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.

OcHoe8Hi (i3uko-ximiuHi 8aacmugocmi:



TabneTKa, sKa MiCTUTh 1 MT ecTpafiony: Kpyria, IBOOIYKia, BKPUTA ITiBKOBOI 000JIOHKOIO,
6ima TabmeTka 3 MapKyBaHHSAM «379» 3 ogHOTO O6OKY; miameTp 7 MM i Bara TabieTKu
npubnu3no 144 wmr;

TabJeTKa, SKa MiCTUTb 2 M eCTpafiony: KpyTila, IBOOIYyKJIa, BKPUTA IIIiBKOBOIO 000JI0HKOIO,
IETJISHO-4YePBOHA TabieTKa 3 MapKyBaHHAM «379» 3 omHOro 00KY; miameTp 7 MM i Bara
TabneTku npubau3Ho 144 Mr;

TabeTKa, sKa MicTuTh 1 Mr ectpamiony i 10 MI IMAPOTeCTePOHY: KPYIya, ABOOMIYKIIA,
BKpHTa IJTiBKOBOIO 000JIOHKOI0, cipa TabreTka 3 MapKyBaHHAM «379» 3 0IHOTO OOKY;

miaMeTp 7 MM i Bara Ta0bnetku npubnusuo 144 mr;

TabeTKa, SKa MICTUThL 2 MT ecTpagiony i 10 Mr TUAPOTrecTepOoHY: Kpyria, IBOOIyKya, BKpUTa
ITIBKOBOIO 000JIOHKOIO, 2KOBTa TabyieTKa 3 MapKyBaHHAM «379» 3 ogHOT0 0OKY; HiaMeTp 7 MM i Bara

tabneTky mpubausno 144 mr.

dapMmakoTepaneBTHYHA rpyna. [Ipemnapartu s TiKyBaHHS 3aXBOPIOBaHb CEUYOCTATEBOI CUCTEMHU
Ta cTaTeBi ropmoHu. KoM0OiHOBaHi pemapaTy, IKi MiCTATh IPOrecTareHu i eCTPOreHu JJIs
nmocrnigoBHOro 3actocyBanHsga. Kog ATX GO3F B08.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Ectpanmion

AKTUBHUM KOMIOHEHT 17[5-ecTpamion xiMiuHo Ta 6ionoriyHo momiOHUH 10 TPUPOTHOTO KiHOYOTO
CTaTeBOT0 TOPMOHY ecTpafiony. BiH 3aMilye BTpaTy MPOAYKIlil BIaCHOTO eCTPOTEHY Y XKiHOK B
mepiog MeHONay3H Ta IOJIETIIYE CUMITOMU MEHOIay3H.

EcTporenu 3amo6iraioTh BTpaTi Macu KiCTKOBOI TKAHMHM IIiCJIst MeHONay3u a0o oBapieKToMmil.

EHEQOI‘GCTG POH

[upporecTepoH - 1le aKTUBHUY IIPU IEPOPAIbHOMY IIPAUOMI IPOrecTareH, i SKOro IopiBHAHA 3
[i€10 IPOTeCTEPOHY, 110 BBOAUTELCS ITapeHTEPaIbHO.

Y 3B’I3Ky 3 TUM, 1110 €CTPOT€HU CTUMYJIIOIOTh PICT EHJIOMETPis, AKIIO0 He 3aCTOCOBYETHCS
IIporecTareH, BOHY IMigBUIIYIOTh PU3UK Tinepnasii enpomMeTpisd i KapinuHoMu. [logaBaHHS [0 Teparil
IIporecTareHy 3Ha4HO 3HMXKYE iHOYKOBaHWU eCTPOreHaMU PU3UK TinepIiasii eHnoMeTpis y KiHOoK 3i
30epekeH00 MaTKO.

ani KIiHiYHENX HocaigkeHb
3MmeHweHHsA cumnmomia depiyumy ecmpozeHis i noainweHHA NPogin Kposomeu.
3MeHIIeHHS CUMIITOMIB MEHOTay3U CIIOCTEPIraaocs IMif 4ac Mepiiux AeKiIbKOX TUXKHIB JTiIKyBaHHS.

Perynsapni kpoBoTeul BiIMIiHY TPUBAJIICTIO B CEPEIHBOMY O [OHIB IIPU 3aCTOCYBaHHI IIperaparTy



®eMoCTOH®, eCcTpafiony 2 MI eCTpafiony/IuaporecTepony 2 mr/10 Mr, cmocrepiranucs y 89 %
XKiHOK. KpoBoTeya BiIMiHU 3a3BHUYal TOYKMHANACA Ha 28 meHb uKIy. [IpoprBHI MaTKOBI KpOBOTEU1
a00 KpOB'SIHUCTI BUMINIEHHS peECTPYBanucs y 22 % XKiHok y mepimi 3 micsui nikyBanHsa Ta y 19 %
X)iHOK - mpoTsiroM 10-12-ro Mics1iB mikyBaHHsI. AMeHopest (BiCyTHICTh KpoBOTeYi a00 KPOB'SHUCTUX
BU[iJIeHD) criocTepiranack y 12 % IuKIIiB mif Yac mepioro poKy JIiKyBaHHS.

Perynspsi KpoBoTeui BifMiHY TPUBAJIICTIO B CEPEIHbOMY O [HIB IIPU 3aCTOCYBaHHI IIperaparTy
democToH®, ectpapiony 1 mMr ectpagiony/gunporectepony 1 mr/10 mr, crioctepiranuca y 76 % KiHOK.
KpoBoTeua BigMiHM 3a3BU4aii MoYMHaNacsd B OCTaHHIN NeHb IIpOTrecTareHoBoi ¢ha3u (B cepegHLOMY Ha
28 geHb UKKy). [IpopuBHI MaTKOBi KPOBOTEUi a00 KPOB IHUCTI BUAINIEHHS PEECTPYBAJIUCS
npubau3Ho y 23 % XKiHOoK y nepii 3 micsui mikyBaHHS Ta y 15 % XkiHOK - mpoTsarom 10-12-ro micsuis
nikyBaHHSA. AMeHOpes (BimCyTHICTH KpoBOTeYi ab0 KPOB’'THUCTHX BUMiNEHb) criocTepiranachk y 21 %
IIMKJIIB IIiJ Yac MepIIoro POKY JIiKyBaHHS.

[IpodinakTKka 0CTEOMOPO3Y

HediuuT ecTporeHiB micyisg HaCTaHHS MEHOMAY3H OB’ sI3aHUM 3 MiIBULIEHHSIM Pe30p0Oilil KicTKOBOI
TKQHVHHU 1 3MEeHIIeHHIM KiCTKOBOI MacCu. BIIIuB eCTPOreHiB Ha IIiNBHICTH KiCTKOBOL TKQHUHU €
[0303a/Ie’KHUM. 3aXUCHUY e(QeKT i€ TibKU Mif 4ac 1x 3acTocyBaHHS. [lic/s MpUNIMHEHHS 3aMiCHO1
ropMmoHasbHol Teparii (3I'T) WBKUOKICTh 3MEHIIIEHHS KiCTKOBOI MacH € TaKolo X, IK Y XKIiHOK, 5IKi He
OJlepKyBaJ/Ii 3a3HauyeHy Tepalliko.

Iani pocnigpxenns WHI (Women Health Initiative) i MmeTaaHarmi3 iHIIMX JOCTigXKeHb CBigYaTh PO TE,
mo 3actocyBaHHS 3I'T mepeBazkHO y 3[[0POBUX XKIiHOK y BUTJIIAI MOHOTeparii ectporeHoM abo B
KoMOiHal1lil i3 mporecTareHOM 3HWXKY€ PU3UK IIePeIoMiB CTerHa, XpeOIliB Ta iHIIUX BUMIB ITePEJIOMiB,
1110 BUHMKAIOTh BHACIILOK ocTeonopo3y. 3I'T Takoxk Moxke 3amnobiraty mepesomMaM y KiHOK 3
HU3BKOIO IiIbHICTIO KiICTKOBOI TKAaHUHM Ta/a00 OiarHOCTOBAaHKWM OCTEOIIOPO30M, ajie HaHi Ipo 1e
o0MexXeHi.

ITicns [BOX POKIB JiKyBaHHS npemnapaToM ®eMOoCTOH®, eCTpafiony 2 MI eCTpa/ioNy/qUApOrecTepoHy
2 mr/10 mr, mineHicTb KicTKoBOI TKaHuHY (IIIKT) y monepekoBoMy Bimmini xpebTa 30inbmunacs Ha 6,7
+ 3,9 % (cepenHe 3Ha4YeHHS * cTaHOapTHe BigxuneHHs). [I[inbHICTH KiCTKOBOL TKAHUHU Y
IoTIepeKoBoMYy Bimmini xpeOTa 3pociia abo 3anuiuiacs HeaMiHeHoIo ¥ 94,5 % XKiHOK.

V XiHOK, siKi npuitMany npenapaT ®eMocToH®, ectpamiony 1 Mr ectpamiony/ouaporectepony 1
Mr/10 Mr, MIiIBHICTH KiCTKOBOI TKAHUHHU Y TTONIEPEKOBOMY Binmini xpe6Ta 36inmbpmumnacs Ha 5,2 3,8 %
(cepepHE 3HA4YEHHS * CTaHOapTHe BigxuneHH). [I[iNbHICTE KiCTKOBOI TKAHUHY Y IIOIIEPEKOBOMY
Bimmini xpeOTa 3pocna abo 3anuiunacs HeaMineHowo y 93,0 % XKiHOK.

®emocTtor” Takox BruBaB Ha IIKT cTerHoBOI KiCTKH.

ITicns [BOX POKIB NiKyBaHHS npenapaToM ®eMoCTOH®, eCcTpafiony 2 MI eCTpaioNy/GUAporecTepoHy
2 mr/10 mr, KT 306inpmunacs Ha 2,6 £ 5,0 % (cepegHe 3HaYeHHS + CTaHOAPTHE BiOXUIEHHS) V
IIMHII CTEerHOBOI KicTKH, Ha 3,5 = 5,0 % (cepepnHe 3Ha4YeHHS * CTaHOAPTHE BiOXUJIEHHS) ¥ 30Hi
BepTiiora i Ha 4,1 + 7,4 % (cepengHe 3HaUYEHHS * CTaHOapTHE BiIXWIEHHS) y 30HI TPUKYTHUKA Bappa.
IIKT y TppOX 30HAX CTETHOBOI KiCTKM 3pocia abo 3anmuinunacs He3MiHEeHOI0 MMics JIiKyBaHHS
npenapaToM ®eMoCTOH”, eCTpafiony 2 MI eCTpafiony/muaporecTepony 2 mr/10 mr, y 71-88 %
XKIHOK.

ITicns ABOX POKiB Tepamii mpemapaTom mpenapaT ®eMocToH”, ecTpagiony 1 mMr
ectpagiony/omugporectepony 1 mr/10 mr, IIKT y mmwmiiii cTersoBol KicTku 36inpiunacsd Ha 2,7 = 4,2
% (cepenHe 3HA4YEHHS * CTaHOaApPTHe BigxuneHHs), Ha 3,5 = 5,0 % (cepeqHe 3HA4YEHHS + CTaHOapPTHE



BiIXWIEHHS) - Y 30Hi BepTitora i Ha 2,7 = 6,7 % (cepenqHe 3HaYeHHS * CTaHAAPTHE BiOXUIEHHS) - Y
TpuKyTHUKY Bappa. IIIKT y TphoX 30HaX CTErHOBOI KiCTKM 3pocyia abo 3aluimiacs He3MiHeHO0
micnis NiKyBaHHs npenapaToM ®emMocToR”, ecTpagiony 1 Mr ectpagiony/mumporectepory 1 mMr/10 mr,
y 67-78 % XiHOK.

dapmakoKiHemuka.

EcTpagion

BcMoOKTYBaHHSA

BcMOKTyBaHHS €CTpafiofly 3aeXKUTh Bil pO3Mipy YaCTUHOK|4aCTOK|: MiKDOHI30BaHUM €CTPaion
IIBUIKO BCMOKTYETHCS 3i|i3| MIIYHKOBO-KUIITKOBOTO TPAKTY.

Y |cnigytouitt| Tabmuri 1 mpencTaBieHi cepeHi MOCTiNHI hapMaKOKiHETUYHI TOKA3HUKY eCTPamiony
(E2), ectpony (E1) Ta ectpony cynbdary (E1S) mms KoxXKHOI 031U MIKPOHI30BaHOTO €CTPafiomy.

[laHi mpencTaBieHi K cepenHi (SD).

Ecmpadion 1 me

[Tapametpu |[E2 E1l [TapameTpu E1S

C o (TIT/MIT) 71 (36) 310 (99) C oy (HT/MIT) 9,3 (3,9)

C,i, (mr/mm) 18,6 (9,4) 114 (50) C.,, (HT/MT) 2,099 (1,340)
C,, (r/mm) 30,1 (11,0) 194 (72) C,, (HT/™Mm) 4,695 (2,350)
AUC.,, 725 (270) 4767 (1857)  |JAUC,,, 112,7 (55,1)
(nr*rom/mi) (Er*rom/min)

Ecmpadion 2 me

[lapamerpu |E2 E1l [TapameTpu E1S

C,o (mr/mm)  |103,7 (48,2) 622,2 (263,6) |C,.. (HT/Mm) 25,9 (16,4)
C,, (mr/mn)  |48(30) 270 (138) C., (HT/MIT) 5,7 (5,9)

C,, (Ir/m) 68 (31) 429 (191) C., (ar/™Mn) 13,1 (9,4)
AUC,,, 1619 (733) 10209 (4561) JAUC,,, 307,3 (224,1)
(or*rom/mi) (Er*rom/mi)

Posnopin

Tabmuig 1

EcTporeHu Bu3Ha4aloTLCA B HE3B'si3aHOMY a0o0 3B’sg3aHoMy cTaHi. bnu3pko 98-99 % mos3u ectpapmiony

3B’A3Y€ETHCS 3 MPOTEiHaMM I1a3Mu KpoBi, 3 akux 30-52 % 3 ans0ymiHOM Ta 6JIHM3bKO

rno0ysiHoM, 110 3B’s13ye crateBi ropmonu (I'3CT).

BioTpancdopmariris

[Ticns mepopanbHOT0 3aCTOCYBaHHS €CTPafioN aKTUBHO MeTab0i3yeTbcss. OCHOBHUMMU

46-69 % 3

HEKOH I0TOBaHUMHU Ta KOH I0TOBaHMMU MeTa0oJIliTaMu € eCTPOH Ta eCTPOHY cyibdart. Lli meTabomitu



MOXKYTh CIIPUSITU €CTPOTEeHHil aKTUBHOCTI Oe3mocepenHb0 abo Mmicyisgd IepeTBOPEeHHS Ha eCTPafdion.
EcTtpoHy cynbdhaT Moxke IPOXOOUTH Yepe3 eHTeporenaTuyHy UUPKYJIIiio.

BuBeneHHdA

Y cedi 0OCHOBHUMU CIIOJIyKaMU € IJIIOKYPOHIOY eCTPOHY Ta ecTpafniony. Ilepion HaniBBUBeneHHSA
ctaHoBuTh Bif 10 1o 16 rogun. EcTporeHu ceKpeTyThCSI B TPYOHE MOJIOKO.

3aeXHICTh Bifl JO3U Ta Yacy

IIpu mofeHHOMy IIepopaibHOMYy IpuiioMi npenapaty ®eMocToH” KOHIIEHTPALid eCTPafiony HOCATaE
PiBHOBAXKHOTO CTaHy MPUOIKU3HO Yepes I1'sITh OHiB. YV OiNbIIOCTi BUNAAKiB KOHLIEHTPAIis
PIBHOBaXXHOTr'0 CTaHy JOCATAETLCS y IPOMiKKY Bif 8 mo 11 gHA npuiiomy.

duoporecrepon

BcMokTyBaHHSA

[Ticrig mepopalbHOTO 3aCTOCYBaHHS AUAPOreCTEPOH LIBUAKO BCMOKTYeThCd 3 Ty, 0,5-1,5 rog.

Y |cnigytouiTabnuri 2 mpencTaBieHi cepenHi mocTifiHi papMaKoKiHeTHYHI MOKa3HUKU
muaporectepony (I1) Ta gurigpopupporectepony (I IT).

[laHi mpencTaBneHi SK cepenHi (SD).
Tabmuns 2

ITudpozecmepot 10 m2

ITapamempu T nipi

C o (HT/MIT) 2,54 (1,80) 62,50 (33,10)
C,, (HT/MIT) 0,13 (0,07) 3,70 (1,67)

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

[Ticns npuiioMy 0gHOPa30BOl [O3U 13Ka 3aTPUMY€E NOCATHEHHS ITiKa KOHIIEHTpalil y mia3Mi
OUIPOTECTEePOHY MPUOIN3HO Ha 1 TOOMHY, 10 MPHU3BOAUTH [0 3HUKEHHS ITIKOBUX KOHIIEHTPALiN y
n71a3Mi guaporecTepory npubau3Ho Ha 20 %, He BIIMBAIOYM Ha CTYIiHb €KCIIO3UIN] JUOPOTeCTEPOHY

i T,
Po3mnopin

[Ticnst nepopasibHOTO NPUUOMY AUAPOTECTEPOHY BUAUMMUIL 06’€M PO3MOMiNY € 3HAaYHUM i CTAHOBUTH
npubnusno 22000 1. Juoporectepon Ta [II'Ml 3B’a3yi0ThCs 3 GinmKaMu 1my1a3Mu KpoBi Oinblile HiXK Ha
90 %.

BioTpancdopmariris

[Ticns mepopanbHOT0 BBEOEHHS OUAPOTeCTePOH IIBUAKO MeTabomi3yeTbes 3 yrBopenusM [, PiBHi
OCHOBHOT'0 aKTUBHOTO MeTabomnity 20a-gurigpogunporectepony (') mocsAraioTs mika yepe3 Tou
caMu¥ MPOMiXKOK 4acy, mo i gugporectepod. PiBHi [IT'[] y my1a3Mi KpoBi iCTOTHO BHUIII Y IOPiBHSAHHI 3



BUXimHOMO crnonyko. Biguomenus AUC ta C,,, II'[] 0o IUOPOTECTEPOHY CTAHOBISATh OJIM3bKO 25 Ta
20 BipmoBigHO. CepenHil KiHIIEBUM Tepiof HamiBBUBeOeHH auaporectepory Ta [OI'[l cTaHOBUTH
O0mu3bK0 15 romguH. 3arajbHOI BIACTUBICTIO BCix MeTaboIIiTiB € 30epexeHHs 4,6-mieH-3-0H0BO1
KOH(irypariil BUXigHOI CIIOIYKH Ta BigCyTHICTh 17a-TigpoKcunoBaHHs. LM IOSICHIOETHCS
BiICyTHICTh €CTPOTE€HHOTO Ta aHAPOTEeHHOTO e(PEKTIB IUAPOTECTEPOHY.

BuBeneHHda

[Ticng mepopanbHOTO MPUMOMY Mi4eHOT0 AUAPOTeCTEPOHY B cepenHbOMY 63 % 03U BUBOAUTHCS 3
ceyer. Bumumuil 3arajnbHUM II7Ia3MOBUY KJIIPEHC AUAPOTEeCTEPOHY B OPTaHi3Mi € BUCOKUM i
cTaHOBUTH npuOnu3Ho 20 51/xB. [IoBHE BUBEEHHS 3[MiNCHIOETLCS MPOTSAroM 72 ropu. Il mpucyTHin
B Ceui mepeBaxHO y BUTJISAALI KOH'IOTaTa 3 TII0KYPOHOBOK KUCJIOTOIO.

3aleXXHICTh Bifl JO3U Ta Yacy

d®apMaKOKiHeTHKa TP OMHOPA30BOMY Ta OaraTopa30BOMY 3aCTOCYBaHHI Ma€ JiHIMHUYN XapaKTep Y
miama3oHi mepopanbHUX 403 Bim 2,5 mo 20 Mr. [TopiBHSIHHS KiHETHKK OMHOPA30BOI Ta 6araTopa3oBoi
103 TOKa3ye, 110 ¢papMaKoKiHeTHKa guaporectepony Ta [II'[] He 3MiHIOETHCS y pa3i TOBTOPHOTO
3aCTOCYBaHHS. YMOBY PiBHOBAXKHOI'0 CTaHY 3a3BUYayl fOCATAOTHCA IICNA 3 OHIB JIIKyBaHHS.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

3aMicHa ropMmoHasnbHa Tepamnis (3['T) ans ycyHeHHS CUMIITOMIB, 3yMOB/IEHUX Ae(dIillUTOM eCTPOTeHiB,
y XKiHOK Y MEHOIIay3HUY IIepiof He paHillle HiXK Yyepe3 6 MicsIliB 3 MOMEHTY OCTaHHbOI MEHCTPYAIil.

[TpodinakTrika 0CTEONOPO3Y y KIiHOK Yy IOCTMEHOIIay3HUY N1ePiof IPU BUCOKOMY PU3UKY IIE€PEJIOMIB.
®eMOoCTOH" CIIifi 3aCTOCOBYBATH MAllicHTaM JIMIIE Y Pa3i HemepeHoCHMOCTi ab0 HassBHOCTI
IPOTUIIOKA3aHb [AJIS 3aCTOCYBAHHS iHIMNX JiKaPChKUX IpelapaTiB A1 NpodinakKTUKU 0CTEOIOPO3Y
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

IocBim miKyBaHHS XiHOK BiKOM ITOHag 65 POKiB 00MeKeHUH.

IIpomunoka3aHHsi.

IiarHOCTOBaHUM Y MUHYJIOMY, HassBHUM a00 Mif03pioBaHKM pakK MOJIOYHOI 3aJ103H;

- BCTAHOBJIEHi abo Mimo3pIoBaHi eCTPOTeHYYTIMBI MyX/JIWHY (HAIPUKIAL PakK eHOOMeTpis);
- BCTaHOBJEHi a0 mifo3pioBaHi MPOrecTareHYyTAUBI ITyXIUHY;

- MeHiHTrioMa a00 MeHiHTioMa B aHaMHe3i;

- BariHaJIbHI KPOBOTEYl HE3'sICOBAHOI' O IeHe3y;

- HejiKOBaHa rimepIiiasisg eHJgoMeTpis;

- BeHO3Ha TpoM00eM00Iisi, HasiBHa 3apa3 a0o B aHaMHe3i (TpoM0603 rmuOoKuX BeH, TPOMO0eMOOoTis
JIeTEHEeBUX apTepin);



- HasBHiCTH TpoMOOGimiuHUX po3namiB (Hanmpuknan gedinut mpoteiny C, mpoTeiny S abo
aHTUTPOMOiHY, muB. Po3min «OcoONMMBOCTI 3aCTOCYBAHHS»);

- roctpe ab0 HelaBHO IlepeHeceHe TpoMOOeMOOTIiYHe 3aXBOPIOBaHHS apTepill (HalpukKian
CTeHOKapHis, iHpapKT MioKkapzaa);

- TOCTpe 3aXBOPIOBaHHA MediHKY ab0 3aXBOPIOBAHHS MEYiHKY B aHaMHe3i, SKII0 I0Ka3HUKA
GyHKIII TeYiHKY He HOpMaJli3yBaJlucCs;

- BigoMma TinepyyTHUBICTh [0 Ail0YUX PeY0BUH ab0 0o Oymb-5SKOl 3 OTOMIXKHUX PEUYOBUH
niKapchKOro 3acoby;

- nopdoipis.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemodiii.
HMocnigKeHHs MTiKapChKUX B3a€EMOiil He TPOBOAMUIIUCS.

EdeKTUBHICTE €CTPOreHiB Ta IporecTareHiB Moxe IIOPVIIYBATHACS

- MeTa6o0i3M ecTpoTeHiB (Ta mporecTareHiB) MoXe IIOCUIIIOBATHCS IIPH OMHOYACHOMY 3aCTOCYBaHHi
PEUYOBHH, gKi 37laTHi iHAyKyBaTH (epMeHTH, 1110 6epyTh y4acTh ¥ MeTa0o0Ii3Mi TikapChKuX 3acobiB.
Lle, 30kpeMa, cTocyeThcst pepmenTiB P450 2B6, 3A4, 3A5, 3A7. [lo TakKuxX pe4yoBUH HajleXkaThb
IPOTUCYHOMHI 3acobu (penobapbitasn, kapbama3zermid, GpeHiTOIH) Ta aHTUOAKTEPiaNbHI/IPOTUBIPYCHI
3acobu (Hampukian pudamminuH, pudabyTuH, HeBipanil, edasipeHir).

- He3Baxatouu Ha Te, 1[0 puTOHABIp i Hendinagip BigoMi gk motyxHi inribitopu CYP450 3A4, A5, A7,
BOHH, HaCIIpaBIi, MalOTh iHOYKyO4YXM e)eKT IIpH OGHOYACHOMY 3aCTOCYBaHHI 31 CTePOITHUMH
TOPMOHaMH.

- PocnuHHI ipenapaTy, KOMIIOHEHTOM SIKUX € 3Bipo06iit mepdopoBanuii (Hypericum perforatum),
MOXKYTh TaKOXK ITOCHJIIOBaTH MeTabo0J1i3M eCTPOTeHiB (Ta IporecTareHiB) Mpu MPOXOXKeHHI yepe3
CYP450 3A4.

- Kniniuno migBuiieHu# Metaboi3M eCTPOTEeHIB Ta MPOreCTareHiB Moxe MPOSBIISITUCS 3HUXKEHHSIM
eekTUBHOCTI i 3MiHaMu NIpodino0 KpoBOTEY.

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

Byrno nokasaHo, 1110 TOpMOHAaJIbHI KOHTPALIEIITUBY, 1110 MiCTATh €CTPOTeHY, IIPU OLHOYACHOMY
3aCTOCyBaHHI 3 TaMOTPUAKHWHOM 3HAYHOI0 MipOI0 3HUKYBaJIK KOTO IIJ1a3MOBi KOHIIEHTPaIlil
BHACJIiOOK CTPUMYJISLII TMIIOKYPOHifallil naMoTpuaXuHa. e Moxe 3MeHIIyBaTH KOHTPOIIb Hal
HallaZioM. Xo4a MOTeHI[iMHa B3aEMOMiT MiXK 3aMiCHOI0 TOPMOHAJIbHOIO TePali€lo Ta TaMOTPUAXKNHOM
He BUBYAJIach, 0YiKyBaHO, IO iCHY€E moiOHa B3a€EMOis, TKa MOXKe IPU3BOIUTH 0 3MEHIIEHHS
KOHTPOJTIO Hafl HAIlafIoM Y XKiHOK, SIKi OTHOYACHO IIpHMaloTh 00MBa ITperapaTH.

dapmakomuHAMIYHI B3a€MOIil

ITig yac kmiHiYHKUX DOCTifXKeHb NiKyBaHHS Bipycy rematuty C (BI'C) kombiHaltieto
ombiTacBip/mapuTanpeBip/puToHaBip i macabysip 3 abo 6e3 pubaBipuHYy, TepeBUIIEHHS BePXHbOI MexXi
HOPMM PiBHS anaHiHamiHoTpaHchepasu (AJIT) GinbIe HiXK y 5 pa3iB 3HAYHO YacTillle CIIoCcTepiranocs



y XKIiHOK, fKi 3aCTOCOBYBAJIX JIiKapChKi 3ac00H, 110 MiCTSTh €TUHINECTPaiosn, TaKi K KoMOiHOBaHi
ropMmoHasbHi KoHTparentusu (KI'K). KpiM Toro, TakoX npu JiKyBaHHI
riekanpeBipoM/mibpeHTacBipoM a6o codocOyBipoM/BemaTacBipoM/BOKCUIAIPEBIPOM, MiABUIIEHHS
piBusg AJIT crnoctepiranocs y XKiHOK, SKi 3aCTOCOBYBaJId €THHiNIECTPaioNoBMiCHI JTiKapchKi 3acobu,
taki 9k KT'K. ¥V XiHOK, 5IKi mpuiiMany aikKapCchKi 3aco0u, 1110 MiCTSITh iHIIT €CTPOreHH, Hixk
eTHUHiJIeCcTpazios, Taki K ecTpafion i ombiTacBip/maputanpeBip/puToHaBip i gacabysip 3 abo 6e3
pubaBipuHy, CTyIiHb migBuineHHS piBHA AJIT OyB momiOHUY 0O TAaKOTO y XKiHOK, IKi HE OTPUMYyBaIl
JKOMIHUX €CTPOTEHiB; OMHAK, 3 OTJIANYy Ha 00MeXeHY KilbKiCTh XKIiHOK, SIKi IpUiiMani iHII eCTPOTeHH,
HeoOXiTHO MOTPUMYBaTHCS 00€peKHOCTI IIPU OJHOYACHOMY 3aCTOCYBaHHI IIbOT0 ITpernapaty 3
HACTYIIHOIO KOMOiHOBaHOIO Tepalieo: oMmbiTacBipoM/mapuTanpeBipoM/puToHaBipoM i gacabyBipom 3
abo 0e3 pubaBipuHy, TTieKanpeBipom/nibpeHTacBipoM abo
codocOyBipoM/BeaTacBipoM/BoKCinamnpesipoM (ouB. po3minn «Oco6IUBOCTI 3aCTOCYBAHHS»).

EcTporeHu MOXKYyThb IepeIKOIXKaTHA MeTa00Ii3aMy iHIIKX JIiKapChKUX 3aco0iB

EcTporenu MoxyTh npurHiuyBatu ¢epmentu CYP450, 1m0 6epyTh ydacTs y MeTabo1i3Mi JIikapChbKUX
3aco06iB, MIIAXOM KOHKYPeHTHOI iHTi0iril. Ile ocob6muBo i BpaxoByBaTH CTOCOBHO|IIOAO| JTiKapChKUX
3aco0iB 3 BY3bKHM TEPANIEBTUYHUM iHOEKCOM, TaKUX SK:

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

KniniuHO 11e MOXKe IPU3BECTH [0 30i/IbIIeHHS I1JTa3MOBUX PiBHIB TAKUX PEYOBUH OO0 TOKCUYHUX
KOHIIeHTpaIliii. TaKuM YUHOM, MOXKe OyTU MOTPiOHUM peTeNbHUM MOHITOPUHT PiBHS JTiKapChKUX
3ac00iB IPOTATOM TPHBAJIOTO MEPioAy, a TaKOXK 3MEHIIEeHHS N03U TaKPOIiMycy, peHTaHiny,
IIUKJIOCIIOPUHY A Ta TeodiniHy.

Oco06.1ueo0cmi 3acmocyeaHHsi.

[ng miKyBaHHSI CUMIITOMIB Je(illUTy eCTPOreHiB y XKiHOK B Ilepiof MeHOIay3u JIiKyBaHHS 3a
pornomoroo 3I'T ciif po3noYrHATH, TiIIBKY SKIIO 1[I CAMITOMYU 3HAYHOK MipO HECIIPUSATIIUBO
BIIMBAIOTH Ha SIKIiCTh XKUTTSA. PerynsipHo HeoOXigHO TPOBONUTU PETENIbHY OIIHKY KOPHUCTI Ta PU3UKIB
3I'T, K MiHIMyM IIOPiYHO, 1 JIIKyBaHHS OOLJILHO IPOJOBXKYBATHU, TIIBKYU SKIIO KOPUCTH IIEPEBULLYE
PU3UKU.

Hani momo pu3ukKis, mop’s3anux i3 3I'T npu NiKyBaHHI TepefuyacHOl MeHomay3u, oOmMexkeHi. OgHaK
3aBISIKN HU3BKOMY PiBHIO aOCOJTIOTHOTO PU3UKY Y XKiHOK MOJIOAIIOTO BiKY CIiBBiHOIIIEHHS KOPUCTI Ta
PU3HUKIB Yy TaKUX KIiHOK € Oi/IbIlI CIIPHSTINBYM, HiX Y KiHOK CTapIIIOro BiKYy.

Menuyne OGCTe}KeHHHZHOﬂaﬂbIﬂe CIIOCTEPEKEHHA

[Tepen mouaTkoM 3I'T a6o y pa3i HeoOximHOCTI moHOBNEeHHs 3I'T micns nepepBu HeoOXimHO 3'ACyBaTH
IIOBHUY MeNUYHUN aHaMHe3 (BKIIIOYaroyy ciMedHul aHaMHue3). ®isukanbHe 00CTeKeHHT
(BKIIO4aOUM TiHEKONOTiuHe 00CTeXKEHHS 1 00CTeXKEeHHS MOJIOYHHUX 3aJ103) HE0OXiTHO pobuTy,
BPaXOBYIOUM [aHi aHaMHe3y, IPOTUIIOKa3aHHS Ta 3aCTepeXKeHHs 10 3acToCyBaHH. [1im yac
JiKyBaHHSI PEKOMEHIYETHCS IIPOBONUTY PETYIISIPHI OTJISAAM, YacToTa i 00CAT IKUX BU3HAYAETHCS
inpuBinyanpHO. 2KiHOK i moindopMyBaTH, PO SKi 3MiHM Y MOJIOYHHUX 3a/103aX HEOOXiTHO
OBiOMJISITH JTiKapeBi abo MeguuHil cecTpi (IUB. Po3min HUXKYe «Pak MOJIOYHOI 3271031 »).



OOcTexkeHHS, BKIII0Yal0UX BiANOBiAHI MeTONU Bi3yarsisalii, Hanpukiiag MaMorpadito, CIifl IpOBOOUTH
BiAITIOBIOHO [0 iCHYI0YO0l IPAaKTUKYU CKPUHIHTY, MOOU(}IiKOBaHOI 3a7€KHO Bif] iHAUBiAyaTbHUX
KJTiHIYHUX T0TPeD.

3axBOPIOBAHHS, IPU SKUX HEOOXiTHO CIIOCTEPIiraTy 3a CTAHOM HAIliEHTOK

[Tpu HasgBHOCTI Oyab-SIKOTO i3 3a3HaYEeHUX HUKUYE 3aXBOPIOBaHb y JaHUW MOMEHT, Y MUHYJIOMY Ta/ab0
ix moripmenHi mipg yac BariTHOCTI abo momepeHbOl TOPMOHAJIBHOI Tepallii malieHTKaM CItif
nepebyBaTH IiJ] peTeIbHUM CIIOCTepexkeHHsIM. HeoOXximHO MaTH Ha yBa3i, IO ITi CTAHU MOXKYThb
peLuaMByBaTd abo ix mepeGir moripiyBaTics mif yac aiKyBaHHs mpenapatoM ®emoctor”. [Jo HEX
HaleXaTh:

§ neirtomioma (MioMa MaTKu) a00 eHOOMETPio3;
§ akTopu pu3uKy TpoMO0eMOOITiYHUX 3aXBOPIOBAHb (IUB. HUKYE);

§ (akTOpU PHU3UKY €CTPOTEHUYTIUBUX MYXJIUH, HAIPUKJIIAM IEPIIUN CTYIiHb CIIaJKOBOI CXUITbHOCTI
[0 paKy MOJIOYHOI 3aJI03H;

§ apTepianbHa rinepTeH3sid;

§ 3axBOpIOBaHHS MEYiHKYU (afleHOMa MEeYiHKN);

§ uykpoBu# miaber i3 CyguHHUMU cuMITOMaMu abo 6e3 HUX;
§ XKOBYHOKAM sTHa XBOpPo0a;

§ mirpeHsb a00 (CUITbHUI) TOJTOBHUM Oiflb;

§ cuCTeMHHH YePBOHHY BOBYAK;

§ rimepmmagzisg eHgoMeTpis B aHaMHe3i (IUB. HUXKYe);
§ eminemncis;

§ OponxialbHa acTMa;

§ 0TOCKIIEDO3.

Memninrioma

[ToBimOMIISANIOCS PO BUHUKHEHHS MEHIHTIOM (TIOONMHOKUX Ta MHOXKWHHUX) IIPXA 3aCTOCYBaHHI
Ipernapary ®emocTor®. [TallieHTH TOBUHHI mepebyBaTH Iifl HATJISIOOM [JIs1 BUSIBIIEHHS O3HaK Ta
CHMIITOMIB MEHIHTiOM BiTIOBIHO [0 KJIiHiYHOI IPAKTUKU. fAKIIO Yy MallieHTa giarHOCTOBaHO
MeHiHTiOMYy, OyOb-sKe TiKyBaHHS IIpernapaToM ®eMocToH” HEOBXiIHO MIPUIIUHUTY (OUB. PO3MTiN
«IIpoTunoka3aHHsa»). [licna npunuHEHHS JTiKyBaHHS CIOCTEpPiraaocs 3MeHIIeHHS TyXIAHM.

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

3aMicHy TOpMOHa/IbHY Tepaliio HeoOXifHO IPUIMHUTHA HeraHO ¥ pa3i BUSIBIEHHS MIPOTUIIOKa3aHHS,
a TAaKOXK y TAKUX CUTyallisx:

§ mosBa XKOBTSHHUIIL ab0 MOPYyIIeHHS PYHKII eYiHKY;



§ 3HayHe MiABUIIEHHS apTepialbHOT0 TUCKY;
§ mosBa BIlepille MirpeHenofioHOTo TOJI0BHOTO 00JIIO;

§ BariTHICTE.

linepnnasig eHOoMeTpis Ta KapIuHOMa

Y XiHOK 3 HeBHa/lIeHOI0 MaTKOI0 PU3UK BUHUKHEHHS TilepIia3ii eHAoMeTpis Ta KapLUUHOMHU
migBUIy€eThCA Ipu TpuBantii 3I'T TinmbKu ecTporeHaMu. [IoMideHe 3pOCTaHHSI PU3UKY PaKy
€HJIOMeTpisd cepef XKIiHOK, K IPUUMAaIOTh TiUTbKU IIpernapaTé eCTPOTeHy, KOJIUBA€eThCS Bif 2 mo 12
pasiB MOPIBHSIHO 3 TUMH, XTO He IIPUIMaE IX, 3a7€KHO BiJ TPUBAJIOCTI JTiKyBaHHS Ta 03U €CTPOTeHy
(ouB. po3min «[To6iuni peakuii»). ITicnsg npunuHeHHS JIiKyBaHHS PU3UK MOXKE 3a/IMIIATHUChH
NiABUIIIEeHUM IIpUHAUMHI IpoTaroMm 10 pokis.

LukniyHa KoMOiHallis mpemapaTy eCTPOTeHy 3 porecTareHoM IIPOTITroM npuHaiMHi 12 oHIiB Ha
Micsib/Ha 28-meHHul nukn abo 6e3nepepBHa KoMOiHOBaHA €CTPOTeH-IIPOrecTareHoBa Teparis y
XKiHOK 31 30epeKeH00 MaTKOI0 3arnobirae HagMipHOMY PU3HUKY, aCOIlif0OBAaHOMY i3 3aCTOCYBAHHSIM
TIJIBKU IIperapaTiB eCTPOreHy.

[TpoTsiTOM TEePIIUX MICSAIIB JTiIKyBaHHS MOXKYTh BUHHUKATH ITPOPUBHI MaTKOBi KpoBOTEYi ab0
KPOB'SIHUCTI BUiNEHHS. JKI0 BOHM BUHUKAIOTh Yepe3 JesKUU Yac Iic/Is MoYaTKy JiKyBaHHS abo
TPUBAIOTH IiC/ISI IPUNIUHEHHS Tepartil, HeoOXigHO 3'ACyBaTH X IPUYUHY, ¥ TOMY YHUCJIi IIJITXOM
mpoBefieHHs Oiorcil eHmoMeTpis, A BUKITIOUEHHS 3JI0IKICHUX HOBOYTBOPEHb.

Pak MoJI04HOI 3251031

Yci HasIBHI HaHi MOKa3y0Th MigBUIIEHNUH PU3UK PaKy MOJIOUHOI 3aJI03H Y XKIiHOK, SIKi MIPUHAMAalOTh
KoMOiHOBaHy ecTporeH-nporectareHoBy 3['T abo Tinbku ectporeroBy 3I'T. Lleli pu3uK 3aneKUTH Bif
TPUBAJIOCTI 3aCTOCYBaHHS.

KombiHosaHa ecmpoezeH-npo2ecmazeHosda mepanis

4K pangomizoBaHe myane00-KOHTPOILOBAHE NOCHIIXKeHHs «IHilliaTUBY 3apagyu 300POB’ S KiHOK»
(Women'’s Health Initiative Study - WHI), Tak i MeTaaHasli3 MPOCIEKTUBHUX €MigeMioIoriyHuX
OOCIIIXKEeHb Y3rofXKeHO MMOKa3ajly MiiBUIIEeHN PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3aJI034 V XKiHOK,
SIKi 3aCTOCOBYIOTH KOMOiHOBaHY ecTporeH-mporectareHoBy 3I'T. [TigBuIlieHu# pu3uK CTA€ OYEBUIHUM
npubau3Ho micns 3 (1-4) pokiB (muB. po3min «ITo6iuHi peakmii»).

MoHomepanisi ecmpoe2eHoM

Hocnigxenuss WHI He BUSBUIIO MigBUIIIEHHS PU3UKY BUHUKHEHHS PaKy MOJIOYHOI 3aJ103HU y KiHOK
micIs ricTepeKToMil, sKi mpuiiMarTh 3T TibKY NpemapaTaMu eCTPOreHy. B eKciepuMeHTalIbHUX
OOCIIAKEHHAX ITIepeBaXXHO IIOBIIOMIISAIIOCS PO He3HAYHE MiABUIIEHHS PU3UKY [iarHOCTyBaHHSI-pPaKy
MOJIOYHOI 321031, SKMI € CYTTEBO HUXKYUM, HiXK y MalLli€EHTOK, SIKi IpuiMaioTh KoMOiHaIlil eCTpOTeHiB
Ta IMporecTtareHiB (quB. po3min «I1o0iuHi peakirii»).

Pe3ynbpTaTi MacmTaOHOTO MeTaaHaily MOKa3aH, 1o Mic/sa NPUNUHEHHS JTiKyBaHHS MiBULIEHUN
PHU3UK 3 YaCOM 3HU3UTHCS, a Yac, HeoOXiIHUI 711 TOBEPHEHHS 00 T0YaTKOBOTO PiBHS, 3a/I€3KUTH Bif
TPUBAJIOCTI ITonepenHboro 3actocyBanus 3I'T. V Bunaakax, Koiu 3I'T 3acToCOBYBajachk IpOTATOM
OinbIne 5 PoOKiB, pu3UK Moxke 30epiratucs mpotsirom 10 pokiB abo moBIne.3aMicHa TOpMOHaIbHA
Teparis, 0co6;uB0 KoMOiHOBaHa eCTPOreH-IIPorecTareHoBa Teparlis, MiABUINYE IIiTbHICTh
MaMorpadiuHux 300paxeHs, 1[0 MOXKe HeraTUBHO BIUIMHYTH Ha PafiioyioTiuHe BUSBIIEHHS PaKy



MOJIOYHOI 3aJI03H.
Pak sieuHuKiB

Pak sieuyHMKiB BUHHMKAE 3HAYHO Pifille, HiXK pakK MOJIOYHOI 3a103u. Emifgemionoriuxi mani, oTpuMani B
pe3ybTaTi MUPOKOro MeTaaHasi3y, 3aCBIAYMIIN Oell0 NiABUIIEHUN PU3UK Y KIHOK, SKUM
3aCTOCOBYIOTh MOHOTEPAIIil0 eCTporeHoM abo KoMOiHallito eCTPOTeHY 3 MPOrecTareHoM K 3aMiCHy
TOPMOHAJIbHY Tepallilo; 1[ed PU3UK IPOSIBISETHCSA IPOTITOM 5 POKIB 3aCTOCYBaHHS Ta 3MEHIIYETHCS 3
9acoM IIicTig IpUNuHeHHA Tepamil. [lesdxki iHII gocaifXKeHHS, 30KpeMa gocnigxenss WHI|,
CBifYaTh|3aCBiAUyIOTH|, 110 3acTOCYBaHHS KOMOiHOBaHUX 3I'T Moxke OyTH IOB’g3aHe 3 TAKUM CaMUM
abo [emo HUKYUM PU3UKOM (IuB. po3min «[1o6iuni peakirii»).

BenosHa TpomM6oeMOoITis

3I'T nop’ss3ana 3 1,3-3-pa30oBuM MiABUIIEHHSIM PU3UKY PO3BUTKY BeHO3HOI TpoMOoembomii (BTE),
TOOTO TPOMOO3y IrTuOOKUX BeH abo eMOOIil lereHeBUX CyouH. BUHMKHEHHS TaKol IIaToJorii HaibimbIm
BiporigHe mpoTsAroM nepinoro poky mposeneHHs 31T (quB. po3min «I1o6iuHi peakiii»).

[TaiieHTKY 3 BigoMUMU TPOMOODiNiuHUMY YCKIagHEeHHSIMU MaloTh migBuiienu pusuk BTE, a 3T'T
MO2Ke JOaTKOBO 30inbIlyBaTH Liel pu3uK. ToMy 3aMicHa rOpMOHa/IbHA Tepallisd IPoTUIIOKa3aHa OJis
ITi€el TPYNH MaIliEHTOK (OUB. po3min «IIpoTUIIOKa3aHHI»).

3aranbHOBU3HAHUMY (aKTOpaMu pu3uKy po3BUTKY BTE €: 3acTocyBaHHS €CTPOTeHiB, CTapIInii BiK,
BeITMKi Xipypriufi BTpy4YaHHs, TpuBaia iMMo0imisarmis, oxupigas (IMT > 30 kr/m*), BariTHICTB/
IiCIATOIOTOBUY IIepiof, CUCTeMHUM 4epBoHUY BoBYakK (CUB) i pak. €OMHOL AyMKU O[O POJIi
BapHMKO3HOT0 PO3ILIMPEHHS BeH y Po3BUTKY BTE He icHye.

4K i s Bcix micnsonepaniiHuX MallieHTiB, HeOOXiMHO BXKUTHU 3arMo0i>KHUX 3aX0MiB [JIsS
nonepenxesHa BTE micng xipyprivHoro BTpy4daHHs. fKINIO MiC/Is MJIaHOBOL ONepallil O4iKyeThCS
TpHUBasa iMMoOini3allis, pekoMeHayeTbCS TUMYacoBe npunuHeHHs 3T 3a 4-6 TUXKHIB 10 BTpy4YaHHS.
JIikyBaHHS MOXKHAa [IOHOBJIIOBATH, TIJIbKU KOJIM JKiHKA IIOBHICTIO BIITHOBUTL CBOX0 PYXJIUBICTb.

Kinkam 6e3 BTE B aHaMHe3i, ane 3 HasBHICTIO ¥ POAUYIB MTEPILIOTO CTYIEHS POOUHHOTO 3B’ I3KY
TpoMOO03y B MOJIOIOMY Billi, MOKHAa 3alpOIIOHYBaTH CKPUHIHT IiCJIsT peTeIhHOT0 0OTOBOPEHHS HOT0
o0MexkeHb (3a JOTIOMOT 00 CKPUHIHTY BUSBIISIOTE TiIbKU YaCTHHY TPOMOO(DiTiYHUX pOo3/amiB).

Axmo inenTrdiKoBaHO BpomKeHUN TpoMOOdimiuHuli po3faf, SKUi CYyIIPOBOIKYETHCSI TPOMOO30M Y
YyJIeHiB ciM’l B aHaMHe3i, ab0 SKII0 POo3Jiaf € TIXKKUM (HalpUKIIad, HEJOCTAaTHICTh aHTUTPOMOIHY,
npoteiny S yu mpoteiny C abo kombiHanis po3nanis), 3I'T mpoTunokasaHa.

Y XiHOK, gKi BxXe [IpUIMalOTh IOCTIMHY aHTUKOATYJISTHTHY Tepallito, CJIif peTeJIbHO 3BaKUTU KOPUCTh
Ta PU3UKU 3acTocyBaHHS 3I'T.

Axmo BTE po3BuBa€ThHCA MiCis MOYATKy Teparii, mpenapaT NOTPiOHO HeralHO BimMiHUTH. [1allieHTOK
CJIif IOTIepeiuTH PO HeOOXioHICTh HeraltHO 3BEPHYTUCS [0 JTiKaps IIPU MOSBi MOTEHIIHHNX
cuMIToMiB TpoM6oeMOortii (HampuKiag 60/micHOI HaOPSKIIOCTI HOTH, PAITOBOr0 0OJII0 Y TPYOHIN
KJTiTITi, 3a0UIIKHN).

ImemiyHa xBopoba cepis (IXC)

HeMae oTpuMaHUX y X0 paHIOMi30BaHUX KOHTPOJIbOBAHUX AOCHIAXKEHb JOKa3iB 3aXUCTY Bif
indapkTy Miokapaa y kiHok 3 a6o 6e3 IXC, ski mpuiimanu KoMGiHOBaHY €CTPOTeH-IIPOTeCTareHoBY
3I'T a6o 3I'T TimbKU €CTPOTEHOM.



KombiHosaHa ecmpoezeH-npo2ecmazeHosa mepanis

BigHocHu# pu3uk BuHUKHeHHS IXC Ha (oHi 3acTocyBaHHS KOMOiHOBaHOI €CTPOTEeH-IIPOTecTareHoBol
3I'T € gemuro mipBuienuM. Ockinbku 6a30Bul abcomoTHUM pru3uk IXC 3HaYHOI0 MipOI0 3aJIEKUThH Bif
BiKY, KiJIbKiCTh AO0AaTKOBUX BunaakiB [XC, 3yMOBIEHUX 3aCTOCYBaHHSIM €CTPOTeHiB Ta IPOTreCTareHis,
IyKe Majla y 3[0POBUX XKiHOK y 6JIM3bKOMY 10 MEHOIAy3H Billi, ajie O0yage 3p0oCTaTH y CTAPIIOMY Billi.

MoHomepanis ecmpozeHoM

[TaHi paHAOMi30BaHKUX KOHTPOJIbOBAaHUX OOCIIIXKEHb He ITOKa3alu MigBUIleHoro pusuky IXC y xKiHOK
IiCTIs TiCTEePeKTOMil, sIKi IPUIMaTh MOHOTEPAIiI0 eCTPOTEHOM.

limeMiyHUM iIHCYNIBT

KombiHOBaHa eCTpOTeH-IIporecTareHoBa Tepallis Ta MOHOTepallisg eCTPOTeHOM aCOIliI0I0ThCS 3
NiABUIIIEeHHAM PU3UKY ileMiyHoro iHcynbTy g0 1,5 pa3a. BiTHOCHUM PU3UK HE 3MIHIOETHCS i3 BIKOM
abo yacowM, 110 MUHYB IiCJIg HaCTaHHS MeHomay3u. [IpoTe ocKinbky 6a30BUM aOCOMTIOTHUN PU3UK
IHCYJIBTY 3HAYHOIO MipOI0 3a/IeXKUTh Bifl BiKy, 3araJIlbHUM PU3UK IHCYJIBTY V XKIHOK, SAKi IPUMMAIOTh
3I'T, 3pocTaTuMe 3 BikoM (muB. po3min «Ilo0iuHi peakirii»).

Il cTaHu

§ EcTporeHu MOXYTh CIPUYUHSATH 3aTPUMKY PiguHHU, i TOMY HEOOXiTHO YBaXKHO CJIiIKyBaTH 3a
CTaQHOM TIAIliEHTIiB 3 IOpYyIIeHHAM QYHKIII ceplis abo HUPOK.

§ 2KiHkM 3 HasIBHOIO paHillle TinmepTpUriinepuaeMieio IOBUHHI epeOyBaTH IIif PeTeIbHUM HaTIsSI0M
IIiJ Yac IpoBeeHHs 3aMiCHOI Tepaillii ecTporeHaMu a00 TOPMOHAJIBHOI 3aMiCHOI Teparrii, OCKiTbKHY B
PIOKUX BUNAAKAaX V XKIHOK 3 Li€l0 IIaTOJIOTIE PiBEHD TPUIIIILEPUAIB Y IIJTa3Mi KPOB1 3HAYHO
306inbIyBaBCS Iif Yac JiKyBaHHS eCTPOreHaMH, I0 IPHU3BOANIIO 10 TaHKPeaTHUTy.

§ EX30TeHHi eCTPOreHU MOXKYTh BUKJIMKATH a00 IIOCUITIOBATYA CUMIITOMU CIIafIKOBOTO Ta HaOyTOTO
AHTiOHEBPOTUYHOI'0 HAOPSKY.

§ EcTporenu 306inbIIyioTh piBeHb TUPOKCUH3B 93ytouoro rinodyminy (T3I7), mpusBoasyun [0
30i/bIIeHHS IMPKYTIOI0YHNX TOPMOHIB ITUTOBUIHOI 3a/I031, IKWM BU3HAYAIOTh 3a PiBHEM 3B’SI3aHOTO 3
6inkoMm oy (M3B), piBEsmu T4 (Ipy aHamisi 3 BAKOPHCTaHHAM KOJIOHOK af0 pajioiMyHHOMY aHaii)
abo piBasMu T3 (3a gOTOMOTO0I0 PafioiMyHHOTO aHai3y). 3aXOIIeHHsT TpuioaTUPoHiny (T3)
3MeHIIeHe B pe3yibTarTi migsuileHux piBHiB T3I. KoHLeHTpallil BinbHUX TpUUOATUPOHIHY (T3) i
TUpOKCcUHy (T4) He 3MiHI0I0ThCS. PiBHI iHIIKX 3B’s13y10unx OiJIKiB ¥ CHpOBATIIi, KOPTUKOI3B 3yI040T0
rno0ymniny (K3I') Ta rnobyniny, mo 3B's13ye crateBi ropMmonu (CI'3T7), MOXKYTh MigBUITyBaTUCS, 1110
TIPU3BOOUTH 0 30iIbIIeHHS KOHIIEHTPAIlil KOPTHKOCTEPOIMiB i CTaTeBUX TOPMOHIB Y KPOBI.
KoHneHTpatii BimbHUX Ta/a00 0i0I0TiYHO aKTUBHUX TOPMOHIB HE 3MiHIOIOTHCS. MOXYTh 3POCTaTH
KOHIIeHTPaIlil iHmux 6inkKiB mna3mMu (aHrioTeH3UH-peHiH cyOcTpary, anbda-I-aHTUTPUIICHUHY,
[[ePYI0ILIa3MiHy).

§ 3I'T He mominmrye KOTHITUBHUX QYHKIIU. Bynu oTpuMaHi|omepKyBaTy| OesKi gaHi PO MigBUIIEHAN
PHU3HKK PO3BUTKY MOXKJIMBOI IeMeHIIi] y XKiHOK, SIKi TOYMHAIOTh 3aCTOCYBaHHS TPHBajioi KOMOiHOBaHOI
abo Tinbku ectporeHoBoi 3I'T y Bili moHayn 65 poKiB.

o TlamieHTKaM 3 PiAKiCHUMY CHagKOBMMHU 3aXBOPIOBAHHSIMU, TAKUMU K HEIIEPEHOCUMICTh
rajlakTo3H, ITI0OBHA HEJIOCTATHICTh TaKTa3u abo CHHAPOM ManbabCcopOIlil TI0K03U-TalakKTo3Hu, He
CJIif IpUUMAaTHU Ley mpemnapar.

o ®eMOCTOH"® He HaJIeXKWUTh [0 3ac00iB KOHTpaIemNIii.



[Tigpuiiennd piBag AJIT

[Tig yac KMiHIYHUX DOCTiAXKEHb 3a Y4YacTIO NallieHTiB, IKUX JIiKyBanu Bif iHdekuii Bipycy rematuty C
(BI'C) xombinarriero oMmOiTacBip/mapuTamnpeBip/puToHaBip i macabysip 3 i 6e3 pubaBipuHy,
TIepEBUIIIEHHS BEPXHbOI Mexki HopMu piBHs AJIT Ginbie HiX y 5 pa3iB 3HaAYHO yacTiie
cIocTepiranocst y XiHOK, sIKi 3aCTOCOBYBaJIH JIiKapChKi 3aco0H, 1110 MiCTATh €THHIIECTPAMioN, TaKi K
KoMOiHOBaHi ropMoHanbHi KoHTpanenTusu (KI'K). Kpim Toro, Takox i cepeq narji€eHTiB, sgKi
OTPUMYBaJIU riieKanpeBip/miopeHTacBip abo codocOyBip/BennaTacBip/BoOKCinanpesip, MigBUIEHHS
piBug AJIT cnocTepiranocs y XkiHOK, SKi 3aCTOCOBYBaJId €TUHIIECTPaAioNI0OBMiCHI JTiKapChKi 3acobu,
taki sk KI'K. Y XiHoK, sSiKi mpuiimManu ikapchKi 3aco6u, 110 MiCTSITh iHIII eCTPOTeHHU, HiXK
eTHUHiNIeCcTpamios, Taki K ecTpamion i ombiTacBip/mapuTamnpeBip/puToHaBip i gacabysip 3 abo 6e3
pubaBipuHy, CTyIiHb migBuIieHHs piBHg AJIT OyB momiOHKY 0O TAKOTO y XKiHOK, SKi HE OTPUMYBaIK
JKOOHUX €CTPOTeHiB; OMHAaK, 3 OrJIsANy Ha 00MeXKeHY KiJIbKiCTb XKiHOK, SIKi MpUU{Maly iHIli eCTPOreHH,
HeoOXiTHO TOTPUMYBaTHCS 00epeKHOCTI IPU OJHOYACHOMY 3aCTOCYBaHHI IIbOT0 IIpernapaTy 3
HACTYITHOI0 KOMOiHOBaHOIO Tepaliel: oMbiTacBipoM/mapUTanpeBipoM/pUTOHABIpOM i facabyBipoM 3
abo 6e3 pubaBipuHy, rIeKanpeBipom/mibpeHTacBipoM a6o
codocOyBipom/BenmaTacBipoM/BoKCinampeBipoM (ouB. po3min «B3aemofis 3 iHIIMMY JTiKApChbKUMU
3aco0aMH Ta iHII BUOU B3aEMOLIN»).

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

democToH” HE TOKA3aHUHN IS 3aCTOCYBaHHA Y Ilepiof BariTHOCTI. fAKIO BariTHICTL HacTasa IIif 4ac
JIIKyBaHHA IIpernapaToM democToH®, IIpUUOM IIpelnapaTy CJlif HeralHo NPUIUHUTH.

[locTaTHIX JaHUX LIOA0 3aCTOCYBaHHSA €CTPafioNy/OUaporeCTepOHy XKIiHKaM y I1epiof, BariTHOCTI
HeMae.

Y HayKOBil niTepaTypi IOBiLOMISANIOCH, III0 3aCTOCYBAHHS IeSIKUX IIporecTareHis 0yyo nos's3aHe 3
IiABUIIEHNM PU3UKOM PO3BUTKY rinocnagil. OgHak yepes 3MiliaHi (paKTOpHU Mif Yac BariTHOCTI, HE
MOKHA OCTaTOYHO BU3HAUUTHUCS MO0 CIPUSHHS IPOrecTareHiB PO3BUTKY rinocnapil.

Ha cporogHi pe3ynbTaTy GiNIBIIOCTI eMifeMioIoTiuHNX HOCTiAKEeHb BITHOCHO BUIIAAKOBOTO BIIJIUBY Ha
T KoMbiHallii eCTpOTeHiB Ta MporecTareHiB BKa3yIOTh Ha BiICYTHICTH TepaTOreHHOT0 abo
TOKCUYHOI'0 PU3UKY [JId IIJI0fA.

l'ogyBaHHS TPYIIIO
democToH” HE TOKA3aHUH OIS 3aCTOCYBaHHA y IIEPiof rogyBaHHS IPYHIIO.

BB Ha 30aTHICTD 3aBariTHITH.

democToH® He TOKA3aHUH IS 3aCTOCYBaHHS XiHKaM AiTOPOTHOTO BIKY.

30amuicmb 8niusamu Ha weudKicmbeb peakyii npu KepysaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

democToH" He BIIMBAE a00 Mac He3HAUHWH BIJIMB Ha 3[IaTHICTh KepyBaTé aBToMobineM a6o



IIpaloBaTy 3 IHIIKUMHA MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

®eMOoCTOH " 3aCTOCOBYIOTh IIEPOPANILHO IIOAHS BiIIIOBIMHO 0 6e3IepepBHOro IOCIIIOBHOTO PEXKUMY
Tak, sIK OIIMCAHO HUXKYeE.

JIikyBaHHS MIOYMHAETHLCS 3 IPUIOMY OfHi€l TabneTKy, 0 MicTATh 1 MT abo 2 Mr ecTpapiony, 1 pa3 Ha
o0y, MIOAHS MPOTATOM IepiuXx 14-Tu gHiB 28-IeHHOr0 HUKITY.

[Ticns uporo mpoTAroM HacTynHux 14 mHiB mpuiiMaioTh o 1 TabneTii, mo MicTuTh 1 Mr abo 2 Mr
ectpamiony ta 10 Mr mupporectepony, 1 pa3 Ha mo0y, SIK 3a3HaYeHO Ha 28-IeHHil KaleHoapHin
yIaKOBLIi.

[Ticns 3akiHYyeHHST 28-AE€HHOTO LUKy, Ha 29 AeHb, CIif ogpa3y XK pOo3MoYnHaTh HOBUU 28-0eHHUN
LUKII.

Huknu )'IiKYBaHHﬂ CJ'IiJIy}OTb OOWH 3a OOHHM Ta € 6831’[epepBHI/IMI/I.

g nikyBaHHS OedilUTy eCTPOTEHIB y XKIiHOK B IOCTMEHOIIay3HUY 1Tepiof SK I0YaTKOBY Ta
HNiATPUMYIOYy JO3H CJIif IpUMMaTy HalHNK4YYy eeKTUBHY 403y, @ TPUBAJICTh IePiony JiKyBaHHS
TIOBUHHA OyTH STKOMOTa HAaWKOPOTILOIO (TaK0XK OUB. po3Min «OcoBIUBOCTI 3aCTOCYBAHHS»).

3arajioM MoCyifoBHE KOMOIHOBaHe JIiKyBaHHs CJIif] IOYKMHATH 3 Ipenapaty ®emocTor®, ecTpamiony 1
Mr ectpagiony/muaporectepony 1 mr/10 mr,.

o3y crmig mipbupaTu iHOUBiOyalIbHO, 3aJIeXKHO Bif KIiHiYHOI BimmOBifi.

Y XiHOK, SIKi He 3aCTOCOBYIOTh 3aMiCHY TOPMOHAJbHY Tepalito, abo y XKiHOK, 5IKi TepexoasTh 3
Oe3nepepBHOI KOMOiIHOBAHOI 3aMiCHOI TOPMOHAJILHOI Teparlii, TiKkyBaHHS MOXKHA PO3MOYaTH y OyIb-
SIKWH 3PYYHUU OeHb. Y XKiHOK, SIKi IepexonsaTh 3 HUKITiYHOI a00 6e3mepepBHOI MOCTiIOBHOI 3aMiCHOI
TOPMOHAJIBHOI Tepallil, TiKyBaHHS CJIifi IOYMHATH Ofpa3dy 3 HACTYIIHOTO AHS IiCJIg 3aBepIIeHHS
IOIIEPEeAHBOTO LIUKITY.

Ao npuiioM TabIeTKU IPONyIeH0, PEKOMEHYEThCS IIPONOBKYBATH 3 IIPUMOMY HACTYIIHOL
TableTKY, He IPUIMA0Yy IPOIylieHy TabneTKy. Y pa3i Iponycky npuiioMy TabIeTKu MoxKe
IiABUIIYBATUCH UMOBIPHICTh IPOPUBHOI KPOBOTEYi a00 KPOB’ THUCTUX BUMOINEHE.

deMoCTOH® MOXKHA IIPUIMaTH He3aIeXHO Bifl IPUIAOMY IXKi.

Himu.

BimcyTHS [OLiNBbHICTH 3aCTOCYBaHHS JTIKapChKOT0 3aCo0y ®emocToH® s i€l KaTeropil maiieHTis.

Ilepedo3yeanHns.

4K ecTpapion, Tak i IUOPOTeCTEPOH €|3'IBIAITECSA| PEYOBUHAMY 3 HU3BKOI TOKCUYHICTIO. [Ipu
nepeno3yBaHHi MOXKYTh BUHMKATH TaKi CUMIITOMH, SIK HyJOTa, 6/1I0BaHHS, YYTJIUBICTh MOJIOYHUX



3aJ103, 3alIaMOpPOYeHHsI, Oilb ¥ KMBOTi, COHIUBICTL/BTOMITIOBAHICTh Ta KPOBOTEYA BiIMiHHU.
MasoiMoBipHO, 110 TTPU ITepeno3yBaHHi Oyne moTpibHe Oymb-sike crerudpiyHe ab0 CUMITOMATHYHE

JIIKYBaHHS.

OmnucaHa Buie iHpoOpMaIlis TaKOXK CTOCYETHCI Iepef0o3yBaHHA Y HiTeu.

ITobiuni peakuii.

Haityacrimumu nob6iyHUMY peakilisiMu y MallieHTiB, SKUM 3aCTOCOBYBAJIU TEPAIIil0
eCTPaiioIoM/IuOPOreCTEPOHOM IIif] YacC MPOBEAEeHHS KIiHIYHUX OOCITigXKeHb, Oy TOJIOBHUM Gifb,
6inb y XKUBOTI, OiNb/4yTAUBICTh MOJIOUHMX 3aJ103 Ta Oilb y MOIMEPEKY.

ITig wac knmirigyHEX gocmigxkeHb (n = 5108) cmoctepiramucs mobivHi peakiii, mogaxi B Tabmuti 3, 3
BKa3aHOI0 HUXKYe YAaCTOTOIO:

METEOPHU3M

Tabmuis 3
Kiacu cucrem [lyke 4acTo YacTto Heuacto Pinko
OpraHiB 3TigHO 3 (= 1/10) (= 1/100, <1/10) |(= 1/1000, < 1/100) |(= 1/10000 mo
MedDRA < 1/1000)
[HbeKIil Ta BarinanbHuMi [TUCTUTIIONIOHUH
Mapa3uTapHi KaHIUI03 CHHIPOM
3aXBOPIOBaHHS
HoBoyTBOpeHHS 30inblIeHHS PO3MIpY
moOPOSIKiCHI, MioMu
37I0SIKICHI Ta
HEyTOYHEHI
3 60Ky cucTeMu KpoBi ['eMoJTiTUYHA
Ta JTiMbaTHYHOI aHeMis*
CHCTEMU
3 00Ky iMyHHOI [imep4yyTIuBiCTH
CHCTEMU
3 00Ky IICUXiKHU Ilemnpecis, Brius Ha n1ibimo
HEPBO3HICTh
3 00Ky nenTpanbHOi |['onoBHUY 6inb  |Mirpens, Memninrioma*
HEPBOBOI CHCTEMU 3anlaMOpPOYEeHHS
3 00Ky opraHiB 30py 30inblIeHHS
KPUBU3HU POTiBKU*.
HemepeHoCUMICTh
KOHTAKTHUX TiH3*
3 00Ky cepls [HbapKT MioKapaa
CynuHHI po3nagu BeHo3Ha [HCYIBT*
TpoMO0eMOOoTisT+*,
apTepianbHa
rinepTeH3is,
3aXBOPIOBaHHS
nepupepruuHnX CyOuH,
BapuKO3
3 00Ky IITYHKOBO- binb v xkuBoTi  |HymoTa, [ucnencis
KUIITKOBOTO TPAKTY OJTI0BaHHS,




3 OOKy
remnaToOiniapHol
CUCTEMHU

[TopyineHHS QyHKIIl
MMeviHKy (B mesiKuxX
BHUIIaOKaX i3
CKOBTSTHHIIEIO,
acTeHieio abo
He3OyXKaHHAM i 6071eM
y 2KUBOTI),
3aXBOPIOBAHHS
PKOBYHOI'0 MixXypa

3 OOKy IIKipu Ta
MiOITKipHOL
KJIITKOBUHU

AJlepriyHi mKipHi
peaxkiiii
(HampukIam
BUCUITQHHS,
KPOIIUB THKAQ,
cBepOixK)

AHTiOHEBPOTUY-HUY
HaOPSIK, BY3710Ba
epuTemMa*, CyauHHa
MypIIypa; Xji0a3ma
260 Mena3Ma, AKi
MOXKYThb
30epiraTucs mpu
BiMIiHi JTiKyBaHHSI*

3 00Ky CKeJeTHO-
M’s1I30BOl CHCTEMH Ta
CIIOJTYYHOI TKAaHUHU

Bifb y CiuHi

CymoMu HUKHIX
KiHITIBOK*

3 OOKy
PENPOOYKTHUBHOI
CUCTEMHU Ta
MOJIOUHMX 327103

Bi1b/4yTIU-BiCThH
MOJIOYHUX 327103

[TopylLIeHHS
MEHCTPYaJIbHOT O
[AKITY
(BKITIOYAI04H
[MOCTMEHOIIay3Hi
KPOB’THUCTI
BUIiJIEHHS,
MeTpOopariio,
MeHOparito, OJIiro-
aMeHOpeIo,
HeperyisapHi
MEeHCTpYallii,
mrcMeHopero) 0inb
y OUISHI Ta3a,
[lepBiKasbHi
BUIiIEHHS

30ibIIEeHHS
MOJIOYHHUX 3aJ103,
[epeaMeHCT-pyabHUY]
curppoM ([TMC)

3arasnbpHi po3agu Ta
peakiiil B MicIIi
BBEJICHHS

ACTeHIYHI CTaHHU
(acTeHisT, BTOMQ,
rmoraxe
CaMOIIOYYTTS),
nepupepuyHun
HaOPSIK

BinxuneHHS Bif
HOpPMU, BUSBIIEHI B
pe3ynbTaTi
00CTEKEHHS

30i/IbIIEHHSA Macu
Tina

3MeHIIIeHHST MacH Tifna

*[To6iuHi peakiiii, MPo SKi MOBiHOMIISINIOCH i3 CIIOHTAHHUX MTOBIOMIIEHD, SIKi HE CIIOCTEPIraNuch mif
Yac KJTiHIYHUX OOCTigXKEeHb AO0aHO B YACTOTYy «PiAKO».

** [loknapHile guB. HUXKYE.

Py3uK paKy MOJIOYHOI 3a/1034



[ToBimoMISIETHCS PO MiABUIIEHUN [0 2 Pa3iB PU3UK [iarHOCTYBaHHS paKy MOJIOYHOI 3a/103H y XKIiHOK,
SIKi mpuiMalTh KOMOIHOBaHY €CTPOTEeH-IIPOTeCTareHoBY Teparilo IPoTIroM Ginbiie 5 pOKiB.

[ligBUlleHNY PU3UK V XKIHOK, IKi IPUUMAOTh MOHOTEPAII0 eCTPOTEHOM, € HUKYUM, HiX y TUX
XKIHOK, fKi IPUIMaloTh KOMOiHOBaHY €CTPOTEH-TIPOTeCTareHoBy TepaIlilo.

PiBeHb pU3MKY 3a/€KUTh Bifl TPUBAJIOCTI 3aCTOCYBaHHA (AUB. Po3min «OCOOIUBOCTI 3aCTOCYBAHHS»).

Huxxde npencTaBieHo OI[iHKY a0COMIOTHOTO PU3UKY 3a pe3y/ibTaTaMy HauOinbIIoro
PaHmOMi30BaHOro MIalle60-KOHTPONILOBAaHOTO HochimkenHss Women'’s Health Initiative (WHI) ta
HaMOiNBIIIOr0 MeTaaHasi3y IPOCIEKTUBHUX EMifeMioNIOTiYHUX NOCTiIXKEeHb.

Tabmuis 4

Haibinpimnit MeTaaHasli3 MPOCIEKTUBHUX €MigeMioIoTiYHUX [IOCTioXKeHb

Po3paxoBaHuii OIaTKOBX PU3UK PAKy MOJIOUHOI 3aJI03U IiCysA 5 POKiB 3aCTOCYBaHHSA Y XKiHOK 3
iHmekcoMm Macwu Tina 27 (kr/m)

Bik Ha moyaTKy 3I'T [KinbkicTh BUMIagKiB Ha |BigHOIIEHHS KinbKiCTh IOMATKOBUX
(pokm) 1000 xkiHOK, SIKi HIKOJIK [pU3UKY BunankiB Ha 1000 xkiHOK,
He 3acTtocoByBanu 3I'T, gKi 3acTocoByBanu 3I'T,
3a 5-piuHuY nepion yepe3 5 POKiB
(50-54 pokn)’

3I'T i3 3aCTOCYBaHHAM TiJIbKU €CTPOTEHIB

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

[Tpumimka. OCKiTbKY 3aXBOPIOBAHICTh Ha pakK MOJIOYHOI 3aJI034 BiIPi3HSAETHCS y KOXKHIN KpalHi
€C, KiIbKIiCTh JOaTKOBUX BUMNAMKIB paKy MOJIOYHOI 321031 TaKOXK IIPOIOPLIMHO 3MiHUTHCS.

' B34rTi Bifg 6a30BMX NOKa3HUKIB 3aXBOPIOBAHOCTI B AHTil y 2015 y XiHOK 3 iHTeKCOM MacH Tina
27 (KT/M°).

Tabnuus 5

Po3paxoBaHu# mOOaTKOBUM PU3UK PaKy MOJIOYHOI 3a103u micist 10 poKiB 3aCTOCYBaHHS y KiHOK 3
inmexkcoM Macu Tina 27 (xkr/m°)

Bik Ha mouyaTky |[KinbkicTh Bunaakis Ha 1000  [BimHOIUIEHHS KinbKicTh mMOgaTKOBUX

3I'T (pokn) PKIHOK, SIKi HIKOIU He PU3UKY Bumankis Ha 1000 xiHOK,
3actocoByBanu 3I'T, 3a 10- Kl 3acTocoByBanu 31T,
piurwmii nepior (50-59 pokis)’ uepes3 10 pokis

3I'T i3 3aCTOCYBaHHSAM TiIbKY €CTPOreHIB

50 [26,6 1,3 7,1

3I'T i3 3acTocyBaHHSIM KOMOiHallii eCTPOTreHy Ta IPOrecTareHy

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




' B3siTi Biff 6a30BKX MOKA3HHUKIB 3aXBOPIOBaHOCTI B AHTIl y 2015 y XiHOK 3 iHIEKCOM MacH Tina
27 (xr/M).

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

Tabmuig 6

Hocmimxennst WHI y CIITA: momaTKOBUY PU3UK PaKy MOJIOYHOI 3aJI03H IIiC/Is 5 POKiB 3aCTOCYBaHHS

BikoBuii miamnasoH |KinbKicTh BUNAIKIB Ha BigHomeHHS KinbKicTh MOOaTKOBUX
(poku) 1000 xiHOK y rpymi pu3uKy Ta 95 % |Bumagkis Ha 1000 XiHOK, SKi
mi1are0o0 mMpPoTsAroM 5 POKiBfmoOBipYOro 3acTtocoByBanu 3I'T npoTarom
intepBany (1) |5 pokiB (95 % [])

3aMicHa ropMoHaJlbHa MOHOTeparnis ectporeHoM KKE

50-79 [21 0,8 (0,7-1,00 |4 (-6-0)*
KKE MITA kombiHOBaHa ecTporeH-nporecrtaresona 3I'T
50-79 [17 [1,2 (1,0-1,5) l4 (0-9)

t+ [Ipu 0OMexXeHOMY aHasli3i 3a ydacTio XIiHOK, gKi He 3acTocoByBanu 3I'T 1o moyaTky
NOCIIAKEHHs, ABHOT'O PU3UKY IIPOTATOM IIEPIINX D POKIB JIIKyBaHHSA He CIIOCTEPIraoCh; MiCId 5
POKiB pu3uK OyB BUIIUM, HiXK y TUX, XTO He 3acTocoByBaB 3I'T.

* WHI-mocmigxeHHS 3a y4acCTi0 KiHOK 3 BiICyTHBOIO MATKOI, IKi He ImoKa3asu 30i/IblIeHHS
PU3UKY PO3BUTKY PaKy MOJIOYHOI 3aI03H.

KKE - KOH'1oroBaHuY KiHCEKUU ecTpored, MITA - MegpOKCANIPOTeCTEPOHY alleTaT

Pu3uk paky eHIoMeTpid

XKiHKu y nepiodi nocmmeHonay3u 3i 36epejiceHon MAmkow

Pu3WK paky eHIOMeTpist CTaHOBUTH 6JIM3bKO 5 BUMAKiB Ha K0KHY 1000 XkiHOK 3i 30epekeHO0I0
MaTKOIO, SKi He nmpuiMaiTs 3['T.

2Kinkawm 3i 30epexKeH00 MaTKOI0 He peKoMeHayeThcst 3['T i3 3aCTOCYBaHHSIM TiJIbKU €CTPOTEHY,
OCKIJIbKHY 11e IiABUIYE PU3UK PaKy eHmoMeTpisd (quB. po3fmin «Oco0IMBOCTI 3aCTOCYBaHHS»).
3ajie’XHO Biff TPUBAJIOCTI MOHOTEpAIil eCTPOTE€HOM Ta HO3W eCTPOTeHYy IiABUINEHHS PU3UKY PaKy
€HIOMETPid B XOfli emigeMiooTiYHUX OOCTigXKeHb KOMMUBAJIOCh Bif 5 [0 55 H0OaTKOBUX BUIMAIKIB,
miarHocToBaHUX y KoxkHO1 1000 XkiHOK BikoM Bif 50 [0 65 poOKiB.

IomaBaHHS IporecTareHy f0 MOHOTepaIlil eCTPOTeHOM IIPOTATOM IIpHHaNMHI 12 [HIB Ha IIUKIJI MOXKe
3anobirTy TakOMy IiIBUIEHHIO pU3UKY. Y Xomi gocmimkenHs Million Women Study 3acTocyBauHS
IIPOTSITOM II'SITH POKiB KoMOiHOBaHOI (mociigoBHOi yu mocTitiHoi) 3I'T He MigBUIYBaNIo PU3UKY PaKy
eHpoMeTpid (BigHOWeHHS pu3uky 1,0 (0,8-1,2)).

Pak se4yHUKiB

3actocyBanus 3I'T |i3| Timbku|nuine| ectporenoM a6o KoMOiHOBaHOI eCTPOTeH-IporectareHoBoi 3I'T
aCoIliI0BaJIOCh 3 [Ielll0 MiIBUIIeHNM PU3UKOM paKy sSI€UHUKIB (OUB. po3main «OcoO6nmuBoCTi
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 Hikonu He 3acTtocoByBanu 3I'T (BimHOUIeHHS pu3uKy 1,43, 95 %; moBipuuit inTepsan (1)
1,31-1,56). ¥ xinok BikoM Big 50 mo 54 pokis, siKi 3acTocoByBanu 3['T mpoTsaroM 5 pokis, 11e
crpuunHano 1 gomaTtkoBui Bunamok Ha 2000 XiHok. Y XiHOK BikoM Bifg 50 mo 54 pokiB, sKi He
3actocoByBanu 3I'T, pak sSI€UHMKIB giarHOCTyeThCcs Npubau3HO y 2 Ha 2000 KiHOK IPOTSATOM 5 POKiB.

Pu3uk BeHO3HOI TpoMOoeMOoTii

3T'T nop’s3aHa 3 1,3-3-pa30BUM MiABUIIIEHHSIM BifTHOCHOT'O0 PU3UKY PO3BUTKY BeHO3HOI TpoMOoeMOomil
(BTE), To6To TpoMOO3y rnuboKux BeH abo eM0O0il iereHeBoi apTepil. BUHUKHEHHS TaKOTo SIBUIIIA €
OinbIn iMoBipHUM y nepIui pik 3actocyBanHs 3T (ouB. po3min «OcoO6MMBOCTI 3aCTOCYBaHHS»).
Huxue npencrasieno pe3ynbTaTt gociaigxeHs WHIL

Tabnuis 7
Hocnigxenus WHI: nogatkosuu pusuk BTE nporsarom 5 pokiB 3aCTOCyBaHHS
BikoBuii miama3oH [KinbKicTb BUIIQAKiB Ha BinmHoIeHHSA KinbKiCTh MOOATKOBUX
(pokm) 1000 xiHOK y rpymi PU3UKY Ta BUIIa[KiB Ha
m1are6o IpoTsAroM 5 95 % I 1000 xiHOK, sKi
POKiB npurMaoTh 3T mpoTarom
5 pokiB (95 % [II)

[lepopanbHa 3aMiCHa FOpMOHaIbHA MOHOTEpAIisl eCTPOreHOM’

50-59 [7 [1,2 (0,6-2,4) [1 (-3-10)
[lepopanbHull mpuitoM KoM6iHallii eCTPOTreHy Ta IPOrecTareHy
50-59 la 2,3 (1,2-4,3) [5 (1-13)

3 . . .
HocmifXXeHHs 3a y4acTiO XiHOK 3 BiICYTHEOI0 MATKOIO.

Pusuk imemivyHoi XBOpoOu ceplist

Pu3uk imemiyHoi XBOpoOH cepist OeIo MigBUINEeHNN Y KIiHOK, SKi MpuiiMaoTh KOMOiHOBaHY €CTPOTeH-
nporectareroBy 3I'T y Bini moHap 60 pokiB (uB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Pu3uK inmeMiyHOro iHCYIBTY

3acTocyBaHHS MOHOTEpAIlil eCTpOrTeHOM Ta KOMOiHOBaHOI ecTporeH-mporectareHoBoi 3I'T
aCOLI0ETHCA 3 MiBULLIEHHAM BiTHOCHOT0 PU3UKY illleMidyHOro iHCynbTy mo 1,5 pa3a. Pusuk
reMopariyHoro iHCy/bTy He 3pocTae Ha (PoHi 3actocyBanHs 3I'T.

BimHOCHUY pH3WK He 3aJIeKUTh Bifl BiKy ab0 TPUBaAJIOCTi 3aCTOCYyBaHHS, ajie OCKinbKK 06a30BUil PU3UK
3HAYHOIO MIpOI0 3aJIeXUTh Bifl BiKy, 3arajbHUU PU3UK IHCYJIBTY V XKIHOK, 9Kl npuuManTs 3T,
3pocTaTuMe 3 BiKoM (muB. po3min «OcoO6nMMBOCTI 3aCTOCYBaHHS»).

Tab6muia 8

O6’emHani mani mocmimxenb WHI: mogaTKoBuil PHU3UK iIIEMivHOTO iHch'IbTy4 IIPOTATOM 5-PiYHOT0
3aCTOCYBaHHSA



BikoBui KinpkicTs BunagkiB Ha 1000|BigHoIeHHS KinmbKiCcTh MOOAaTKOBUX BUMAIKIB
miama3oH (POKiB) PKiHOK y rpymi name6o pusuky Ta 95 |Ha 1000
[IPOTATOM 5 POKiB % I PKiHOK, sKi mpuiiMaioTs 3['T
mpoTsroM 5 pokiB (95 % [1I)
50-59 8 1,3 (1,1-1,6) 3 (1-5)

Pizauni Mix imemMiuHUM Ta reMoOpariyHuM iHCYIbTOM He GYI10.

IHWi nobiyHi peakuii, npo AKi no8i0OMAAA0CA Y 368’ A3KY 3 eCMP02eH/Npo2ecmd2eH080K mepdnieto
(8KA0UaOYU ecmpadios/0udpoz2ecmepoH):

- HoBoymMBopeHHs 000POSKICHI, 3/105KICHI ma He8U3HA4eHoi emio102ii: eCTporeH3anexHi
HOBOYTBOPEHHS, IK HOOPOSIKICHI, Tak i 37104KiCHi, HATPUKIIa[l paK eHAOMETPis Ta PaK SE€YHUKIB;
36inbIIeHHS] PO3MIPY IIPOrecTareH3aiexXkHuX HOBOYTBOPEHb (HalpUKIIa[l MEeHIHTioMH);

- po3sadu 3 60Ky iMyHHOI cucmemu: CUCTEeMHUM 4epBOHUY BoBYaK (CUB);
- po3snadu 06MiHY pe4oB8UH MA XApP4yB8aHHS: TiePTPUTIiLIepUAEMis;

- po3sadu 3 60Ky ueHmMpaabHOi Hep8oeoi cucmemu: MOKITABA JEMEHIIis, XOpesi, 3aTOCTPEHHS
erinencii;

- possadu 3 60Ky cyOuH: apTepianbHa TpoMGoeMOOTis;

- po3sadu 3 60Ky WAYHKOBO-KUWKOB020 MPaKmy: TaHKpeaTuT (y KiHOK 3 yX&Ke iCHYI04010
TinepTpurilepugeMiceo);

- 3 60Ky WwKipu ma niOwkKipHoi KAimKo8uHU: MyTbTUGHOPMHA ePUTEMA;

- nopyweHHs 3 60Ky HUPOK Mma ceyosus8ioOHUX wsxig: HeTpUMaHHS cedi;

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

- 8po0dceHi ma cnadkosi 2eHeMuyYHi po3.1adu: OTipuIeHHS epebiry mopdipii;

- B8i0XusieHHA 8i0 HOpMU, BUsB/CHI 8 pe3ybmami o6cmedceHHs: MIBUIIEHUN 3aTalbHUM PiBEHD
TOPMOHIB IITUTOBUIHOI 3aJI03HU.

[ToBimomneHHs mpo 1mMo6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNiiKe 3HaueHHs. Le
[la€ 3MOTy IIPOBOJUTH MOHITOPHUHT CIIiBBIHOLIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
nmiKapchKoro 3aco0y. Meou4yHUM Ta ¢papMalleBTUYHUM ITpalliBHUKAM, a TAKOX IallieHTaM a0o ixHiM
3aKOHHUM IIpeACTaBHUKAM CJIi[l MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03pI0BaHUX OOIYHUX peakliil Ta
BifcyTHOCTI epeKTHUBHOCTI MiKapchKOro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMaIliliHy cucTeMy 3
(dapMmakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 POKH.



YMoBu 30epiranHsi.

30epiratu B opuriHanbHi¥ yakoBli npu Temnepatypi He Buille 30 °C. 30epiratv y HEAOCTYIITHOMY
IJIST OiTed Micti.

YnakoBka.

Kowmbi-ynakoBka: o 28 tabneTox y 6iicTepi (14 TabneTok, BKPUTHUX IIJIIBKOBOIO 000JI0HKOIO, 6i710T0O
KoJibopy 1o 1 Mr 14 Tab6rieToK, BKPUTHUX IIJIiIBKOBOIO 000JI0HKOIO, Ciporo Koibopy 1mo 1 mr/ 10 Mr y
omictepi). [To 1, 2 abo 3 6micTepu B KOPOOTIIi.

Kowmbi-ynakoBka: 1o 28 tabneTok y 6mictepi (14 TabneToK, BKDUTUX IIIiIBKOBOIO 000JI0HKOIO, LIETTISHO-
YepPBOHOT'0 KOJIbOPY 110 2 MT' 14 TabneToK, BKPUTUX IIJIIBKOBOIO 000JIOHKOI0, 2KOBTOT'0 KOJILOPY 110 2
mr/ 10 mr y 6mictepi). ITo 1, 2 a6o 3 6iicTepu B KOpooIIi.

Kareropis Bignmycky. 3a peemnToM.

Bupoonuk. A660TT Bionongxikan3 b.B./ Abbott Biologicals B.V.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Beepger 12, 8121 AA Onscrt, Hinepnaugu/ Veerweg 12, 8121 AA Olst, The Netherlands.



