IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®EMOCTOH®

(FEMOSTON®)

CKkn1ao:
TabIeTKa ecTpagiony
ditoua pe4o8uHa: eCTPaIion;

1 TabneTKa MiCTUThL €CTPafiioNy reMirigpaTy, MiKpOHi30BaHOTO, IIJ0 €KBiBaJIEHTHO ecTpadiony 1 mr
abo 2 mrT;

0onoMidCcHI peuoBUHU: JTaKTO3a, MOHOTigparT; rimpomesno3a (HPMC 2910), kpoxmasnb KyKypyO3sHUAN,
KPEeMHil0 TiOKCUM KOnoigHu 0e3BOHMM, MarHilo CTeapar;

IIJTiIBKOBE TIOKPUTTS: 3MilaHe miiBKoBe mokpuTTsa White I (rimpomenosza (HPMC 2910),
nosnietunenriaikons 400, Tutany giokcun (E 171)) - onst TabnmeTok, siKi MicTsaTh 1 Mr ecTpapiony;

3Mimrane miuiBkoBe OKpUTTs Pink I (rimpomenosa (HPMC 2910), nonietunenrmiikons 400, Tanbk,
3amiza okcupn uyepBoHui (E 172), 3amiza okcupn yopuui (E 172), 3amiza okcupg xostuit (E 172),
tutaly miokcup (E 171)) - st TabneTok, siKi MiCTSITh 2 MT' eCTpafmiony;

TabJIeTKa ecTpagiony Ta THIPOreCTEPOHY
0itoui peyosuHU: eCTPadion; AUOPOTeCTEPOH;

1 TaGneTka MiCTUThL €CTPaiioNy reMirigpaTy, MiKpOHi30BaHOT0, 1IJ0 €KBiBaJIEHTHO ecTpamdiony 1 Mr
abo 2 MT; IUAPOTEeCTEePOHY, MiKpoHi30BaHOTro 10 MT;

0JonoMidcHI peuoBuUHU: JTaKTO3a, MOHOTigparT; rimpomesno3a (HPMC 2910), kpoxmasnb KyKypya3sHUN,
KPEeMHi0 DioKCU[ KOoJoigHui 6€3BOIHMM, MarHilo cTeapar;

IIJTiIBKOBE TIOKPUTTS: 3MilllaHe MiBKOBe MOKpUTTsa Grey I (momietunenrmnikons 3350, Tanek (E 553b),
CIIUPT IOJMiBiHiNOBKHM, 3ami3a okcup yopHuit (E 172), Tutany miokcun (E 171)) - onsg TabneTox, ki
MicTaTh 1 Mr ecTpapiony i 10 Mr guApOreCTEPOHY;

3Mimrane miuiBkoBe OKpUTTA Yellow II (rimpomenosa (HPMC 2910), nonietunenrmnikons 400, Tanbk,
3aniza okcup xkoBTul (E 172), Tutany miokcun (E 171)) - st TabneTok, siKi MiCTSITh 2 MT' eCTpagiony
1 10 Mr gUuppoOrecTEpPOHY.

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 000JI0HKOIO.

OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:



TabneTKa, sKa MICTUTh 1 MI eCcTpadiony: Kpyria, ABOONYKJIa, BKPUTA ILTiIBKOBOK 000I0HKOI0, Oina
tabeTKa 3 MapKyBaHHAM «379» 3 ogHOro OOKY; miameTp 7 MM i Bara TabneTku mpubnu3uo 144 mr;

TabJieTKa, SKa MICTATh 2 MT eCTPaMdiolly: KPyrja, IBOOIYKJa, BKPUTA IIiBKOBOIO 000JIOHKOIO,
IIeTITHO-YepPBOHA TableTKa 3 MapKyBaHHSAM «379» 3 omHOTO OOKY; miameTp 7 MM i Bara TabmeTKu
npubau3Ho 144 mr;

tableTKa, sika MicTUTh 1 Mr ecTpagiony i 10 Mr TUAOPOTreCTEPOHY: KPYTJla, ABOOMYyKya, BKPUTa
ITiBKOBOIO 000JIOHKOIO, cipa TabeTKa 3 MapKyBaHHAM «379» 3 omHOro 00KY; miameTp 7 MM i Bara

tabmeTku mpubau3Ho 144 mr;

tTabneTka, sKa MiCTUTh 2 MT ecTpafiony i 10 M IUOPOreCTEPOHY: KPYIJa, MBOOIYKia, BKPUTA
TITiBKOBOIO 000JIOHKOIO, 2K0BTa TabyieTka 3 MapKyBaHHAM «379» 3 ogHOT0 OOKY; fiamMeTp 7 MM i Bara

tTabneTku npubnusuo 144 mr.

dapMakoTepaneBTHYHA rpyna. [Ipemapartu Ajis JiKyBaHHSI 3aXBOPIOBaHb CEUYOCTATEBO1 CUCTEMU
Ta ctaTeBi ropmonu. KoMOiHOBaHi mpemapaTH, siKi MiCTSITh IPOTeCTareHy i eCTPOreHu OJIs
nocigoBHOro 3acrtocyBaHHsa. Kog ATX GO3F B08.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

EcTpangion

AKTUBHUY KOMIIOHEHT 17[-ecTpamion XiMiuHo Ta GionoriuyHo momibHMM 10 TPUPOOHOTO KiHOYOTO
CTaTeBOTO TOPMOHY ecTpafiony. Bin 3aMiilye BTpaTy NPOAYKIIil BIaCHOTO €CTPOTEHY V KiHOK B
nepiog MeHOIay3u Ta IOJIETIIye CUMITOMU MeHOIIay3H.

EcTporenu 3amo06iratoTh BTpaTi Macu KiCTKOBOi TKaHUHU IIiC/IsT MEHOMay3u abo oBapiekToMil.

EI/IEQOFGCTG POH

IuoporecTepoH - Ie aKTUBHUM IIPU [TePOPabHOMY IPUIOMi ITPOrecTareH, Oisi SKOTo IOpiBHSAHA 3
Mi€l0 IPOreCTEePOHY, 1110 BBOAUTHCS NIAPEHTEPAIbHO.

Y 3B’SI3Ky 3 TUM, 1110 €CTPOTEHU CTUMYIIIOIOTh PICT EHJOMETPis, SKIIO0 He 3aCTOCOBYETHCS
IIporecTareH, BOHY IMigBUINYIOTh PU3UK TillepIiasil eHgoMeTpis i KapuuHoMu. [lomaBaHHS 00 Teparil
IIporecTareHy 3HaYHO 3HUXKY€E iHAYKOBaHMYU eCTPOTeHaMH{ PU3UK Tilepiiiasil eHIoMeTpid y XKiHOK 31
30epexkeH0I0 MaTKOIO.

Hani KIiHiYHUX DoCaiIXKeHb
3MeHWeHHA cuMmnmomia depiyumy ecmpo2eHis i noAinwWeHHA NPogia Kpogomeu.
3MeHIIIeHHS CUMIITOMIB MEHOIay3U CIIOCTEPIragocs Iif 4ac Ieplinx HeKiIbKOX TUXKHIB JIIKyBaHHS.

Perynspsi KpoBoTeui BifMiHY TPUBAJIiCTIO B CEPEeIHbOMY O [HIB IIpU 3aCTOCYBaHHI IIpenaparTy
democToH", ecTpapiony 2 Mr ecTpapiony/ogunporectepony 2 Mr/10 mr, cnocrepiranucg y 89 %
XKiHOK. KpoBoTeya BifMiHU 3a3BHUYal MOYKMHAJACA Ha 28 meHb UKITy. [IpoprBHI MaTKOBI KpOBOTEYl



ab0 KpOB'STHUCTI BUAIJIEHHS peecTpyBanucsa y 22 % XKiHOK y mepuri 3 micsani nmikyBaHHI Ta 'y 19 %
XiHOK - mpoTsiroM 10-12-ro micsiuiB niKyBaHHS. AMeHOpPes (BiICYTHICTh KpOBOTEYi a00 KPOB'THUCTUX
BU[IiJIEHb) cIIoCcTepiranack y 12 % IUKIIiB mmig Yac mepioro poKy JiKyBaHHS.

PerynsapHi KpoBoTeUi BiIMiHU TPUBAJICTIO B CEPeNHLOMY D OHIB IPU 3aCTOCYBaHHI Ipenaparty
®emocToH", ecTpamiony 1 Mr ectpapiony/muaporectepony 1 mr/10 Mr, criocTepiranuca y 76 % KiHOK.
KpoBoTeua BigMiHM 3a3BWYall IOYMHaNacs B OCTaHHIM IeHb IPOreCcTareHoBol ¢as3u (B cepefHbOMY Ha
28 meHb nKKy). [IpopuBHi MaTKOBi KPOBOTEUi ab0 KPOB THUCTI BUMiNIEHHS PEECTPYBAJIUCS
npubnu3Ho y 23 % XKiHoK y nepri 3 micaui nikyBaHHS Ta y 15 % XKiHOK - mpoTtarom 10-12-ro micsanis
nikyBaHHS. AMeHOpes (BiICYTHICTh KpOBOTeYi ab0 KPOB'IHUCTUX BUAiNIEHD) criocTepiranack y 21 %
IIUKJIIB Iif] YaC IepIIoro poKy JIiKyBaHHS.

[IpodinakTvKa 0CTEONOPO3Y

HediuT ecTporeHiB micyig HaCTaHHS MEHOIIay3H OB I3aHUM 3 MigBUIIEHHIM pe30p0ilii KicTKOBO1
TKAHWHYU i 3MEHIIIeHHSIM KiCTKOBOI Macu. BIIJIMB eCTPOTeHiB Ha IIiIbHICTh KiCTKOBOI TKaHUHU €
[0303aeXXHNUM. 3aXUCHUM e(eKT [i€ TIMbKY Mif 4ac 1X 3aCToCyBaHHA. [1icnsa NpUnuHEHHS 3aMiCHOL
ropmMoHasnbHOI Teparmil (3['T) mBUAKICTh 3MeHIIIEHH KiCTKOBOI MaCH € TaKOIO X, K y XKiHOK, AKi He
OflepKyBaJIk 3a3HaueHy Tepalliio.

Iani pocnimxenns WHI (Women Health Initiative) i MmeTaaHami3 iHIIIMX JOCTigXKeHb CBi4YaTh PO Te,
mo 3actocyBaHHS 3I'T mepeBazkHO y 3[OPOBUX XKiHOK y BUTTIII MOHOTepaIii ectporeHoM abo B
KoMOiHal1lii i3 mporecTareHoM 3HKWXKY€E PU3UK IIEPeIOMiB CTerHa, XpeOIliB Ta iHIINX BU[IB ITIePEJIOMiB,
110 BUHKWKAIOTh BHACTIAOK ocTeonopo3y. 3I'T Takoxk MoxKe 3amnobiratu mepejoMam y XKiHOK 3
HU3BKOIO IIiTBHICTIO KiICTKOBOI TKAHMHYU Ta/a00 HiarHOCTOBAaHMM OCTEOIIOPO30M, aJjie [aHi Ipo Iie
o0MexXeHi.

ITicns [BOX POKIB NiKyBaHHS npenapaToM ®eMoCTOH®, eCcTpafiony 2 MI eCTpaioNy/GUApOrecTepoHy
2 Mr/10 mr, mineHicTh KicTKoBOI TKaHKWHHU (IIIKT) y momepekoBoMy Bifgmini xpe6Ta 36inbimunacs Ha 6,7
+ 3,9 % (ceperiHe 3HaYEHHS * CcTaHAapTHe BigxuneHHs). [I[inbHICTh KiCTKOBOI TKAHUHU Y
oTepekoBOMYy Bifmini xpeOTa 3pocina abo 3anumuiacs He3MiHeHo0 ¥ 94,5 % XiHOK.

V XiHOK, sKi npuitMany npenapaT ®eMocToH®, ectpafiony 1 Mr ecTpamiony/ounporectepony 1
Mr/10 Mr, IIinBHICTH KiCTKOBOI TKAHUHHU Y IIOTIEPEKOBOMY Binmini xpeOTa 36inburunacs Ha 5,2 3,8 %
(cepenHe 3HAUEHHA + cTaHOapTHe BimxuieHHd). [inbHICTE KiCTKOBOI TKAHWHY Y IOIIEPEKOBOMY
Bimmini xpe6Ta 3pocia abo 3anuimunacs HeaMineHow y 93,0 % XKiHOK.

®emocTor” Takox BruBaB Ha IIKT cTerHoBOI KiCTKH.

ITicns ABOX POKiB NiKyBaHHS IpenapaTtoM ®eMoCcToH”, eCTpafiony 2 MI eCTpafiony/IuAPOreCTepoHy
2 mr/10 mr, IIKT 36inpmunacs Ha 2,6 + 5,0 % (cepenHe 3HaueHHS + CTaHOAPTHE BiOXUIIEHHS) Y
IIUIII CTEerHOBOI KicTKH, Ha 3,5 = 5,0 % (cepepHe 3HaYeHHS * CTAHOAPTHE BiOXUIIEHHS) ¥ 30Hi
BepTiiora i Ha 4,1 * 7,4 % (cepengHe 3HaUYEHHS * CTaHOAapTHE BiIXWIEHHS) y 30HI TPUKYTHUKA Bappma.
IKT y TphOX 30HaX CTETHOBOI KiCTKM 3pocia abo 3anmuinuiacs He3MiHEHOIO MMics JTIiKyBaHHS
npenapaToM ®eMoCTOH”, eCTpafiony 2 MI eCTpafmiony/muaporectepony 2 mr/10 mr, y 71-88 %
XKIHOK.

ITicna mBOX poKiB Tepamii mpenapaTom mpenapaT ®eMocTor®, ecTpagiony 1 Mr
ectpapiony/ounporectepory 1 mr/10 mr, IIKT y mmiiii cTerHOBOI KicTKu 30inbimnacs Ha 2,7 + 4,2
% (cepenHE 3HaUEeHHS * CTaHOapTHe BigxuneHHs), Ha 3,5 + 5,0 % (cepenHe 3HaYeHHS + CTaHOApPTHE
BIIXWJIEHHS) - Y 30Hi BepTitora i Ha 2,7 = 6,7 % (cepeqHe 3Ha4eHHS * CTaHAApPTHE BiOXWUIEHHS) - Y
TpukyTHUKY Bappa. IIIKT y TphoX 30HaX CTErHOBOI KiCTKM 3pociia abo 3a/luimiacs He3MiHeHO0



miciis JTiKyBaHHS npenapatoM ®eMocToR”, ecTpagiony 1 Mr ectpagiony/muaporectepody 1 mr/10 mr,
y 67-78 % XiHOK.

dapmakoKiHemuxka.

EcTpapgion

BcMOKTYBaHHS

BcMoOKTyBaHHS €CTpafiofy 3a/eskUTh Bifl pO3Mipy YaCTUHOK|4acTOK|: MiKpOHI30BaHUM €CTPaion
IIBUIKO BCMOKTYETHCS 3i|i3| MITYHKOBO-KUIITKOBOTO TPAKTY.

Y Tabnuni 1 mpefcTaBieHi cepefHi MOCTiiiHI papMaKOKiHETHYHI TOKa3HUKHU ecTpagiony (E2),

ectpony (E1) ta ectpony cynbbaty (E1S) mmst KoXKHOI 031 MiKPOHI30BaHOT'0 €CTPadiony.

[Tani mpencTaBineHi K cepenHi (SD).

Ecmpadion 1 me

[lapamerpu |E2 E1l [TapameTpu E1S

C ox(TIT/MIT) 71 (36) 310 (99) Cax (HT/MIT) 9,3(3,9)

Cpin (mr/mm) 18,6 (9,4) 114 (50) C i (HT/MIT) 2,099 (1,340)
C,, (/™M) 30,1 (11,0) 194 (72) C,, (Hr/™MN) 4,695 (2,350)
AUCo.,, 725 (270) 4767 (1857) |JAUCy,, 112,7 (55,1)
(mr*rom/mit) (Hr*rom/mm)

Ecmpadion 2 me

[TapameTtpu |[E2 E1 [TapameTpu E1S

Cpox (mr/mm)  |103,7 (48,2)  622,2 (263,6) |C,.. (HT/MmI) 25,9 (16,4)
Coin (mr/mm)  |48(30) 270 (138) C i (HT/MIT) 5,7 (5,9)

C,, (mr/mm) 68 (31) 429 (191) C,, (HT/MM) 13,1 (9,4)
AUC, ., 1619 (733) 10209 (4561) JAUC,,, 307,3 (224,1)
(nr*rom/min) (Er*rom/min)

Po3znonin

Tabnuis 1

EcTporeHu BU3HAYalOTLCS B HE3B's13aHOMY a0o0 3B’s13aHoMYy cTaHi. bnu3bpko 98-99 % mo3u ectpamiony

3B’I3Y€ETHCS 3 MIPOTEiHAMMU I1a3Mu KPoBi, 3 sskux 30-52 % 3 anpbymiHOM Ta 6JIM3bKO

rno0yminoM, 110 3B’s13ye crateBi ropmonu (I'3CT).

BioTpancdopmariris

[Ticns mepopanbHOT0 3aCTOCYBAaHHS €CTPAioN aKTUBHO MeTab0mi3yeTbcss. OCHOBHUMM

46-69 % 3

HEKOH I0TOBAaHUMU Ta KOH I0TOBaHUMHU MeTa0oJIiTaMu € eCTPOH Ta eCTPOHY cynbdart. Lli metabomitu
MOXKYTb CIIPUSITU €CTPOTeHHil aKTHBHOCTI 6e3mocepeHbo a0o Mmicyisg IepeTBOPEeHHS Ha eCTPaAio.
EcTtpony cynbdaT MoxKe IPOXOAUTH Yepe3 eHTeporenaTuyHy UPKYIIALio.



BuBeneHHda

Y cedi 0OCHOBHUMU CIIOJIyKaMU € IJIIOKYPOHIAY eCTPOHY Ta ecTpafniony. Ilepion HaniBBUBeneHHSA
ctaHoBuTH Bif 10 go 16 rogun. EcTporeHu ceKpeTyThCSI B TPYOHE MOJIOKO.

3aIekKHICTh Bifl JO3U Ta Yacy

[Ipu momeHHOMy TIepopabHOMY IpuiioMi npenapaty ®eMocToR” KOHIIEHTpALid eCTPafiony HOCATaE
PiBHOBAXKHOTO CTaHy MPUOIKM3HO Yepes I1'SITh OHiB. YV OiNbIIOCTI BUNAAKiB KOHLIEHTPAIlis
PIBHOBaXKHOT0O CTaHy JOCATAETLCA y IPOMiKKY Bif 8 mo 11 gHA npuiomy.

duoporecrepon

BcMokTyBaHHSA

[Ticria mepopanbHOTO 3aCTOCYBaHHSA AUAPOreCTEPOH LMIBUAKO BCMOKTYeThecd 3 T, 0,5-1,5 rog.

Y tabmuni 2 npepcTaBneHi cepenHi mocTiiHi papMakoKiHeTHYHI MOKa3HUKU OupporecTepony (1) Ta
purigpogunporectepony (OI'M).

[laHi mpencTaBneHi SK cepenHi (SD).
Tabmuns 2

ITudpozecmepot 10 m2

[lapamempu T UITI]

Cox (HT/MIT) 2,54 (1,80) 62,50 (33,10)

C i (HT/MIT) 0,13 (0,07) 3,70 (1,67)

C,, (ar/mi) 0,42 (0,25) 13,04 (4,77)
AUC, (ar*rom/mm) 10,17 (5,96) 312,90 (114,54)

[Ticns npuitoMy 0gHOPa30BOl [O3U 13Ka 3aTPUMYE HOCATHEHHS IiKa KOHIIEHTpalil y mia3Mi
IUOPOreCTePOHY NPUOIN3HO HA 1 TONUHY, 110 TPU3BOOUTH 0 3HUKEHHS MiKOBUX KOHLEHTPAMIN y
n71a3Mi quaporecTepory npubau3Ho Ha 20 %, He BIIMBAIOYM Ha CTYIIiHb €KCIIO3UIN] JUIPOTeCTEPOHY

i OT .
Po3mnopin

[Ticnst nepopasibHOTO MPUUOMY AUAPOTECTEPOHY BUAUMMUI 06’€M PO3MOMiNY € 3HAYHUM i CTAaHOBUTD
npubnusno 22000 1. Juoporectepon Ta [II'Ml 3B’a3yi0ThCs 3 GimKaMu 1my1a3Mu KpoBi Oinbllle HiXK Ha
90 %.

BioTpancdopmarris

[Ticns mepopanbHOT0 BBEOEHHS OTUAPOTeCTEPOH IIBUAKO MeTabomi3yeTbes 3 yrBopenusM [, PiBHi
OCHOBHOT'0 aKTUBHOTO MeTabomnity 20a-gurigpogunporectepony (') mocsAraioTk mika yepe3 Tou
caMu¥ MPOMiXKOK 4acy, mo i gugporectepoH. PiBHi [IT'[] y my1a3Mi KpoBi iCTOTHO BHUIII Y IOPiBHSAHHI 3
BUXigHOIO crionykoi. BigHomenus AUC ta C,,, OT'[l 0o OuApPOreCTEPOHY CTAHOBIATEL OJIM3bKO 25 Ta
20 BigmosigHO. CepenHiii KiHIleBUN IIepiof HaMiBBUBEAeHHS quaporectepony Ta JI'[l cTaHOBUTH
O0mu3bK0 15 roguH. 3arajbHOI BIACTUBICTIO BCix MeTaboIIiTiB € 30epexeHHs 4,6-mieH-3-0H0BO1



KOH(irypariil BUXigHOI CIIOIyKH Ta BigCyTHICTE 17-TigpoKcunoBaHHs. LIUM OSICHIOETHCS
BiICYTHICTh €CTPOTEHHOT'0 Ta aHAPOTEHHOTO e(DeKTiB IUOPOTECTEPOHY.

BuBeneHHdA

[Ticna mepopanbHOTO NPUMOMY Mi4eHOT0 AUAPOTeCTEPOHY B cepenHbOMY 63 % 03U BUBOAUTHCS 3
ceder. Bumumuyl 3arajgbHUM I7Ia3MOBUY KJIIPEHC AUAPOTeCTEPOHY B OPTraHi3Mi € BUCOKUM i
cTaHOBUTH npuOnu3Ho 20 51/xB. [IoBHE BUBEEHHS 3[OiNCHIOETLCS NPOTSAroM 72 ropuH. Il npucyTHin
B Ceui ITlepeBaXXHO y BUTTIAMAL KOH'I0OTaTa 3 IJIIOKYPOHOBOI KUCJIOTO.

3aJleXHICTh Bifl JO3U Ta 4acy

dapmaKkoKiHeTHKa IIpU OMHOPa30BOMY Ta 6araTopa3oBOMY 3aCTOCYBaHHI Ma€ JIiHIMHUN XapaKkTep y
miama3oHi mepopanbHUX 703 Bim 2,5 mo 20 Mr. [TopiBHSIHHS KiHETMKM OMHOPA30BOi Ta 6araTopa3oBoi
103 TOKaz3ye, 10 ¢apMaKoKiHeTHKa guaporectepony Ta [II'[] He 3MiHIOETECS y pa3i TOBTOPHOTO
3aCTOCYBaHHS. YMOBU PiBHOBAXKHOT'O CTaHy 3a3BHUYal OOCATAIOTHCS MIiCId 3 [OHIB JiKyBaHHS.

KiiniyHi XxapaKTepHUCTHKH.
Iloka3aHnHus.

3amicHa ropmoHanbHa Tepatis (3['T) [ng ycyHeHHSI CUMIITOMIB, 3yMOBJIEHUX OedilliTOM eCTPOTeHiB,
y XKIiHOK y MeHOTlay3HUH Iepiofl He paHille HiXK dyepe3 6 MicAILiB 3 MOMEHTY OCTaHHbOL MEHCTPYallil.

[TpodinakTrKa 0CTEONOPO3Y Y KiHOK Y TOCTMEHOIIay3HUY IIePiof] IPU BUCOKOMY PHU3UKY ITEPEeJIOMiB.
®eMOCTOH" CIifi 3aCTOCOBYBATH MAlicHTaM JIMIIE y Pa3i HemepeHoCHMOCTi a00 HassBHOCTI
IPOTUIIOKA3aHb AJIS 3aCTOCYBAHHS iHIMNX JiKapChKUX IpeapaTiB A1 NpodinakKTUKU 0CTEOIOPO3Y
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

IocBim miKyBaHHS XiHOK BiKOM ITOHan 65 pOKiB 00MeKeHuH.

IIpomunokKa3aHHsi.

IiarHOCTOBaHUM Y MUHYJIOMY, HassBHUM a00 MMiff03pioBaHKM pakK MOJIOYHOI 3aJ103H;

- BCTaHOBJIEHi abo Mimo3pIoBaHi eCTPOTeHYYTINBI MyX/JIWHY (HAPUKIAA PakK eHOOMeTpis);
- BCTaHOBJEHi a0 mifo3pioBaHi MPOrecTareHYyTAUBI IIyXIUHY;

- MeHiHrioma abo MeHiHrioma B aHaMHe3i;

- Bari"aJbHi KpOBOTeYi He3'ICOBAHOI0 TeHe3y;

- HeJjiKOBaHa TrimepIiiasisg eHJoMeTpis;

- BeHO3Ha TpoM060eM00Iisl, HasiBHa 3apa3 a0o B aHaMHe3i (TpoM0603 rmuOoKUX BeH, TPOMO0eMOOoTis
JIETEHEeBUX apTepin);

- HasgBHIiCTb TpoMbodiniynux po3napnis (Hanpukian gediuut nporeiny C, mporteiny S abo
aHTUTPOMOiHY, oUB. Po3min «OcoONMMBOCTI 3aCTOCYBaHHS»);



- rocTpe abo HemaBHO NepeHeceHe TpoMboeMOOTiYHe 3aXBOPIOBAHHS apTepid (HampuKiazm
CTeHOKapHis, iHhapKT MioKapaa);

- TOCTpe 3aXBOPIOBaHHS Ie4diHKK ab0 3aXBOPIOBAHHS MEYiHKY B aHaMHe3i, SKII0 T0Ka3HUKN
GyHKIII Te4iHKY He HOpMaJli3yBaJlucCs;

- BifoMa rimepuyTnuBiCTh OO Ai0YKX PEYOBUH a00 [0 OYIb-IKOi 3 MOMOMIXKHUX PEYOBUH
niKapchKOro 3acoby;

nop@dipis.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
[ocnigKeHHs MTiKapChKUX B3a€EMOiil He TPOBOAUIILCS.

EdeKTUBHICTE €CTPOreHiB Ta IporecTareHiB Moxe IIOPVIIYBATHACS

- MeTta6oi3M ecTpoTreHiB (Ta mporecTareHiB) MoXe IIOCUIIIOBATHCS IIPU OJHOYACHOMY 3aCTOCYBaHHI
PEUYOBHH, gKi 37aTHi iHAyKyBaTH epMeHTH, 1110 6epyTh y4acTh ¥ MeTa0oIi3Mi TikapCchKuX 3acobiB.
Lle, 30kpeMa, cTocyeThcst pepmenTiB P450 2B6, 3A4, 3A5, 3A7. [lo TakKuX pe4oBUH HajleXkaThb
IPOTUCYHOMHi 3acobu (penobapbitasn, kapbama3zermil, GpeHiTOIH) Ta aHTHOAKTEPiabHI/MIPOTUBIPYCHI
3acobu (Hampukian pudamminuH, pudabyTuH, HeBipanil, edasipeHir).

- He3Baxkarouu Ha Te, 10 pUTOHaBIp i Hendinagip BigoMi sk nmoTyxHi inribitopu CYP450 3A4, A5, A7,
BOHH, HaCIIpaBIi, MalOTh iHOYKyO4YHM eDeKT IpA OGHOYACHOMY 3aCTOCYBaHHI 31 CTepPOIgHUMH
TOPMOHaMH.

- PocnuHHI penapaTy, KOMIIOHEHTOM SIKUX € 3Bipo06iit mepdopoBanuii (Hypericum perforatum),
MOXKYTh TaKOXK ITIOCHUJIIOBAaTH MeTab0Ii3M eCTPOTeHiB (Ta IpoTrecTareHiB) Mpu MPOXOfXKeHHI yepe3
CYP450 3A4.

- Kniniuno migBuiieru# Metaboi3M eCTPOTEHIB Ta MPOreCTareHiB MOXKe MPOSBIISITUCS 3HUXKEHHSIM
eeKTUBHOCTI i 3MiHaMu TTPodinTo0 KpoBOTEY.

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

Byno nokasano, 1110 TOpMOHaIbHI KOHTPALENITUBHY, IIJ0 MiCTATh €CTPOTEHHU, IPU OMHOYaCHOMY
3aCTOCyBaHHI 3 TaMOTPUOKHWHOM 3HAYHOI0 MipOI0 3HUKYBaJIK KOTO II71a3MOBi KOHIIEHTPaIlil
BHACJIiOOK CTPUMYIISALII TTIIOKYPOHifallil n1aMoTpuaXuHa. Lle Moxe 3MeHIIyBaTH KOHTPOIIb Hal
HallaZioM. X04a MOTeHI[iMHa B3aEMOMig MiXK 3aMiCHOI0 TOPMOHAJIbHOIO TePali€lo Ta TaMOTPUAXKNHOM
He BUBYAJIach, 0YiKyBaHO, 110 iCHY€E MoaiOHa B3a€EMOis, TKa MOXKe IPU3BOIUTH 0 3MEHIIIEeHHS
KOHTPOJTIO Hafl HAIlafIoM Y XKiHOK, SIKi OTHOYACHO IIpHUMalOTh 00MBA ITperapaTH.

d®apmakoguHAMIYHI B3a€MOil

[Tig yac kmiHiYHKUX DOCTifXKeHb NiKyBaHHS Bipycy rematuty C (BI'C) kombiHaltieto
ombiTacBip/mapuTanpeBip/puToHaBip 3 facabyBipom abo 6e3 HHOT'O TEPEBUILIEHHST BEPXHBOI MeXi
HOPMM PiBHS anaHiHamiHoTpaHchepasu (AJIT) GinbIe HiXK y 5 pa3iB 3HAYHO YacTillle CIocTepiranocs
y XKIiHOK, SKi 3aCTOCOBYBAJIX JIiKapChKi 3ac00H, 110 MiCTSTh eTHUHINECTPaion, Taki K KoMOiHOBaHi
ropmoHanbHi KoHTpanenTtusu (KI'K). Y xkiHoK, sKi mpuiitManu miKapchKi 3aco0u, [0 MiCTSTh iHIIi
€CTPOTeHH, HiXK eTUHINIeCTPafios, Taki sIK eCcTpamion, CTymiHb migBuiieHHs piBHSA AJIT OyB momiGHuM



[0 TAKOTO Yy XKiHOK, 5IKi He OTPUMYBaJIX XKOOHUX €CTPOTEHIB; OHAK, 3 OTJISINY Ha 00MeXKeHY KilbKiCThb
XKIHOK, SIKi MpUHMaJIH iHIII eCTPOreHu, HeoOXiMHO JOTPUMYBATHCS 00ePEeKHOCTI IPU OMHOYACHOMY
3aCTOCYBaHHI 1IbOTO IIpenapaTry 3 KOMOiHOBAHOIO TepaIli€i
oMmbiTacBipoM/mapuTanpeBipoM/puToHaBipoM 3 facabyBipom abo 6e3 HHOT0, @ TAKOXK i3 Tepariero
riekanpeBipoM/mibpeHTacBipoM (OuB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

EcTporeHu MOXKYThb IepeIIKOIXKaTh MeTa0o1i3aMy iHIIKX JIiKapChbKUX 3aco0iB

EcTtporenu MoxyTh npurHiuyBatu depmentu CYP450, 1m0 6epyTh y4yacTs y MeTabom1i3aMi JTikapChbKUX
3aco0iB, MIIXOM KOHKYPeHTHOI iHribinii. Lle 0cobmuBo ciiif BpaxoByBaTH CTOCOBHO|IIONO| TiKAPCHKUX
3aco0iB 3 By3bKMM TepPaleBTUYHUM iHAEKCOM, TaKUX SIK:

- TakpoJimyc i ukmocnopud A (CYP450 3A4, 3A3);
- denTaHin (CYP450| 3A4);
- reodinin (CYP450| 1A2).

KniniyHo 11e MozKe mpu3BecTH [0 30i/bIIIeHHS [I7Ta3MOBUX PiBHIB TAKUX PEYOBUH OO TOKCUYHUX
KOHIIeHTPalii. TaKuM YMHOM, MOXKe OyTU MOTPiOHMHM PeTeNbHUI MOHITOPUHT PiBHS JTiKapChKUX
3aco0iB IPOTATOM TPHBAJIOTO MEPioAy, a TaKOXK 3MEHIIEeHHS N03U TaKpoIiMycy, GeHTaHiny,
IIUKJIOCTIOPUHY A Ta TeodiminHy.

Oco06.1ueocmi 3acmocye8aHHs1.

[l mikyBaHHSI CUMIITOMIB Ae(illUTy eCTPOTEHIB y XKiHOK B IIEPiOf MEHOIIay3H JIiIKyBaHHS 3a
ponomoro 3I'T criif po3moYrHATH, TiTbKY SKIIO Ii CHMIITOMUA 3HAaYHOI0 MipOI0 HECTIPUSTIIMBO
BIIJIUBAIOTH Ha SIKICTh KHUTTS. PerynsipHO HeoOXifHO IPOBOAUTH PETENIbHY OLIHKY KOPUCTI Ta PU3UKIB
3I'T, s MiHIMyM IIOPIYHO, 1 JIIKYBaHHSA OOLIPHO IPOLOBXKYBATH, TIIBKU AKII0 KOPUCTH IIEPEBULIYE
PU3UKU.

Hani mopno pu3ukis, nos’s3anux i3 3I'T mpu nikyBaHHI epefyacHol MeHOMay3u, o0MexeHi. OgHak
3aBOSIKM HU3BKOMY PiBHIO aBCOJIIOTHOTO PU3UKY Y KiHOK MOJIOAIIOTO BiKy CIIBBiIHOIIEHHS KOPHUCTi Ta
PU3HUKIB Y TaKUX XKiHOK € Oi/IbIll CIPHUSTINBUM, HiXK Y )KiHOK CTapIIIOro BiKYy.

MenuyHe OGCTe}KeHHHZHOEaHLIﬂe CIIOCTEPEKEHHA

[Tepen nouaTtkoM 3I'T a6o y pa3i HeoOxigHOCTI moHoBnenHs 3['T micis mepepBu HeoOxigHO 3'CyBaTU
IIOBHUI MeMUYHUM aHaMHe3 (BKJIIoYalouu ciMelHui aHaMue3). ®i3ukanbHe 00CTeXKeHHS
(BKITIOYAOUM TiHEKOJIOTiuHe 00CTeXKEeHHS 1 00CTeXKeHHS MOJIOYHHUX 3aJ103) He0OXiHO poouTH,
BPaxOBYIOUM [laHi aHaMHe3y, TPOTHUIIOKa3aHHs Ta 3aCTepeKeHHs 10 3acTocyBaHHA. [lig gac
JIiKyBaHHSI PpEKOMEHIYETHCS POBOOUTH PETYIISIPHI OTMISIIN, YaCTOTa i 00CST SKUX BU3HAYAETHCS
inpuBinyansHo. 2KiHOK cyif moiHdopMyBaTH, PO AKi 3MiHM Y MOJIOYUHUX 3aJ103aX HEOOXiTHO
TIOBIOMIISATH JTiKapeBi abo MemuyuHil cecTpi (IUB. po3min HUXKYe «PaK MOJIOYHOI 3a7I031U»).
OO6cTexkeHHS, BKITIOYal0uX BiMOBiAHI MeTomu Bidyarsisallii, Hanpukiag MaMorpadito, CIifl TpOBOOUTH
BifITIOBIgHO [10 iCHYI0YOI MPAaKTUKK CKPUHIHTY, Mogu(diKoBaHOI 3a7I€3KHO Bif] iHAUBiyaTbHUX
KIiHIYHUX T0TPED.

3axXBOPIOBAHHS, TIPYU SKUX HEOOXiTHO CIIOCTEPIraT 3a CTAHOM MAlliEHTOK

[Tpu HasIBHOCTI OyAb-SKOTO i3 3a3HaYEHUX HUKYe 3aXBOPIOBaHb y laHUN MOMEHT, Y MUHYJIOMY Ta/ab0



iX moripuieHHi mif Yac BariTHOCTI abo momepefHbOl TOPMOHAJIBHOI Teparlil malieHTKaM CIIif
nepeOyBaTu Mif peTeIbHUM CIIoCTepexRkeHHaM. HeobxigHo MaTu Ha yBasi, 110 1i CTAHU MOXKYThb
penuauByBaTH a0o ix mepeGir moripuyBaTics Iif 4ac JiKyBaHHS npenapaToM ®emocton’. J1o HUX
HaJieXaTk:

§ metiomioma (Mioma MaTKu) ab0 eHIOMETPio3;
§ (axTopu pu3uKy TpoM60eMOOTiYHUX 3aXBOPIOBaHb (OUB. HUXKYE);

§ (akTOpU PHU3UKY €CTPOTEHUYTIUBUX MYXJIUH, HAIPUKJIIAM IEPIIHN CTYIiHb CIIaJKOBOI CXUIIbHOCTI
10 PaKy MOJIOYHOI 3aJ103H;

§ apTepianbHa rinepTeH3id;

§ 3axBOpIOBAHHS MEYiHKYU (afileHOMa MeYiHKu);

§ UyKpoBuH miaberT i3 CyguHHUMU cuMITOMaMu abo 6e3 HUX;
§ KOBYHOKAM sSTHa XBOP00a;

§ mirpeHb a00 (CHIbHUI) TOJIOBHUM 0iflb;

§ cHUCTeMHUM YepPBOHUM BOBYaK;

§ rimepma3ig eHOOMeTpPid B aHaMHe3i (IUB. HUXKYE);
§ eminerncis;

§ OponxialbHaA aCTMa;

§ OTOCKIIEPOS.

Memninrioma

[ToBimOMIISANIOCS PO BUHUKHEHHS MEHIHTIOM (TOOAMHOKMUX Ta MHOXKWHHUX) IIPU 3aCTOCYBaHHI
npenapaTy ®emocton”. INanieHTy IOBUHHI MepeOyBaTH IIif HArJIAg0M [ijis BUSBIIEHHS O3HAK Ta
CHMIITOMIB MEHIHTiOM BiIIOBigHO [0 K/IiHIYHOI IPaKTUKH. JKIIO0 y MallieHTa AiarHOCTOBaHO
MeHiHTioMy, OyOb-sKe TiKyBaHHS IIpernapaToM ®eMocToH® HEOBXiTHO MIPUIIUHUTY (IUB. PO3MiN
«IIpotunoka3zanHsa»). [licnsg NpUNUHEHHS JIIKyBaHHS CIIOCTEPIraaocss 3MeHIIeHHS NyXJIUHH.

[puyvHY O HeTaWHOI0 MPUIWHEHHS Tepalril

3aMicHy TOpMOHA/IBHY Tepalilo HeoOXiIHO IPUIIMHUATYA HeraHO Y pa3i BUSIBIEHHS IIPOTUIIOKA3aHHS,
a TaKOXK y TaKWX CUTyallidx:

§ mosiBa XKOBTSIHUII ab0 MOPYIIeHHST PYHKII MeYiHKy;
§ 3HayHe MiOBUIIEHHS apTEePiabHOIO TUCKY;
§ mosiBa BIepIlle MirpeHenofibHOro roJI0BHOTO 60JIIO;

§ BariTHICTE.

lnepmnasigd eHOoMeTpid Ta KapluHoMa



Y XiHOK 3 HEeBHUalIEHOI0 MaTKOI0 PU3UK BUHUKHEHHS TilepIiia3ii eHOoMeTpis Ta KaplIUHOMHU
MigBUINY€EThCS npu TpuBamiiv 31T TinbKKU ecTporeHamu. [lomidyeHe 3pOCTaHHS PU3UKY pPaKy
€HOMETPiA cepef XKIHOK, SIKi MPUUMalOTh TUIBKY NIpernapaTd €CTPOTeHY, KOJIUBA€EThCA Bif 2 1o 12
pasiB MOPIBHSIHO 3 TUMH, XTO He IPUKMAE 1X, 3aJIe2KHO Bif] TPUBAJIOCTI JIiIKyBaHHS Ta OO3U €CTPOreHYy
(ouB. po3min «I1o6iuHi peakiiii»). ITicis IpUNMHEHHS MiKyBaHHS PU3UK MOXKeE 3a/IMIIaTUCh
igBUIIeHUM IIpUuHaMHI IpoTaroMm 10 pokis.

[lukniuHa KoMOiHallig IpenapaTy eCTPOTeHY 3 IporecTareHoM MPOTATOM IpuHaiMHi 12 gHIB Ha
Mics1b/Ha 28-neHHuM TUKI abo Oe3nepepBHa KOMOiHOBaHa eCTPOreH-IPOrecTareHoBa Teparis y
XKiHOK 3i 36epeKeH00 MaTKOI0 3arnobirae HagMipHOMY PU3UKY, aCOIiOBAHOMY i3 3aCTOCYBAHHSIM
TIJIBKY IIpenapaTiB eCTPOreHy.

[TpoTArom mepimux MicsiB JiKyBaHHS MOXYTh BUHUKATU TPOPHUBHI MAaTKOBi KpoBOTEYi ab0
KPOB'SIHUCTI BUMIIEHHS. JKII0 BOHM BUHUKAIOTh Yepe3 JesKUH dac Iic/Is movaTKy JIiKyBaHHS a0o
TPUBAIOTH IIiC/ISI TPUIIMHEHHS Teparil, HeoOXigHO 3'ACyBaTH X IPUYUHY, V TOMY YHUCJI IIJIIXOM
npoBefieHHs 6iomcii eHmoMeTpis, [ BUK/IIOUEHHS 3JI0SIKiCHAX HOBOYTBOPEHD.

Paxk MoJ104HOI 3251031

Yci HasABHI gaHi TOKa3yI0Th MigBUIIEHNN PU3UK PaKy MOJIOYHOI 3aJI031 Y XKIiHOK, SIKi IPUAMAalOTh
KoMOiHOBaHY ecTporeH-nporectareHoBy 3I'T abo Tinbku ectporeroBy 3I'T. 1lelt pu3uK 3a71eKUTH Bifl
TPUBAJIOCTI 3aCTOCYBaHHS.

KombiHoBaHa ecmpozeH-npo2ecmazeHo8a mepanis

9K pangomizoBaHe mare00-KOHTPOILOBAHE OOCIiIKeHHs «IHiiaTUBY 3apagu 300POB’ S XKiHOK»
(Women's Health Initiative Study - WHI), Tak i MeTaaHasi3 TPOCIEKTUBHUX €IigeMiOIOTiYHUX
[OCTiIKeHb y3TOAKeHO IT0Ka3asly MigBUINeHN PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3aJI031 V XKiHOK,
SKi 3aCTOCOBYIOTH KOMOiHOBaHY ecTporeH-nporectareHoBy 3['T. [ligBuilleHul pu3uK CTa€ 0YEBUTHUM
npubnusno micasg 3 (1-4) pokiB (muB. po3min «ITobiuHi peaxiii»).

MoHomepanis ecmpo2eHoM

Hocninxenus WHI He BUSIBUJIO MiOBUINEHHS PU3UKY BUHUKHEHHS PAKy MOJIOUHOI 32103 Y XKiHOK
micys rictepekrTomii, siki nmpuiiMaioTh 3['T TiNbKU IpenapaTaMu eCTPOTeHy. B eKcliepuMeHTaIbHUX
OOCIIIIXKeHHSX IIepeBakHO [IOBIIOMIIAIOCS IPO He3HAYHe MMiABUIIIeHHS PU3UKY OiarHOCTyBaHHS-PAKy
MOJIOYHOI 3271031, SKUH € CYTTEBO HUXKYUM, HiXK y Ialli€EHTOK, SIKi IpuiMaroTh KoMOiHaIlil eCTpOreHiB
Ta IporecTtareHiB (quB. po3min «IlobiuHi peakirii»).

Pe3ynpTaTt MacmTaOHOTO MeTaaHasli3y MOKas3aJlH, IO Iic/s MPUIUHEHHS JTiKyBaHHS MiBULIEHUH
PHU3HKK 3 YaCOM 3HU3UTHCS, @ Yac, HeoOXiHMI Mg TTOBEPHEHHS [0 IT0YaTKOBOTO PiBHS, 3a/I€3KUThH Bifl
TPUBAJIOCTI IonepenHboro 3actocyBanusd 3I'T. V Bunaakax, Konu 3I'T 3acToCOBYBajachk IpOTATOM
OinbIre 5 POKiB, pU3UK MoxKe 30epiratucs npotsarom 10 pokiB abo moBIIe.3aMiCHa TOPMOHaIbHA
Teparis, 0co61MBo KOMOiHOBaHa eCTPOTeH-IIPorecTareHoBa Teparisi, MifgBUIIYE IIiTbHICT
MaMorpadiuHux 306paxeHs, 110 MOXKe HETaTUBHO BIUIMHYTH Ha PafiioyioTiuHe BUSIBIEHHS PaKy
MOJIOYHOI 3aJ103H.

Pak se4yHUKiB

Pak sie4yHMKiB BUHHMKA€E 3HAYHO Pifillle, Hi’K paK MOJIOYHOI 3an03u. EmifeMionoriuxi gaHi, oTpuMaHi B
pe3yibTaTi MUPOKOro MeTaaHasli3y, 3aCBIfYUIIN Oelllo NiABUIIIEeHUN PU3UK V KIHOK, SKUM
3aCTOCOBYIOTh MOHOTEpAIIil0 ecTporeHoM abo KoMOiHallilo eCTPOTEeHY 3 IPOTrecTareHoM SIiK 3aMiCHY
TOPMOHAJIbHY Tepallilo; el pU3uK IPOSBISETLCS IIPOTATOM 5 POKIB 3aCTOCYBaHHS Ta 3MEHILIYETHCS 3



JacoM IIic/ig NpunuHeHHs Tepamii. [leski iHII mocifgxKeHHS, 30KpeMa gociigxernas WHI|,
CBiYaTh|3aCBimUyIOTH|, 1110 3acTOCYBaHHS KoMOiHOBaHUX 3I'T MoXke OyTH MOB’I3aHe 3 TAKUM CaMUM
abo memro HUKYUM PU3UKOM (OuB. po3min «[To6iuHi peakii»).

Beno3sHa TpomboemOoItis

3I'T nor’a3aHa 3 1,3-3-pa30oBuM MiABUIIIEHHIM PU3UKY PO3BUTKY BeHO3HO1 TpoMOoembomii (BTE),
TOOTO TPOoMOO3y ruOOKuX BeH a00 eMOOTii TereHeBUX CyquH. BUHUKHEHHS TaKOl IAaTOOTil Hai6imbI
BiporigHe mpoTsAroM mepioro poky mpoeneHHs 3I'T (quB. po3min «ITo6iuni peakirii»).

[MarienTky 3 BigoMuMu TpoMOOGiNiYHUMY yCKIagHEHHAMY MaloTh migBuinenuit pusuk BTE, a 3T'T
MOXKe JOaTKOBO 30inbIlyBaTH 1ied pu3uK. ToMy 3aMicHa ropMOHaIbHA Tepallis IPOTUIIOKa3aHa IJIs
ITi€l TPyNY NalieHToK (OuB. po3Min «IIpoTUIIOKa3aHHI»).

3ararbHOBU3HAHUMHU (aKTOpaMu pu3uKy po3BUTKY BTE €: 3acTOCyBaHHSI €CTPOTeHiB, CTapIIui BiK,
BeJIMKi XipypriuHi BTpy4aHHs, TpuBasa iMmmoOinizaris, oxupinasa (IMT > 30 KT/M?), BariTHICTB/
IIiCJIATIONIOTOBUY TIepiof, CUCTeMHUM 4epBoHUY BoBYakK (CUB) i pak. EMMHOI AYMKU 100 POJTi
BapMKO3HOTI'0 PO3IINPEHHSA BeH y Po3BUTKY BTE He icHye.

4K i gns Bcix micnsoneparifHux MalieHTiB, He0OXiTHO BXKUTH 3aM00iKHUX 3aX0MIiB I
nonepenxeHHs BTE micng xipyprigsoro BTpydaHHs. fKIIO Mic/Is MIaHOBOI ollepallil 04iKy€eThCS
TpuBasa iMMo0ini3allis, peKOMeHAYEThCS TUMYacoBe npunuHeHHs 3T 3a 4-6 TUXKHIB 10 BTPy4YaHHS.
JIiKkyBaHHSI MOXKHa IIOHOBJ/IIOBATH, TiJIbKU KOJIM JKiHKa IIOBHICTIO BITHOBUTL CBOIO PYXJIUBICTb.

2Kinkam 6e3 BTE B aHaMHe3i, ane 3 HasIBHICTIO Y POOUYiB MEPILIOTO CTYIEeHs POOUHHOTO 3B'SI3KY
TpoMOO3y B MOJIOLOMY BiIli, MOXKHA 3alPOIIOHYBATH CKPUHIHT IiCJIsT PETeIbHOT0 0OTOBOPEHHS HOT0
o0MexkeHb (3a JOTIOMOT0I0 CKPUHIHTY BUSIBIISIOTEH TiIbKM YaCTHHY TPOMOO(DiTiuHUX po3iamiB).

fdxkmo inenTrdikoBaHO BpomKeHu TpoMOobimiuyHNN po3/a, SKui CyIIPOBOIXKYETHCSI TPOMOO30M Y
yreHiB ciM’l B aHaMHe3i, a00 SKIII0 po3yiaj € TIKKUM (HallprKial, HeJOCTaTHICTh aHTUTPOMOIHY,
npoteiny S uu npoteiny C abo koMmObiHamis po3napis), 3I'T mpoTUlOKa3aHa.

Y XiHOK, gKi BxKe IIpUMMalOTh IOCTiMHY aHTUKOATyJISHTHY Tepallilo, CJliJ peTeIbHO 3BaKUTH KOPUCTh
Ta pU3UKU 3actocyBaHHS 3I'T.

fdxmo BTE po3BuBa€eThLCA MiCs MOYaTKy Teparlii, mpenapaT NoTpiOHO HeraHOo BimMiHUTH. [1allieHTOK
CJIif TIOIIepeuTH IPO HeoOXiMHICTh HEeralHO 3BePHYTHUCS [0 JIiKaps IIPU MOSBi MOTEHIINHUX
cUMIITOMIB TpoMOGoeMOortil (HanmpuKiaz 60/1icHOI HaOPAKIIOCTI HOTH, PalTOBOTrO OO0 Y TPYOHIN
KJTiTITi, 3aUIIKN).

Iimremiyga xBopoba cepus (IXC)

HeMae oTpuMaHuX y X011 paHIOMi30BaHUX KOHTPOJILOBAHUX [OCIIIAZKEHD NOKa3iB 3aXUCTY Bif
iHpapkTy MioKapzaa y XkiHoK 3 abo 0e3 IXC, gki mpuiimanyu KoMOiHOBAHY €CTPOTE€H-IIPOTeCTareHoBY
3I'T a6o 3I'T TiNbKM €CTPOTEHOM.

KombiHosaHa ecmpozeH-npozecmazeHosa mepanis

BigHocHu# pusuk BuHUKHeHHS IXC Ha (oHi 3acToCcyBaHHS KOMOiHOBAaHOI €CTPOTEeH-IIPOTecTareHoBol
3I'T € gemro mipBuieHuM. Ockinbku 6a30Bult abcomoTHu pu3nuk IXC 3HaYHOI0 MipOI0 3aJIEKUTH Bif
BiKy, KiJIbKiCTbh AO0JaTKOBUX BUlaakiB [XC, 3yMOBJIEHUX 3aCTOCYBaHHSIM €CTPOTreHiB Ta IPOTreCTareHis,
IyKe Majla y 3[0POBUX XKiHOK y 6JIM3bKOMY 10 MEHOIay3H Billi, ajie 6yage 3poCTaTH y CTApIIOMY Billi.



MoHomepanis ecmpo2eHOM

[laHi paHAOMi30BaHUX KOHTPOJILOBAHUX JOCIIAKEHb He TI0Ka3alIu HiABUIeHoro pu3uky IXC y KiHOK
IiCyIs TiCTepeKToMil, sIKi IpuiiMaoTh MOHOTEPAIIiI0 eCTPOTEHOM.

lmeMiYyHUH IHCYIBT

Kom0GiHOBaHa eCTpPOTeH-IIporecTareHoBa Tepaillis Ta MOHOTEpPAIIis eCTPOreHOM aCoOIlil0I0ThCS 3
IiABUIIIEHHAM PU3UKY ileMidHoro iHcynbTy g0 1,5 pa3a. BifTHOCHUM PU3UK HE 3MIHIOETHCS i3 BIKOM
a0o0 yacow, 1110 MHHYB ITiC/Is HAaCTaHHS MeHoIay3u. [IpoTe ocKinbku 6a30BuM aOCONMIOTHUN PU3UK
IHCY/IBTY 3HAYHO MIPOI0 3aJ1eXKUTh Bifl BiKy, 3arajibHUNM PU3UK IHCYJIBTY Y XKIHOK, sKi IpUUMaTh
3I'T, 3pocTaTuMe 3 BikoM (muB. po3min «Ilo0iuHi peakirii»).

IH1i cTanu

§ EcTporenu MoxyTh CIPUYMHSTU 3aTPUMKY PiouHMY, i TOMy HEOOXiIHO YBaXKHO CIIiIKyBaTH 3a
CTAHOM TIAlliEHTIB 3 MOPYIIEHHIM GYHKIII ceplis abo HUPOK.

§ 2Kinku 3 HasIBHOIO paHillle TinepTpuriilepuaeMieo MOBUHHI epebyBaTH MMifl peTEIbHUM HarIsiooM
i Yac MpoBeeHHs 3aMicHOI Teparrii ecTporeHamMu abo rOpMOHaIbHOI 3aMiCHOI Teparrii, OCKiTbKY B
PiOKUX BUNAAKaX V XKIHOK 3 Li€l0 IIaTOJIOTIE pPiBeHDb TPUIIIILEPUAIB Y IIJTa3Mi KPOB1 3HAYHO
306inbIIyBaBCs IIif Yac JiKyBaHHS eCTPOreHaMH, II0 IPHU3BOAMIIO 10 TAaHKPeaTHUTy.

§ EX30TeHHi eCTPOreHU MOXKYTh BUKJIMKATH a00 IIOCUITIOBATYA CUMIITOMU CIIaIKOBOTO Ta HaOyTOTOo
AHTiIOHEBPOTUYHOI'0 HAOPSKY.

§ EcTporenu 306inbInyoTh piBeHb TUPOKCUH3B g3ytouoro rinodyminy (T3I7), mpusBoasuu [0
30inbIIIEeHHS IUPKYII0I0YNX TOPMOHIB IMUTOBUAHOI 3271031, SKUI BU3HAYalOTh 3a PiBHEM 3B’SI3aHOTO0 3
6inkoM momy (I7I3B), piBHamu T4 (npu aHasi3i 3 BUKOPUCTaHHSIM KOJIOHOK a00 pafiioiMyHHOMY aHaJli3i)
abo piBasiMu T3 (3a gOMOMOr00 PafioiMyHHOTO aHai3y). 3aX0IieHHs TpuioaTupoHiny (T3)
3MeHIIeHe B pe3ynbTaTi nigsuienux piBHiB T3I. KoHneHTpauil BimbHUX TPUUOATUPOHIHY (T3) i
tupokcuny (T4) He 3MiHI0I0THCS. PiBHI iHIIKX 3B’s13yt0unx GiNIKiB ¥ CHPOBATIIi, KOPTUKOIN3B I3yI040I0
rno0yminy (K3I') Ta rnobyniny, 1mo 3B'si3ye crateBi ropMmonu (CI'3T7), MOXKYTh MigBUIITYBaTUCS, 1110
IPU3BONUTH [0 30iNbIlIeHHS KOHIIEHTPAllil KOPTUKOCTEPOIMiB i CTaTeBUX T'OPMOHIB y¥ KPOBI.
KoHuenTpaltiil BinbHUX Ta/ab0 0i07I0TiYHO aKTHBHUX TOPMOHIB HE 3MiHIOIOTHCS. MOXKYTh 3pOCTaTH
KOHIIeHTpallil iHmmx 6inkKiB mma3Mu (aHrioTeH3UH-peHiH cyOCcTpaTy, anbda-l-aHTUTPUTICUHY,
LIePYIOIIa3MiHY).

§ 3I'T He mominmye KOTHITUBHUX QYHKIiU. Bynu oTpuMaHi|omepkKyBaTy| OesKi gaHi IpO MigBUIEHUAN
PU3KK PO3BUTKY MOXKJIMBOI HEeMEeHIIi] V XKiHOK, SIKi TOYMHAIOTh 3aCTOCYBAaHHS TPHBaioi KOMOiHOBaHOI
abo Tinbku ectporeHoBoi 3I'T y Bili moHay 65 pokKis.

e TlamieHTKaM 3 PiIKiCHMMY CHafKOBMMHU 3aXBOPIOBAHHSIMU, TAKUMU K HEIIEPEHOCUMICTh
rajlakTo3H, ITIOBHA HEJIOCTATHICTh TaKTa3u abo CHHAPOM MaababCcopOIIil TTI0K03U-TalaKTO3H, He
CJIif IpUUMAaTH Ley mpemnapar.

o ®eMocTOH® He HaJIEXKUTh [0 3aC00iB KOHTpalemNIii.

IlinBumenHsd piBHA AJIT

[Tig 9ac kMiHIYHUX JOCTiAXKEeHb 3a y4acCTIO MallieHTiB, SKuX JIiKyBasu Bif iH(peKLil Bipycy rematuty C
(BI'C) xombiHarriero ombiTacBip/mapuTanpeBip/puToHasip 3 nacabysipom abo 6e3 HBOTO,
IIepeBUIlleHHS BepxXHbol Mexki HopMu piBHS AJIT GinbIne HiXK y 5 pa3iB 3HaYHO 4acTilie
CIIOCTEpiramocs y XKiHOK, sIKi 3aCTOCOBYBaJIH JIiKapChKi 3aco0w, 1110 MiCTATh €THHIIECTPAMioN, TaKi K



KoMOiHOBaHi ropMoHanbHi KoHTpanenTusu (KI'K). Kpim Toro, Takox i cepeq naii€eHTiB, ki
OTPUMYBAJIM TIeKampeBip/miOpenTacsip, migBuiienHs piBHS AJIT crocTepiramnocs y XiHOK, sKi
3aCTOCOBYBaJIM €THHiNTecTpamiooBMicHi mikapchki 3acobu, Taki sk KT'K. YV xkiHOK, SKi mpuiiManu
niKapchKi 3aco0u, 110 MiCTSITh iHII €CTPOTEeHH, HiXK eTUHiNecTpaion, TakKi K eCTpadios, CTYIiHb
nigBuineHHs piBHsA AJIT OyB momiOHUM 0O TAaKOTO y XKiHOK, IKi He OTPUMYBaJI XKOJHUX €CTPOTEHiB;
OJHaK, 3 OTJIIAY Ha 00MeXeHY KilbKiCTh XKiHOK, IKi IpuUiiMasy iHII eCTporeHu, HeoOXigHO
OOTPUMYBATUCS 00E€PEKHOCTI IPH OMHOYACHOMY 3aCTOCYBaHHI IIbOT0 IIpernapaTy 3 KoMOiHOBaHO0
Teparieo ombiTacBipoM/mapuTanpeBipoM/puToHaBipoM 3 acabysipom abo 6e3 HROT0, a TAKOX i3
Tepalliero ryekanpeBipoM/mibpeHTacBipoM (AuB. Po3[in «B3aemMofis 3 iHIIUMY JTiIKapChbKUMHU
3aco0aMH Ta iHII BUOU B3aEMOLIN»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

democToH” HE TOKA3aHUH IS 3aCTOCYBaHHA Y Ilepiof BariTHOCTI. fKIO BariTHICTE HacTasa Iif 4ac
JIiKyBaHHS IpernapaTom deMocTOH®, [IPUIOM TIpernaparTy CIifl HerauHO NPUIIUHUTH.

ocTaTHIX JaHUX LIOA0 3aCTOCYBaHHSA €CTPALioNy/OUapOreCTepOHy XKIHKaM Y I1epiof BariTHOCTI
HeMae.

Y HayKOBil niTepaTypi IOBiLOMIISANIOCH, 10 3aCTOCYBAHHS IesIKUX IIporecTareHis 0yyo nos's3aHe 3
IiABUIIEHNM PU3UKOM PO3BUTKY rinocnapil. OgHak yepes 3MiliaHi paKTOpH Mif Yac BariTHOCTI, HE
MOKHA OCTaTOYHO BU3HAUUTUCH MO0 CIPUSHHS IPOrecTareHiB PO3BUTKY rinocnapil.

Ha crorogni pe3ynbTaTé OiNbIIOCTI emigeMionoriyHux JOCTigXKeHb BiTHOCHO BUIIAJKOBOTO BIIJIMBY Ha
T koMbiHallii eCTPOTeHiB Ta IporecTareHiB BKa3yIOTh Ha BiICYTHICTH TepaTOreHHOTo abo
TOKCUYHOT'0 PU3UKY [JId IIJIOfa.

CongyBaHHS TPYAOI0
democTon” He mOKa3aHUH MIs 3aCTOCYBaHHS Yy Mepiog rogyBaHHS TPYAIIO.

BB Ha 30aTHICTL 3aBariTHITH.

democToH® He TOKA3aHUH IS 3aCTOCYBaHHS XKiHKaM AiTOPOSHOTO BIKY.

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

democToH"® He BIIMBAE a00 Mac He3HAUHWH BIJIMB Ha 3[IaTHICTh KepyBaTé aBToMobineM a6o
IIpaloBaTy 3 IHIIKMHA MeXaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.

democTor” 3aCTOCOBYIOTH IIePOPAJIbHO IIOAHS BigIIOBIIHO 10 6€31epepBHOTO MOCTiIAOBHOTO PEXUMY
Tak, IK OINKCAHO HUXKYE.



JIikyBaHHS MOYMHAETLCS 3 IPUIOMY OfHi€l TabneTKy, o0 MicTUTh 1 Mr abo 2 Mr ecTpapiony, 1 pa3 Ha
no0y, IIOMHS MPOTATOM mepirux 14-Tu oHiB 28-MeHHOT0 LUKITY.

[Ticns 1IbOTO MPOTSTOM HAcTynHUX 14 mHiB mpuiiMaloTh 1Mo 1 tabmnetr, mo MicTuth 1 Mr abo 2 Mr
ectpapiony ta 10 Mr gupporectepony, 1 pa3 Ha mo0y, SIK 3a3Ha4YeHO Ha 28-IeHHil KaleHnapHin
yIaKOBII.

[Ticns 3akiHyeHHS 28-A€HHOTO LUKy, Ha 29 AeHb, CIif ogpa3y XK pOo3NoYrHaTh HOBUM 28-0eHHUN
LUKII.

Lluknu niKyBaHHS CIIiAYIOTh ONUH 3a ONHUM Ta € 0e3MepepBHUMU.
g nikyBaHHS OediUTy eCTPOTEHIB y XKIiHOK B IOCTMEHOIIay3HUY 1Tepiof SK 0YaTKOBY Ta
NiATPUMYIOYY HO3U CIIif IpUMMaTy HalHNXK4Yy eheKTUBHY 403y, @ TPUBAJICTh ePiony JiKyBaHHS

IIOBUHHA OyTH STKOMOTa HAaKOPOTIIOIO (TaK0XK OUB. po3Min «OcoOIMBOCTI 3aCTOCYBaHHS»).

3arajioM IOCyIifoBHE KOMOIHOBaHE JIiKyBaHHs CJIif] IOYKHHATH 3 Ipenaparty ®emocTor®, ecTpamiony 1
MrI ectpagiony/muaporectepony 1 mr/10 mr,.

o3y crmig mipbupaTu iHOUBiOyalIbHO, 3aJIeKHO Bif KIiHiYHOI BimmOBifi.

YV XiHOK, sIKi He 3aCTOCOBYIOTh 3aMiCHY TOPMOHA/IbHY Tepaliio, ado y XKiHOK, SKi MepexonsiTsh 3
6e3nepepBHOi KOMOIHOBaHOI 3aMiCHOI TOPMOHAJILHOI Teparii, TiKyBaHHS MOXKHa pO3MoYaTu y Oyib-
SKWH 3PYYHUN OeHb. Y XKiHOK, SIKi IepexonsaTh 3 HUKITiYHOI abo 6e3mepepBHOI MOCTiIOBHOI 3aMiCHOI
TOPMOHAJIbHOI Tepartii, TiKyBaHHS CJIifl TOYMHATH Ogpa3y 3 HaCTYIIHOTO JHS IIiCJIs 3aBepIIeHHS
MIOTIEPETHBOTO IIUKITY.

Ao npuiioM TabIeTKU IPONyIeHo, PEKOMEHIYEThCS IIPONOBKYBATH 3 IIPUMOMY HACTYIIHOL
TabJeTKU, He IPUIMaloyy MponyineHy TabneTKy. Y pasi npomycky npuiioMmy TablIeTKu Moxke
HiIBUIIYBATUCh UMOBIPHICTb TPOPUBHOI KPOBOTEYi a60 KPOB’THUCTUX BUMIIEHb.

deMoCTOH® MOXKHA IPUIMaTH He3aIeXHO Bifl IPUHAOMY IXi.

Himu.

BifcyTHsA MmOLiNBbHICTH 3aCTOCYBaHHS JTIKAPCHKOTO 3aCo0y ®emocToH® s i€l KaTeropii maieHTis.

Ilepedo3yeanns.

4K ecTpapion, Tak i AUAPOTECTEPOH €|3'ABIAIOTLCS| peY0OBHHAMHU 3 HU3BKOI0 TOKCUYHICTIO. [Ipn
nepeno3yBaHHi MOXKYTh BUHMKATH TaKi CUMIITOMH, SIK HyJoTa, 6J1I0BaHHS, YYTJIUBICTh MOJIOYHUX
3aJ103, 3alIaMOpPOYeHHsI, Oilb ¥ JKMBOTi, COHJIUBICTL/BTOMITIOBAHICTh Ta KPOBOTEYA BiIMiHHU.
MasoiMoBipHO, 1110 TTPU MTepeno3yBaHHi Oyne moTpibHe Oyab-ske crerudiyHe ab0 CUMITOMATHYHE
JIIKyBaHHS.

OmnucaHa Butie iHGOpMaIlil TaKOXK CTOCYETHCA Iepef0o3yBaHHA Y HiTeu.

ITobiuni peakuii.



Haiiuacrimumy no0iYHUMY peakIlisiMy y NallieHTiB, SKAM 3aCTOCOBYBAJIK TepaIlilo
eCTpaioIoM/IuaPOreCTEPOHOM ITif] YacC MPOBEAeHHS KITiHIYHUX OOCITigXKeHb, Oy/Ix TOIOBHUM Gifb,
6inb y XKUBOTI, Oi7b/4yTIUBICTh MOJIOUHHX 3aJ103 Ta Oi/lb y MOMEPEKY.

[Tig vac kninivawx mocimxkensb (n = 5108) crmocTtepiranucs mobiuxi peakirii, mogaHi B Tabmuti 3, 3
BKa3aHOI0 HUXKYe YaCTOTOI:

Tabmuisa 3
Kiacu cucteM [lyke 4acTo YacTo HeuacTto Pigko
OpraHiB 3rifHO 3 (= 1/10) (= 1/100, <1/10) |(= 1/1000, < 1/100) |(= 1/10000 mo
MedDRA < 1/1000)
[HdeKIIil Ta BarinanpHui [TUCTUTIIONIOHUH
Mapa3uTapHi KaHIUI03 CHHIIPOM
3aXBOPIOBAHHS
HoBoyTBOpeHHS 30inbiIeHHS PO3MipY
moOPOSIKiCHI, MioMu
37I0SIKICHI Ta
HEyTOYHEHI
3 00Ky CUCTeMU KPOBi ["'eMosiTUUHA
Ta JTiMpaTUIHOI aHeMis*
CHCTEMU
3 00Ky iMyHHOI [inep4yTIuBICTh
CHCTEeMH
3 00Ky IICUXiKHU [lenpecis, BruB Ha J1i6ifo
HEPBO3HICTh
3 00Ky HeHTpanbHOi |[‘onmoBHUY 6inb [MirpeHs, Meninrioma*
HEPBOBOI CHCTEMU 3alIaMOPOYEHHS
3 60Ky opraHiB 30py 30inbLIeHHS
KPUBU3HU POTiBKU*.
HemepeHOCUMICTD
KOHTAKTHHUX JIiH3*
3 OOKy ceplis [H(apKT MioKappa
CynuHHI po3nagu BeHo3Ha [HCYyIBT*
TpoMO0eMOoTisT+*,
apTepianbHa
rinepTeHsis,
3aXBOPIOBAHHS
nepupepruuHnX CyOuH,
BapHKO3
3 OOKY IIJTYHKOBO- binb y xkuBoTi |HymoTa, [ucnencis
KHUIIIKOBOTO TPAKTy OJTI0BaHHS,
METEeOPHU3M

3 60Ky
remnaToOimiapHOL
CUCTeMU

[TopymeHHs QyHKIIl
MeYinKy (B MesIKuX
BHIIaNKaXx i3
PKOBTSIHHUIIEIO,
ACcTeHiero ado
He3myKaHHIM i 6omeM
y 2KUBOTI),
3aXBOPIOBAHHS

PKOBYUHOTO Mixypa




3 OOKy IKipu Ta
MiAKIPHOL
KJIITKOBUHU

Anepriuni wWkipHi
peaxiril
(HampuknIam
BUCUIIaHHS,
KPOIIUB THKA,
cBepOiK)

AHTiI0HEBPOTHY-HUU
HaOPSIK, BY3710Ba
epuTemMa*, CyiuHHa
MypIypa; xjoa3ma
a0o Mena3Mma, SKi
MOXKYTh
30epiraTucs npu
BiMiHi JIiKyBaHHSI*

3 00Ky CKeJeTHO-
M’SI30BO1 CHCTEMU Ta
CIIOJIyYHOl TKaHUHU

bBilb y ciuHi

CymoMu HUXKHIX
KiHITIBOK*

3 OOKy
PENPONYKTHUBHOL
CUCTEMHU Ta
MOJIOYHUX 347103

BiIp/4yTIu-BiCThH
MOJIOYHHUX 3aJ103

[TopylLIeHHsS
MEHCTPYaIbHOTO
[UKITY
(BKJIIOYAIO4HU
[TOCTMEHOIIay3Hi
KPOB’ THUCTI
BUIJIEHHS,
MeTpoparito,
MeHOpariio, OJIiro-
aMeHOpeIo,
HeperyisapHi
MEeHCTpYalli,
mucMeHopeto) 0inb
y OUISHI Ta3a,
[TepBiKasbHi
BUIJIEHHS

30iIbIIeHHES
MOJIOYHHX 3aJI03,
[epeaMeHCT-PyalbHUY]
cuapgpoM (ITMC)

3arasnbpHi po3agyu Ta
peaxkiiii B micIri
BBEIEHHS

ACTeHiuHi cTaHU
(acTeHisT, BTOMQ,
[IoraHe
CaMOIIOYYTTS),
nepudepuuHun
HaOPsSK

BioxuieHHS Bif
HOpPMU, BUSBIIEHI B
pe3yJbTarti
00CTEeXKEeHHS

30iNIbIIeHHSA Macu
Tina

3MeHIIIeHHSI MacH Tila

*[To6iuHi peaktiil, MPo SKi MOBiAOMIISITIOCH i3 CIIOHTAHHUX MOBIOMJIEHD, SIKi HE CIIOCTEPITaNuCh IIif
Yac KJTIiHIYHUX OOCTIAXKEeHb AO0JaHO B YACTOTYy «PiAKO».

** TloKJIagHiIe OUB. HUXKYE.

Py3uK paKy MOJIOYHOI 3aJ1031

[ToBimoMISIETHCS PO MiABUIIEHUN 0 2 Pa3iB PU3UK [iarHOCTYBaHHS paKy MOJIOYHOIL 3a/I103H y XKIiHOK,

SIKi MpuiMaoTh KOMOIHOBAHY €CTPOTeH-IIPOTeCcTareHoBY Teparriio mpoTsaroM Oinbiie

5 POKiB.

[ligBUlleHUY PU3UK V KIHOK, IKi IPUUMAOTh MOHOTEPAII0 eCTPOTEHOM, € HUXKYUM, HiX y TUX
XKIHOK, SIKi MPUHMaloTh KOMOiHOBaHY eCTPOreH-IIPOrecTareHoBy Teparlilo.

PiBeHb PU3UKY 3aJIeXKUTh Bifl TPUBAJIOCTi 3aCTOCYBaHHS (IUB. Po3Ain «Oco0MMBOCTI 3aCTOCYBAHHS»).

Huxde mpencTaBleHo OIiHKY aOCOMIOTHOTO PU3UKY 3a pPe3yNbTaTaMu HaubiIbIIoro



PaHIOMi30BaHOro MIale60-KOHTPONILOBAHOTO HochimkenHss Women'’s Health Initiative (WHI) ta
HaMOiNbIIIOr0 MeTaaHasi3y TPOCIEKTUBHUX EMifeMioNIOTiYHUX NOCTiIXKEHb.

Tabnuus 4

Haibinpmnit MeTaaHasli3 MPOCIEKTUBHUX €MMigeMiooTiYHUX TOCTioXKeHb

Po3paxoBaHui OOaTKOBUM PU3UK PaKy MOJIOYHOIL 3aJ103H IIiCJII 5 POKIB 3aCTOCYBaHHS y KiHOK 3
iHmekcoM Macwu Tina 27 (kr/m)

Bik Ha moyaTKy 3I'T [KinbKicTh BUIagKiB Ha |BigHOIIEHHS KinbKiCcTh IOMATKOBUX
(poku) 1000 XiHOK, SIKi HIKONIK [pU3UKY BunazkiB Ha 1000 xkiHOK,
He 3acTtocoByBanu 3I'T, gKi 3acTocoByBanu 3I'T,
3a 5-piuHuY nepion yepes 5 POKiB
(50-54 pokn)’

3I'T i3 3aCTOCYBaHHSM TiJIbKU €CTPOTEHIB

50 13,3 [1,2 [2,7
3I'T i3 3acToCcyBaHHSIM KOMOiHallil ECTPOTEeHY Ta IMIPOrecTareHy
50 13,3 [1,6 8,0

[Tpumimka. OCKiTbKY 3aXBOPIOBAHICTh Ha pakK MOJIOYHOI 3aJI031 BiIPi3HSAETHCS y KOXKHIN KpalHi
€C, KilbKiCTh JOaTKOBUX BUMAJKIB paKy MOJIOYHOI 3aJI031 TaKOXK IIPOIOPLIMHO 3MiHUTHCS.

' B3arTi Bif 6a30BMX NOKa3HHUKIB 3aXBOpIOBaHOCTI B AHTil y 2015 y XiHOK 3 iHTeKCoM MacH Tina
27 (Kr/M°).

Tabmuig 5

Po3paxoBaHuil JOaTKOBXY PU3UK PaKy MOJIOYHOI 3as1031 micis 10 pokiB 3aCcTOCYBaHHS Y KiHOK 3
inmexcoM Macu Tina 27 (xkr/m%)

Bik Ha moyaTky [KinbkicTk BunagkiB Ha 1000  [BimHOIUIEHHS KinbKicTh mMOOaTKOBUX

3I'T (pokn) PKiHOK, SIKi HIKOIU He PU3UKY Bumangkis Ha 1000 XiHOK,
3actocoByBanu 3I'T, 3a 10- Kl 3acTocoByBanu 31T,
piurwmii nepiop (50-59 pokis)’ uepes3 10 pokis

3I'T i3 3aCTOCYBaHHSIM TiJIbKU €CTPOTEHIB

50 [26,6 1,3 7,1

3I'T i3 3acTocyBaHHSM KOMOiHaIlil eCTPOTeHy Ta IPOTrecTareHy

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

' B3siTi Bim 6a30BUX IOKA3HUKIB 3axBOPIOBaHOCTI B AHrjiiy 2015 y XKiHOK 3 iHOEKCOM MacCH Tina

27 (xr/M).

[Tpumimka: OCKiIbKY 3aXBOPIOBAHICTh Ha paK MOJIOYHOI 3aJI03U BiIPi3HSAETHCS y KOXKHIN KpaiHi

€C, KinbKiCTh JOJaTKOBUX BUNAMKIB paKy MOJOYHOI 321031 TaKOXK IPOIOPLiHHO 3MIiHUTHCS.

Tabmnuig 6

Hocmigxennss WHI y CIITA: momaTKOBUY PU3UK PaKy MOJIOYHOI 3aJI03H IIiC/IsA 5 POKiB 3aCTOCYBaHHS



BikoBuii miama3oH |KinbpkicTh BUIIAOKiIB Ha BigHomeHHS KinbKicTh MOOaTKOBUX

(poku) 1000 xiHOK y rpymi pu3uKy Ta 95 % |Bumagkis Ha 1000 XiHOK, SKi
m1are6o MpPoTsAroM 5 POKiBfmoBipYOro 3acTtocoByBanu 3I'T npoTarom
inTepBany (1) |5 pokiB (95 % [])

3amicHa ropMOHajibHa MOHOTeparmis ectporenom KKE

50-79 21 0.8 (0,7-1,00 |4 (-6-0)’
KKE MIIA kom0OiHOBaHa ecTpores-nmporectaresosa 3I'T
50-79 [17 [1,2 (1,0-1,5) l4 (0-9)

+ [Ipu o6MekeHOMY aHalli3i 3a y4acTio XKiHOK, sKi He 3acTocoByBanu 3I'T 10 mo4aTKy
OOCTIAXKEHHS, SBHOTO PU3UKY IIPOTITOM MEPIIXX 5 POKIB JIiKyBaHHS HE CIIOCTEPIranaoCh; Micas 5
POKiB pu3uK OyB BUIIMM, HiXK ¥ TUX, XTO He 3aCTOCOBYBaB 3I'T.

° WHI-mocmimxeHHS 3a y4acTi0 XKiHOK 3 BiICyTHBOIO MAaTKOIO, IKi He IoKa3asu 30i/blIeHHS
PU3UKY PO3BUTKY PaKy MOJIOYHOI 3aJI03H.

KKE - xoH'1oroBanu# KiHCbKH# ectporeH, MITA - MegpOKCUIIPOTECTEPOHY alleTaT

Pr3uK paky eHgoMeTrpid

XKiHKu y nepiodi nocmmeHonay3u 3i 36epexiceHon Mamkow

Pu3WK paky eHIOMeTpist CTaHOBUTH OJIM3bKO 5 BUIaKiB Ha K0KHY 1000 XiHOK 3i 30epekeHO0I0
MaTKOIO, SKi He nmpuiManTs 3I'T.

2Kinkawm 3i 30epexKeH00 MaTKOI0 He peKoMeHayeThcsa 3['T i3 3aCcTOCYBaHHSIM TiJIbKU €CTPOTEHY,
OCKIJIbKY I1e MiABUIYE PU3UK PaKy eHJoMeTpis (quB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).
3aekHO Bif TPMBAJIOCTI MOHOTEPAIIil ECTPOTEHOM Ta 03U eCTPOTEHY ITigBUILIEHHS PU3UKY PaKy
€HOMEeTPisd B XOfi emigeMiooTiYHuX OOCTigXKeHb KOIMUBAJIOCh Bif 5 [0 55 H0AaTKOBUX BUIMAIKIB,
miarHocToBaHUX Y KokHO1 1000 XkiHOK BikoM Bif 50 [0 65 POKiB.

IomaBaHHS IporecTareHy [0 MOHOTepAaIil eCTPOTE€HOM IIPOTATOM IIpYHaNMHI 12 [HIB Ha IIUKJI MOXKe
3amo0irTu TakoMy HifiBUIIIEHHIO PU3UKY. Y xomi nocminxkenHs Million Women Study 3acTocyBaHHSA
IIPOTSITOM II'SITU POKiB KoMOiHOBaHOI (mociigoBHOoi yu mocTitiHoi) 3I'T He MigBUIYBaNo PU3UKY PaKy
eHpoMeTpid (BigHOWeHHS pu3uky 1,0 (0,8-1,2)).

Pak se4yHUKiB

3actocyBanHs 3I'T |i3| Timpku|nuine| ectporenoM a6o KoMOiHOBaHOI eCTPOTeH-IporectareHoBoi 3I'T
aCoIil0BaJIOCh 3 [Ielll0 MiIBUILIeHNM PU3UKOM paKy S€UHUKIB (OUB. po3min «OcoO0nmuBoCTi
3aCTOCYBAHHS»).

B maHux MeTaaHanily, OTpUMaHUX 3 52 emifeMioIOTiYHUX JOCTiAKeHb, ITOBIJOMIISIOCH IIPO
NiABUINEHUY PU3UK PO3BUTKY PaKy SIEYHUKIB Y XIHOK, fKi 3acTOoCOByBanu 3I'T, IOPIBHAHO 3 KiHKaMU,
sIKi HiKonu He 3acTocoByBanu 31T (BigHOIIeHHS pu3uky 1,43, 95 %; moBipuui inTepBan (1)
1,31-1,56). ¥ xinok BikoM Big 50 mo 54 pokiB, siKi 3acTocoByBanu 3['T mpoTsroM 5 PoOKiB, 11e
copuuuHano 1 mogaTkoBui Bunagok Ha 2000 xiHOK. ¥V XkiHOK BikoM Bif 50 10 54 pokiB, fKi He
3actocoByBanu 3I'T, pak sSIeUHMKIB AiarHOCTyeThCcs Npubau3HOo v 2 Ha 2000 KiHOK IPOTSATOM 5 POKiB.

Pu3uk BeHO3HOI TpoMOoeMOoTii

3I'T moB’s13aHa 3 1,3-3-pa30BUM MigBUIIEHHSIM BiTHOCHOTO PU3UKY PO3BUTKY BEHO3HOI TpoMOoeMOotii
(BTE), To6To TpoMOO3y rnubokux BeH abo eM0Oo0il tereHeBoi apTepil. BUHUKHEHHS TaKOTO SBUIILA €
6inbIn iMoBipHUM y nepinui pik 3actocyBauHsa 3I'T (muB. po3min «OcoO6NMMBOCTI 3aCTOCYBAHHS»).



Huxye npencrasieno pe3ynbTatu gociigxeHs WHIL

Tabnuis 7

Hocnigxenuss WHI: nogatkoBuu pusuk BTE npoTrsarom 5 pokiB 3aCTOCyBaHHS

BikoBuii miamaz3oH [KinbKicTb BUIIQOKiB Ha BimHoIeHHA KinpKiCTh MOOATKOBUX
(pokn) 1000 xiHOK y rpymi PU3UKY Ta BUMAIKIB Ha
m1ame6o IpPoTIroM 5 95 % [1 1000 xiHoOK, gKi
POKiB npuiimaioTs 3I'T mpoTarom
5 pokiB (95 % [II)

[lepopasibHa 3aMicHa FOpMOHaJbHA MOHOTEpAIisl eCTPOreHOM’

50-59 [7 [1,2 (0,6-2,4) [1 (-3-10)
[lepopanbHUN IpPUKHOM KOMOiHAIlil ECTPOTeHY Ta IPOTrecTareHy
50-59 [ [2,3 (1,2-4,3) [5 (1-13)

* ocmigkeHHs 3a y4acTIO KiHOK 3 Bif[CYyTHBOIO MaTKOIO.

Pu3ux irnmeMiusoi XBOpoOu ceplist

Pu3uk imemiyHoi XBOpoOH Ccepls Oelo MigBUINEeHNN Y KIiHOK, SKi TpuiiMaloTh KOMOiHOBaAHY €CTPOTeH-
nporectareroBy 3I'T y Bini moHap 60 pokiB (AuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Pu3uK imeMi4yHOro iHCYIBTY

3acTocyBaHHS MOHOTEpaIlil eCTpOreHOM Ta KOMOiHOBaHOI eCcTporeH-mporectareHoBoi 3I'T
aCOLII0ETHCA 3 MigBUILIEHHIM BiTHOCHOTO PU3HUKY illIeMiYHOro iHCYNnbTy A0 1,5 pa3a. Pusuk
reMopariyHoro iHCynbTy He 3pocTa€ Ha (oHi 3actocyBanHs 3I'T.

BimHOCHUY pU3WK He 3a/JIeKUTh Bifl BiKy a00 TpUBaJIOCTi 3aCTOCYyBaHHS, ajie OCKinbKM 0a30BUil PU3UK
3HQYHOI0 MipOI0 3aJIeKUTh Bif BiKy, 3ara/IbHUU PU3UK iHCYNIBTY y KIHOK, fKi npuiMaioTs 3['T,
3pocTaTuMe 3 BiKOM (muB. po3min «Oco6IUBOCTI 3aCTOCYBaAHHS»).

Tab6muisa 8

O6’emHani mani mocmimxenb WHI: mogaTkoBuil PHU3UK iIIEMiYHOTO iHcyHbTy4 IIPOTATOM 5-PiYHOr0
3aCTOCYBaHHS

BikoBuit KinpkicTs BunazkiB Ha 1000|BinHomeHHs
miama3oH (POKiB) PKiHOK y rpymi namne6o

KinmbKicTh MOOaTKOBUX BUNAIKIB
pusuky tTa 95[ga 1000

[IPOTSATOM 5 POKIiB % 1 PKIHOK, SKi mpuiMaioTh 3I'T
mpoTsroM 5 pokiB (95 % 1I)
50-59 8 1,3 (1,1-1,6) 3 (1-5)

4 PisHuIi MixX illeMiYHUM Ta reMoOpariyHuM iHCYJIbTOM He OyII0.

IHWi nobiuHi peakuii, npo ski nogidoMas40cs Y 38’513Ky 3 eCMpOo2eH/npo2ecmazeH080r mepanieto
(8KAM0UaOYU ecmpadios/0udpoz2ecmepon):

- HoBoymMBopeHHs 000POSIKICHI, 3/105KICHI ma He8U3HA4eHoi emio102ii: eCTPoreH3amexHi



HOBOYTBOPEHHS, IK HOOPOSKICHi, TaK i 37104KiCHi, HATPUKIIa[ paK eHAOMETPis Ta PaK SE€YHUKIB;
36inbIIeHHST PO3MIPY IIPOrecTareH3aiexXkHuX HOBOYTBOPEHb (HaMpUKIIa[l MEHIHTioMH);

- po3sadu 3 6oKy iMyHHOI cucmemu: CUCTEeMHUM 4epBOHUH BoBYakK (CUB);
- po3s1adu 06MiHY Pe4OBUH MA XAP4yB8AHHS: TIIePTPUTIiLIePUAEMis;

- po3sadu 3 60Ky ueHmMpaabHOi Hep8oeoi cucmemu: MOKITABA JEMEHIIisI, XOPesi, 3aTOCTPEHHS
erinencii;

- possadu 3 60Ky cyOuH: apTepianbHa TpoMOOeMOOTis;

- po3sadu 3 60Ky WAYHKOBO-KUWKOB020 MPAKmy: TaHKpeaTuT (y KiHOK 3 yXkKe iCHYI04010
TinepTpUriilepugeMico);

- 3 60Ky wKipu ma niOwkipHoi KAimKoguHU: MyJIbTU(POPMHA EPUTEMA;

- nopyweHHs 3 60Ky HUPOK Mma ceyos8ug8ioOHUX wasxig: HETpPUMaHHS cedi;

- po3saadu 3 60Ky penpodyKkmueHoi cucmemu ma MOA04YHUX 3d103: Gi6PO3HO-KiCTO3HI 3MiHU B
MOJIOYHHX 3aJ103aX, epo3is IMNUKHA MaTKy;

- 8po0ddceHi ma cnadkosi 2eHeMuyYHi po3.1adu: oTipiIeHHS nepebiry mopdipii;

- 8i0XusieHHA 8i0 HOpPMU, BUSB/CHI 8 pe3ybmami obcmedceHHs: MgBUILIEHUH 3aTalbHUM PiBEHD
TOPMOHIB IITUTOBUHOI 3aJI03MU.

[ToBimomneHnHs mpo 1mob6iuHi peakilil micns peecTpaliil Tikapchbkoro 3aco0y Ma€ BeNvKe 3HaueHHs. Le
[la€ 3MOTy IIPOBOJUTH MOHITOPHUHT CIIiBBIAHOLIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKapchKoro 3aco0y. Megu4yHUM Ta ¢papMalleBTUYHUM ITpalliBHUKAM, a TAKOX IallieHTaM a0o ixHimM
3aKOHHUM IIpeACTaBHUKAM CJIifl MOBiJOMJIATH IIPO YCi BUMAAKHY Mif03PI0BaHUX IOOIYHUX peakliil Ta
BifcyTHOCTI epeKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMAaIliliHy cUCTEMY 3
(dhapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKW.

YMmoBH 30epiraHHsi.

30epiraTu B OpuUTiHaNbHIN yIakoBIi mpu TeMmepatypi He Buie 30 °C. 36epirati y HEIOCTYIHOMY
IJISL OiTed Micoi.

VYnaxoBka.

Kowmb6i-ynakoBka: 1mo 28 tabneTok y 6ictepi (14 TabneTok, BKPUTHX IITIIBKOBOIO 000JI0HKO10, 6i/10T0
KOoJbopy 1o 1 Mr 14 TabrieToK, BKPUTHUX IIJIIBKOBOIO 000JI0HKOIO, Ciporo Koisopy 1mo 1 mr/ 10 Mry



6mictepi). [To 1, 2 abo 3 6ricTepu B KOpPOOIIi.

Kowmbi-ynakoBka: 1o 28 tabneTok y 6mictepi (14 TabneTok, BKDUTUX IITIIBKOBOIO 000JI0HKOIO, LIETTISHO-
YepPBOHOT'0 KOJIbOPY 110 2 MT 14 TabmeToK, BKPUTUX IIJIIBKOBOIO 000JIOHKOIO, 2KOBTOT'0 KOJILOPY 110 2
mr/ 10 mr y 6mictepi). ITo 1, 2 a6o 3 6icTepu B KOpooIi.

Kareropis Bigmycky. 3a perenTtom.

Bupoonuk. A660TT Bionogxikan3 b.B./ Abbott Biologicals B.V.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

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



