHY ecTporeH-nporectareHoBy 3I'T abo Tinbku ectporeroBy 3I'T. 1le#t pu3uK 3a7eKUTH Bif
TPUBAJIOCTI 3aCTOCYBaHHS.

KombiHoBaHa ecmpozeH-npo2ecmazeHo8a mepanis



4K pangomizoBaHe myane00-KOHTPOIbLOBAHE NOCHIIKeHHS «IHilliaTUBY 3apagyu 300POB’ ST XKiHOK»
(Women’s Health Initiative Study - WHI), Tak i MeTaaHasi3 MPOCIEKTUBHUX €IigeMiOIOTiYHUX
OOCIiKeHb Y3roKeHO IMOKa3aslu MMiABUIEeHUM PU3UK BUHUKHEHHS PaKy MOJIOYHOI 321031 Y XKIiHOK,
SIKi 3aCTOCOBYIOTH KOMOiHOBaHY ecTporeH-nporectareHoBy 3I'T. [TigBuilleHu# pu3UK CTA€ BUIUMUM
npubnu3no micns 3 (1-4) pokie (guB. po3nin «IT1obiuHi peakirii»).

Monomepanis ecmpo2eHoM

Hocnipxenass WHI He BUSIBUIIO MiABUINIEHHS PU3UKY BUHUKHEHHS PaKy MOJIOYHOI 3a1031 Y KIHOK
micnsa ricTepeKkToMil, ki mpuiiMaTh 3T i3 3aCTOCYBaHHSIM TiJIbKM €CTPOTeHy. B
eKCIepUMeHTaIbHUX AOCIIIXKEHHX IIepeBakHO MOBIIOMIIANIO0CS PO He3HaYHe IMiABUILIEHHS PU3UKY
IiaTHOCTYBaHHS PaKy MOJIOYHOI 3a7I03U, SIKUM € CYyTTEBO HUXKYUM, HiXK V MAIliEHTOK, SKi MPUAMAIOTh
KoMOiHallii ecTporeHiB Ta mporectareHis (ous. po3ain «[To6iuHi peakii»).

Pe3ynbraTi MaciiTabHOTO MeTaaHali3y IMoKa3aJjly, 0 MMicas TPUNUHEHHS TiKyBaHHS MigBUIIEeHUN
PHU3HK 3 YaCOM 3HU3UTHCS, @ YacC, HeoOXimHMI 71T TTOBePHEHHS OO0 TOYAaTKOBOTO PiBHS, 3a/I€3KUThH Bifl
TPUBAJIOCTI monepeaHboro 3actocyBanusa 3I'T. Y Bunaakax, konu 3I'T 3aCTOCOByBanach IPOTATOM
OinbIrie 5 PoOKiB, pu3UK MoxKe 36epiratucs npotsirom 10 pokiB abo mosie. JIiKyBaHHS 3@ JOTIOMOT'OI0
3T'T, oco6mmBO KOMOiHOBaHa €CTPOTeH-IPOrecTareHoBa Teparllis, TifABUINY€E IIiTbHICTh
Mamorpadiuaux 300paxkeHb, 10 MOXKe HeraTHBHO BIJIMHYTH Ha PafiosioridyHe BUSBIIEHHS pPaKy
MOJIOYHOI 3a7103H.

Pak sieuyHUKiB

Pak sieyHMKiB BUHHMKA€E 3HAYHO Pifillle, HiXK paK MOJIOYHOI 3ai103u. EmifmemMionoriuxi mani, oTpuMasi B
pe3ybTaTi MUPOKOro MeTaaHaslily, 3aCBIAYUIN Oelll0 NiABUIIEHUN PU3UK Y KIHOK, SKUM
3aCTOCOBYIOTh MOHOTEPAIIi0 ecTporeHoM abo KoMOiHAIliI0 eCTPOTEeHY 3 MPOTrecTareHoM SIK 3aMiCHY
TOPMOHAJIbHY Tepallilo; [ley pU3UK IPOABIIAETLCA IIPOTATOM 5 POKIB 3aCTOCYBaHHS Ta 3MEHIIYETHCS 3
9acoM IIicNig IpUNUHeHHA Tepamil. [lesdxki iHII JocIifXKeHHs, 30KpeMa gocnigxkenss WHI|,
CBim4aTh|3acBiguyioTh|, 110 3acTocyBaHHS KoMOiHOBaHUX 3I'T Moxke OyTH IOB’si3aHe 3 TAKUM CaMUM
abo [eIo HUKYUM PU3UKOM (IUB. po3min «[1o6iuni peakirii»).

BeHosHa TpomM6oeMOoITis

3I'T noB'sizana 3 1,3-3pa30BUM MiIBUILIEHHSIM PU3UKY PO3BUTKY BeHO3HOI TpoMbGoeMOortii (BTE),
TOOTO TPOMOO3y IrTuOOKUX BeH abo eMOOIil lereHeBUX CyouH. BUHUKHEHHS TaKOol IaTooril HaibinbIm
BiporigHe MpoTATOM IepiIoro poky mpoBeneHHs 3T, aHixk mi3Hime (ouB. po3gin «[1o6iuHi peakmii»).

[TauieHTKY 3 BigoMUMU TPOMOODiTiuHUME YCKIagHEeHHSIMY MaloTh migBuinenuit pusuk BTE, i 3I'T
MOXKe J0aTKOBO 30inbIlyBaTH Liel pu3uK. ToMy 3aMicHa TOpMOHaIbHA Tepallid IPOTUIoOKa3aHa MOjis
ITi€el TPYTH MAIliEHTOK (OUB. po3min «IIpoTUIIOKa3aHHS»).

3arasibHOBU3HAHUMHU (haKTopaMu pu3uKy po3BUTKY BTE €: 3acTOCyBaHHST €CTPOTeHiB, CTapIIui BiK,
BeJIMKi Xipypriusi BTpyYaHHs, TpuBaja iMMo6inisamis, oxupinasa (IMT > 30 kr/m’),
BaTiTHICTH/MICIIAIIONOTOBU TTEPiON, CUCTEMHUM YepBoHUY BoBYaK (CUB) i pak. €muHOI IyMKH OO0
POJIi BApUKO3HOTO PO3LIMPEHHS BeH y Po3BUTKY BTE He icHye. K i gyig BCiX miciasgonepaniiHux
nalieHTiB, HeoOXigHO BXKUTH 3ano0ixkHi 3axonu ajs monepemxenus BTE micns xipyprigunoro
BTPy4YaHHS. fAKIIO Iics MIaHOBOI Omepallii 04iKyeThCa TpUBasa iMMo0ini3allis, peKOMeHIy€EThCS
tuM4YacoBe npunuHeHHs 3T 3a 4-6 TUXKHIB [0 OIIePaTUBHOTO BTPy4YaHH4. JIiKyBaHHS MOXKHa
IIOHOBIIIOBATH, TiIIBKU KOJIU XKiHKa MMOBHICTIO BITHOBUTH CBOIO PYXJIUBICTD.

Kinkam 6e3 BTE B aHaMHe3i, ajie 3 HagBHICTIO ¥ POOWYiB MEPIIOT0 CTYIEHS POOUHHOTO 3B SI3KY



TpoMOO03y B MOJIOOMY Billi, MOKHA 3allpPOIIOHYBaTH CKPUHIHT IiCJIsI PETeIbHOT0 0OTOBOPEHHS HOT0
o0MeXeHb (IPU CKPUHIHTY BUSBINSIOTH TiTbKY YaCTUHY TPOMOOGimiuHUX po3/IafiB).

Axmo ineHTH(}iKOBAHO BPOIXKEeHUN TPoMOOGiTiuHNN Po3/af, SKUi CYIIPOBOAKYETHCSI TPOMOO30M y
yjeHa ciM’l B aHaMHe3i ab0 SKIo po3yaj € TAXKKUM (HanpuKiiaj, HeIOCTaTHICTh aHTUTPOMOiHY,
nporeiny S abo npoTeiny C a6o kombiHauis po3nanis) - 3I'T npoTUnoKa3aHa.

Y XiHOK, 4Kl BXXe [IpUUMalTh IOCTIMHY aHTUKOATYJISHTHY TepaIlilo, CJIif peTeIbHO 3BaXKUTH
KOPUCTh Ta PU3UKU 3acTocyBaHHd 3['T.

dxkmo BTE po3BuBa€eThCA micng Mo4YaTKy Teparii, mpemapatT Tpeba HeraiHo BinMinuTH. [TalieHTOK
CJIi[ TTomepeNuTy PO HeoOXiMHICTh HEraHO 3BePHYTHUCS [0 JIiKaps IIPU IOSBi MOTEHIINHUX
cuMIITOMiB TpoM6GoeMOortii (HampuKiaz, 60/1icHOI HaOPAKIIOCTI HOTH, PanTOBOro 000 Y TPYOHIN
KJIiTI, 3aQUIIKH).

ImemiyHa xBopoba cepis (IXC)

Hemae oTpumaHuX y paHAOMi30BaHNX KOHTPOJIEOBAaHUX AOCIIIXKEHHSIX NOKa3iB 3aXUCTY Bif iHDapKTy
MioKappay v XKiHOK 3 abo 6e3 IXC, siki mputiMmanu KomOiHOBaHY ecTporeH-nporecrareHoBy 3I'T a6o 3I'T
TiTbKY €CTPOr€HOM.

KombiHosaHa ecmpoezeH-npo2ecmazeHosa mepanis

BigHocHu# pu3uk BuHUKHeHHS IXC Ha Ti1i 3acToCyBaHHS KOMOIHOBAHOI €CTPOTEeH-IIPOTrecTareHoBol
3I'T € gemro mimBumenuM. Ockinbku 6a30Buit abcomoTHUN pu3nuK IXC 3HaYHOIO MipOI0 3aJIEKUTH Bif
BiKy, KiNIbKICTh OAATKOBUX BulaakiB IXC, 3yMOB/I€HUX 3aCTOCYBaHHSIM €CTPOTreHIB Ta IporecTareHis,
OyKe Majla y 3[M0POBUX XKiHOK y 6JIM3bKOMY /10 MEHOIIAy3H Billi, aje 0yne 3pocTaTH y GibIi
CTapIIOMYy BiIli.

MoHomepanis ecmpo2eHoM

[TaHi paHgOMi30BaHKUX KOHTPOJIbOBAaHUX OOCITIIXKEHb He ITOKa3alu MigBuIieHoro pusuky IXC y xKiHOK
iC/Is TiCTePeKTOMil, sIKi IPUIMaTh MOHOTEPAIil0 eCTPOTEHOM.

limeMiyHUM iHCYNIBT

KombiHoOBaHa eCTpOTeH-IIporecTareHoBa Tepallis Ta MOHOTepallis eCTPOTeHOM aCOIliI0I0ThCS 3
IiABUILIEHHAM PU3UKY ileMiyHoro iHcynbTy f0 1,5 pasa. BifHOCHUY pU3UK He 3MIiHIOETHCS 3 BIKOM
abo yacowM, 110 MUHYB IIiCJI HaCcTaHHS MeHomay3u. [IpoTe, ocKinbku 6a30Bui aOCOMIOTHUM PU3UK
IHCY/IBTY 3HAYHO MIpOI0 3aJIeXKUTh Bifl BiKy, 3arajbHUNM PU3UK IHCYJIBTY Y XKIHOK, sKi IPAUUMaOTh
3I'T, 3pocTaTtuMe 3 BikoM (muB. po3min «Il1o0iuHi peakirii»).

IHmIi cTanu

§ EcTporeHu MoxyTh CIPUYMHSTU 3aTPUMKY PiouHHY, i TOMy HEOOXiIHO YBaXKHO CJIiIKyBaTH 3a
CTAQHOM TAIliEHTIB, SKi MalOTh IOPYIIeHHS QYHKIII cepliid abo HUPOK.

§ 2KiHKM 3 HasIBHOIO paHillle TinepTpuriilepuaeMieio MaioTh OyTH IIif] PETEIbHUM CIIOCTEPEeXKEHHIM
i Yac IpoBeeHHs 3aMiCHOI Tepallii ecTporeHaMu a00 TOPMOHAJIBHOI 3aMiCHOI Teparrii, OCKiJTbKH
PifKO Yy XKiHOK 3 Ii€10 IaTOJIOTi€I0 PiBeHb TPUTIIIIIEPUAIB V II7Ia3Mi KPOBi 3HAaYHO 30iIbIIyBaBCs ITif
Yac JIiKyBaHHS eCTPOTeHaMH, 1[0 IPU3BOAMIIO [0 TaHKPEaTuTy.

§ EX30TeHHi eCTPOreHU MOXKYTh BUKJIMKATH a00 IIOCUITIOBATYA CUMIITOMU CIIaIKOBOTO Ta HaOyTOTO



AQHTiOHEBPOTUYHOTO HAOPSKY.

§ EcTporenu 306i/bIIyi0Th pPiBeHb TUPOKCUH3B 93ytouoro rinodyminy (T3I7), mpusBoasun [0
30iNbIIIEHHS [IUPKYII0I0YNX TOPMOHIB IMUTOBUAHOI 3a71031, KU BU3HAYAIOTh 3a PiBHEM 3B'S3aHOTO 3
6inkoMm iony (M3B), piBasamu T4 (py aHamisi 3 BAKOPHCTaHHAM KOJIOHOK a6o pajioiMyHHOMY
aHaunizi), abo piBHsiMu T3 (3a gOMOMOTO0I0 PafioiMyHHOTO aHami3y). 3aXOIeHHs TpuioaTUpoHiny (T3)
3MeHIIeHe B pe3yibTarTi miguileHux piBHiB T3I. KoHueHTpallil BinbHUX TpuHOATUPOHIHY (T3) i
TupoKcuny (T4) He 3MiHIOI0THCS. PiBHI iHIINX 3B’93y10unx OiNKiB y CHPOBATIIi KPOBI,

KOPTHKOIA3B g3ytodoro rinodyminy (K3I') Ta rnobyminy, mo 3B's13ye crateBi ropMmonu (CI'3I0), MoXKyTh
TiIBUIITYBATUCS, 1110 TIPU3BOAUTD [0 36iNbIIEHHS KOHIIEHTPALlil KOPTUKOCTEPOIfiB i cTaTeBUX
rOpMoOHiB y KpoBi. KoHIleHTpatii BinbHUX a60 6i070TiYHO aKTUBHUX TOPMOHIB HE 3MiHIOIOThCS.
MoxXyTh 3pOCTaTH KOHIIEHTPAllil iHImuX OiNKiB MM1a3mMu (aHrioTeH3UH-PeHiH cyOcTpaTy, anbda-I-
QHTUTPUIICUHY, LIePYIOIa3Miny).

§ 3I'T He mominmrye KOrHiITUBHUX QYHKIIU. Bynu oTpuMaHi|omepKyBaTy| OesKi gaHi PO MigBUIEHUN
PU3KK PO3BUTKY MOXKJIMBOI IEeMEeHIIi] y XKiHOK, SIKi TOYMHAIOTh 3aCTOCYBaHHS TPHBajoi KOMOiHOBaHOI
abo Tinbku ectporeHoBoi 3I'T y Bili moHayn 65 poKiB.

o TlamieHTKaM 3 PiIKiCHUMY CHagKOBMMHU 3aXBOPIOBAHHSAMU, TAKUMU K HEIIEPEHOCUMICTh
rajlakTo3H, ITI0BHA HEIOCTATHICTh NakTa3u abo ManbaOCcopO1lisi TII0KO3U-TalaKTO3H, He CIIif
3aCTOCOBYBATH I[eH IIpemnapar.

o ®EMOCTOH® KOHTI He HaleXuTh 40 3ac00iB KOHTPAIEMIIl.

[Migpuiiennd piBag AJIT

[Tig yac KMiHIYHUX DOCTiAXKEHb 3a Y4YacTIO NallieHTiB, IKUX JIiKyBaiu Bif iHdekuii Bipycy rematuty C
(BI'C) kombinatieto oMmbiTacBip/mmapuTanpeBip/puToHaBip 3 macabyBipoMm abo 6e3 HLOTO,
TIepEBUIIIEHHS BEPXHBOI Mexki HopMu piBHs AJIT Ginbire HiX y 5 pa3iB 3HaYHO yacTiie
cIocTepiranocst y XiHOK, sIKi 3aCTOCOBYBaJM JIiKapchKi 3aco0H, 1110 MiCTATh €THHIIECTPAMioN, TaKi K
KoMObiHOBaHi ropMoHanbHi KoHTpanenTusu (KI'K). Kpim Toro, Takox i cepeq nari€eHTiB, sgKi
OTPUMYBaJU riieKanpesip/miOpeHTacsip, migBuiieHHs piBHS AJIT crocTepiranocs y XiHOK, gKi
3aCTOCOBYBa/IM €THHiNIeCTPaAioIoBMICHI TiKapchKi 3acobu, Taki gk KI'K. ¥V xkiHOK, SKi mpuiiManu
miKapchKi 3aco0H, 1110 MiCTSTH iHIII eCTPOreHy, HiXk eTHHiNeCTpanion, Taki SK eCTpafios, CTYMiHb
nigBuineHHs piBHs AJIT OyB momiOHUM OO TAKOTO y XKiHOK, SKi He OTPUMYBAJIH XKOTHUX €CTPOTEHiB;
OJHAK, 3 OTJISAY Ha 00MeKeHY KilnbKiCTh XKIiHOK, SKi MpuitmMasy iHII ecTporeHu, HeoOXigHO
IOTPUMYyBaTUCS 00ePeKHOCTI ITPH OTHOYACHOMY 3aCTOCYBaHHI I[bOTO IIpemapaTy 3 KoMOiHOBaHOIO
Teparnieio oMOiTacBipoM/mapuTanpeBipoM/puToHaBipoM 3 nacabyBipoM abo 6e3 HHOTO, a TAaKOX i3
Tepalliero TeKanpeBipoM/mibpeHTacBipoM (IUB. Po3Min «B3aemMofisa 3 iHIIMMHU JTiIKapCbKUMHU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

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

®EMOCTOHKOHTI He moka3aHui [ 3aCTOCYBaHHS Y Ilepiof BariTHOCTI. AKIO BariTHICTh
HacTasa Hif 9ac mikyBaHHs npenapatoM ®PEMOCTOHKOHTI, mpuiiom npemnapary Ciifi HeraitHo
MIPUIAHUTH.

locTaTHIX JaHUX LIOA0 3aCTOCYBaHHSA €CTPafioy/OuaporeCTepOHy XKIiHKaM y I1epiof BariTHOCTI
HeMae.



Y niTepatypi MOBIIOMIIAIOCSE, 110 3aCTOCYBaHHS JeIKUX IIporecTareHiB Oyo noB'si3aHe 3
IiABUIIEHNM PU3UKOM PO3BUTKY rinocmnagil. OgHak yepe3s 3MillaHi (paKTOPHU Iif Yac BariTHOCTI, HE
MOXKHa 0CTaTOYHO BU3HAYUTHUCS IIOA0 CIPUSHHS IPOrecTareHiB PO3BUTKY Tinocnapil.

Ha maHwuit yac pe3ynbTaTi OibIIOCTI emigeMionoriyHuX qOCITigXKeHb BiTHOCHO BUIIQIKOBOTO BILIMBY
Ha I KoMOiHallil eCTpOTeHiB Ta IporecrareHiB BKa3yloTh Ha BiICYTHICTh TEPATOT€HHOTO PU3UKY
ab0 TOKCUYHOTO PU3UKY [MJIS IIJIOfa.

T'ongyBaHHS TPYAOI0
O®EMOCTOH®KOHTI He moKa3aHWi [ 3aCTOCYBaHHA y Iepiof] TOfyBaHHs IPY/IIO.

BonuB Ha 30aTHICTL 3aBariTHITH.

O®EMOCTOH® KOHTI He moKa3aHHiA [ 3aCTOCYBaHHs KiHKaM PENPOAYKTUBHOTIO BiKY.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

®EMOCTOH® KOHTI He BmnmBae ab0 Mae He3HAYHUH BIJIUB Ha 3MATHICTH KepyBaTH aBTOMOOisieM
a0o mpaloBaT 3 MexaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

®EMOCTOHKOHTI 3aCTOCOBYBaTH EePOPANLHO IOAHS BifIOBIAHO [0 6e3nepepBHOro
KOMOiHOBaHOTO PEKUMY Tak, SK ONMKMCAHO HUKYE.

[TpuiimaTy o 1 TabmeTwi MOAHS BIPOAOBK KOXKHOT0 28-1eHHOr0 nukiny. Koxen 6ictep
IIpU3HaYEeHUU OJ1s JIiKyBaHHS NpoTAroM 28 aHiB. Ilicis LbOro Ciig HeraHO MOYMHATU HOBUM IIUKIL.
Taki UMKIM NTiKyBaHHS, IO CIIiAYIOTh OOMH 3a OOHUM, Oe31epepBHi.

[ mikyBaHHS HeillUTy eCTPOTEHiB y KiHOK y IIOCTMEHOIIay3HUY MEePiof B IKOCTi IOYaTKOBOIL Ta
HiATPUMYIOYO]I I03H CJIifl MpHMaTH HalHUK4YY e(eKTUBHY 003y, a TPUBAIICTh ePiofy JTiKyBaHHS
Mae OyTH SIKOMOTa HaWKOPOTIIUM (TaK0XK OUB. po3Tin «Oco0IMBOCTI 3aCTOCYBaHHS»).

BesnepepsHe KOMOiHOBaHe JTiKyBaHHS MOXHA po3noyaTu npenaparoMm ®EMOCTOH KOHTI 3anexHo
Bifj Yacy, 1[0 MUHYB Bif] I0YaTKy MEHOIay3H Ta TAXKKOCTI CUMITOMIB. KIiHKY, y AKUX MeHOIlay3a
HaCTyI#Ia IPAPOOHBO, MOXKYTh PO3MOYATH JIiIKyBaHHS MpernapaToM 4epes 12 MicsmiB micns
OCTaHHBO1 MeHcCTpyalil. 2KiHKY, y 9KiX MeHOIlay3a HaCTynulIa BHACTIIOK XipypriuHoro BTpy4aHHS,
MOXKYTb PO3II0YATH JIIKyBaHHS HEraiHo.

o3y crig mipbupaTy iHOUBiOyalIbHO 3aJIeKHO Bif KTiHIiYHOI BimmOBifi.

Y XiHOK, SKi He 3aCTOCOBYIOTh 3aMiCHY TOPMOHAJIbHY Tepaito, abo y XKiHOK, 5IKi TepexoasTh 3
Oe3nepepBHOI KOMOiIHOBAaHOI 3aMiCHOI TOPMOHAJILHOI Teparlii, TikyBaHHS MOXKHA PO3MOYaTH Y OyIb-
SKWHM 3PYYHUN OeHb. Y XKiHOK, SIKi IepexonsaTh 3 HUKITiYHOI a60 6e3mepepBHOI MOCTiIOBHOI 3aMiCHOI
TOPMOHAJIbHOI Tepartii, TiKyBaHHS CJIifl TOYMHATH OOpa3y 3 HAaCTYIIHOTO [JHS IIiCJIsg 3aBepIIeHHS
IIOTIEPEeAHBOTO LIUKITY.



ZKI1I10 TPUHOM N03U IMPOMYIIEHO, ii CITig MPUMHSATH SKOMOTa IIBUAIIIE. AKIIo mpouto 6inbiire, Hix 12
TOJMH, JIIKYBaHHS PEKOMEHIYETHCS ITPOOOBXKYBATH 3 MPUUOMY HACTYIHOI TabIeTKH, He IPUManyu
IpomnyIneHy TabmeTKy. Y TaKux BUIAAKaxX MPONYIIeHOl Ta0IeTK: MOXKe MigBUIIYBAaTUCS iIMOBIpHICTB
IIPOPHUBHOI KPOBOTEYi a0 KPOB'THUCTUX BUIIICHb.

OEMOCTOH"KOHTI MoXkHa IpuitMaTi He3aleXkHo Bifl IpHIoMY ixi.

Himu.

Jlikapcekuii 3acib He MpH3HaYEHUM 719 3aCTOCYBaHHS AiTSAM.

Ilepedo3yeanHsi.

fAK ecTpapios, Tak i QUAPOreCTEPOH € peYOBUHAMHU 3 HU3BKOI0 TOKCUYHICTIO. [Ipu nepeno3yBaHH]
MOXKYTh BUHUKATHU TaKi CUMIITOMHU SIK HyfoTa, 6J1I0BaHHS, YYTJIUBICTh MOJIOYHUX 327103,
3amaMopoYeHHs, 6inb y KUBOTi, COHNTUBICTL/BTOMJTIOBAHICTh Ta KPOBOTEYa BimMiHu. MaoiMoBipHO,
IO IIpU Ilepefo3yBaHHi Oyme moTpidHe Oymb-sike cuenrdiune abo CUMITOMATAYHE JTiKyBaHHS.
Omnwucana Bulle iHpopMallisg BiTHOCATHCS TaKOXK [0 BUMAAKIB IIepef03yBaHHS y OiTeu.

ITo6iuni peakuii.

Haituacrimumy noGiyHUMY peakIlisiMu y IalieHTiB, SKUM 3aCTOCOBYBAJIK Tepallio
€CTPa/iioNoM/IuOPOreCTEPOHOM IIif] Yac MPOBeeHHS KITiHIYHUX OOCIigKeHb, Oy/iu TOIOBHUM Gifb,
Oinb y KUBOTi, Oi/Ib/IyTIUBICTH MOJIOYHUX 3aJ103 Ta Oi/lb y MOIEPEKY.

[Tig yac kniHiuHMX mocmipxkeHnsb (n = 5108) crocrepiranucs Taki mobiuHi peakilil 3 yKa3aHOo HUXYe
YaCTOTOIO:

Tabmuig 1
Kiacu cucreM [lyxe 4dacTo, YacTo, Heuacro, Pinko,
OpraHiB 3TigHO 3 =1/10 = 1/100, = 1/1000, < 1/100 =>1/10000 m0 <
MedDRA < 1/10 1/1000
[HbeKIril Ta Barimanbaui [I1CTUTIONIOHUH
Mapa3uTapHi KaHOUO03 CHHIPOM
3aXBOPIOBAHHS
HoBoyTBOpEHHS 30iMbIIEHHST PO3MipYy
moOPOSIKiCHI, MioMHU
37IOSIKICHI Ta
HEyTOYHEH]
3 00Ky CUCTEMHU KPOBi ['eMOJTiTUYHA
Ta aiMpaTUyHOl aHeMiss*
CHCTEMU
3 00Ky iMyHHOI [inep4yTauBiCTH
CHCTEMU




Kiacu cucrem [lyke 4acTo, YacTo, HeuacTo, Pinko,
OpraHiB 3TigHO 3 =>1/10 > 1/100, > 1/1000, < 1/100 > 1/10000 mo0 <
MedDRA < 1/10 1/1000
3 00Ky ICUXiKU [lemnpecis, BruBs Ha nmioigo
HEPBO3HICTD
3 00Ky LeHTpanbHOl ([ooBHUM 6inb |[MirpeHs, Memninrioma*
HEPBOBOI CHCTEMU 3alraMOPOYEHHS
3 00Ky OpraHiB 30py 30inbLIeHHS
KPUBU3HU POTiBKU™,
HellepeHOCU-MiCTh
KOHTAKTHHUX JTiH3*
3 OOKy cepus [HpapKT MioKapaa
CynuHHi po3nagu Beno3Ha [HCYynbT*
TpoMOoeMOOoTisT**,
apTepianbHa
rinmepTeH3sid,
3aXBOPIOBAHHSA
mepubepUIHUX CYOUH,
BapHKO3
3 OOKY IITyHKOBO- bine y kuBoTi [Hynora, [ucrerncisa
KUIITKOBOTO TPAKTY OtoBaHHS,
METEeOPU3M

3 OOKy
remnaTobinmiapHoi
CACTEMU|KOJIil|

[TopymeHHS QyHKIIi1
MeviHKY (V mesKuX
BUIIaIKax y KoMOiHalil
3 JKOBTSTHHIIEIO,
acTeHiero abo
He3myKaHHSIM i 6oem
V 2KUBOTI),
3aXBOPIOBAHHS
PKOBYHOTO MiXypa

3 OOKYy IKipu Ta
MifIIKipHOI
KJIITKOBUHU

AnepriuHi MKipHi
peaxiril
(HampukIam
BICHUIIAHHSI,
KPOIUB’ THKA,
cBePOiK)

AHTiIOHEBPO-TUYHUY
HaOpSIK,

By3/IyBaTa
epuTeMa*, CyouHHa
MypIIypa; XIoa3Ma
200 Mena3Ma, 9Ki
MOXKYTh
30epiraTucs npu
BiOMIiHI JIIKyBaHHST*

3 00Ky CKeeTHO-
M’'SI30BOl CHCTEMH Ta
CIIOJTyYHOl TKaHUHU

bine y cinHi

CymoMu HUXKHIX
KiHIIIBOK*




Kiacu cucrem [lyke 4acTo, YacTo, HeuacTo, Pinko,

OpraHiB 3TigHO 3 =>1/10 > 1/100, > 1/1000, < 1/100 > 1/10000 mo0 <
MedDRA < 1/10 1/1000

3 OOKy bBinp/gyTinu-BicTe|l[IopylIeHHS 30inbIIeHHS

PENPONYKTHUBHOL MOJIOYHUX 3aJI03[MEHCTPYaJIbHOTO [MOJIOYHUX 3aJ103,

CACTEMU Ta LAKITY [epeaMeH-CTpyalbHUN

MOJIOYHUX 3aJ103 (BKITIOYaI0UH cuagpoM (ITMC)

[I0CTMEHO-TIay3Hi
KPOB'SIHUCTI
BUOiTICHHS,
MeTpoparito,
MeHOpario, OIiro-
aMeHOpeIo,
HeperyasapHi
MeHCTpyallil,
mCMeHOopelo) Gify
y OUISHI Ta3a,

LiepBiKanbHi
BUIiIEHHS
3aranbHi po3nagu Ta ACTeHiUHi cTaHU
peaxirii y micti (acTeHisz, BTOMa,
BBEOCHHS moraHe
CaMOIIOYyTTS),
nmepudepuIHun
HaOpSK
BinxuneHHS Bif 30iIbIIIeHHST MacH [SMeHIIeHHsT MacH Tina
HOPMU, BUSBIIEHI Y Tina
pe3yibTarti
00CTeXKeHHS

*[To6iuHi peaktii, MPo SKi MOBiHOMIISINIOCS 3i CIIOHTAHHUX MTOBIMOMIIEHD, SIKi HE CITIOCTEpIiranucs min
Yac KJTiHIYHUX OOCTigXKeHb, JOJAHO B YACTOTYy «PiAKO».

** [TokmagHille OuUB. HUXYE.

Pu3uK paKy MOJIOYHOI 3aJI1031

[ToBimoMISIETHCS PO MiABUIIEHUN [0 2 Pa3iB PU3UK [AiarHOCTYBaHHS paKy MOJIOYHOI 3a/I03H y XKIiHOK,
SIKi mpuiiMaloTh KoMOiHOBaHY ecTporeH-porecrareHoBy 3I'T mpoTsirom GinbIiie 5 pokiB.

[ligBulleHNY PU3UK V KIHOK, IKi IPUUMA0Th MOHOTEPAII0 eCTPOTEHOM, € HUKYUM, HiX y TUX
XKIHOK, fKi IpUIMaloTh KOMOiHOBaHY €CTPOTEH-TIPOTeCTareHoBy TepaIlilo.

PiBeHb pU3MKY 3a/I€KUTh Bifl TPUBAJIOCTi 3aCTOCYBaHHA (IUB. Po3Min «OCOOIMBOCTI 3aCTOCYBAHHS»).

Huxde npencTaBieHo OI[iHKY a0COMIOTHOTO PU3UKY 3a pe3y/ibTaTaMyu HauOinbIIoro
PaHmOMi30BaHOro MIale60-KOHTPONIbOBaHOTO HocuimkenHss Women'’s Health Initiative (WHI) ta
HaMOiNbIIIOr0 MeTaaHasi3y IPOCIEKTUBHUX €MifeMioNIOTiYHUX NOCTiXKEeHb.

Haibinpmmit MeTaaHasli3 MPOCIEKTUBHUX €MigeMioNoTiYHUX IOCTTioXKeHb



Po3paxoBaHuil OaTKOBUY PU3UK PaKy MOJIOUHOI 3aJI03U IiCysA 5 POKiB 3aCTOCYBaHHSA Y KIiHOK 3
inmexcoM Macu Tina 27 (xkr/m°%)

Bik Ha Io4aTKy KinpkicTs BunangkiB Ha 1000  [BimHoIlleHHS KinpKicTh mMOOaTKOBUX

3I'T (pokn) PKIHOK, SIKi HIKOIU He PU3UKY Bumangkis Ha 1000 XiHOK,
3acTtocoByBanu 3I'T, 3a 5- Kl 3acTocoByBanu 31T,
pignuii nepiop (50-54 pokn)' yepes 5 POKiB

3I'T i3 3aCTOCYBaHHSIM TiJIBKU €CTPOTEHIB

50 [13,3 1,2 [2,7

3I'T i3 3acTocyBaHHSIM KOMOiHaIlil eCTPOTeHy Ta IPOrecTareHy

50 [13,3 1,6 8,0

[Tpumimka: OCKiIbKY 3aXBOPIOBaHICTh Ha paK MOJIOUHOI 3aJI03U BiPi3HSAETHCS y KOXKHIiN KpaiHi

€C, KinmbKiCTh IONATKOBUX BUMAMKIB PaKy MOJIOYHOI 3aJ1031 TaKOXK ITPOIOPIHO 3MiHUTHCS.

' B3siTi Biff 6a30BKX MOKA3HHUKIB 3aXBOPIOBaHOCTI B AHTIIl y 2015 y XiHOK 3 iHAEKCOM MacH Tina

27 (xr/M).

Po3paxoBaHu# mOogaTKOBUM PU3UK pPaKy MOJIOYHOI 3a103u micns 10 poKiB 3aCTOCYBaHHS y KiHOK 3
inmexcom Macu Tina 27 (xkr/m°)

Bik Ha Io4aTKy KinbkicTs BunagkiB Ha 1000  [BigHoIeHHS KinbKiCTh JOTATKOBUX

3I'T (pokmn) PKIHOK, K1 HIKOIH He PU3UKY Bunankis Ha 1000 xkiHOK,
3acTtocoByBanu 3I'T 3a 10- sKi 3acTtocoByBanu 3I'T
piunuit nepiop (50-59 pokis)' yepe3 10 pokis

3I'T i3 3aCTOCYBaHHSIM TiJILKU €CTPOTEHIB

50 [26,6 1,3 7,1

3I'T i3 3acTocyBaHHAM KOMOiHaIlil ECTPOTeHy Ta IPOrecTareHy

50 [26,6 1,8 [20,8

' B3sTi Biff 6a30BKX MOKA3HUKIB 3aXBOPIOBAHOCTI B AHTII y 2015 y XiHOK 3 iHIEKCOM MacH Tila

27 (xr/M).

[IpuMimKa: OCKiJIbKM 3aXBOPIOBaHICTh Ha pakK MOJIOYHOI 3a/I031 BiIPi3HSAETHCS y KOXKHIN KpalHi

€C, KiTbKiCTh OJaTKOBUX BUNAJKIB paKy MOJOYHOI 3aJ1031 TaKO0XK IIPOIOPLIMHO 3MiHUTHCS.

Hocnipxennss WHI y CIIIA - gogaTKoBUYM PU3UK PaKy MOJIOYHOI 3aJI03H1 IIiC/Is 5 POKiB 3aCTOCYBAaHHS

BikoBuil miama3oH KinpKicTh BUIIAOKIB Ha BinHoIeHHA KinbpKiCTh MOOATKOBUX
(pokn) 1000 xiHOK y rpyImi pu3uky Ta 95 % [Bumnapkis Ha 1000 XiHOK,
my1aie6o IPoTIroM moBip4YOro sIKi 3acTocoByBanu 3I'T
5 pokiB inTepBany (JI) |oporsarom 5 pokiB (95 %
L11)
3JaMicHa ropMoHa/ibHa MOHOTepanis ectporeHoM KKE
50-79 1 0,8(0,7-1,0) |4 (-6-0)°
KKE MIIA kombiHoBaHa ecTporeH-nporectarenoBa 3I'T
50-79 [17 1,2 (1,0-1,5) l4 (0-9)




+ [Ipu oOMeXeHHi aHami3y XKiHKaMH, 5iKi He 3acTocoByBanu 3['T mo MOYaTKy JOCIiIKEeHHS,
SIBHOT'O PU3UKY IIPOTATOM IIEPIINX D POKIB JIIKYyBaHHSA He CIIOCTEPIrasoCh: MiCiIs 5 POKIB PU3UK
OyB BUIIUM, HiX y TUX, XTO He npuiiMas 3I'T.

° WHI gocmimkeHHS y XKIiHOK 3 BiICYyTHBOIO MATKOIO, SIKi He IMOKa3aiu 30ibIleHHs PUIUKY
PO3BUTKY PaKy MOJIOYHOI 3aJI03H.

KKE - KOH'1oroBaHNY KiHCbKUM ecTpored, MITA - MegpOKCAIPOTeCTEPOHY alleTaT

Pusuk PAKY EHIOMET Qlﬂ

2KiHKU y nepiodi nocmMeHonaysu 3i 36epejiceHo Mamkoo

Pu3uK paky eHIOMeTpis CTaHOBUTHL OJIM3bKO 5 BUIaAKiB Ha K0KHY 1000 XiHOK 3i 30epekeH0i0
MaTKOIO, SIKi He nmpuiManTs 3['T.

2KinkaM 3i 30epekeH0I0 MaTKOo He peKoMeHnyeThcs 3T i3 3aCTOCYyBaHHSAM TillbKY €CTPOTEHY,
OCKiNTbKH 1€ TiBUINYE PU3UK PaKy eHAOMeTpis (IuB. po3Min «OcoOIUBOCTI 3aCTOCYBAHHS»).
3aekHO Biff TPMBAJIOCTI IPUIOMY MOHOTEpAIIil eCTPOTEHOM Ta AO3U €CTPOTeHY MigBUIIEHHS PU3UKY
pPaKy eHIOMETpis B emieMioNOoriYHUX AOCIIAKEHHAX KOJIMUBAJIOCh Bif 5 A0 55 NOOaTKOBUX BUMA[KIB,
miarHocToBaHUX Y K0kHO1 1000 XkiHOK BikoM Bif 50 [0 65 POKiB.

IlomaBaHHS IporecTareHy A0 MOHOTepallil eCTPOreHOM MPOTATOM IpHHaWMHI 12 [IHIB Ha UK MOXe
3anobirtv TakoMy MifiBUILIEHHIO pu3ukKy. Y mocruigxenHi Million Women Study 3acTocyBaHHS
IPOTSATOM 5 poKiB KoMOiHOBaHOI (mocigoBHOl 4 mocTitiHoi) 3I'T He MigBUIYBalIo PU3UK PaKy
eHpoMeTpisa [BimHOmenHs pusuky 1,0 (0,8-1,2)].

Pak sieuHuKiB

3acrocyBanus 3I'T |i3| Tinmbku|muiie| ectporeHoM abo KoMGiHOBaHOI eCTpOreH-nporectareHoBoi 3I'T
aCoI[il0BaJIOCh 3 [Ielll0 MiiBUILIeHNM PU3UKOM paKky S€UHUKIB (OuB. po3gin «Ocob6nmuBoCTi
3aCTOCYBaHHS»).

B maHuX MeTaaHani3ly, OTpUMaHUX 3 52 emifeMioIOTiYHUX JOCTiAKeHb, IT0OBIJOMIISIOCH IIPO
NiABUIIIEHUY PU3UK PO3BUTKY PaKy S€YHUKIB ¥ XKIHOK, sKi 3acTocoByBasnu 3['T, mOpiBHAHO 3 KiHKaMy,
sKi Hikonu He 3acTtocoByBanu 3I'T (BimHOUIeHHS pu3uky 1,43, 95 %; moBipuuit inTepsan (II)
1,31-1,56). ¥ xinok BikoM Big 50 mo 54 pokis, sKi 3acTocoByBanu 3['T mpoTsAroM 5 pokis, 11e
crpuunHano 1 gomaTtkoBu# Bunamok Ha 2000 XiHoK. Y XiHOK BikoM Bifg 50 mo 54 pokiB, sKi He
3actocoByBanu 3I'T, pak sSIeUHUKIB giarHOCTyeThCs Mpubau3HOo v 2 Ha 2000 KiHOK IPOTSATOM 5 POKiB.

Pu3uk BeHO3HOI TpoMOoeMOoTii

3I'T nmop’s3aHa 3 1,3-3-pa30BUM MiABUIIEHHSIM BiTHOCHOT'O0 PU3UKY PO3BUTKY BeHO3HOI TpoMOoeMOoil
(BTE), To6To TpoMOO3y rnuboKux BeH abo eM0Oo0il iereHeBoi apTepil. BUHUKHEHHS TaKOTo SBUIIA €
6inbIn iMoBipHUM y mepIinui pik 3actocyBauHs 3T (ouB. po3ain «OcoO6MMBOCTI 3aCTOCYBAaHHS»).
Hux4ye npencrasieHo pe3ysibTaTy gociigxkess WHI.

Hocnigxenus WHI: nogatkoBuu pusuxk BTE nporsarom 5 pokiB 3aCTOCyBaHHS



BikoBui miama3on [KinbKicTh BUIIAOKiB Ha BigHoIeHHS KinbKicTh MOOaTKOBUX
(poku) 1000 xiHOK y rpymi PU3UKY Ta BUIIAOKIB Ha
m1are6o mTpoTsATroM 5[95 % 11 1000 xiHOK, sIKi
POKiB npuiiMaioTs 3T
rnpotsiroM 5 pokiB (95 %
1)
[lepopa/ibHa 3aMiCHa FTOpPMOHaIbHA MOHOTEPAIisl eCTPOreHoM’
50-59 [7 [1,2 (0,6-2,4) [1 (-3-10)
[TepopanbHa 3I'T KoMOiHAI€I0 eCTPOTeH/ MPOrecTarex
50-59 la [2,3 (1,2-4,3) [5 (1-13)

’ locnmimkeHHS 3 y4acTIo XKiHOK 3 BiICYTHHOI0 MaTKOI.

Pusuk imemiuyHOi XBOpoOU cepis

Pu3suk imemiuHoi XBopoOu ceplist Oello MifBUIIEHUN ¥ XKiHOK, SKi IPUiMaloTh KOMOiHOBaHY €CTPOTEeH-
nporectareroBy 3I'T y Biti Big 60 pokiB (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Pu3uK ilieMiyHOTO iHCYIBTY

3acToCcyBaHHS MOHOTEpAIlii eCTPOTeHOM Ta KOMOiHOBaHOI eCTporeH-mporecrareHoBoi 3I'T
aCOLIIOETHCA 3 MiOBUILLIEHHIM BiIHOCHOI'0 PU3UKY illIeMiYyHOro iHCynbTy A0 1,5 pa3a. Pusuk
reMoparigyHoro iHCyJabTy He 3pOoCcTa€ Ha TJi 3actocyBaHHd 3['T.

BigHOCHUMI pU3UK He 3a/IeXKUTh Bifl BiKy a00 TPUBAJIOCTi 3aCTOCYBaHHS, ajle OCKiTbKY 0a30BUM PU3UK
€ 3HaYHOIO MipOI0 3aJIeXKHUM Bifl BiKy, 3arajlbHUM PU3UK IHCYJIbTY Y XKIHOK, g9Ki npuiMarnTs 3T,
3pocTaTuMe 3 BiKOM (uB. po3fin «OcoBGIUBOCTI 3aCTOCYBaHHS»).

O6’ennani maHi gocnimxkess WHI: fomaTKOBHif PU3KK iMIEMiYHOTO iHCYNLTy' IPOTATOM 5-pidHOTO
3aCTOCYBaHHA

BikoBui mianasoH |Kinbkicth BunapgkiB Ha 1000|BigHomenns [KinbKicTh JOOATKOBUX
(pokiB) PKIHOK y IpyIi mane6o pu3uky Ta 95 [BUmamKiB

[MPOTSATOM 5 POKiB % M1 Ha 1000 XiHOK, gKi
npuiiMaioTs 3I'T mpoTarom
5 poxkiB (95 % [II)

50-59 8 1,3(1,1-1,6) |3 (1-5)

* PisHui Mix ilmeMiuHEM Ta reMopariuHuM iHCYIBTOM He GyIIO.

IHWi nobiuHi peakuii, npo sAki nogidomas40ca y 38'A3KYy 3 eCmpo2eH/npo2ecmazeHo80 mepaniero

(8KAMOUaOYU ecmpadiosn/0udpoz2ecmepoH):

- HOB0YMBOpPeHHs 000POAKICHI, 3/105KiCHI ma HesuU3HaA4YeHoi emio/102ii: eCTpoTreH3anexkHi
HOBOYTBOPEHHS, SIK TOOPOSKICHI, TaK i 37I05IKiCHi, HaIPUKJIafl paKk eHAOMEeTPis Ta paK S€YHUKIB.
30inbIIeHHST pO3Mipy IIporecTareH3aaeXHUX HOBOYTBOPEHD (HAIPUKIag MEHIHTiOMH);

- 3 60Ky iMyHHOI cucmemu: CUCTeMHUY YepBOHUM BoBYaK (CUB);



3 60Ky 0O6MiHY pe4osuH Mma Xap4yB8aHHA: TiMEePTPUTIiLIePUIeMis;

- 3 60Ky UeHmMpasnvbHOi Hep8osoi cucmemMu: MOXKIIMBA IeMEHIIisT, XOpesi, 3aTOCTPEHHS eIierncii;

3 60Ky cyOuH: apTepiambHa TPOMOOeMOOITis;

- 3 60Ky W/AYHK0BO-KUWKO0B020 Mpakmy: MaHKpeaTHUT (Y XKiHOK 3 yKe iCHYI04O0I0
TinepTpUrilepugeMieo);

- 3 60Ky wkKipu ma niOwkKipHoi KAimKo8uHU: MyTbTA(DOPMHA ePUTEMA;
- nopyweHHs 3 60Ky HUPOK ma cevyosusioHUX W1sXie: HeTPUMaHHS Cedi;

- 3 60Ky penpodyKmueHoi cucmemMu ma Mo/104HUX 3a103: HiOPO3HO-KiCTO3HI 3MiHM Y MOJIOYHUX
3aJ103ax, epo3id MUNKA MaTKHY;

- 8po0aiceHi ma cnadkosi eeHemuy4Hi po3.adu: noripieHHs nepediry nopdipii;

- gi0Xxu/eHHs 8i0 HOPMU, BUSB/IEHI Y pe3ybmami obcmediceHHs: MIBUIIeHUH 3aralbHUM PiBeHb
TOPMOHIB IUTOBUIHOI 3aJI03H.

[MToBimomeHHs npo mo6iuHi peakilil micis peecTpallil TikapchbKoro 3aco0y Ma€ BeNivKe 3HaueHHS. Le
[a€ 3MOTY IPOBOAUTY MOHITOPHUHT CIIiBBITHOIIEHHS KOPUCTh/PU3UK IPHU 3aCTOCYBaHHI IILOTO
JiKapchKOro 3acoby. MeguuHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpe[CTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUITAAKHU Iif03PI0OBaHUX MOOIYHMX peakllii Ta
BificyTHOCTI e(peKTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMalliliHy cUCTEMY 3
(dapMakoHarnsany 3a nocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKM.

YMoBu 30epiranHsi.

30epiraTu B OpuUTiHaNbHIN yrakoBi mpu TeMmepatypi He Buie 30 °C. 36epirat y HELOCTYIHOMY
IJIsI giTed Micli.

VYnaxoBka.

ITo 28 Tabnetoxk y 6rictepi, mo 1 abo 2, abo 3 6icTepu B KOPoOIIi.

Kareropis Bigmycky. 3a perenTtom.



Bupoonuk. A660TT Bionomgxikans b.B./ Abbott Biologicals B.V.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tisl/IbHOCTI.

Beepser 12, 8121 AA Onsct, Hipepnaumu/ Veerweg 12, 8121 AA Olst, The Netherlands.



