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 |Ha ¢owi| npuitomi npenapaty ®EMOCTOH® KOHTI MIHI nouuHaoun 3|i3| 4 TUXKHS IiKyBaHHS
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

[Ticnsi|moTiM| mepopabHOTO 3aCTOCYBAHHS €CTPafiosl aKTUBHO MeTabo0i3yeThcsi. OCHOBHUMHU

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|moTiM| mepopanbHOTO MPUIOMY MiUeHOTO|IIIUTUCS | AUIPOTECTEPOHY 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 nporectareH3anexkHi HOBOYTBOPEHHS.
Meninrioma a6o MeHiHTioMa B aHaMHe3i.

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.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IlocmigXKeHHS JTiIKapCbKUX B3a€EMOMIN HE IPOBOIUINCS.

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
BHACJIiOK 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 i macabysip 3 abo 6e3 pubaBipuHy, TepeBUIIEHHS BePXHbOI MexXi
HOPMH DiBHS anaHiHamiHOoTpaHCchepa3u (AJIT) GinbIne HiXK y 5 pa3iB 3HAYHO YacTillle CIIOCTepiranocs
y XkIiHOK, SIKi 3aCTOCOBYBaJIH JTiKapChKi 3aco0u, 110 MIiCTSATh €TUHINIECTPaioN, TaKi IK KoMOGiHOBaHi
ropMmoHasnbHi KoHTpanentusu (KI'K). KpiM Toro, TakoXx npu jiKyBaHHI
riekanpeBipoM/mibpeHTacBipoM a6o codocOyBipoM/BenmnaTacBipoM/BOKCUIANIPEBIPOM, MiABUIIEHHS
piBug AJIT croctepiranocs y XkiHOK, SKi 3aCTOCOBYBaJId €THHiNECTPafioNoBMiCHI JTiKapchKi 3acobu,
taki gk KT'K. ¥ XkiHOK, 5iKi mpuiiManu JliKapchbKi 3aco0#u, 110 MiCTATH iHIIi €CTPOTeHHU, HiXK
eTHHiIecTpaion, Taki K ecTpafmion i ombiTacBip/mapuTanpeBip/puToHaBip i gacabygip 3 abo 6e3
pubaBipuny, cTyninb nigBuiieHHs piBHs AJIT OyB momgiOHUM 00 TAKOTO Y XKIiHOK, SIKi HE OTPUMYBaIu
JKOMIHUX eCTPOTEHiB; OHAK, 3 OTJIANy Ha 00MeXeHY KilbKiCTh KiHOK, SIKi IpUiiMau iHII eCTPOTeHH,
HeoOXiTHO MOTPUMYBaTHCS 00epEeKHOCTI IIPU OJHOYACHOMY 3aCTOCYBaHHi IIOT0 ITpernapary 3



HACTYITHOI0 KOMOiHOBaHOIO Tepaliel: oMOiTacBipoM/mapuUTanpeBipoM/pUTOHABIpOM i facabyBipoM 3
abo 6e3 pubaBipuHy, rIeKanpeBipom/miopeHTacBipoM abo
codocOyBipom/BenmaTacBipoM/BoKcinampeBipoM (AuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

EcTporeHu MOXKYThb IepPeIlKOIKaTH MeTa001i3aMy iHIIKX JTiKapChKUX 3aco0iB

EcTtporenu MoxyTh npurHiuyBatu ¢pepmentu CYP450, mo 6epyTh ydyacTs y MeTabo1i3Mi JTiKapChbKUX
3aco0iB, MIIIXOM KOHKYPeHTHOI iHribitii. Lle ocobmuBo citif BpaxoByBaTH CTOCOBHO|IIOMO| TiKapChKUX
3ac00iB 3 By3bKUM TepaleBTUYHUM iHIEKCOM, TaKUX SK:

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

KniniyHo 11e MoxKe mpu3BeCTy [0 30i/bIIEHHS [IJTa3MOBUX PiBHIB TAaKUX PEUYOBUH OO TOKCUYHUX
KOHIIeHTpalii. TakuM YUHOM, MOXKe OyTU MOTPiOHUM PeTeNbHNUM MOHITOPUHT PiBHS JTiIKapChKUX
3ac00iB IPOTATOM TPUBAJIOT0 NEPIOAY, a TaKOXK 3MEHIIEeHHS N03U TaKpoliMycy, beHTaHiny,
IIUKJIOCIIOPUHY A Ta TeodiniHy.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[lns niKyBaHHS CUMIITOMIB, OB I3aHUX 3 IIOCTMEHOIIAY3010 Y XKIHOK, 3aMiCHY TOPMOHAaJIbHY Teparlio
(3I'T) cnim po3mOYMHATY TiUIBKY|NIHIIE| 38 HAsIBHOCTI TaKWX CUMIITOMIB, IKi HECIPUSATIIUBO BIIJIUBAIOTh
Ha SKiCTb XKUTTS. Y BCiX BUIagKaX HeoOXigHO IPOBOIUTH PETEIbHUM aHai3 PU3UKIB i KOPUCTI SIK
MiHiMyM mopiuHo|mopik|, i 3['T gouinbHO TPONOBXKYBATH, TiIBKU|IHILE| SIKII0 KOPHUCTH IEPEBUIITYE
PU3UKH.

Iloka3u 000 puU3HUKiB, oB’'s13aHuX i3 3['T Ipu NiKyBaHHI TepeqYacHOl MeHoIay3u, 00MeXkeHi.
OpHak|ogHak|, 3aBOIKM HU3BKOMY PiBHIO aOCOTIOTHOTO PU3UKY Y KiHOK MOJIOALIOTO BiKY,
CIiBBiHOIIIEHHS MepeBar Ta PU3UKIB Y TAKUX KIiHOK MOxKe OyTU CIPUSTIUBILINM, HiXK y CTapIIuX
XKIHOK.

MenuyHe 00CTEeKEHHS/ Imoaanblile CIIOCTEPEKEHHA

[Tepen moyaTkoM ab0 TOHOBJIEHHSIM 3aMiCHOI TOPMOHAJIBHOI Tepatil HeoOXifHO 3’saCcyBaTH

TIOBHUM |iTKOBUTHUI| ocobucTui i cimeninuii anamue3. ®iszukanbHe 06CTeXKeHHS (BKIIOUAI0UN
rinekosoriyne o0CTexXeHHS i 00CTeKeHHS MOJIOYHUX 3a/103) He0OXiqHO POOUTH|IYUHUTH|,
BPaxOBYIOUM [aHi aHaMHe3y, IPOTUAIOKa3aHHS 1 3aCTepeKeHHs 00 3aCTOCYBaHHS AAHOI0 IIpenapary.
[Tig yac nmikyBaHHS peKOMEHIYETHCS ITPOBOAUTH TIEPIOJUYHI OTISIAY, YacToTa i 06csar|o0csr| aKux
BHM3HAYAEThCS iHOUBiAyanbHO. 2KiHOK CIif moiH(popMYyBaTH, PO SIKi 3MiHM B MOJIOYHHUX 3a/103aX
HeoOXiHO TOBimOMIATH JIiKapeBi|nikapky| abo MeguyHil cecTpi (ouB. «Pak MOJIOYHOI 321031 »
Huxk4de). O6CcTexkeHHs, BK/IIOUAl04YH BilTIOBimHI MeToOu Bidyasisarlil, HammpuKiaag Mamorpadito, ciin
IIPOBOAUTH BigIIOBIAHO [0 iCHYI0YOl IPAKTUKYU CKPUHIHTY, MOAU(IKOBAHOI 3a/Ie2KHO Bif
iHoUBimyanbHUX KITiHIYHUX TOTPED.

3axXBOPIOBAHHS, TIPYU SKUX HEOOXiTHO CIIOCTEPIraT 3a CTAHOM MAlliEHTOK

[TamieHTKaM, y SKUX HasgBHi OyOb-sIKi i3 BKa3aHUX HUXKYe 3aXBOPIOBaHb HA JaHUM MOMEHT, Y
MUHYJIOMY Ta/a0o0 ix MoripiieHHs Iif Yac BariTHOCTI abo monepefHbOl TOPMOHAJIBHOI Teparii, CIif



3HaAXOOUTHUCS Iifl peTeNbHUM criocTepexkeHHIM. HeoOxigHO MaTy Ha yBa3i, 110 1i CTAaHU MOXKYTh
peluauByBaTH a0o ix mepelir moripuryBaTics mif 9ac aikyBaHHs npenapatoM ®PEMOCTOH® KOHTI
MIHI. Jo HuX HaJleXaTh:

e neriomioma (MioMa MaTKH) a60 eHIOMETPiO03;

¢ (haKTOPH PU3NKY BUHUKHEHHS TPOMO0EeMOOTiYHUX TIOPYIIeHb (OUB. HUKYE);

e (HaKTOPU PU3NKY BUHUKHEHHS €CTPOreH3aJIeXKHUX| IyX/INH, HalPUKJIa[ IepUIny CTyIIiHb
CIIa[IKOBOI|CITaIKOEMHOI| CXUIBLHOCTI IO PaKy MOJIOYHOI 3a/103H;

* apTepianbHa rinepTeHsid;

¢ 3aXBOPIOBAHHS IEeYiHKYU (HAIpPUKIa[ afleHoMa MeYiHKH);

e IyKpOBUii giaber i3|i3| cymuHHUMYU ycKnagHeHHAMY abo 6e3 HuX;

¢ JXOBYHOKaM siHa XBOp00a;

e MirpeHs a0 (CHIbHUM) FOJIOBHUY Oillb;

* CUCTEMHUY YEePBOHUU BOBYAK;

e Timepriasis eHJAOMETpPis B aHaMHe3i (OuB. HUXYe);

e errinerncis;

e OpoHXxiambHa aCTMa;

® OTOCKJIEPO3.

Meuwniurioma

[ToBimOMIISANIOCS IIPO BUHUKHEHHSI MEHIHTIOM (IOONUHOKUX Ta MHOXKWHHUX) IIPXA 3aCTOCYBaHHI
npenapaty ®EMOCTOH® KOHTI MIHI. [ManieHTy: NOBUHHI IepeOyBaTH IIif] HaTIAA0M [JIs
BUSIBIIEHHS O3HAK Ta CUMIITOMiB MEHIHTiOM BiiTIOBIIHO OO KJTiHIiYHOI MPaKTUKHU. fAKIIO y

Talji€HTa qiarHoCTOBAaHO MEeHiHrioMy, Oymb-sKe nikKyBaHHS mpemaparom ®EMOCTOH® KOHTI
MIHI HeoOxigHO MpUNUHUTH (OUB. po3ain «IIpoTunoka3anHs»). ITicis IpUNUHEHHS TiKyBaHHS
CIIOCTepiranocs 3MeHIIeHHS MyXJINHU.

[IpyyyHY O HEeraHoro NPUNVMHEHHS Teparil

Tepamnito HeoOXigHO IPUIMHUTH Y Pa3i|B pa3i| BUSBIEHHS IPOTUIIOKA3aHHS, & TAKOX Y
TaKUX|CIigyI04uX| CUTyallisx:

e TI0sIBa JKOBTSHMULII|?)KOBTYXHU| ab0 moripiieHHs QyHKIII MeYiHKy;
e 3HaYHe MiIBULIIEHHS apTepiaTbHOr0 TUCKY|TUCHEHHS|;

e TI051Ba BIepIle|ymnepiie| MirpeHenogibHOro roI0BHOTO 601i0;

® BaTiTHICTE.

lnepmnnasid eHOOMeTpid Ta KapiuHOMa

Y XiHOK 3|i3| iIHTAKTHOI0 MaTKOI PU3UK PO3BUTKY Tillepiuia3il eHOOMeTpis 1 KapIUHOMYU
HiABUINYETHCS IIPU IPU3HAUYEHHI TiTbKY|NHIlle| eCTPOTEHIB MPOTSATOM TPUBAJIOTO IIepiofy dacy.
[TomiueHO|mOMITUTH| 3pOCTaHHSA PU3UKY PaKy eHAoMeTpid y 2-12 pasiB y KiHOK, SIKi IPUINMaTh
TiNBbKY|HILIE| eCcTporeH, NOPiBHAHO 3 TUMHU, XT0|KTO| He mpuiiMae 10Tro0, 3a/IeKHO Bifi TPUBAIOCTI
niKyBaHHSA i 103U ecTporeny (ouB. po3nin «I1obiuni peakuii»). [Ticns|moTiM| mpunuHEHHS NTiKyBaHHS
PU3UK MOXKe 3aIUIIaTUCS MiABULIEHUM IIPOTAroM K MiHiMyM 10 poxis.

IomaBaHHS IIpOrecTareHy HUKJIiYHO MPOTIroM MiHiMyM 12 mHIB Ha Micsib/28-meHHUN UK a60
Oe3nepepBHa KOMOiHOBaHa eCTPOTreH-IIporecTareHoBa Teparis y XKiHOK 3i|i3| 36epekeH0I0 MaTKOI0



MOKe 3ano0iraTi HafMipHOMY PU3UKY, o acouitoeTbes 3|i3| 3T i3|i3| 3acTocyBaHHAM TilNbKY|muUIe|
eCTPOreHy.

[TpoTsATOoM mepIuX MicAIiB TiKyBaHHS MOXKJIMBI IPOPUBHI MaTKOBi KpOBOTeUi ab0 KPOB'THUCTI
BUMiNeHHS. fdKII0 BOHM BUHHUKAIOTh Yepe3 NesKUH 9ac Bif MOYaTKY JIiKyBaHHS a00 TPHUBAIOTh
mic/si|moTiM| 0ro MpUNKMHEHHS, HeoOXigHO 3'ACyBaTH iX IPUYUHY, 110 MOXKe BKIIOUATH IIPOBENEHHS
6ioncii eHmOMeETpis [T BUK/IIOUEHHS 3I0SIKiCHUX HOBOYTBOPEHE.

Paxk MoJ104HOI 3251031

3arasbHi faHi T0Ka3yOTh MiABUIEHNY PU3UK PaKy MOJIOYHOI 3aJI03H Y XKIHOK, Ki IPUUMAaIOTh
KOMOiHOBaHYy eCTPOTeH-IIporecTareHoBy abo | Tinbku|muie| ectporenoBy 3I'T, 1110 3a1eXUTh Bif
TpuBanocti 3I'T.

KombiHoBaHa ecmpozeH-npo2ecmazeHo8a mepanis

¢k paHmomizoBaHe Mane60-KOHTPOIbOBaHe OOCITimKeHHs «IHilliaTUBY 3apagy 300POB’sT KiHOK»
(Women'’s Health Initiative Study (WHI)), Tak i MeTaaHaJi3 MPOCIIEKTUBHUX €MiEMiOIOTiYHNX
IOCTiAKEeHb Y3TOAKeHO MToKa3asly MigBUIIeHW PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3aJI031 y KiHOK,
SIKi 3aCTOCOBYIOTh KOMOiHOBaHYy eCTpOreH-IIporecTareHoBy Tepariio 9K 3['T, mo cTae 04eBUTHUM
npu6bnusHo micag|notiM| 3 (1-4) pokis (guB. po3min «I1o6iuHi peakirii»).

Tepania minvKu|auwe| ecmpoz2eHom

Hocnimxenus Women’s Health Initiative study (WHI)| He BUSIBUIO iABUILIEHHS PU3UKY PaKy
MOJIOYHOI 3a/I03¥ Y XKiHOK Iicyis rictepekToMil, ki npuiiMatoTs 3T i3|i3| 3acTocyBaHHAM
TinbKu|nuie| ecTporeny. B xoni o6cepBaLiiHUX DOCTIXKEeHb IePEeBaKHO IIOBITOMIISAIIOCS ITPO
He3HayHe MiIBUIIeHHS PU3UKY HiarHOCTYBaHHS paKy MOJIOYHOI 3aJI03H, 10 € iCTOTHO|CYTTEBUY|
HUKYMM, HiXK Yy MMaIliEeHTOK, IKi mpuiiMaoTh KoMOiHallil ecTporeHy i mporectareny (IuB. pO3Min
«ITobOiuHi peakirii»).

Pe3ynpTaT MacmTaOHOT0 MeTaaHasli3y MoKa3aly, 10 IMic/Is MPUIUHEHHS JTiKyBaHHS MiIBULIEHUH
PHU3HKK 3 YaCOM 3HU3UTHCS, a Yac, HeoOXiHMI M1 ITOBEPHEHHS 00 T0YaTKOBOTO PiBHS, 3a/I€3KUTH Bifl
TPUBAJIOCTI monepenHboro 3actocyBanusd 3I'T. ¥V pasi, konu 3I'T 3acTocoByBasack IOHAM 5 POKiB,
pu3uK Moxe 30epiratucs npotaroM 10 pokis abo gosure. 3I'T, oco6nuBo KOMOiHOBaHa €CTPOTEH-
IIporecTareHoBa Teparis, MigBUIIYE IIIbHICT MaMOTpadivyHuX 300paxkeHb, 1[0 MOXKe HeTaTUBHO
BIJINHYTH Ha PafioJioTiyHe BUSBIEHHS PaKy MOJIOYHOIL 3a7103H.

Pak seuyHuKiB

Pak sie4yHMKiB BUHHMKA€E 3HAYHO Pifillle, HiXK paK MOJIOYHOI 3an03u. EmifgeMionoriuxi maHi, oTpuMaHi B
pe3ynbTaTi MKUPOKOTr0 MeTaaHasli3y, 3aCBiIYuIIN Hell0 MigBUIIEHUN PU3UK Y KiHOK, SKi 3aCTOCOBYIOTh
MOHOTepaIIio ecTporeHoM abo KoMOGiHallil0 eCTPOreHy 3 IPorecTareHoM K 3aMiCHY TOPMOHAIbHY
Tepallio; el PU3UK IPOSBIAETLCI IPOTATOM 5 POKIB 3aCTOCYBaHHS Ta 3MEHIIYETHCS 3 4aCOM IIiCIIs
npunuHeHHd Teparmii. [ledki iHmi gocmigkeHnHs, 30kpeMa gocnigxkenus WHI|, cBingaThb|3acBig4yioTh|,
110 3acTOoCyBaHHs KoMOiHOBaHuX 3I'T Moxke OyTu IIOB’si3aHe 3 TAKUM CaMUM ab0 [EI0 HUKYUM
pu3uKoM (ouB. po3min «[TobiuHi peakiii»).

BeHo3Ha TpomMboeMbois

3I'T nor’g3aHa 3 1,3-3-pa30BUM MMiABUIIEHHIM PU3UKY PO3BUTKY BeHO3HOI TpoMOoembomii (BTE),
TOOTO TPOMOO3y IrIuOOKUX BeH ab0 eMOOJTil IeTeHeBUX CYOUH|TIOCYOUH|. BUHUKHEHHS TaKOTO SIBUIA
MMoBipHile y nepmu# pik nposenenns 3I'T, Hix mi3wime (ouB. po3gin «I[1o6iuHi peaxiii»).



[TauieHTKY 3 BigoMUMU TPOMOODiTiYHUMY CTaHaAMU|JocTaTKaMu| MaoTh migsuinenuii pusuk BTE, i
3T'T Moxke momaTKOBO 30i/blIyBaTH 11ei pu3uK. ToMy 3aMiCHa rOpMOHAJIbHA Tepalris MPOoTUII0OKa3aHa
IIif TPy naumieHToK (OuB. po3min «IIpoTUIOKa3aHHI»).

3aranpHOBU3HAHUMU (akTopaMu pu3uKy po3BuTKy BTE € 3acToCcyBaHHS €CTPOTEHIB, TiTHIN BIK,
BeJIHKi Xipypridni BTpy4aHHs, TpuBana iMmobinizanis, oxupiaaa (IMT > 30 kr/m”), BariTHiCTS/
iCIISTIONIOTOBUM TIepiof, CHCTEMHUY YepBOHUY BoBYak (CUB) i pak. EquHOI IyMKH LIOJ0 POIIi
BapUMKO3HOI'0 PO3LIMPEHHS BeH y pPo3BUTKY BTE HeMae.

4K i gns BCix micisonepariiHyuX MalieHTiB, He00XigHO BXKUTH MPOMITaKTUYHUX 3aXO0/IiB [IJIs
3anobiranus BTE micns xipypriusoro BTpy4aHHs. Ko TpuBaja iMMo0binisalis HeoOxinHa
Iic/Is|I0TiM| IyTaHOBOI onepaliii, peKOMeHyeThCs TuM4acoBe npunuaeHHs 3['T 3a 4-6 TUXKHIB 10
BTpy4daHH4. JIikyBaHHS He CJIiJ IOHOBJIIOBATH, IIOKH|OOKH| )KiHKa He BiTHOBUTEL CBOIO PYXJIUBICTh
IOBHICTIO|I[ITKOM]|.

Kinkam 6e3 ocobuctoro anamue3dy BTE, ane|Ta| 3a HagBHOCTI B aHaMHe3i y pOAUYiB IIEPIIOTr0
CTYIIEHSI POOVHHOTO 3B’A3KYy TPOMOO3y y MOJIOLOMY Billi, MOKHa 3alIPOIIOHYBATH CKPUHIHT
IIiCNsg|IOTiM| peTeIbHOro 06roBOPEHHS H0ro 00MeXKeHOCTi (IIpYU CKPUHIHTY BUSBISIOTH TiUIbKY|NUIIe|
YacTHHY|4acTKy| TpoMbodinigyHuX po3nafis).

3I'T mpoTuioKa3aHa, KO BUSBIIEHO TpoMOoGimiyHuit po3na, SKUM Biopi3HAEThCS Bifl BULY
TPoMOO03y Y UJIeHiB ciM’i, abo SKII0 pO3/af € TAXKKUM|TIKKUMY| (HallpuKiiaj HeloCTaTHICTh
aHTUTpPOMOiHYy, mpoTeiny S abo npoteiny C|i3| abo KoMbiHallis po3namis).

[n1s XKiHOK, SIKi BXKe MTPUUMAIOTh IIOCTiMHY aHTUKOAryJISHTHY Tepallilo, C/Ii[l peTelbHO
3BaXKUTH|BaKUTH| KOPUCTDb Ta pU3UKU 3acTocyBaHHA 3I'T.

Ao BeHo3Ha TpoMO0eMO0Iisi pO3BUBAETHCS IiC/IS MTOYATKY Teparllii, mpemapar noTpibHo BigMiHUTH.
[TalieHTOK CIIif MOTIepeUTH NP0 HeOOXiMHICTh HeraHO 3BEPHYTHCS [0 JTiKaps MpH MOsBi
IOTEHI[INHUX CUMITOMIB TpoMOoeMObotil (Hanpukian 0osicHOoI|60104ill| HaOPSAKIIOCTi HOTH,
pamnToBoro 600 y TPYOHIM KITiTI, 3aqUIIKY).

IimemiyHa xBopoba cepus (IXC)

Y xomi paHOOMi30BaHMX KOHTPOJILOBAHUX AOCTiAKEHb HE OTPUMaHO I0Ka3iB 3axMCTy Bif iHhapKTy
MioKappa y XiHoK 3|i3| abo 6e3 IXC, siki mpuiimanu KkomOiHOBaHY ecTporeH-nporectareHoBy 3I'T a6o
3I'T TinepKu|muIIe| eCTPOreHOM.

KombiHoBaHa ecmpozeH-npozecmazeHosa mepanis

BigHocHuUY pu3uk BuHUKHeHHS IXC Ha TJIi 3acTOCyBaHHS KOMOIHOBAHOI €CTPOTEeH-IIPOTrecTareHoBol
3I'T € memo migBumenuM. Ockinbku 6a30Buit abcomoTHUM pu3uk IXC 3HAYHOIO MipOI0 3a/IeXKUTh Bif
BiKy, KiJIBKICTh fOoHaTKOBUX BunaakiB [XC, 3yMOBIeHUX 3aCTOCYBaHHSAM €CTPOTEHIB 1 IpOrecTareHis,
nyXkKe Majla y 3M0POBUX KiHOK ¥ 6JIM3bKOMY 0 MEHOIay3H Billi, ane|ta| Oyme 3pocTaTé 3 BiKOM.

Tepania minvKu|auwe| ecmpoz2eHom

[laHi paHAOMi30BaHUX KOHTPOJILOBAHUX HOCIiAKEHb He II0Ka3a/Iu NiABUIeHoro pu3uky IXC y xKiHOK
IiCTIS TiICTEPEKTOMil, sIKi OTPUMYIOTh Tepalilo TiIbKY |TIUIEe| eCTPOreHOM.

[IeMiYyHUY iHCYNIBT

KomM06iHOBaHa eCTpOreH-IporecTareHoBa Ta TiIbKU eCTPOreHOBa Teparllii acoIiioThes 3|i3|



nmigBULIeHHAM 10 1,5 pa3a pu3uKy illeMiYyHOTO iHCYJIbTY. BITHOCHUY PU3UK HEe 3MIiHIOETHCS 3 BIKOM
abo yacowm, 110 MUHYB|MUHAB| Mic/s|MOTiM| HacTaHHs|HACTYNy| MeHomay3u. [IpoTe|ogHak|, OCKibKY
6a30Bui PU3UK iHCYJIBTY 3HAYHOIO MipOI0 3aJIeXKUTh Bif] BiKy, 3ara/JlbHUM PU3UK iHCYNIBTY V XKIiHOK, SIKi
npuiimaiots 3I'T, 3pocratuMe 3|i3| BikoM (muB. po3nin «I1o6iyHi peakmii»).

IH1Ii cTanu

EcTporeHu MOXKYTb CIPUYMHSITHA 3aTPUMKY PiIMHHY, i TOMy HEOOXiqHO YBaXKHO CTEXKUTH 3a CTAHOM
TIAIiE€HTIB, SIKi MalOTh MOPyLIeHHS QYHKIII cepIlst abo HUPOK.

Kinku 3|i3| icHytouoo|HasiBHUI| paHille rinepTpuriinepugeMieio NOBUHHI mepeOyBaTH Iif
PeTEeNbHUM CIIOCTEPeXKEHHSIM ITiJl Yac IIPOBEIeHHs 3aMiCHOI Tepalril ecTporeHaMu ab0 TOPMOHAIbHOI
3aMicHOI Tepanil, OCKiIbKM|TOMY 10| ¥ TAaKUX XKiHOK IIpH JIiIKyBaHHI eCTpOTeHaMy CIIOCTepiraaucs
PiAKicHI BUIagK¥ 3HAYHOTO 30i/IbIIEHHS PiBHS TPUTJIiLIEPUiB y I1a3Mi KPOBi, 10 TPHU3BOAUIIO 10
IaHKpeaTury.

EK30reHHi eCTPOTeHHU MOXKYTh BUKIHKATH ab0 ITOCUTIOBATA CUMIITOMHU CIIafKOBOTO Ta HaOyTOTO
AQHTiOHEBPOTUYHOTO HAOPSKY.

EcTporenu 30inbIIyI0Th piBeHb THPOKCUH3B A3yi04oro rinobyniny (T3T), npu3Bonsyu 0o 30inblIeHHS
KOHIIEHTPAIlil IUPKY/II0I0YNX 3aralbHUX TOPMOHIB IIMTOBUAHOL 3a/103H, IKYy BU3HA4alOTh 3a PiBHEM
3B’s13aHOrO0 3 6iTKOM #ofy, TUPOKCUHY (IIPU aHasi3i 3 BUKOPUCTaHHSIM KOJIOHOK ab0 pafioiMyHHOMY
aHaisi) abo TpUHOATHUPOHIHY (3a OIOMOTO0I0 PaflioiMyHHOT0 aHali3y). 3aXONJIeHHS TPUHOATUPOHIHY
3MeHIIeHe, 10 BKa3ye|BKa3ye| Ha migsumenui pisers T3I'. KoHIeHTpAallil BiTbHOT0 TUPOKCHUHY i
TPUNOATUPOHIHY |He 3MiHIOIOTECS. PiBHI iHIIMX 3B’sA3yl04nX OiNKiB y CUPOBATIIi KPOBI -
KOPTUKOCTEPOiA3B’I3yI040ro riIo0yiny Ta rnobyiHy, o 3B's13ye CTaTeBi TOPMOHY, - MOXKYTh
TiIBUIITYBATUCS, 1110 IPU3BOAUTE [0 36iNbIIEHHS KOHIIEHTPAIl]l HXPKYII0I0YUX KOPTUKOCTEPOIfiB i
CTaTeBUX TOPMOHIB BinmoBigHO. KoHIeHTpalii BibHUX a60 6i0JI0OTiYHO aKTUBHUX TOPMOHIB He
3MiHI0I0TBECS. MOXKYTh 3pOCTaTH|3pOCTaTy| KOHLIeHTpalii iHmux OiNKiB m1a3Mu (aHTi0TEeH3UHOTeHY/
peHiHy cy0cTpary, anbda-I-aHTUTPUIICUHY, LIePYJIONIa3MiHy).

3T'T He nomninurye|noKpaaHHs| KOTHITUBHY (QyHKUI00. Bynu oTpuMaHi|omepXKyBaTy| gesKi gaHi Ipo
IiABUIIEHUN PU3UK PO3BUTKY MOXKJIMBOI IeMeHIIi] y XKiHOK, SIKi IIOYMHaIOTh 3aCTOCYBAHHS TPUBaoi
KoMOiHoBaHOI abo Tinbku ectporeHool 3I'T y Billi moHang 65 poOKiB.

[TamieHTKaM 3|i3| TaKUMHU PiAKiICHUMU CIIafIKOBUMU 3aXBOPIOBAaHHSAMH, SIK HEIIEPEHOCHMICTh
rajlakTo3H, ITI0BHA HEeIOCTATHICTh NaKTa3u abo CHHAPOM ManbabCcopOIlil ITI0K03U-TanakKTo3u, He CIIif
IpUMMaTH JaHUU IIpenapar.

Komb6iHOBaHa eCTPOreH/porecTareHoBa Tepalis He HaJIeKUTh 0 CII0CO0iB KOHTPAIIeIIii.

IocBin nmikyBaHHS XXiHOK BiKOM ITOHap 65 pOKiB 00MeKEHUH.

IlinBumenHs piBHA AJIT

[Tig 9ac kMiHIYHUX JOCTiAXKEeHb 3a Y4acCTIO MallieHTiB, SKuX JIiKyBalu Bif iH(eKIil Bipycy rematuty C
(BI'C) xombiHarriero oMmbiTacBip/mapuTamnpeBip/puToHaBip i macabysip 3 i 6e3 pubaBipuny,
IIepeBUIlleHHS BepxXHbol Mexki HopMu piBHS AJIT Ginblne HiXK y 5 pa3iB 3HaYHO YacTilie
CIIoCTepiranocs y XiHOK, SIKi 3aCTOCOBYBaJIM JTiKapChKi 3aco0H, 110 MIiCTSITh €THHINIECTPadioN, TakKi K
kKoMOiHoBaHi ropmMoHanbHi KoHTpanentusu (KI'K). Kpim Toro, TakoxX i cepeq marieHTis, ki
OTPUMYBaJIU TIeKanpeBip/miOpenTacBip abo codocOyBip/BennaTacBip/BoKCinanpesip, migBUIEHHS
piBusg AJIT crnoctepiranocs y XkiHOK, SKi 3aCTOCOBYBaJId €THHiNIECTPaioNoBMiCHI JTiKapchKi 3acobu,
taki 9k KT'K. ¥V XiHOK, 5IKi mpuiiMany IiKapCchKi 3ac00u, 1110 MiCTSITh iHIIT €CTPOreHH, Hik



eTHHiecTpaion, Taki K ecTpafion i ombiTacBip/mapuTanpeBip/puToHaBip i gacabygip 3 abo 6e3
pubaBipuny, cTyninb nigBuiieHHs piBHs AJIT 6yB momgiOHUM 0O TAKOTO Y XKIiHOK, SIKi HE OTPUMYBaIX
JKOMIHUX eCTPOTEHiB; OHAK, 3 OTJIANy Ha 00MeXeHy KilbKiCTh XKIiHOK, SIKi TpUiiMau iHII eCTPOTeHH,
HeoOXiTHO MOTPUMYBaTHCS 00epeKHOCTI IIPU OJHOYACHOMY 3aCTOCYBaHHI IIOT0 ITpernapary 3
HACTYIIHOIO KOMOiHOBaHOIO Tepalieo: oMOiTacBipoM/mapruTanpeBipoM/puToHaBipoM i JacabyBipom 3
abo 0e3 pubaBipuHy, TJieKanpeBipom/nibpeHTacBipoM abo
codocOyBipoM/BeaTacBipoM/BOKCinanpeBipoM (OuB. po3ain «B3aeMopist 3 iHIIUMU TiKapChKUMU
3aco0aMu Ta iHIII BUOU B3a€EMOMIN).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

®EMOCTOH® KOHTI MIHI He moka3aHuii mJis 3aCTOCYBaHHS y Iepiof BariTHOCTI. fKIIO BariTHICTh
HaCTaja Mif 9ac miKyBaHHs npenapatoM ®PEMOCTOH® KOHTI MIHI, npuiioM mpenapaTy CIif
HeTaWHO NIPUITUHUTH.

Ha cporogHi pe3ynbraTy OiNIBIIOCTI emifieMioIoTiuHIX AOCTiAKEHb 1010 |BiTHOCHO| BUMIaIKOBOTO
BIIJIMBY Ha IJTiA KoMOiHaIll eCTPOTeHiB i mporecTareHiB BKa3ylOTh|BKa3yOTh| Ha BiICyTHICThb
TEPATOTeHHOTr0 ab0 HEeTOTOKCUYHOTO ePeKTY.

IocTaTHIX faHUX IIOJ0 3aCTOCYBaHHS €CTPafioNy/IUAPOreCcTePOHY BariTHUM HeMae.
I'ooysaHHA 2pydoro

O®EMOCTOH® KOHTI MIHI He moKa3aHUH OIS 3aCTOCYBaHHS Y Ilepiof rogyBaHHS IPYOIo.

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

®EMOCTOH® KOHTI MIHI He BnnuBae ab0 Mac He3HAYHHUI BIJIMB Ha 3[aTHICTh KepyBaTH
aBTOMOOiNIEM i IpaIoBaTH 3 iHITUMU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.
[l IpUuoMy BHYTPILIHBO.

TpuBase 3acTocyBaHHsI KOMOiHallii: eCTpOreH i mporecTareH NpuiMaloTh moaHsa 6e3 mepepsu. Crif
IpuiiMaTy 1o OfHilM TabneTui Ha 00Oy BIPOMOBXK|yIPONOBXK| 28-M€HHOTO IUKITY.

OEMOCTOH® KOHTI MIHI crif npuitMaTy IOCTiHO, 63 mepepBy y MpuiioMi TabIeToK 3 pisHUX
yIIaKOBOK|IEPEPUTH| .

g noyaTKy|gns no4aTky| i IpOgOBXKEHHS JIiIKyBaHHSA IOCTMEHONay3albHUX CUMIITOMIB CIIif
3aCTOCOBYBaTHU MiHiManbHY €(DEeKTHUBHY 003y BIPOLOBXK|yIPOLOBXK| MiHIManbHOTO NTepiony 4acy (OuB.
po3min «Ocob6IUBOCTI 3aCTOCYBaHHS»).

TpuBany KoMGiHOBaHy Teparlio MOXHa Mo4YuHaTH 3|i3| mpemapaty ®EMOCTOH® KOHTI MIHI a6o
®EMOCTOH® KOHTI 3aexH0 Bif 4acy, [0 MEHYB Biff T04aTKy MEHOIAY3H, Ta TAKKOCTI|TATaps|



CHUMIITOMIB.

3asiekHO Bifl KJIiHIYHOI BiATIOBifi, 3romOM NO3yBaHHS MOXKHa KOPUTYBaTH BiATIOBITHO [0
iHOuBimyanmbHUX TOTPED.

[NalieHTKH, 9Ki IePeX0oasiTh i3 TPUBAJIOTr0 MOCIiAOBHOTO ab0 NUKJIiYHOTO IPUHOMY iHIINX IIpenaparis,
IIOBMHHI 3aBEPIIUTHU 28-O0eHHUY LUKJI JIIKyBaHHS, IICJIg YOT0 BOHU MOXKYTh IIEPEUTU Ha IPUNAOM
npenapaty ®EMOCTOH® KOHTI MIHI. [TalieHTKH, SKi MepPexXoasaTh 3 TPUBAJIOTO IPULOMY
KOMOIHOBaHMX IIpelaparis, MOXKYyTh [OYMHATH JIiKyBaHHs npenapatoM PEMOCTOH® KOHTI MIHI y
Oynmb-IKUHM 4ac.

Ao nputoM TabneTky |TabneTKU|IPONyIeHUH, 11 Cllig IPUUHSATY AKOMOra IIBUAIIe. K0
npounuio|MuHano| 6ineite 12 ropguH, MiKyBaHHS CIIif IPONOBKUTY 3 IIPUMOMY HACTYIIHOI TaOJIeTKHY,
He MpUMaloyy MPOMYyIIeHy f03y. Y TaKUX BUIafikaX HMOBIpPHICTh IIPOPUBHOI KPOBOTEYi a00 MOSBU
KPOB'SSHUCTUX BU[iJIEHb MOXKe OyTH IigBUILEHA.

®EMOCTOH® KOHTI MIHI MoXHa IpUitMaTi He3alekKHO Bifl IpuiioMy ixi.

Himu.

[IpemapaT He IpU3HaYE€HUU A1 3aCTOCYBaHHS OiTAM.

Ilepedo3yeanHns.

4K ecTpapion, Tak i IUOPOTeCTEPOH €|3'IBIIITLCS| PEYOBUHAMY 3 HU3BKOI TOKCUYHICTIO. [Ipu
nepeno3yBaHHi MOXKYTh BUHUKATH TaKi CUMIITOMH, SIK HyJ0Ta, 6/1I0BaHHS, YYTJIUBICTh MOJIOYHUX
3aJ103, 3allaMopoYeHHs, 6i/ib y 2KUBOTi, COHIUBICTH/BTOMIIIOBaHICTh Ta KPOBOTEYa BigMiHHU.
MamnoiMOBipHO, 1110 IIpU Nepemo3yBaHHi Oyae moTpidHe Oymb-siKe creludiuHe CUMITOMAaTAYHE
JIiKyBaHHSA. Lle TaK0XK CTOCY€ETHCS BUIIAAKIB MEpPeNo3yBaHHS y AiTel.

ITo6iuni peakuii.

HaituacrTimumy noGiYHUMY peakIlisiMu y IalieHTiB, SKi 3HaXOOUINCh Ha Tepartii
€CTPa/iioNIoM/IUOPOTeCTEPOHOM IIif] Yac MPOBeeHHS KITIiHIYHUX OOCIigKeHb, Oy/Iu TOIOBHUM Oinb,
0in1b v KUBOTI, Oi/Tb/4YTIUBICTh MOJIOYHHUX 3aJ103 Ta OiNlb y CIIHHI.

[Tig yac kniniuaMX mocipxkenb (n=5108) crnoctepiranucs nmobiuHi peakilii, SKi 3rpynoBaHi y Tabnui
3 3a BiOANOBiOHOIO YAaCTOTOIO.

Tab6muig 3
Kracu cucteMm [lyXe 9acTo JacTo Heuacto Pinko|pinxi|
OprasiB 3rigHO 3 =1/10 Bim =1/100 mo <1/10 [Big =1/1000 Big =1/10000 mo

MedDRA

mo <1/100

<1/1000




[HDekIil Ta BariHanpHU#N

mapa3uTapHi KaHOUO03

3aXBOPIOBaHHSA

HoBOyTBOpEHHS 30inbIIEHHS PO3Mipy

noOposKicHi, mefioMioMu

37T0AKICHI Ta

HEyTOYHEH]

3 60Ky iMyHHOI [inep4yyTIuBIiCTH

crcTemMu

3 00Ky IICUXiKU [lempecis, BriuB Ha nibimo
HEPBO3HICTD

3 00Ky HEPBOBOI [onoBuui 6ink |MirpeHs,

CHCTEeMU 3aIIaMOpOYEeHHS

3 60Ky cepIs

[HbapKT MioKapaa

CynunHI po3nagu

BeHnosHa
TpoMOoeMOoTisT*

3 00Ky TPaBHOTO
TPAKTY

Binb y XKUBOTI

Hynota, 671t0BaHHS,
METEOPU3M

3 00Ky MeyviHKu Ta
PKOBUYOBUBITHUX
I1ISIXiB|KOTii|

[TopyieHHs QyHKII
Me4YiHKY, B IeSIKUX
BUIIAKax 3
bKOBTSIHUIIEIO,
acTeHielo abo
He3IyXKaHHAM i 601eM
y KUBOTI, IIOPYIIEHHS
(bYHKIIii 2KOBYHOTO
Mixypa

3 OOKy IIKipu Ta
MiAIKIPHOL
KJIITKOBUHU

Arepriudi WKipHi
peaxilii (Hampukiam
BUCHUIIAHHS,

KPOIIUB IHKA,
cBepOixK)

AHTi0HEBDPO-TUYHUN
HaOpPSK, CyAIUHHA

[Iyprypa

3 OOKY CKeJeTHO-
M’SI30BOI CHCTEMU Ta
CIIONYYHOI TKaHUHU

Binb y ciuHi

3 6OKy
PENpPOAYKTUBHOL
CUCTEMU Ta
MOJIOUHUX 3aJ103

Bine/4yTIu-BiCTH
[MommoyHuX 3a5103

[TopylneHHs
MEHCTPYaIbHOTO
KTy (BKJIIOYal04u
TIOCTMEHO-TIay3abHi
KPOB’ THUCTI
BUIIJICHHS,
MeTpOopario,
MeHOparito, OIiro-
/aMmeHOpelo,
HeperyisapHi
MeHCTpYaliii,
OUCMEHOpPe),
Ta30BUH 6iNb,
[lepBiKaJIbHi
BUOIJIEHHS

30iNLIIIeHH A
MOJIOUHUX 3aJ103,
[epeaIMeHCT-pyaIbHUH

|curopom

3arasbHi po3nany i
peakilii B micIri
BBEIEHHS IpemnapaTy

ACTeHiYHi cTaHU
(acTeHis, BTOMa,
He3yXKaHHS),
nepudpepruyHui
HaOPSK




BinmxuineHHS Bif 30i/IBINIEHHS MacH  |3MeHIeHHsT MacH Tijla
HOPMHU, BUSIBIIEH] B Tinma
pe3ynbTaTi

00CTEeXXKEeHHS

* [TogaTKoBY iH(MOpMalliio IUB. HUXKYeE.

P13KK paky MOJIOYHOI 3aJ103U

§ TloBimoMI€THCA IIPO MigBUINEHKM J0 2 pa3iB pU3UK OiarHOCTYBaHHS PaKy MOJIOYHOI 3aJI031 Y
JXKIHOK, IKi OTPUMYIOTh KOMOiHOBaHy eCTPOTeH-IIPOrecTareHoBy Tepalliio MPoTATOM Iepiony GinbIie 5
POKiB.

§ TlipBuIeHUN PU3UK y NALI€HTOK, SIKi OTPUMYIOTh MOHOTEPAIIil0 eCTPOTeHOM, € HUXKYUM, HiXK y THX,
xT0|KTO| mpuiiMmae KoMOiHOBaHY €CTPOTEH-IIPOreCTareHoBy Tepalliio. |

§ PiBeHb PU3UKY 3aJIeXKUTh Bif] TPUBAJIOCTi 3aCTOCYyBaHHS (IUB. po3ais «Oco6IUBOCTI
3aCTOCYBaHHS»).

§ Huxye mpencTaBIeHO OLIHKY abCOMIOTHOTO PU3UKY 3a pe3yiabTaTaMy HalbiIbIIoro
PaHIoOMi30BaHOTO IIale60-KOHTPOIbOBAHOTO HociimkeHHs Women'’s Health Initiative (WHI) Tta
HaMOiNbIIIOr0 MeTaaHasi3y IPOCIEKTUBHUX €MifeMioIOTiYHUX NOCTiKEeHb.

Haibinpimnit MeTaaHasi3 MPOCIEKTUBHUX €MigeMioIoTiYHUX [OCTTioXKeHb
Tabnuus 4

Po3paxoBaHuil OIaTKOBXM PU3UK PaKy MOJIOUHOI 3aJI03U IiCysA 5 pOKiB 3aCTOCYBaHHSA Y KiHOK 3
inmexcoM Macu Tina 27 Kr/m’

Bik Ha Io4aTKy KinpkicTs BumankiB Ha 1000  [BigHoImeHHSs KinbKiCTh MOMATKOBUX

3I'T (pokn) PKIHOK, IKi HIKOIHN He PUUKY BunankiB Ha 1000 xkiHOK,
3actocoByBanu 3I'T, 3a  5- 1K1 3acTocoByBasu 31T,
piunuit nepiop (50-54 poku)' uepe3 5 POKiB

3I'T i3 3aCTOCYBaHHAM 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: OCKiNIbKY 3aXBOPIOBAHICTh Ha paK MOJIOUHOI 3aJI03U BiPi3HSIETHCS y KOXKHIiN KpaiHi

€C, KinmbKiCTh IONAaTKOBUX BUIAMKIB pPaKy MOJIOYHOI 3aJ1031 TaKOXK ITPOIIOPIIiIHO 3MiHUTHCS.

'B3s1T0 3 6a30BMX NOKA3HUKIB 3aXBOPIOBAHOCTI B AHTl y 2015 p. y XiHOK 3 iHAEKCOM MacH Tina

27 Kr/M°.

Tabmuig 5

Po3paxoBaHu# mOOaTKOBUM PU3UK pPaKy MOJIOYHOI 3a103u micist 10 pokiB 3aCTOCYBaHHS y KiHOK 3
iHmexcoM MacH Tina 27 Kr/m’



Bik Ha 1o4aTKy KinpkicTs BunagkiB Ha 1000  [BimHoIlleHHS KinbKicTh MOOaTKOBUX

3I'T (pokn) PKiIHOK, K1 HIKOIH He PU3UKY Bumagkis Ha 1000 xkiHOK,
3actocoByBainu 3I'T, 3a 10- Kl 3acTocoByBanu 31T,
piunmit nepiop (50-59 pokis)’ yepe3 10 pokis

3I'T i3 3aCTOCYBaHHSIM TiJIbKU €CTPOTEHIB

50 [26,6 1,3 7,1

3I'T i3 3acTocyBaHHAM KOMOiHaIlil eCTPOTeHy Ta IPOrecTareHy

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

'B3siT0 3 6a30BMX IOKA3HMKIB 3aXBOPIOBAaHOCTI B AHTii y 2015 p. y XiHOK 3 iHIEKCOM MacH Tina
27 Kr/M".

[Tpumimka: OCKiIbKY 3aXBOPIOBAHICTh Ha paK MOJIOYHOI 3aJI03U BiIPI3HSAETHCS y KOXKHIN KpaiHi
€C, KibKICTh JONATKOBUX BUNAJKIB PaKy MOJIOYHOI 3aJI03U TaKOXK IPONOPIIMNHO 3MIHUTHCH.

Tabmnuig 6

Hocnipxenass WHI y CIITA: mogaTKOBUI PU3UK PaKy MOJIOYHOI 3a/I03H MiCIg 5 POKIB 3aCTOCYBaHHS

BikoBui mianasoH KinpKiCTh BUIIQOKIB Ha BimHoIIeHH KinbKiCTh JOOATKOBUX
(poku) 1000 xiHOK y rpymi pu3uky Ta 95 % [Bumazkis Ha 1000 XiHOK,
naebdo IPoTAroM iHTepBasy 0OBipY [aKi 3acTocoByBanu 3['T
5 POKiB (111) mpotsroM 5 pokiB (95 %
1]1)

3aMicHa ropMoHaiabHa MOHOTepamis ectporeHioM KKE

50-79 21 0,8 (0,7-1,0) k4 (-6-0)*
KKE MIITA kom0iHOBaHa ecTporeH-nporecraresosa 3I'T
50-79 [17 1,2 (1,0-1,5) l4 (0-9)

t V XkiHOK, sKi He 3acTocoByBanu 3['T [0 m04YaTKy HOCIIIXKEHHS, IBHOTO PU3UKY IIPOTATOM
nepIIux 5 POKIB JIiIKyBaHHS He CIIOCTepiranock; micns 5 pokiB npoBefenHs 3I'T pu3uk 0yB

BULLIMM, HiX y TUX, XTO He Ipuiimas 3I'T.

° WHI mocnmimxeHHs y XKIiHOK 3 BiICYyTHBOIO MaTKOI0, 5IKi He TOKa3anu 30ibIIeHHs PUIUKY

PO3BUTKY PaKy MOJIOYHOI 3aJI03H.

KKE - KOH'1oroBanu# KiHCbKuu ectpores, MITA - MegpOKCUIIPOTeCTEPOHY aleTar.

Pusuk PAKY EHIOMET 915{

2XKiHKu y nepiodi nocmmeHonay3u 3i 36epexiceHor Mamkow

Pu3uK paky eHIOMeTpis CTaHOBUTHL OJIM3bKO 5 BUMaAKiB Ha K0KHY 1000 XiHOK 3i|i3| 30epexkeH0i0
MaTKOIO, SIKi He nmpuiManTs 3['T.

[TpusnauenHsa 3T i3|i3| 3acTOCyBaHHAM TiNIbKU|NHKIIE| €CTPOTEHY XKiHKaM 3i 30epeKeH0 MaTKOI He
PEKOMEH[IYEThCS Yepe3 MiIBULIEHUY PU3UK PaKy eHJoMeTpis (quB. po3nin «OcobnuBocTi
3aCTOCYBaHHS»). 3aJIeKHO Bifl TPUBAJIOCTi 3aCTOCYBaHHS Tepallil TiTbKU eCTPOTE€HOM Ta LO3U
€CTPOreHy MifBUILEHHS PU3UKY pPaKy €HIOMETPisA B XOAl eNifeMioNOoriYHUX AOCHIAXKEHb KOJIUBAIOCS
Bim 5 mo 55 momaTKOBUX BUIQKiB, miarHOCTOBaHUX y|6ins| KoxkHii 1000 XiHok BikoM Bim 50 mo 65
POKIiB.

IomaBaHHS IIporecTareHy 0 Teparil TiTbKY|Iullle| eCTPOreHOM IIPOTIroM NMpUuHaiMHi 12 [HIB Ha
IIMKJI MOXKe 3anobirtv TakoMy MmifiBUILleHHI0 pu3uky. I1ig gyac pocnigxkenHs Million Women Study



(MWS)| 3acTocyBaHHS IIPOTATOM II'SITU POKiB KOMOiHOBaHOI1 (mocigoBHOoi abo noctiriHol) 3I'T He
MigBUITYBAJIO PU3UK paKy eHmoMeTpis (BigHOmweHHs pu3uky 1,0 (0,8-1,2)).

Pak geuHUKiB

3acrocyBanHs 3I'T |i3|TinbKu ecTporeHoM abo KoMOiHOBaHOI eCTporeH-porecrareHosoi 3I'T
acoIIil0BaJIOCh 3 [EIIO0 MigBUIIEHUM PU3UKOM [iaTHOCTYBaHHS PaKy SI€YHUKIB (IUB. PO3IiN
«OCc06IUBOCTi 3aCTOCYBAHHS»).

B manux mMeTaaHai3y, OTpUMaHUX 3 52 eNifeMioNoriYHUX AOCHIAKEHb, TTOBIHOMIISIOCH IPO
NiABUIIIEHUY PU3UK PO3BUTKY PaKy S€YHUKIB Y XKIHOK, sKi 3acTocoByBasnu 3['T, MOpIiBHAHO 3 KiHKaMy,
sKi Hikonu He 3acTtocoByBanu 31T (BigHOmeHHs pu3uky 1,43, 95% 111 1,31-1,56). ¥ XKiHOK BiKOM Bif
50 mo 54 pokis, fKi 3acTocoByBanu 3['T IPOTATroM 5 POKIB, 1€ CIPUYUHAIIO 1 momaTKOBUI BUNIALOK
Ha 2000 xiHoK. YV xkiHOK BikoM Bif 50 10 54 poKiB, gKi He 3acTocoByBanu 3I'T, pak sieUHUKIB
miarHoCTyeThCs mpubnu3Ho y 2 Ha 2000 XiHOK IPOTATOM 5 POKiB.

Pu3uk BeHOo3HOI TpoMboeM0OomIil

3T'T acomitoeThes 3|i3| mipBuieHHsIM v 1,3-3 pa3u BifTHOCHOT'O PU3UKY PO3BUTKY BEHO3HOI
tpoMmboeMboiil (BTE), To6T0 TpoMOO03y rmuboKux BeH abo TpoMOoeMOoIIii TereHeBol apTepil.
BUHUKHEHHS TAKOT'0 SIBUINA € OibIl iMOBIpHUM BIPOJOBXK|yIIPOJOBK| IEPIIOT0 POKY 3aCTOCYBAHHS
3I'T|BxuBanHsA| (EuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHT»).

Y 4-7 3 1000 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 NPUIUMaIOTh eCTPOTeH-porectareHoBy 3I'T mpoTAroM
I'SITU POKiB, MOXKJIMBE YTBOPEHHS TPOMOY y BeHax (TOOTO MOATKOBUX 5 BUIMAMKIB).

Pu3uK immemMiunol x80po0u ceplig

Pusuk imemiuHOl XBOpoOU ceplst Oello MigBUIeHNH Y XKiHOK BikoM Bif 60 pOKiB, SKi IpuiMaoTh
KoMOiHOBaHY ecTporeH-porecrareHoBy 3I'T (muB. po3gin «Oco6IMBOCTI 3aCTOCYBAHHS»).

Pu3uk imeMivyHOro iHCYILTY

3acTocyBaHHS Teparlil TiTbKM eCTPOreHOM Ta eCTPOTeH-IIPorecTareH0BO1 Teparllii acoliloeThCs 3|i3|
nigBULIeHHAM 10 1,5 pa3a BiTHOCHOTO PU3UKY ilIeMiYHOr0 iHCYNIbTY. PU3UK reMopariyaoro iHCyasTy
Ha T1i 3acTocyBaHHA 3['T He MiABUIYETHCA.

BimHOCHUY pU3UK He 3a/IeKUTh Bif BiKy a0 TPUBaJIOCTi 3aCTOCYBaHHS, ajie|Ta| OCKinbKY 0a30BUl
PU3UK 3HAYHOK MIPOI0 3aJ1eXKUTh Bifl BiKy, 3arajibHUM PU3UK IHCYJIBTY Y XKIHOK, sKi npuiiMaioTs 30T,
3pocTaTuMe 3|i3| BikoM (guB. po3min «OcobaMBOCTI 3aCTOCYBaHHS»).

Y 8 3 1000 xiHok BikoM Bif 50 poKiB, sKi He npuiMaroTs 3['T B cepegHEOMY IPOTATOM II'SITU POKIB,
MOXKJIMBE BUHUKHEHHS imeMiyHoro iHcynpTy. ¥ 11 3 1000 xkiHOK BikoM Bif 50 pOKiB, sIKi IpUKUMarOTh
3T'T B cepegHbOMY IIPOTSATOM II'SITH POKiB, MOXK/IMBE BUHUKHEHHS illIeMigHOTr0 iHCYIIBTY (TOOTO
OOOATKOBUX 3 BUIIAKH).

[nmi mo6GivHi peakii, Mpo SKi DOBIIOMASANOCS Y 3B’I3KY 3 TIKYBAHHSIM €CTPOTeHOM/IIPOrecTareHoM
(BKIII0YA0YM eCTPamion/IuaporeCTePoH):

§ HosoymeopeHHs 00OPOSIKICHI, 3/105KICHI ma He8U3HAYeHOi emio102ii: eCTPoreH3amexHi



HOBOYTBOPEHHS, K MOOPOSKICHI, TaK i 37105IKiCHi, HallpuKag pak eHOOMETpisl, paK SIEUHUKIB.
30inbIIeHHST pO3MipY IIporecTareH3aaeXHUX HOBOYTBOPEHb (HaIPUKIag MEHIHTiOMH);

§ 3 60Ky Kposi ma aim¢pamuyuHoi cucmemu: TeMOJIITUYHA aHEMis;

§ 3 60Ky iMYHHOI cucmeMu: CUCTEMHUY YEPBOHUM BOBYAK;

§ 3 60Ky 0OMiHY peuo8UH MA XAPUYBAHHS: TiIEPTPUTIIIIIEPUAEMIS;

§ 3 60Ky Hepeosoi cucmemu: MOXKJIMBA OEeMEHIIis, Xopesi, 3arOCTPEHHS elinencii;

§ 3 60Ky opeaHia 30py: 30iNbIlIeHHS KPUBU3HU POTiBKY, HETIEPEHOCUMICTh KOHTAKTHUX JIiH3;

§ 3 60Ky penpodyKkmugHoi cucmemu i MOA0YHUX 3a103: HPIOPO3HO-KICTO3HI 3MiHM B MOJIOUHHUX
3aJ103ax, epo3id MUNKA MaTKHY;

§ cyOuHHi po3aadu: apTepianbHa TpoMO0eMOOITis;
§ 3 60Ky mpasHoi cucmemu: maHKpeaTUuT (Y XKiHOK 3 yKe iCHYI04OI0 TiepTpUTIillepuaeMiero);

§ 3 60Ky wKipu ma niOwkKipHoi kaimkosuHu: MyITbTU(GOPMHA eprUTeMa, By3JI0Ba epuUTeMa, XJI0a3Ma
abo Mesna3Ma, sIKi MOXKYTb 3aJTUIIATUCS TiCTIA BiTMiHU ITpenapara;

§ 3 60Ky CKesemHo-M’ 5130801 cucmeMu ma cno/y4Hoi MKAHUHU: CYIOMU HUXKHIX KiHITIBOK;

§ siOxuseHHA 8i0 HOpMU, BUsB/CHI 8 pe3ybmami o6cmedceHHs: MIBUIIEHUH 3aTalbHUM PiBEHD
TOPMOHIB IITUTOBUIHOI 3aJI03Y;

§ 8podaiceHi, cnadkosi ma 2eHemMuyHi po3.1adu: ToTipiIeHHS nepebiry mopdipii;

§ 3 60Ky HUPOK ma ceuo8uBiOHUX W/15Xi8: HETPUMAHHS CeYi.

[MToBimomneHnHs mpo mobiuHi peakiril micns peecTpatlii TiKapchbkoro 3aco0y Ma€ Benuke 3HaYeHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKoOro 3aco0y. MeguyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaM abo ixHiM
3aKOHHUM ITpeICTaBHUKAM CJIifl TTOBIIOMIISITH IIPO yCi BUMTAOKM IMig03pI0BaHUX MOOIYHUX peakiiiit Ta
BificyTHOCTi e(heKTHUBHOCTI JTiKapchKOTO 3aco0y Yyepe3 ABTOMaTH30BaHy iH(popMalliiiHy cucteMy 3
(dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 4 POKH.

YMmoBH 30epirannsi. 30epirati B HEOOCTYIIHOMY OIS miTei Micti|miciie-muri|. He motpebye
0Cco0/IMBUX YMOB 30epiraHHs.

YnakoBka. [1o 28 tabmetok y 6mictepi. ITo 1 abo 3 6ricTepu B KapTOHHI#M KOPOOIIi.



Kareropis Bignycky. 3a pelemnToM.

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