IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®EMOCTOH® KOHTI MIHI

(FEMOSTON® CONTI MINI)

Cknao:
0itoui peyosuHU: DUOPOTEeCTEPOH; eCTPaLion;

1 TaGneTka MiCTUThL IUAPOTECTEPOHY MiKPOHiI30BaHOTO 2,5 MT i ecTpafiony remirigpaty
MiKpPOHI30BaHOI0, 1110 €KBiBaJIeHTHO ecTpafgiony 0,5 Mr;

donomidcHi peyo8uHU: TaKTO3a, MOHOTifApaT; rimpomeno3a (HPMC 2910); kpoxmainb KyKypyA3sIHUY;
KPEMHiI0 MioKCH[ KONOigHui 6e3BOMHUN; MarHil0 cTeapar; IIiBKoBa 000moHKa 2KopTuit 1 (Makporon
3350, ciupT nmomniBiHinoOBUM, TanbK, TUTaHy miokcup (E 171), 3aniza okcup xkKosTtuu (E 172)).

JIikapcbka ¢opma. TabneTKy, BKPUTI IJTiIBKOBOIO 060JI0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: KpyTJli, ABOOMYKII TaOlIeTKH KOBTOT0 KOIbOPY, BKPHUTI
IITiBKOBOIO 000JIOHKOIO, 3 HAMUCOM «379» 3 0ogHOTO GOKY.

dapmMakoTepaneBTHYHA rpyna. [Ipemapartu Ajs JTiKyBaHHSI 3aXBOPIOBaHb CEUYOCTATEBOl CUCTEMU
Ta cTaTeBi ropMmoHu. [Iporecrarenu B KomOiHarlii 3 ectporeHamMu. [IuporecTepoH Ta ecTpored. Kop
ATX GO3F A14.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

EcTpagion

AkTUBHUM KOMIIOHEHT, 17R-ecTpamion, xiMiuHo Ta GionoriyHo momibHUM 10 eHAOTeHHOT'0 eCTPaIiony
moopuHU. EcTpapion 3aMimye BTpaTy IPOAYKYBaHHS €CTPOTEHY Y XKIHOK Yy IIepiof MeHoNIay3u Ta
IIOJIETIIy€ CUMIITOMHU MeHOIay3H.

EI/IHQOTGCTBQOH

[IuaporecTepoH - 1ie aKTUBHUY IIPU IIepopaibHOMY IIPAMOMI IIporecTares, Aigd SKOTro MOPiBHSIHHA 3
[i€10 IPOTeCTEPOHY, 110 BBOAUTELCS ITapeHTePaIbHO.

Y 3B’SI3Ky 3 TUM, 1110 €CTPOT€HU CTUMYJIIOIOTh PICT €HIOMETPisl, MOHOTepalis eCTpOreHaMu MMiABUILYE



PU3UK PO3BUTKY Tinepiiasil i paky eHpomeTpid. [JomaBaHHS OO0 Tepallii IporecTareHy 3Ha4HO
3HUXKYE iIHOYKOBaHU eCTPOreHaMy PU3MK Tinepiasil eHgoMeTpis y XKiHOK 3i|i3| 36epexkeHo010
MaTKOIo.

[NaHi KIiHIYHUX TOCHIIXeHb
3MmeHweHHs cuMnmomia depiyumy ecmpozeHis i noainweHHA npPogino Kposomeu.
3MeHWeHHA cumMnmomie MeHonay3u cnocmepizanoca nio yac nepwux KiabkoX MUNCHIB AIKY8AHHA.

IIpu npuiiomi npenapaty ®EMOCTOH® KOHTI MIHI no4uHaouy 3|i3| 4 TUXKHS NiKyBaHHS
3MEHILIEHHS MOMIPHUX i TIXKKUX|TAXKKUX| TapA4YnX IPUIIIKBIB 0YJI0 CTAaTUCTUYHO 3HAUYIIUM
NOPiBHSAHO 3 1mane00. KibKicTh MOMIPHUX i TAKKUX|TIKKUX| rapsAdux IPUILINBIB IPOJOBKYBasa
3HUXKYBATUCA [0 KiHLA nepiony nikyBanHs Ha 13 TuxHi. I1ig 4ac OBOX HOCIiAXKeHb aMeHOopest
(BimcyTHiCTE KpoBOTEY 200 KPOB'THUCTUX BU[iNEHD) criocTepiranacs y|6ins| 91 % i 88 % xinok
BifnoBinHO mif yac|ynponosxk| 10-12-ro MicaniB nikyBanHsS. HeperynsipHi kpoBoTedi Ta/abo
KPOB'SIHUCTI BufineHHs 3'gBnsanucs y|6insg| 10 % i 21 % xkiHok mig yac mepiux 3 MicAIiB TiKyBaHHS,
Ta y|6ing| 9 % i 12 % - mig yac 10-12-ro Mics1iB niKyBaHHS.

dapMaKkoKiHemuxka.
Ectpanmion
BcmoxkmyeaHHA

BcMOKTyBaHHS eCTpafiofy 3aeXKUTh Bil pO3Mipy 9acTOK|4acToK|. MikpoHi30BaHUM €CTpamion
IIBUIKO BCMOKTY€ETHCA 3|i3| TPABHOTO TPaKTYy.

Y|cnigytouitt| Tabnuri 1 mpencTaBIeHo cepenHi piBHOBaXHi hapMaKOKiHETUYHI TOKA3HUKHI
ectpagiony (E2), ectpony (E1) ta ectpony cynbsdaty (E1S) s KoKHOI 03U MiKPOHI30BaHOT'0
ecTtpagiony. [laHi mpefcTaBieHo K cepenHi (SD).

Tab6muig 1
Ectpagion 0,5 Mr
[loKa3HUKH E2 E1l [loka3HUKHU E1S
C e (TIT/MIT) 34,8 (30,4) 182 (110) C o (HT/MIT) 6,98 (3,32)
C,, (TIT/MIT) - - i i
C,, (mr/mm) 21,5 (16,0) - - -
AUC,, (nr*rom/mm) 516 (383) 2959 (2135) AUC,, (ar*rom/mmn) 82,0 (42,6)
Po3noodin

EcTporenu Bu3Ha4aloThCS B He3B'si3aHOMY a0o0 3B’sg3aHOMY cTaHi. Bnussko 98-99% nos3u ectpapgiony
3B’A3Y€THCS 3 MPOTEiHAMHU I1a3MHu KpoBi, 3 akux 30-52% - 3 anpOyMminoMm Ta 6mu3pko 46-69% - 3
rno0ysinoM, 110 3B’s13ye crateBi ropmonu (I'3CT).

Mema6oaizm

[Ticns mepopanbHOT0 3aCTOCYBaHHS €CTPa/lioN aKTUBHO MeTab0mi3yeTbcss. OCHOBHUMMU

HEKOH I0TOBaHUMHU i KOH I0rOBaHHMHU MeTaboJliTaMu €|3'IBNSI0THCSI| eCTPOH i ecTpoHY cynbdart. 1li
MeTaboIiTH MOXKYTh BiffirpaBaTH POJIb B €CTPOTeHHI aKTUBHOCTI Oe31mocepenHbo abo micis
IIepeTBOPEHHS Ha ecTpafion. ECTpoHy cynbdat Moxke OpaTH y4acTh ¥ eHTepOorenaTUdHil TUPKYIISIIil.



BusedenHs

Y cedi OCHOBHUMU CIIOJIyKaMH €|3'IBISI0TLCS| TTIIOKYPOHINK eCTPOHY Ta ecTpafiony. [lepion
HalliBBUBE[eHHS CTaHOBUTSH Biff 10 0o 16 roguH. EcTporeHu NpoHUKaoTh y|i3| TpyAHE MOJIOKO|.

3anedcHicmo 8i0 003u ma uacy

[Ipu mwogeHHOMY 3aCTOCYBaHHI IIpenapary ®EMOCTOH® KOHTI MIHI KOHILIEHTpALlis eCTpagiony
mocsarae piBHOBaXKHOTO CTaHy IPUOIM3HO Yepe3 II'SITh JHIB. Y GiNbIIOCTI BUMaKiB KOHIIEHTPALlis
PiBHOBaXKHOTO CTaHy [OCATAETHCS B IPOMIXKKY Bif 8 1o 11 mHA mpuiiomy.

EI/IEQOTGCTGQOH

BcmoxmyeaHHA
[Ticns mepopasbHOTO 3aCTOCYBaHHSI OUOPOreCTEPOH IIBUAKO BCMOKTYeThCA 3 T,,,, 0,5-1,5 rogunm.

Y |cnigyrogiTabmnuli 2 mpencTaBIeHo cepefHi piBHOBaXKHi apMaKOKiHETUYHI ITOKAa3HUKH
muaporectepony (M) Ta gurigpopupporectepony (II'[T). [laHi npencrasiaeHo sk cepenHi (SD).

Tabmnuig 2
[ugporecTepoH 2,5 Mr
IToKa3HUKU /] g
C o (HT/MIT) 0,759 (0,313) 18,9 (7,22)
Cin (HI/MIT) 0,0309 (0,0209) )
C,, (HT/MIT) 0,117 (0,0455) -
AUC, ., (HT*rom/mm) 2,81 (1,09) 90,4 (44,1)

|MinmirpaM-ekBiBayIeHTIB|

[Ticna mpuitoMy OTHOPA30BOl J03M 13Ka 3aTPUMY€E NOCSATHEHHS ITiKa KOHIIEHTpallil y mi1a3Mi
IUIPOTECTEePOHY NMPUOIN3HO Ha 1 ToAuHY, 110 MPU3BOAUTH 10 3HUKEHHS ITIKOBUX KOHIIEHTpALlill y
n1a3Mi guaporecTepony npubau3Ho Ha 20 %, He BIIMBaOUM Ha CTYMiHb €KCIIO3UIi] AUOPOTeCTEPOHY

iarm.
Po3nodin.

[Ticns mepopanbHOTO MPUIOMY AUAPOTECTEPOHY BUOUMUN 06’'€M PO3MOMiNy € 3HaYHUM i CTaHOBUTH
npubnusuo 22000 1. Junoporectepos Ta [II'M] 3B’a3y0ThC 3 GiKaMu Mjia3Mu KPOBi Oifblile HiXK Ha
90%.

Memaboaaism.

[Ticns mepopanbHOTO BBEOEHHS OUAPOTECTEPOH MIBUAKO MeTabomi3yeTbesa 3 yrBopeHHsaM [II']. PiBHi
OCHOBHOTO aKTUBHOT0 MeTabority 20a-gurigpogumporectepony (II'1I) mocsiraioTh MiKa 4yepe3 Tou
caMu¥ IPOMiXkKOK 4acy, 1o i guaporectepoH. PisHi [IT']] y myta3Mi 3HaYHO BHULII ITOPIBHAHO 3
BUXigHOI0 pevyoBuHOo0. BimHomenus AUC i C,,, II'[I mo muoporecTepoHy CTAHOBIATEL 611u3bK0 25 i 20
BigmoBigHOo. CepenHill KiHIeBUY Ilepiof HaliBBUBeNeHHS auaporectepory Ta [II'M] cTaHOBUTH OIM3BKO
15 ropuH. 3aranapHOIO BIACTUBICTIO BCix MeTaboiTiB € 30epexeHHs 4,6-aieH-3-0H0BO1 KOHbIryparrii
BUXIOHOI CIIOJTYKY i BiICYTHICTH 170a-TigpoKcumoBaHHS. LlUM NOSCHIOETHCS BiICYTHICTh €CTPOTEHHOTO



i aHIporeHHOTO e(PEKTIB TUAPOTECTEPOHY.
BugedeHHs.

[Ticns mepopalbHOTO MPUIOMY Mi4eHOTO|I[IIUTUCS | AUAPOTECTEPOHY B cepenHboMy 63 % mo3u
BUBOIUTHCS 3 Ceuelo. BuguMuil 3arajabHUN I1a3MOBUY KIIPEHC OUAPOreCTEPOHY B OPraHi3Mi €
BHCOKHUM i CTaHOBUTE pubu3Ho 20 1/xB. I[IoBHE BUBEEHHS 3MiMCHIOETHCS MPOTIroM 72 roguH. O]
HasIBHUU y Cedi IepeBaXkHO Y BUTTIAML KOH'I0TaTa 3|i3| IIIIKyPOHOBOIO KUCIIOTOO.

3anedcHicmob 8i0 0o3u i uacy.

dapmakoKiHeTHKa IIpX OMHOPA30BOMY i 6araTopa3oBOMy 3aCTOCYBaHHI Ma€ TiHIMHUN
XapaKTep|Bmauy| y giama3oHi nepopasibHUX 103 Bif 2,5 mo 20 Mr|MinirpaM-eksiBanenTa|. [IopiBHAHHSA
KiHETHKHU OJHOPa30Boi i 6araTopa3oBux H03 MTOKa3ye, 110 papMakoKiHeTHKa ouaporectepony ta I’
He 3MIHIOETBCSL B Pe3yJIbTaTi IOBTOPHOTO 3aCTOCYBaHHS. YMOBY PIBHOBaXKHOTO CTaHY|HOCTaTOK|
3a3BUYal OOCATAIOTHCS MicaA|noTiM| 3 OHIB JTiKyBaHHSA.

KiiniyHi XxapaKTepHUCTHKH.
Iloka3aHnHus.

3amicHa ropmoHanbHa Tepatis (3['T) [ng ycyHeHHSI CUMIITOMIB, 3yMOBJIEHUX OedilliTOM eCTPOTeHiB,
y XKIiHOK B IIOCTMEeHOIIay3a/IbHUM Nepiof], He paHille HiXK Yepe3 12 MicsIliB 3 MOMEHTY OCTaHHBOI
MeHCTpYallil.

IIpomunoka3aHHs.
Bigoma rimepuyTnuBicTh [0 [Ai0YUX PeYOBUH ab0 00 OyAb-SKOI 3 [OTIOMIXXKHUX PEYOBUH.
[iarHocTtoBanuil y MUHYJIOMY ab0 IMiZo3p0BaHUi PaKk MOJIOYHOI 3a/103H.

BcraHoBmeHi abo mifo3pioBaHi ecTporeH3anexkHi 37049KIiCHI MyxJIMHY (HalpUKIIan pak
eHAoMEeTPiA).

BcraHoBmeHi abo mifo3pioBaHi porectareH3anexkHi HOBOYTBOPEHHS.
Meninrioma a6o MeHiHTioMa B aHaMHEe3i.

leniTanbHA KPOBOTEYA HE3 SICOBAHOI €TioJOrii.

HenikoBaHa rinepnmnasis eHOOMETpis.

Beno3zna Tpomboemboris (TpoM603 rimubokux BeH, TpoM6oeMOoris nereHeBoi apTepii) y
MUHYyIOMYy abo HasBHaA.

HasiBHicTE TpoMOoGiniunux po3nanis (Hampukian gedinut nporteiny C, mpoTteiny S a6o
aHTUTPOMOiHY, muB. po3min «OcoONMMBOCTi 3aCTOCYBAHHS»).

T'ocTpe abo HeOABHO MepeHeceHe TpoMOoeMOOo IiuHe 3aXBOPIOBAHHS apTepil (HampuKiaf
CTeHOKapmis, indapKT Miokapma).



TocTpe 3axBOpIOBaHHS MEeYiHKY a00 3aXBOPIOBAHHS MTEYiHKY B aHaMHe3i, IKII0 TOKa3HUKU
GyHKIII Te4iHKYA He HOpMaJli3yBaJlucCs.

[Topdipis.

B3aemodis 3|i3| inwmumu nikapcekumu 3acod6amu ma inwi eudu e3aemoditi.

HocnigKeHHs TiKapChKUX B3a€MOMiN He TIPOBOAUIIUCS.

EbeKTUBHICTh €CTPOTEHIB i IpOrecTareHiB MoXe MOPYUTYBATUCS

- MeTta6o11i3M eCTPOTreHiB i mporectareHiB Moxe IMOCUIIIOBATUCS ITPU OOHOYACHOMY 3aCTOCYBaHHi
PEYOBUH 3 BiOMOIO 30ATHICTIO iHAYKYBaTH GepMeHTH, 1110 OePYyTh y4acTh y MeTabomi3Mi JlikapchKux
3aco6iB, ocobmuBo dpepmenTu 2B6, 3A4, 3A5, 3A7 cuctemu nutoxpomy P450. [Io Takux peuyoBUH
HaJiexkaTh IIPOTHUCYNOMHI 3aco0u|komTH| (Hanpukian penobapbitan, kapbama3seriH, GeHiTOIH) Ta
npoTuiHgeKkIiiiHi 3acobu|kKomTH| (Hanpukiaa pudamminyH, pudabyTuH, HeBipanil, edaBipeH).

- He3Bakalouu Ha Te, 1110 pUTOHABIp i HendiHaBip Bigomi K moTyxHi iHridiTopu CYP450 3A4, A5, A7,
IIPY OMHOYACHOMY 3aCTOCYBaHHi 3i|i3| cTepolfHUMY rOpMOHAMU BOHY, HAaBllaKy, iHAYKYIOTh BKa3aHi
bepMeHTH.

- PocnunHi npemapaTy, KOMIIOHEHTOM SIKUX €|3'ABNs€ThCS| 3Bip06iit|3Bipo6oii| mepdopoBanuii
(Hypericum| perforatum|), MoXyTb IOCHJTIIOBaTH MeTab01i3M eCTPOTEHIB i IporecTareHiB 3aBOsKU
BIIuBY Ha CYP450 3A4.

- Kniniuno moBemeHo, 110 migBuileHu# MeTab01i3M eCTPOTeHiB i mporecTareHiB Moxe IIPU3BECTH [I0
nocnabneHHs ix epekTy i 3MiHU MPodiT0 MaTKOBUX KPOBOTEH.

Bronu 3I'T 3 ecTporeHaMu Ha iHIII JTiKApChKi 3aco0u

Byno nmokasaHo, 1110 TOpMOHAaIbHI KOHTPALIEIITUBY, 110 MICTSITh €CTPOTEHH, IIPU OHHOYACHOMY
3aCTOCYBaHHI 3 TaMOTPUAKAHOM 3HAYHOI0 MipOI0 3HUKYBAJIM KOTO IIJ1a3MOBi KOHIIEHTPALIil
BHACJIiOOK CTPUMYJIALII TMIIOKYyPOHifallil 7aMoTpuaXuHa. Lle Moxke 3MeHIIyBaT! KOHTPOJIb Haf
HammagoM. Xoda IIOTEeHIliMHa B3aEMOIiA MiX 3aMiCHOIO TOPMOHAJIBHOIO TEPAMi€i0 Ta TaMOTPUIKUHOM
He BUBYaJach, 04iKyBaHO, 1110 iCHy€e mofibHa B3aEMOis, iKa MOKe IIPU3BOJUTH [0 3MEHIIEHHS
KOHTPOJTIO Hafl HallafIoM Y KiHOK, IKi OHOYaCHO IIpHMaloTh 00MABa IIpenapaTH.

dapMakomMHAMIUHiI B3aEMOil

[Tig yac kniHiYHMX mocimXKeHb NTiKyBaHHS Bipycy renatuty C (BI'C) kombiHalri€io
oMmbiTacBip/mapuTanpeBip/puToHaBip 3 facabyBipoMm abo 6e3 HHOTO ITEePEBUILIEHHST BEPXHBOI MeXKi
HOPMH DiBHS anaHiHamiHOoTpaHCchepa3u (AJIT) GinbIne HiXK y 5 pa3iB 3HAYHO YacTillle CIIOCTepiranocs
y XkIiHOK, SIKi 3aCTOCOBYBaJIH JTiKapChKi 3aco0u, 110 MIiCTSATh €TUHINIECTPaioN, TaKi IK KoMOGiHOBaHi
ropMmoHasbHi KoHTpaenTusy (KI'K). ¥V xiHOK, sgKi mpuiimMany mikapchKi 3aco0u, 110 MiCTSTh iHIIi
€CTPOTeHH, HiXK eTHHIIeCTPaMdio, TakKi K ecTpamion, CTymiHb mifpuiieHHs piBHsa AJIT 6yB nomiOHMHI
10 TAKOTO Yy XKIiHOK, 5IKi He OTPHMYBAJIX JKOOHUX €CTPOTeHiB; OMHAK, 3 OrJIsAy Ha 00MeXkKeHY KiNlbKiCThb
JXKIHOK, SIKi MpUKMalu iHIIi eCTPOreHH, HeoOXiHO JOTPUMYBaTHUCS 00€PEKHOCTI IPU OAHOYACHOMY
3aCTOCyBaHHI LIbOTO IIpenapaTy 3 KoMOiHOBaHOIO TepaIi€i
oM0iTacBipoM/mapuTanpeBipoM/puToHaBipoM 3 facabyBipoM abo 6e3 HHOTO, a TAKOXK i3 Teparieio
riekanpeBipoM/mibpeHTacBipoM (OuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).



EcTporenu MoXyTh IepPENIKOOXKATA MeTab0Ii3My iHINNX JTiKapchKUX 3ac0biB

EcTtporenu MoxyTh npurHigyBatu ¢depmentu CYP450, mo 6epyTh ydacTs y MeTabo1i3Mi JIikapChbKUX
3aco06iB, MIIAXOM KOHKYPEeHTHOI iHTi0iril. Ile ocob6nuBo i BpaxoByBaTH CTOCOBHO|IIOAO| JTiKapChKUX
3ac00iB 3 By3bKUM TepPaleBTUYHUM iHIEKCOM, TaKUX SK:

- Takporimyc i nukimocnopul A (CYP450 3A4, 3A3);
- enTanin (CYP450 3A4);
- reodinin (CYP450 1A2).

KriniuyHO 11e MOXKe IPU3BECTH [0 30i/IbIIeHHS [1JTa3MOBUX PiBHIB TAKUX PEYOBUH M0 TOKCUYHUX
KOHIIeHTpalliii. TaKuM YUHOM, MOXKe OyTU MOTPiOHUM peTeNbHNUM MOHITOPUHT PiBHS JTiKapChKUX
3ac00iB IPOTATOM TPHBAJIOTr0 MEPiOAy, a TaKOXK 3MEHIIEeHHS N03U TaKPOIiMycy, (peHTaHiny,
IIUKJIOCIIOPUHY A Ta TeodiniHy.

Oco6 1ueocmi 3acmocyeaHHsi.

[lns niKyBaHHS CUMIITOMIB, OB I3aHUX 3 IIOCTMEHOIIAY3010 YV XKIiHOK, 3aMiCHY TOPMOHAa/IbHY Teparlio
(3I'T) cnim po3mOYMHATY TiIABKU|NIHILIE| 32 HASIBHOCTI TaKUX CUMIITOMIB, IKi HECIPUSTIIUBO BIIJIUBAIOTh
Ha SKiCTh XKMUTTS. Y BCiX BUIagKax He0OXigHO IPOBOIUTH PETEIbHUM aHaIi3 PU3UKIB i KOPUCTI K
MiHiMyM mopigHo|mopik|, i 3I'T gouinbHO NPOOOBXKYBATH, TiJIbKH |NIKIIE| IKIIO KOPUCTD IIEPEBUILYE
PU3UKH.

IIoka3u II0A0|BifHOCHO| pU3UKiB, OB A3aHuX i3 3['T mpu JiKyBaHHI epegYacHol MeHOIay3H,
oOMexeHi. OfHaK|ogHaK|, 3aBASKM HA3bKOMY PiBHIO aOCOJIIOTHOTO PU3UKY V KiHOK MOJIOIIIOTO BiKY,
CIIiBBiTHOIIIEHHS ITepeBar Ta PU3UKIB Y TAKUX XKiHOK MOXKe OyTH CIHPHUSTIUBIIINM, HiXK Y CTapUINX
XKIHOK.

Menuute 06CTeXEeHHS/ IOAJIbIIle CIIOCTePeXKEeHHS

[Tepen moyaTkoM ab0 ITOHOBJIEHHSM 3aMiCHOI TOPMOHAJIBHOI Teparii HeoOXigHO 3'9CyBaTH
TIOBHUM|IiTKOBUTUY| 0cOOUCTHI i ciMeltHuil aHaMHe3. Oi3ukanbHe 00CTeKeHHS (BKIII0Ua0Yu
rinekosoriyHe o0CcTeXKeHHS i 00CTeKeHHSI MOJIOYHUX 3a/103) He0OXimHO POOUTH|IYUHUTH|,
BPaxOBYIOUM [aHi aHaMHe3y, IPOTUIIOKa3aHHs i 3aCTepeKeHHs 00 3aCTOCYBaHHS AAHOT0 IIpemapary.
[Tig yac nmiKyBaHHS peKOMEHIYETHCS ITPOBOAUTH IIEPIOAUYHI OTISIAYN, YacTOoTa i 06csaT|006CsT| AKUX
BHA3HAYAETHCS iHAUBiAyanbHO. 2KiHOK CIif mOiH(pOpPMyBaTH, IPO SIKi 3MiHU B MOJIOYHHUX 3a/103aX
HeoOXiTHO TIOBiMOMIISATH JliKapeBi|niKapKy| abo MemuuHi cecTpi (AuB. «PaK MOIOYHOI 3a71031U»
Huxk4de). O6CTexkeHHs, BKJIIOUAI04YH BiATIOBigHI MeToOu Bidyasisaillil, HammpuKiaag MaMorpadito, ciin
IIPOBOJUTH BiJIIOBIAHO [I0 iCHYI0YOl IPAKTUKYU CKPUHIHTY, MOAU(IKOBAHOI 3a/I€2KHO Bif
iHouBimyanbHUX KITiHIYHUX TOTPED.

3axXBOPIOBAHHS, IIPY TKUX HEOOXiTHO CIIOCTEPIiraTv 3a CTAHOM IAlliEHTOK

[MamienTkaM, y IKUX HasgBHi Oyap-aKi i3 BKa3aHUX HUXKYe 3aXBOPIOBaHb HA MaHUU MOMEHT, Y
MUHYJIOMY Ta/a0o0 ix MmoripieHHs i yac BariTHOCTI abo monepenHbOl TOPMOHAJIBHOI Tepartii, Cif
3HAXOOUTHUCS IIifl peTeNbHUM ClocTepexkeHHIM. HeobximHO MaTu Ha yBa3i, 110 1i CTAaHU MOXKYTh
penumuByBaTH abo ix mepebir moripuysaTics mif 9ac miKyBaHHs npenapatoM ®PEMOCTOH® KOHTI
MIHI. 1o HuX HaneXkaTh:



e neiiomioMa (MiomMa MaTKu) ab0 eHIOMETPio3;

¢ (aKTOPH PU3NKY BUHUKHEHHS TPOMO0EeMOOTiYHUX TIOPYILIeHb (OUB. HUXKYE);

e (haKTOPU PU3NKY BUHUKHEHHS €CTPOTreH3aIeXKHUX| IyX/INH, HalPUKJIa IepUIni CTyIIiHb
CIIa[IKOBOL|CIIaAKOEMHO]| CXUIBHOCTI IO PaKy MOJIOYHOI 3a/103K;

* apTepianbHa rinepTeHsis;

¢ 3aXBOPIOBAHHS IMEeYiHKY (HAIPUKIa[ afileHoMa MeYiHKH);

e IIyKpOBUii fgiabeT i3|i3| cyauHEUMY yCKTafHEeHHIMU ab0 0e3 HUX;

¢ JXOBYHOKaM sTHa XBOpP00a;

e MirpeHs ab0 (CHIbHHUM) FOJIOBHUH Oilb;

e CHUCTEMHU YEPBOHUU BOBYAK;

e Tinmepriasis eHJAOMETpPis B aHaMHe3i (OuB. HUXYe);

e eIrinerncis;

e OpoHXxiambHa aCTMa;

® OTOCKJIEPO3.

Meuwniurioma

[ToBimOMIISANIOCS IIPO BUHUKHEHHSI MEHIHTIOM (TIOONUHOKUX Ta MHOXKUWHHUX) IIPYA 3aCTOCYBaHHI
npenapaty ®EMOCTOH® KOHTI MIHI. [ManiedT: NOBUHHI IepeOyBaTH Iif| HarIAA0M [JIs
BUSIBJIEHHS] 03HAK Ta CUMIITOMiB MEHIHTiOM BifITIOBIIHO OO KJTiHIiYHOI MPAaKTUKHU. fAKIIO y

Talji€HTa AiarHOCTOBAHO MEeHiHrioMy, Oymb-aKe niKyBaHHS mpermapaToMm ®EMOCTOH® KOHTI
MIHI HeoOxigHO MpUNUHUTH (OUB. po3min «IIpoTunoka3anHs»). ITicis IpUIUHEHHS TiKyBaHHS
CIIOCTepiranocs 3MeHIIeHHS MyXJINHHU.

[IpyryuHY 01 HETalHOTO MPUIUHEHHS Tepalril

Tepamito HeoOXiTHO NPUIIMHUTY Y Pa3i|B pasi| BUSBIEHHS IPOTUIOKAa3aHHS, @ TAKOXK Y
TaKUX|CIIAyIOUnX| CUTyaliaX:

e TI0sIBa JKOBTSHULII|?)KOBTYXHU| abo moripiieHHsT QyHKIII MeYinKy;
e 3HAUHE MiBUINEHHS apTepiaJbHOT0 TUCKY|TUCHEHHS|;

e TI0sIBa BIEepIle|ymeplie| MirpeHenonioHOro rojIoBHOro 601i0;

® BariTHICTS.

linepnnasig eHgoMeTpida Ta KapIuHOMa

Y XiHOK 3|i3| iIHTAKTHOI0 MaTKOI0 PU3UK PO3BUTKY TillepIiuia3il eHqOMeTpisa 1 KapIUuHOMYU
NiABUINYETHCA IIPU IPU3HAYEHHI TiMbKY|IHIIE| €CTPOTEHIB IPOTATOM TPUBAJIOTO IIEPiofy dacy.
[TomiueHO|mOMITUTH| 3pOCTaHHSA PU3UKY PaKy eHIoMeTpid y 2-12 pasiB y KiHOK, SIKi IpUIAMaOTh
TiBKU|NHIIE| eCTPOTeH, MOpiBHAHO 3 TUMH, XT0|KTO| He mpuiiMae 10ro, 3a7eKHO Bif TPUBAJIOCTI
niKyBaHHSA i 403U ecTporeny (ouB. po3nin «ITo6iuni peakuii»). [Ticns|moTiM| mpunuHEHHS MiKyBaHHS
PU3UK MOXKe 3aJIMLIaTUCS MigBULIEeHUM IPOTATOM K MiHiMyM 10 pokis.

IomaBaHHS IMPOrecTareHy MUKJIIYHO MPOTIroM MiHiMyM 12 mHiB Ha Micsib/28-meHHUMN ITUKIT a60
Oe3nepepBHa KOMOiHOBaHa eCTPOTreH-IIporecTareHoBa Teparis y XKiHoK 3i|i3| 36epekeH0I0 MaTKOI0
MOKe 3ano0iraTyi HagMipHOMY PU3UKY, 0 acouitoeTbes 3|i3| 3I'T i3|i3| 3acTocyBaHHSAM TilnbKU|mulle|
€CTPOTEeHy.

[TpoTsiroM MepIuX MicAIiB JTiKyBaHHS MOXKJIMBi IPOPUBHI MaTKOBiI KpoBOTeYi ab0 KPOB'STHUCTI



BUMiNIEHHS. K0 BOHM BUHUKAIOTh Yepe3 AesSKUl 9ac Bif M0o4aTKy JIiKyBaHHS a00 TPHUBAIOTh
micsi|moTiM| #oro MpUNuHEHHs, HeoOXigHO 3'ACyBaTH iX MPUYMHY, 1110 MOXKE BKIIOUATH IIPOBENEHHS
6iorcii eHmOMeTPis [JIs BUKIIIOYEHHS 3/I09KiCHUX HOBOYTBOPEHS.

Paxk MoJ104YHOI 3851031

3arasbHi faHi M0Ka3yOTh MiABUIEHNY PU3UK PaKy MOJIOYHOI 3aJ1031 Y XKIHOK, IKi IPUUMalOTh
KOMOiHOBaHY eCTPOTeH-IIPorecTareHoBy abo | Tinbku|muie| ectporenoBy 3I'T, 1110 3a1eXuUTh Bif
TpusasnocTi 3I'T.

KombiHosaHa ecmpozeH-npo2ecmazeHosa mepanis

4k paHgomizoBaHe Mane60-KOHTPOIbOBaHe JOCITimKeHHs «IHilliaTUBY 3apagy 30OPOB’sT KiHOK»
(Women’s Health Initiative Study (WHI)), Tak i MeTaaHaJi3 MPOCIIEKTUBHUX EMiIEMiONIOTiUHNX
OOCIiKeHb Y3roKeHO IMO0Ka3asHy MiABUIEHUM PU3UK BUHUKHEHHS PaKy MOJIOYHOI 321031 Y XKIiHOK,
SIKi 3aCTOCOBYIOTH KOMOiHOBaHY eCTpOTeH-IIporecTareHoBy Tepartiio gk 3I'T, 110 cTae 04eBUOHUM
npubnusHo micag|notiM| 3 (1-4) pokiB (guB. po3min «I1o6iuHi peakirii»).

Tepania minvKu|auwe| ecmpozeHom

Hocnipxenas Women'’s Health Initiative study (WHI)| He BUsIBIIO NigBUINIEHHS PU3UKY PaKy
MOJIOYHOI 3271034 y XKiHOK IicJig ricTepeKkToMil, siKi mputiMaloTsk 3I'T i3|i3| 3acToCcyBaHHIM
TiNbKY |nHIIe| ecTporeHy. B xoni o0cepBaliiHUX NOCTIXKEeHb IepeBakHO II0BifOMIISIOCS IIPO
He3HayHe MiIBUIeHHS PU3UKY HiarHOCTyBaHHS paKy MOJIOYHOI 3aJI03H, 110 € iCTOTHO|CyTTEBUY|
HUXKYMM, HiXK Yy MMAI[iEHTOK, SIKi MpuiiMaTh KOMOiHaIll ecTporeHy i mporecTareny (IuB. PO3Min
«ITobOiuHi peakirii»).

Pe3ynpTaT MacmTaOHOT0 MeTaaHasli3y MOKa3aly, 10 IMic/Is MPUIUHEHHS JTiKyBaHHS MiIBULIEHUH
PU3KK 3 YACOM 3HU3UTHCS, a Yac, HeOOXigHMM [IJIs TOBEPHEHHS [0 ITOYaTKOBOTO PiBHS, 3aJIe2KUTh Bifl
TPUBAJIOCTI ITonepenHboro 3actocyBanuda 3I'T. Y pasi, konu 3['T 3acTocoByBaniach OHAL 5 POKIB,
pu3uK Moxe 30epirarucs npotarom 10 pokis abo gosure. 3I'T, oco6nuBo KoMOiHOBaHa €CTPOTEH-
IIpoTrecTareHoBa Tepallis, MABUINYE LIiNbHICTh MaMorpadiuyHux 300paxKeHs, 10 MOXKe HETaTUBHO
BIIJIMHYTH Ha PafioJioTiyHe BUSBIIEHHS PaKy MOJIOYHOI 3a103H.

Pak geuHUKiB

Pak sieuyHMKiB BUHHMKA€E 3HAYHO Pifille, HiXK pakK MOJIOYHOI 3ai03u. EmifgemMionoriuxi mani, oTpuMani B
pe3ynbTaTi MIKPOKOTr0 MeTaaHasli3y, 3aCBiIYuIU Ael0 MigBUIIEHUN PU3UK Y KiHOK, SKi 3aCTOCOBYIOTh
MOHOTEPAIIi0 ecTporeHoM a0o KoMOiHaIlil0 eCTPOreHy 3 IPOrecTareHoM SK 3aMiCHY TOPMOHAIbHY
Teparii; ey PU3UK NPOSBJILETLCS IPOTATOM 5 POKIB 3aCTOCYBaHHS Ta 3MEHILYETHCI 3 4aCOM IIiCIIA
npunuHeHHd Tepamnil. [leski iHmi gocnigxkeHnHs, 30kpeMa gocnigxernas WHI|, cBiggaTs|3acBiggyoTs|,
110 3acTocyBaHHS KoMOiHOoBaHUX 3['T Moxke OyTH II0B’si3aHe 3 TaKUM CaMUM ab0 [Iel10 HUKUYUM
pu3uKoM (ouB. po3min «[1o6iuni peakirii»).

Beno3na TpomboeMbomis

3I'T nop’s3aHa 3 1,3-3-pa3oBuM MiABUIIEHHIM PU3UKY PO3BUTKY BeHO3HOI TpoMOoembomii (BTE),
TOOTO TPOMOO3y IrubOKuX BeH abo eMO00JIil TIereHeBUX CyOuH|I0CyAuH|. BUHUKHEHHS TaKOTro sSBUIIa
MMOBIipHillle y nepinuii pik npoBegenus 3['T, Hixk mi3Hime (ous. po3nin «[1o0iyHi peakii»).

[MTauieHTKY 3|i3| BigoMuMu TpoMOOQiTiyHUMY CTaHAMH|JOoCTaTKaMu| MaloTh MigBuineHuil pusuk BTE,
i 3I'T moxe momaTKoBO 30iNbLIyBaTH 1€l pu3UK. ToMy 3aMiCHa rOpMOHaJIbHa Tepamis
IPOTUIIOKA3aHa Lid IPYIi MalieHToK (IUB. po3pin «IIpoTUnoKa3aHHI»).



3arajnbHOBU3HAHUMU (hakTopaMu pu3uKy po3BUTKY BTE € 3acTocyBaHHS €CTPOTEHIB, TiTHIN BiK,
BeJIMKi Xipypridsi BTpy4aHHs, TpuBaja iMMo6inisamis, oxupiaas (IMT > 30 kr/m’), BariTHiCTB/
IiCIANOIOTOBUY IIepiof, CUCTeMHUM 4epBoHUY BoBYakK (CUB) i pak. EOMHOL AyMKU O[O POJIi
BapMKO3HOTr'0 PO3ILIMPEHHS BeH y POo3BUTKY BTE HeMae.

4K i gns Bcix micnsionepauiiHuX NalieHTiB, HE00XiMHO BXKUTU MPOGiTaKTUUHUX 3aX0MOiB s
3anobiranns BTE micns xipypriunoro BTpy4yaHnHs. fAKilo TpuBajia iMmo0binisaris HeoOxinHa
IIiCJIs|TIOTiM| TIJTaHOBOI OTlepallii, peKOMEeHOY€eThCS TUMYacoBe npunuHeHHs 31T 3a 4-6 TUXKHIB [0
BTpy4aHH4. JIiKyBaHHS He CJIifi IOHOBJIOBATH, IIOKY|IOKY| XKiHKa He BiTHOBUTH CBOIO PYXJIUBICTh
TIOBHICTIO|I[ITKOM|.

2KinkaM 6e3 ocobucrtoro anamHe3y BTE, ane|Ta| 3a HasIBHOCTi B aHaMHe3i Y POOUYiB IEPIIOT0
CTYTIEHS POOVHHOTO 3B’I3Ky TPOMOO3y ¥ MOJIOAOMY Billi, MOXKHA 3allpPOIOHYBATH CKPUHIHT
micsi|moTiM| peTenbHOT0 0OTOBOPEHHS MOT0 06MeXKEeHOCTi (IIpU CKPUHIHTY BUSBISIOTH TiJIbKU|IHUIIIe|
YaCTUHY|4acTKy| TpoMOodiniyHuX po3namis).

3I'T mpoTunoKa3aHa, AKII0 BUSABIEHO TpoMOobiniunuii po3naf, KU BiIpi3HAETHCS Bif BULY
TPOoMO03Yy Yy 4neHiB ciM’i, ab0 SKII0 pO37Iaj € TAXKKUAM|TIKKUMHY| (HalpuKiIag HeLOCTaTHICTh
aHTuTpoMOiHy, mpoTeiny S abo nmpoteiny C|i3| abo koMOiHallis po3namis).

[151 XKiHOK, fIKi B2K€e IPUKUMAalOTh IIOCTIMHY aHTUKOATryJISHTHY Tepallilo, CJIif peTeIbHO
3BaKUTY |BaXXUTH| KOPUCTh Ta pU3UKH 3acTocyBaHHS 3['T.

Ao BeHo3Ha TpoMO0oeMOO0Iisi pO3BUBAETHCS IiCIIS MTOYATKY Teparllii, mpemapar noTpibHo BigMiHUTH.
[TallieHTOK CIIifl OTIePeIUTH PO HEeOOXiMHICTh HeTaHO 3BEPHYTHCS [I0 JTiKaps MpH MOsBi
IIOTEHI[INHUX CUMIITOMIB TpoMOoeMOotii (Hanpukiapn 0osicHoI|60mi04uilt| HaOPSAKIIOCT HOTH,
panToBoro 000 ¥ TPYAHIN KITiTIIi, 3aJUIIKH).

Iimremiuna xBopoba cepig (IXC)

Y xopi paHOOMi30BaHUX KOHTPOJIbOBAHUX [OCTIIXKEHb HE OTPUMaHO [0Ka3iB 3aXUCTY Bif iHDapKTy
MioKapfa y XiHOK 3|i3| abo 6e3 IXC, sKi mpuiiManyu KoMOiHOBaHY ecTporeH-nporecrareHoBy 3I'T abo
3I'T TinepKu|muIIe| eCTPOreHoM.

KombiHosaHa ecmpoezeH-npo2ecmazeHosa mepanis

BigHocHuY pu3uk BUHUKHeHHS IXC Ha TJIi 3acToCyBaHHS KOMOiHOBAHOI €CTPOTEeH-IIPOTecTareHoBoil
3I'T € memro mipBumeHuM. Ockinbku 6a30Buit abcomoTHu pu3nuk IXC 3HaYHOI0 MipOI0 3aJIEKUTH Bif
BiKy, KiNbKiCTh fOAaTKOBUX BumaakiB IXC, 3yMOBIeHUX 3aCTOCYBaHHSAM €CTPOT€eHIB 1 IpOrecTareHis,
nykKe Maja y 3M0POBUX KiHOK ¥ 6JIM3bKOMY 10 MEHOIIay3H Billi, ane|ta| Oyme 3pocTaTé 3 BiKOM.

Tepanis misibKu ecCmpo2eHoM

[TaHi paHAOMi30BaHKUX KOHTPOJIbOBAaHUX OOCITIOXKEHb He ITOKa3alu MigBUIeHoro pusuky IXC y XKiHOK
IiC/Is TiCTEepPeKTOMil, sIKi OTPUMYIOTh Tepaliio TiTbKY |TIUIe| eCTPOreHOM.

limeMiyHUY iHCYNIBT

KombiHOBaHa eCTpOTeH-IporecTareHoBa Ta TiJIbKKA eCTPOreHOBa Tepallil acoliloloThCs 3[i3|
nigBUILIeHHAM 10 1,5 pa3a pu3uKy illIeMiYyHOT0 iHCYJIbTY. BITHOCHUY PU3UK HEe 3MIiHIOETHCS 3 BIKOM
abo yacowMm, 110 MUHYB|MUHaB| Mic/s|mOTiM| HacTaHHs|HACTYNy| MeHomay3u. [IpoTe|ogHak|, OCKibKY
0a30BUM PU3UK IHCYIbTY 3HAYHOIO MipOIO 3aJIeKUTh Bifl BiKy, 3arajbHUN PU3UK iHCYNIBTY YV XKIiHOK, SIKi
npuiiMaioTh 3I'T, 3pocTatume 3|i3| BikoM (ouB. po3pin «[1o6GiuHi peakii»).



[Hmmi CT&HH'EOCT&TKI/I

EcTporesu MOXyTh CIPUYUHATH 3aTPUMKY PifUHYU, i TOMy HEOOXiHO yBaKHO CTEXHUTHU 38 CTAaHOM
NallieHTiB, SIKi MalOTh MOPYILIeHHS QYHKIIL cepiis abo HUPOK.

2KiHku 3|i3| icHyI04O0|HagABHUY| paHillle TinepTpUrilepuaeMieio IOBUHHI TepedyBaTH mif
PeTeIbHUM CIIOCTEPEeKEHHSIM IIifl Yac MPOBeleHHs 3aMiCHOI Teparil ecTporeHaMu abo TOpMOHAJIBHOI
3aMiCHOI Tepamil, OCKiIbKH|TOMY IIO| ¥ TaKUX XKIiHOK IIpY JIIKyBaHHI €CTpOTeHaMU CIOCTepiramucs
pifKicHi BUIagK¥ 3HAYHOTO 30i/bIIEHHS PiBHS TPUTIIiLIEPUIiB V IIa3Mi KPOBI, III0 TPHU3BOAUIIO 10
IIAaHKPEeaTHuTy.

EX30reHHi eCTPOreH! MOXKYTh BUKIMKATH ab0 IIOCUITIOBAaTH CUMIITOMH CIIafIKOBOTO Ta HaGyTOro
aHTiOHEBPOTUYHOTO HAOPSKY.

EcTporenu 36inbIIyI0Th piBeHb TUPOKCUH3B A3yi04uoro rinobyniny (T3T), mpu3Boasyu 0o 30inbiIeHHS
KOHIIEeHTPaIlil IIMPKY/II0I0YMNX 3arajlbHUX TOPMOHIB IIMTOBUAHOI 3a/103H, Ky BU3HAYAIOTh 3a PiBHEM
3B’s3aHOTr0 3 O6iIKOM 107y, TUPOKCUHY (IIPU aHasli3i 3 BUKOPUCTAHHSIM KOJIOHOK ab0 pafioiMyHHOMY
aHarisi) abo TPUMOATUPOHIHY (3a MOIIOMOI010 PafioiMyHHOTO aHai3y). 3aXOMIeHHSI TPUNOATUPOHIHY
3MeHIIIeHe, 1110 BKa3ye|BKaldye| Ha migsumeHui pisers T3I'. KoHIleHTpallil BiTbHOTO0 TUPOKCHUHY i
TPUMOATUPOHIHY |He 3MiHIOIOTHCS. PiBHI iHIINX 3B’s13yt0unX OiNIKiB y CUPOBATIIi KPOBi -
KOPTHKOCTEPOIA3B’g3yi0u0ro rino0yiiny Ta rinobyminy, o 3B'3y€ CTaTEBI TOPMOHHU, - MOXKYThb
IiABUINYBATUCS, 110 TPU3BOAUTE 0 30ibIIIeHHS KOHIIEHTPALlil IIUPKYII0I0YNX KOPTUKOCTEPOITIB i
CTaTeBUX TOPMOHIB BigmoBigHo. KoHIleHTpallii BinbHUX ab0 6i0/I0TiYHO aKTUBHUX TOPMOHIB HE
3MiHI0I0TBHCS. MOXKYTh 3pOCTaTH|3POCTaTH| KOHLIEHTpalii iHmuX OiNKiB m1a3mMu (aHTi0OTEH3UHOTEHY/
peHiny cy06cTparty, anbda-I-aHTUTPUIICKHHY, 1IepYIIONIa3MiHy).

3T'T He momninuIye|noKpalaHHs| KOTHITUBHY (QyHKUi0. Byu oTpuMaHi|omepXKyBaTH| gesiKi gaHi Ipo
NiABUIIEHNY PU3UK PO3BUTKY MOXKJIMBOL E€MEHIIi] ¥ XKiHOK, SIKi IOYMHAIOTh 3aCTOCYBAHHS TPUBAOl
kKoMOiHoBaHOI abo Tinbku ectporeHooi 3I'T y Bimli moHam 65 PoOKiB.

[MamienTkaMm 3|i3| TaKUMU PiAKICHUME CIaAKOBUMU 3aXBOPIOBAHHSIMHY, SIK HEIIEPEHOCUMICTh
rajakTo3Y, IIOBHA HEOCTATHICTh TaKTa3u abo CUHAPOM ManbaOCcopOIil III0K03U-TalakTo3y, He CIIif
IIpUIMAaTH JaHUU IIpernapar.

Kom0GiHOBaHa ecTporeH/IporecTareHoBa Tepaillis He HaJleKUTh [0 CII0co0iB KOHTPAIeITii.

IocBin nmikyBaHHS XKiHOK BiKOM ITOHa[ 65 POKiB 00MeKEeHUH.

[ligpuiennsd piBag AJIT

[Tig yac kMiHIYHUX JOCTiAXKEHb 3a Y4acCTIO MallieHTiB, SKUX JIiKyBanu Bif iHGeKii Bipycy rematuty C
(BI'C) xombiHarriero ombiTacBip/mapuTanpeBip/puToHaBip 3 gacabysipom abo 6e3 HBOTO,
TIepeBUIlleHHS BepxXHbol MexXi HopMu piBHS AJIT GinbIe HiXK y 5 pa3iB 3HAYHO YacTiie
crocTepiranocst y XKiHOK, sIKi 3aCTOCOBYBaJIM JIiKapchKi 3aco0H, 110 MiCTATh €THHIIECTPaMAio, TaKi K
KoMOiHOBaHi ropMoHanbHi KoHTpanenTusu (KI'K). Kpim Toro, Takox i cepeq nari€eHTis, ki
OTpUMYyBaJu rieKanpeBip/miOpeHTacsip, migsuiieHHs piBHS AJIT cnocTepiranocs y XiHOK, gKi
3aCTOCOBYBa/IM eTHHiIECTPafionoBMicHi ikapcheki 3acobu, Taki sk KI'K. Y xiHOK, fKi mpuiiManu
niKapchKi 3aco0u, 10 MiCTSITh iHIIN €CTPOTEeHH, HiXK eTUHINIEeCTPaiosn, Taki K eCTpafion, CTYIiHb
nigBuineHHs piBHs AJIT OyB momiOHUM OO TAaKOT0 y XKiHOK, SKi He OTPUMYBAJIU XKOTHUX €CTPOTEHiB;
OJHaK, 3 OTJIAAY Ha 00MeKeHY KilnbKiCTh XKiHOK, SKi MpuiiMasy iHII ecTporeHu, HeoOXigHO
IOTpUMyBaTUCS 00epPeKHOCTI IIPK OIHOYACHOMY 3aCTOCYBaHHI I[bOTO IIpenapaTy 3 KoMOiHOBAHOIO
Tepariero oMbiTacBipoM/mapuTanpeBipoM/pUTOHaBipoM 3 facabyBipoM abo 6e3 HEOTO, @ TAKOXK i3
Tepari€eo rekanpeBipoM/miOpeHTacBipoM (IUB. po3min «B3aeMopis 3 iHIIMME TiKapChKUMU



3aco0aMu Ta iHIII BUOU B3a€MOLIN»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.

®EMOCTOH® KOHTI MIHI He moKa3aHu# [s 3aCTOCYBaHHS Y Iepiof BariTHOCTI. AKIO BariTHICTh
HacTaJIa IIifi 9ac JikysaHHs npenapaTroMm ®PEMOCTOH® KOHTI MIHI, npuiioM npenapaTy CIif
HeramHo IPUIUHUTH.

Ha croropHi pe3ynbTaTy GinbIIOCTi €MifeMioOTiYHUX OOCTIIKeHb I0J0|BiTHOCHO| BUIIaAKOBOT'0
BIIJIUBY Ha IJTi KoMOiHaIlil eCTpOTeHiB i mporecTareHiB BKa3ylOTh|BKa3yIOTh| Ha BiICyTHICTD
TepaTOoreHHOro abo (eTOTOKCUYHOTO e(EeKTy.

ocTaTHIX JaHUX LIOA0 3aCTOCYBaHHS eCTPaLioNy/IUAPOreCTEPOHY BariTHUM HeMae.
I'odyeaHHA 2py00to

®EMOCTOH® KOHTI MIHI He moka3aHui AJI 3aCTOCYBaHHA y IIepiof] TONYBaHHS TPYLI0.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

®EMOCTOH® KOHTI MIHI He BnnuBae ab0 Ma€ He3HAYHUI BIJIMB Ha 3[aTHICTh KepyBaTH
aBTOMOOiNIeM i MmpaIffoBaTH 3 iHIIUMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
[51s1 IpuioMy BHYTPILIHBO.

TpuBase 3acTocyBaHHS KOMOiHallil: eCTPOTeH i IporecTtareH Mpuy¥MaloTh oAHS 0e3 mepepsu. Cin
IpuiMaTy 10 ofHiM TabneTui Ha 000y BIPOMOBXK|yIIPONOBXK| 28-M€HHOTO ITUKITY.

®EMOCTOH® KOHTI MIHI cnif mpuiiMaTi DOCTilHO, 6e3 IepepBHu y IpUioMi TabIeToK 3 pi3HUX
yIIaKOBOK|IEPEPUTH]| .

[71g mo4aTKy|gns mo4aTky| i IpogoBXKeHHS JIiKyBaHHSA IIOCTMEHONay3alIbHUX CUMIITOMIB CITif
3aCTOCOBYBaTHU MiHiManbHY e(DEeKTUBHY J03y BIPOLOBXK|yIPOOOBXK| MiHiMaIbHOTO Nepiony Yacy (Ous.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

TpuBany KoMGiHOBaHy Tepallio MOXHa Mo4YKHaTH 3|i3| mpemapaty ®EMOCTOH® KOHTI MIHI a6o
®EMOCTOH® KOHTI 3amexkHo Bif 4acy, 0 MUHYB Bifl T0YaTKy MeHOIay3H, Ta TIXKKOCTi|Taraps|
CHAMIITOMIB.

3amexkHO Bif K/TiHIYHOI BiATOBiMi, 3rogoM M03yBaHHS MOXKHa KOPUTYBATH BiiMIOBITHO [0
iHpuBigyanbHUX MOTPED.

[TarieHTKH, IKi IEPeX0onsaTh i3 TPUBAIOT0 MOCIiZOBHOT0 ab0 IMKIIYHOT0 IPUIOMY iHIITHUX MIperaparTis,
IIOBMHHI 3aBEPIIUTHU 28-0eHHUY LUKII JIIKyBaHHS, IICJI YOI0 BOHU MOXKYTh IIEPEUTU Ha IPUNOM
npenapatry ®EMOCTOH® KOHTI MIHI. ITaiieHTKH, SKi IePEeXofaTh 3 TPUBAJIOr0 IPAHLOMY



KOMGIHOBaHMX [penapaTis, MOXKYTh IOYHHATH JiKyBaHHs Ipernaparom PEMOCTOH® KOHTI MIHI y
Oymb-sIKUY 4ac.

fAkmo npuiioM TabneTKy |TaOneTKHU|IponyIeHni, 1i CIIig TPUHATH SKOMOTa IBUAIIE. AKIIO
pouIo|MuHano| 6ineie 12 TopuH, MiKyBaHHS CITif IIPONOBKUTHU 3 IIPUMOMY HACTYITHOI TabJIeTKH,
He IpUIMaloyy IPONyIleHy fo3y. Y TaKuX BUMafKaX UMOBIpHICTb IPOPUBHOI KPOBOTedi ab0 MosiBU
KPOB'STHUCTUX BU[IiJIEHb MOXKe OyTH ImigBUILEHA.

O®EMOCTOH® KOHTI MIHI MoXHa IpuiiMaTi He3aleXkHOo Bifl IPHIoMY ixi.

Himu.

HpenapaT HE npnsHaqum?I OJIs1 3aCTOCYBAHHSA OiTSM.

Ilepedo3yeanHsi.

4K ecTpapion, Tak i IUOPOTeCTEPOH €|3'IBIIOTLCS| PEY0OBMHAMY 3 HU3BKOI TOKCUYHICTIO. [Ipu
nepeno3yBaHHi MOXKYTh BUHUKATH TaKi CUMIITOMHM, SIK HyJ0Ta, OJTI0BaHHS, YYTIUBICTh MOJIOYHUX
3aJ103, 3allaMOpOYeHHsI, 6i/lb y JKUBOTi, COHIMBICTH/BTOMITIOBAHICTh Ta KPOBOTEYa BigMiHHU.
MarnoiMoBipHo, 110 NIpHY ITepefo3yBaHHi Oyne moTpibHe Oyab-sKe creludpiyHe CUMITOMaTAYHE
JiKyBaHHS. Lle TaK0XK CTOCYEThCS BUNAIKIB Tepe03yBaHHS Y AiTel.

ITobiuni peakuii.

HaityacTtimumy no6iyHUMY peakilisiMu y TallieHTiB, SKi 3HaXOAUIUCh Ha Teparil
€CTPaiionoM/IuaPOreCTEPOHOM IIif] Yac MPOBeAeHHS KIiHIYHUX OOCITigXKeHb, Oy/u TOIOBHUM Gifb,
6inb y XKUBOTI, OiNb/4yTAUBICTh MOJIOUHMX 3aJ103 Ta Oifib y CIUHI.

[Tig vac kniniuaMx mocimxkenb (n=5108) croctepiranucs mobivyHi peakirii, SKi 3rpymnoBaHi y Tabnui
3 3a BiANOBIMHOIO YaCTOTOIO.

Tabmuns 3
Knacu cucrtem [lyKe 4acTo JacTo Heuacto Pinko|pigxi|
OprasiB 3rigHO 3 =1/10 Bix =1/100 mo <1/10 IBig =1/1000 Bim =1/10000 mo
MedDRA no <1/100 <1/1000
[HDekIil Ta BariHanbHuM
Mapa3uTapHi KaHOIN03
3aXBOPIOBAHHS
HoBoyTBOpEHHSA 30inbIIeHHS PO3Mipy
moOposKicHi, nerioMioMu
3JI05IKiCHI Ta
HEYTOYHEHI
3 60Ky iMyHHOI [imepYyTIuBiCTh
crcTeMu




3 OOKy IICUXiKH [enpecis, BrinuB Ha mibigo
HEPBO3HICTh

3 00Ky HEPBOBOI [onoBuui 6inb |[MirpeHs,

CHUCTEMHU 3aI1aMOPOYEHHS

3 60Ky cepIis

[HbapKT MioKapaa

CynouHHI po3magu

BeHnosHa
TpoMOoeMOoTisT*

3 60Ky TPaBHOTO
TPAKTY

Binb y XKUBOTI

Hynmota, 6/1t0BaHHS,
METEOPU3M

3 00Ky MeyviHKu Ta
PKOBUYOBUBITHUX
I1JIIXiB|KOTiii|

[TopyieHHs QyHKII
MeYiHKY, B IEeSIKUX
BUIIAKax 3
bKOBTSIHUIIEIO,
acTeHielo abo
He3OyXKaHHAM i 60meM
V KUBOTI, IIOPYIIEHHS
(byHKIIi1 2KOBUHOTO
Mixypa

3 OOKy IIKipu Ta
MifmKipHOl
KJIITKOBUHU

Arepriudi mKipHi
peaxiril (HanpukKian
BUCUIIaHHS,

KPOIIUB IHKA,
cBepOixK)

AHTiOHEBPO-TUYHUN
HaOpSK, CyIUHHA

[Iypirypa

3 OOKY CKeJeTHO-
M’I30BOi CHCTEMU Ta
CIIONTyYHOI TKaHUHU

bine y ciuHi

3 6OKy
PENPONYKTUBHOL
CUCTEMHU Ta
MOJIOYHUX 3aJ103

Bine/4yTnu-BiCTH
[MonmouyHuX 3a5103

[TopyineHHs
MEHCTPYaIbHOTO
UKy (BKITIOYAl0Yu
TIOCTMEHO-TIay3allbHi
KPOB’ STHUCTI
BUOIJICHHS,
MeTpOoparito,
MeHOPparitw, 0OIiro-
/aMeHopero,
HeperyJnsapHi
MeHCTpYallii,
OUCMeEHOpPen),
Ta30BUH 0inp,
[lepBiKaJIbHi
BUOIJIEHHS

30inbIIeHHS
MOJIOYHUX 327103,
[epegMeHCT-PyalbHUN
|curnpoMm

3arasnbHi po3nany i
peakiiii B micIri
BBEIEHHS IIpemnapaTy

ACTeHiuHi cTaHU
(acTeHis, BTOMa,
He3yXKaHHS),
nmepudepuyHuM
HaOPSK

BinxuaeHHS Bif
HOPMU, BUSBIIEHI B
pe3ynbTaTi
00CTeKEHHS

30iMILIIEHHES MaCH
Tina

SMEeHIIIeHHSI MacH Tijla

* [logaTkoBy iH(MOpMAIliio AUB. HAUXKYeE.




Pu3uK paKy MOJIOYHOI 3aJI1031

§ TloBimoMmsg€eThCA PO MigBUINEHKN J0 2 pa3iB pU3UK OiarHOCTYBaHHS PaKy MOJIOYHOI 3aJI03U Y
JXKIHOK, IKi OTPUMYIOTh KOMOiHOBaHy eCTPOTeH-IIPOrecTareHoBy Tepaliio NpoTAToM Iepiony GinbIie 5
POKiB.

§ TlipBuIleHUN PU3UK Yy NALIEHTOK, sIKi OTPUMYIOTh MOHOTEPAIIi0 ECTPOreHOM, € HUXKYUM, HiXK y THX,
xT0|KTO| npuiimae kKoMOiHOBaHY €CTPOTeH-IIPOreCTareHoBY Tepaliio. |

§ PiBeHb PU3UKY 3aJIeXKUTh Bif] TPUBAJIOCTi 3aCTOCYBaHHS (IUB. po3aisn «Oco6IUBOCTI
3aCTOCYBaHHS»).

§ Huxue mpecTaBiIeHO OLIHKY aOCOTIOTHOTO PU3HUKY 3a pPe3yabTaTaMu HaibiTbIIoro
paHmoMi30BaHOTO IIae60-KOHTPOIbOBAHOTO HociimkeHHs Women'’s Health Initiative (WHI) Tta
HabimbIIOro MeTaaHai3y MPOCIEKTUBHUX eIifeMioNoTiYHUX JOCITiIKEHb.

Hai6inpmmit MeTaaHasi3 TPOCIEKTUBHUX €MigeMioNIOTiYHUX NOCTiIXKEeHb
Tabnuus 4

Po3paxoBaHuil OaTKOBXY PU3UK PaKy MOJIOUHOI 3aJI03U IiCysA 5 POKiB 3aCTOCYBaHHA Y KiHOK 3
inmexcoM Macu Tina 27 Kr/m’

Bik Ha o4aTKy KinpkicTs BunangkiB Ha 1000  [BimHoIlleHHS KinbKicTh MOOaTKOBUX

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 TiJIbBKU €CTPOTEHIB

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

3I'T i3 3acTocyBaHHSM KOMOiHallil eCTPOTeHy Ta IPOrecTareHy

50 [13,3 1,6 8,0

[Tpumimka: OCKiIbKY 3aXBOPIOBaHICTh Ha paK MOJIOUHOI 3aJI03U BiPi3HAETHCS y KOXKHIiN KpaiHi

€C, KinmbKiCTh [ONAaTKOBUX BUMAMKIB PaKy MOJIOYHOI 3aJ1031 TaKOXK ITPOIMOPIIIHO 3MiHUTHCS.

'B3sTO 3 6a30BMX OKA3HMKIB 3aXBOPIOBaHOCTI B AHTIIly 2015 p. y XKiHOK 3 iHIEKCOM MacH Tina

27 KT/M°.

Tabmuig 5

Po3paxoBaHu# ogaTKOBUM PU3UK pPaKy MOJIOYHOI 3a103u micist 10 poKiB 3aCTOCYBaHHS y KiHOK 3
iHmexcoM Macu Tina 27 Kr/m’

Bik Ha ITOYaTKy Kinekicts BumankiB Ha 1000  [BigHoIeHHSs KinbKiCTh HOMATKOBUX

3I'T (pokn) PKIHOK, IKi HIKOJIU He PU3UKY Bunankis Ha 1000 xkiHOK,
3acrocoByBanu 3I'T, 3a 10- 1K1 3acTocoByBaiu 3I'T,
piunmit 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




'B3s1T0 3 6a30BMX NOKa3HUKIB 3aXBOPIOBAHOCTI B AHrIi y 2015 p. y XKiHOK 3 iHIEKCOM MacH Tia
27 xr/™m’.

[Tpumimka: OCKiIbKY 3aXBOPIOBAHICTh Ha paK MOJIOUHOI 3aJI03U BiIPi3HSAETHCS y KOXKHIN KpaiHi
€C, KiNbKIiCTh JOAATKOBUX BUMAJKIB PaKy MOJIOYHOI 3aJ1031 TaKOXK IMPOMOPIINHO 3MIHUTHCS.

Tabmnuig 6

Hocnipxenuss WHI y CIIIA: mogaTKOBUM PU3UK PaKy MOJIOYHOI 3a/I03H MiCJg 5 POKIB 3aCTOCYBaHHS

BikoBui miama3oH KinpkicTh BUNIQOKIB Ha BigHoIeHHS KinbKicTh MOOaTKOBUX
(poku) 1000 xiHOK y rpymi pu3uky Ta 95 % [BumnazkisB Ha 1000 XiHOK,
m1are6o mTpoTsATroM iHTepBay OOBipH [iKi 3acTocoByBanu 3I'T
5 pokiB (I0) mpotsiroM 5 pokiB (95 %
111)

3amiCcHa ropMOHajibHa MOHOTeparmis ectporenom KKE

50-79 [21 0,8 (0,7-1,0) F4 (-6-0)
KKE MIIA kom0OiHOBaHa ecTporeH-nmporectaresoBa 3I'T
50-79 [17 1,2 (1,0-1,5) l4 (0-9)

t V XkiHOK, 5Ki He 3acTocoByBanu 3['T 0 m0YaTKy HOCIIIXKEHHS, IBHOTO PU3UKY IIPOTATOM
MepIInX 5 POKIB JiKyBaHHS He CIOCTEPIraaock; micis 5 pokis npoBefgenHs 3I'T pusuk 6yB

BUIIMM, HiX y TUX, XTO He npuiimas 3['T.

° WHI mocmimxeHHs y XKiHOK 3 BiICyTHBOIO MATKOI0, SIKi He IOKa3anu 30iIbIlIeHHs PUIUKY

PO3BUTKY PaKy MOJIOYHOI 3aJ103H.

KKE - KoH'1oroBanu# KiHCbKHMM ectporeH, MITA - MegpOKCUIIPOTECTEPOHY aleTar.

Pr3uK paky eHgoMeTpis

XKiHKu y nepiodi nocmmeHonay3u 3i 36epexiceHor Mamkow

Pu3WK paky eHIOMeTpist CTaHOBUTH 6JIM3bKO 5 BUMaAKiB Ha K0KHY 1000 XiHOK 3i|i3| 30epexkeH010
MaTKOIO, SIKi He nmpuiManTs 3I'T.

[Tpusnauenud 3I'T i3|i3| 3acToCyBaHHAM TiNbKU|NHILIE| €CTPOTEHY XKiHKaM 3i 36epekeH0i0 MaTKOIO He
PEKOMEHIYEThCS Yepe3 MiABUIeHUN PU3UK PaKy eHpoMeTpis (AuB. po3nin «OcobauBoCTi
3aCTOCyBaHHS»). 3aJIeXKHO Bifl TpMBAJIOCTi 3aCTOCYBaHHS Tepallil TiTbKi eCTPOTe€HOM Ta LO3U
€CTPOreHy MiBUILEHHS PU3UKY pPaKy €HJIOMETPis B X0l eMifeMioNOoriYHUX AOCHIAKEHb KOJIUBAIOCS
Bi 5 Mo 55 momaTKOBUX BUIAOKiB, miarHOCTOBaHUX y|6ins| KoxHik 1000 xkiHok BikoM Big 50 mo 65
POKIB.

[omaBaHHS IporecTtareHy OO0 Teparil TiTbKY|IuIlle| eCTPOreHOM IPOTAroM NpUHaUMHI 12 [HIB Ha
IIMKJI MOKe 3arobirty TakoMy MifiBUILleHHIO pu3uky. I1ig yac mocnimxkenHs Million Women Study
(MWS)| 3acTocyBaHHS IIPOTSATOM II'SITU POKiB KOMOiHOBaHOI (mocmigoBHOoi abo moctiriHol) 3I'T He
MiJBUIIYBAJIO PU3UK paKy eHgoMeTpis (BimHowmeHHs pu3uky 1,0 (0,8-1,2)).

Pak sieuHuKiB

3acrocyBanHs 3I'T |i3|Tinbku ecTporeHoM abo KoMOiHOBaHOI eCTporeH-porecrareHoBoi 3I'T
aCoLi0BaJIOCh 3 Oelll0 MiABUIIEHNM PU3UKOM JiarHOCTYBaHHS PaKy S€UHUKIB (IUB. PO3IiN
«Oco6MMBOCTI 3aCTOCYBaHHS»).



B manux mMeTaaHaJi3y, OTpUMaHUX 3 52 eNigeMioNnoriYHUX OOCHIAXKEHb, TTOBIHOMIISIIOCH IPO
NiABUIIIEHUYN PU3UK PO3BUTKY PaKy S€YHUKIB Y XKIHOK, sKi 3acTocoByBasnu 3T, mOpiBHAHO 3 KiHKaMy,
sKi HiKonmu He 3acTtocoByBanu 3I'T (BimHomeHHs pu3uky 1,43, 95% I 1,31-1,56). ¥ XKiHOK BiKOM Bif
50 mo 54 pokis, fKi 3acTocoByBanu 3['T IPOTATrOM 5 POKIB, 1€ CIPUYUHAIIO 1 momaTKOBUY BUNIAOK
Ha 2000 xiHOK. Y xkiHOK BikoM Bif 50 70 54 pokiB, gKi He 3acTocoByBanu 3I'T, pak si€eUHUKIB
niarHoCTyeThca npubnu3Ho y 2 Ha 2000 XKiHOK IPOTATOM 5 POKIB.

Pu3uk BeHO3HOI TpoMOoeMOoTii

3I'T aconiroeTscs 3|i3| migBumieHHEAM v 1,3-3 pa3u BifTHOCHOT'O PU3UKY PO3BUTKY BEHO3HOL
tpoMmboeMOoiil (BTE), To6TO TpoMOO3y rmuboKux BeH abo TpoMOoeMOoIIii TereHeBoi apTepil.
BuHUKHEHHS TaKOTo SIBUIIa € Oi/IbII iMOBIpHUM BIPOLOBXK|yIIPOAOBK| IIEPIIOT0 POKY 3aCTOCYBaHHS
3I'T|BxuBanHsA| (DuB. po3min «OcobIUBOCTI 3aCTOCYBAHHT»).

Y 4-7 31000 xinoxk BikoM Bif 50 pokiB, siKi He npuiiMaioTs 3I'T B cepeIHbOMY IIPOTATOM II'ITU POKiB,
MOZKJIMBE YTBOPEHHS TPOMOY y BEHaX.

Y 9-12 3 1000 xinok BikoM Bif 50 poKiB, fIKi IPUMUMaIOTh eCTPOTreH-nporectareHoBy 3I'T mpoTAroMm
I'SITU POKiB, MOXKJIMBE YTBOPEHHS TPOMOY y BeHax (TOOTO MOATKOBUX 5 BUIMAMIKIB).

Pu3ux imnmeMiunoi XBOpoOu ceplist

Pu3uk imemiyHOoi XBOpoOHU cepls Oelo MigBUIEeHNY Y KiHOK BiKoM Biff 60 POKiB, 5Ki MpHUKAMAaIOTh
KoMOiHOBaHy ecTporeH-nporectareHoBy 3['T (ouB. po3gin «OcoONIUBOCTI 3aCTOCYBaHHS»).

Pu3uK inmemMiyHoro iHCcyaeTy

3acTocyBaHHS Teparllil TiTbKM eCTPOreHOM Ta eCTPOTeH-IIPorecTareHoBO1 Teparllii acoliloeThes 3|i3|
nigBUILIeHHAM 10 1,5 pa3a BiTHOCHOT0O PU3UKY iIeMiYHOr0 iHCYNbTY. PU3UK reMopariyHoro iHCyasTy
Ha TJii 3acTocyBaHHs 3['T He MigBUIIYETHCH.

BimHOCHUY pU3WK He 3a/IeKUTh Bif BiKy a0 TPUBaJIOCTi 3aCTOCYyBaHHS, ajie|Ta| OCKinbKY 0a30Bul
PU3UK 3HAYHOK MIpOM0 3aJIeKUTh Bif BiKy, 3arajibHUM PU3UK IHCYJIBTY Y XKIHOK, sKi npuiiMaioTs 3I'T,
3pocratuMe 3|i3| BikoM (guB. po3min «OcoO6NMUBOCTI 3aCTOCYBaHHST»).

Y 8 3 1000 xixHok BikoMm Bif 50 poKiB, gKi He npuiiMatoTs 3['T B cepeqHbOMY IPOTATOM II'SITU POKIB,
MOKJIMBE BUHUKHEHHS imeMiyHoro iHcynbTy. ¥ 11 3 1000 xkiHOK BikoM Bif 50 pOKiB, sIKi IpPUKAMarOTh
3T'T B cepeqHbOMY IIPOTSTOM II'SITH POKiB, MOXK/IMBE BUHUKHEHHS illleMigHOTr0 iHCYIIBTY (TOOTO
OONAaTKOBUX 3 BUIIQOKHU).

[nmi mo6GivHi peakiii, mpo SKi TOBIIOMAANOCS Y 3B’43KY 3 TIKYBAHHSIM €CTPOTeHOM/IIPOrecTareHoM
(BKIII0Ya0YM eCTPamion/IuaporeCTePOH):

§ HosoymeopeHHs 006POSAKICHI, 3105KICHI ma He8U3HA4YeHOi emio/0z2ii: eCTpOTeH3aexXHi
HOBOYTBOPEHHS, SIK MOOPOSKICHI, TaK i 37I05IKiCHi, HallpUKJIafl paK eHAOMEeTPisl, paK S€YHUKIB.
30inbIIIEHHST PO3MIiPY IIporecTareH3aie’kHuX HOBOYTBOPEHD (HallpUKiaja MEHIHTiOMHU);

§ 3 60Ky Kpogi ma nimpamuyHoi cucmemu: TEMOTITUYHA aHEMIS;
§ 3 60Ky iMyHHOI cucmeMu: CACTEMHUY YE€PBOHUIM BOBYAK;

§ 3 60Ky 0O6MiHY peuo8uH Ma XapyyB8aHHs: TiNePTPUTIIIIIEPUOEMIs;



§ 3 60Ky Hepeosoi cucmemu: MOXKJIMBA IEMEHIIiS, XOpesi, 3arOCTPEHHS eMiJencii;
§ 3 60Ky opeaHis 30py: 30INbIIIEHHST KDUBU3HU POTiBKH, HEITEPEHOCUMICTh KOHTAKTHUX JTiH3;

§ 3 60Ky penpodyKkmueHOi cucmemu i MO04YHUX 3d103: PiOPO3HO-KICTO3HI 3MiHM B MOJIOYHUX
3a/;03ax, epo3is MUNKA MaTKy;

§ cyOuHHi po3aadu: apTepianbHa TpoMO0eMOOITis;
§ 3 60Ky mpasHoi cucmemu: TaHKpPeaTuT (y KiHOK 3 y2Ke iCHYI0YOI0 TillepTPUIilepuaeMi€eio);

§ 3 6oky wKipu ma niOwkipHoi KaimkoguHu: MynbTU(GOPMHA epuTeMa, By3JI0Ba epUTEMaA, XJI0a3Ma
abo Mena3Ma, SIKi MOXKYTh 3a/IMIIATUCS IIiC/S BiIMiHU IIpenapara;

§ 3 60Ky CKesemHo-M’ 5130801 cucmeMu ma cnoay4HOi MKAHUHU: CYIOMHU HUXKHIX KiHITIBOK;

§ 8i0OxusieHHA 8i0 HOpMU, 8UAB/AEHI 8 pe3ysbmami 06cmedceHHA: MiABUIIeHUN 3aralbHUM PiBeHb
TOPMOHIB IITUTOBUIHOI 3a7103H;

§ 8po0sceHi, cnadkosi ma eeHemuyHi po3.aadu: noripieHHs nepediry nopdipii;

§ 3 6OKY HUPOK ma ceuo8usiOHUX W5Xi8: HETPUMAHHS CeYi.

[ToBimomneHHs mpo 1mob6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNiKe 3HaueHHS. Le
[a€ 3MOTY IIPOBOAUTY MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCThL/PU3UK IIPHU 3aCTOCYBaHHI 1ILOTO
niKapchKoro 3aco0y. Meou4yHUM Ta ¢papMalleBTUUHUM IIpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM ITpeCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUITAAKHM IiI03PIOBaHUX IMOOIYHUX Peakllii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy cucTeMy 3
(dapMakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 4 pokwu.

YmMmoBH 30epirannsi. 30epiratu B HeAOCTYIHOMY IJIS OiTed Micui|micue-muri|. He moTpebye
0co6IMBUX YMOB 30€epiraHHs.

YnakoBka. ITo 28 tabmetok y 6mictepi. ITo 1 abo 3 6icTepu B KapTOHHI# KOPOOIIi.

Kareropis Bigmycky. 3a perenTom.

Bupoonuk. A66oTT Bionomxikans b.B., Higepnmauau/Abbott Biologicals B.V., The Netherlands.



Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIs IpoBaJIXKeHHs MOro JisyIbHOCTi. Beepser
12, 8121 AA Onsct, Higepnangu/Veerweg 12, 8121 AA Olst, The Netherlands.



