IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NYDACTOH®
(DUPHASTON®)

Cknag:

Ait0Ya pevyoBmHa: ANLPOrecTepoH;

1 TabneTtka MicTUTb agnaporectepoHy 10 wmr;

[OMOMI>KHI PEYOBMHU: AP0 TabneTKN — NakTo3a, MOHOTIAPaT; rinpoMesniosa; KpoXMasb KYKYPYLA3AHUA; KPEMHIIO LIOKCUA KONOIAHWIA 6e3BOLHWIA; MarHito cTeapart;
o6onoHKa: Makporon 400, rinpomenosa, TUTaHy giokeug (E 171).

JlikapcbKa thopma. TabneTku, BKPUTI NIBKOBOK 060/I0HKOH.

OcCHOBHI  (i3VKO-XIMIYHI BNacTUBOCTI: Kpyrna, ABOOMYyK/a, BKpUTa M/IiBKOBOK 000/IOHKON, 6ifia TabneTka 3i CKOLIEHUM Kpaem, 3 NHIEHD 14 po3/ioMy Ta
MapKyBaHHAM «155x» 3 ogHOro 60Ky no obuasa 60ku Big NiHiT Ans posnomy. iametp — 7 MMm.

NiHig gna po3nomy npusHadeHa TibKU 419 NOMErweHHs KOBTaHHA | He po3finse TabneTky Ha piBHI 403MU.

dapmakoTepaneBTUYHa rpyna. FoOpMoHM CTaTeBMX 3a/03 i NpenapaTi, siKi 3aCTOCOBYIOTL MPW NATONOriT CTaTeBOl cucTemu. MecTareHu. MoxigHi nperHagieHy. Koa
ATX GO3D BO1.

dapmakosoriyHi B1acTmBOCTI.
dapmakogyHamika.

MexaHi3m il
[naporecTepoH € CeNEKTUBHUM rectareHoM, KW 3amiLlye aeski hyHKLiT MporecTepoHy.

7K rectareH, AUAPOreCTePOH BUHATKOBO BI/IMBAE /IULLE HAa eHAOMETPIN, CNM30BY NIXBU Ta LepBiKa1bHOM0 KaHany.

[vpporectepoH He NpurHidye oBynsAuito. Lie o3Havae, o MOXMBICTb 3anifHEHHA SNLEKNITUHIN Y HEBAriTHUX XXIHOK Mpy NPUnOMi AUAPOrecTeEPOHY 3a/INLLIAETHCS.
[vaporecTepoH i Moro MetaboniT He MaroTb TEPMOreHHUX BNaCTUBOCTEN.

Y XIHOK Yy NnocTMeHonays3i 3i 36epeXXeHot0 MaTKOK 3amicHa Tepariis ecTporeHamy Npu3BOAUTbL A0 MiABULLEHOrO PU3NKY PO3BUTKY rinepnnasii eHAoOMETpIs i paky
eHfoMeTpis. [lofaBaHHSA nNporectareHiB MOXe 3arnobirtm HaaMipHOMY PU3KKY.

LIMKniyHe fofaBaHHA AMAPOreCTePOHY XiHKaM, Y SKUX eHLOMETPIl OyB CTUMYNbOBaHUIA ECTPOreHOM, NepeBOAUTbL NOro y a3y cekpewil.

[naporectepoH He Mae MacKyniHi3ytounmx abo Bipusizyroumx BnacTMBOCTeR. AnaporecTepoH He Mae aHaboNivyHMX abo KOPTUKOIAHWX BNacCTUBOCTEN.

KniHiYHa edeKTUBHICTb Ta 6e3neka

MpoBeaeHO MofgiiiHe cnine, 3 NOABIMHWM MaCKyBaHHAM, paHOMi3oBaHe, GaraToLEHTPOBe LOCNIMKEHHA 3a yyacTio [ABOX Napaie/lbHUX rpyn 418 MOPIBHAHHS
e(heKTUBHOCTI, 6e3neKn i MepeHOCUMOCTI AWAPOrecTepPOHY [ANs MNepopasbHOro 3actocyBaHHsi B fA03i 30 mMr Ha o6y Ta iHTpaBariHa/lbHOro MiKpPOHi30BaHOIO
NporecTepoHy B Kancynax B fo3i 600 Mr Ha 406y Ans NigTPUMKM NHOTETHOBOT hasu NpuU 3aCTOCYBaHHI TEXHOMOT I 3annigHeHHs in vitro (LOTUS).

lMpoBeaeHO paHAOMi30BaHe, BigKpuTe, GaraToOLEHTPOBE [AOCNI[KEHHS 3a y4acTHo ABOX Napasie/lbHUX rpyn Ans nopiBHAHHA ePEeKTUBHOCTI, 6e3neKkun i nepeHoCUMOocCTi
ANLPOrecTepoHy AN15 NepopasibHOro 3actocyBaHHA B 403i 30 Mr Ha o0y Ta iHTpaBariHaJibHOro nporectepoHy y gopmi 8 % rento (KpuHoH) B go3i 90 Mr Ha foby ans
NiATPUMKN NOTETHOBOT (ha3u NPU 3aCTOCYBaHHI TEXHOMOT IR 3annigHeHHs in vitro (LOTUSI).

KniniyHi gocnig>kenHa LOTUSIT i LOTUSII nigTeepanny HacTynHe.




["0M10BHY MeTY LOCNIIKEHb — [OKA3 He MeHLUOT eDeKTUBHOCTI NMepopasibHOMO AVMAPOreCTePOHY B MOPIBHAHHI 3 IHTpaBariHa/lbHUM MiKPOHI30BaHUM MPOreCTePOHOM 3
TOUKM 30pYy HasABHOCTI CEPLEBMX CKOPOUEeHb Y nofda Ha 12-my TWxKHi rectauii (10-1 TVOKAEHb BariTHOCTI) — 6yN10 fOCArHYTO.

Y pocnigpKyBaHiin nonynauit nawieHTiB YacToTa HacTaHHSA BariTHOCTI, NiATBEPAKEHOT Ha 12-My TWxKHI recTauii (10-i TvxXAeHb BaritHocTi), ctaHoBuna 37,6 % i 33,1 %
(LOTUSI) 1a 36,7 % i 34,7 % (LOTUS II). Pi3H/LA B 4acTOTi HaCTaHHA BariTHOCTI MidXX ABOMa rpynamu ctaHosuna 4,7 (95 % Al, -1,2; 10,6) (LOTUS1) 1a 2,0 (95 %
Al, -4,0; 8,0) (LOTUSII).

Y Bubipyi cy6’eKTiB JOCNIMKEHHA AnA OuiHKM 3 6e3nekn (1029 cy6’ekTiB (LOTUS 1) i 1030 cy6’ekTiB (LOTUS ), AKi oTpumann npuHaiMHi OAHY 03y
AOCNiAKYBaHOr0 npenapaty) BMNaAKM HebaXaHUX SBWLL, WO BUHMKAM Nig Yac Tepanii (TEAE), npo fKi noBigomnsnocs HaivacTiwe, 6ynn igeHTUYHUMKU B 060X
[OCNipKYBaHUX rpynax.

Y 3B’A3KY 3 XapaKTepoM LOCNi[KyBaHOro NMokKasaHHsA Ta LOCNILKYBaHOI NonynAuii nauieHTIiB NeBHa KiNbKICTb paHHIX abopTiB/BUKUAHIB € 04iKyBaHOK, 0CO6/IMBO [0
12-ro TMXHA rectauii (10-ro TMXKHSA BariTHOCTI), OCKI/IbKM NPOrHO30BaHWIA NOKa3HMK YaCTOTM HaCTaHHSA BariTHOCTI Y Liel nepiof CTaHOBUTL 6/113bK0 35 %.

Mpoginb 6e3neku, WO cnocTepiraca B 060X gocnigpkeHHax LOTUS, BignoBigas o4ikyBaHOMY, BpaxoBYHOUM BCTaHOBMEHWI NPodinb 6e3nekn AuAporecTepoHy, a
TaKOXX A0CNiAKYBaHy NOMy/sALuito NayieHTiB i AOCNigKyBaHe MoKa3aHHS.

PapmakoKiHe TuKa.

Ha BigMiHy Bif NporecTepoHy, AWAPOreCTePOH He eKCKPETYETLCSA i3 Ceyelo y BUrNAAl NperHaH4iony. Takum YMHOM, 36epiracTbCs MOX/IMBICTb BU3HAUMTM CEKpeLito
€HZJOreHHOr 0 MPOrecTepoHy 3a eKCKPeLLiErD MperHaHa4iony.

Mpy nepopasibHOMY 3aCTOCYBaHHI Y cepeaHboMy 63 % 031 BUBOAMTLCA i3 ceveto. MoBHe BMBEAEHHS Bif0yBaeTbCs Yepe3 72 rognHn. OCHOBHMM MOro Metabonitom €
20-anbha-gurigpogmaporectepoH (A 4), KNI BUAINSETLCS i3 CeYeto Y 3B'A3aHOMY 3 I/TIFOKYPOHOBOK KUCMIOTOK  CTaHi. 3araibHOK BMacTUMBICTIO BCiX MeTaboniTis
€ 30EepeXXeHHs CTPYKTypu

4,6-pieH-3-0Ha BMXILHOI Pe4OBUHM | BIACYTHICTb 17-anbha-rigpoKCUN0BaHHS, LU0 MOACHIOE BIACYTHICTb Y AWAPOrecTepOHY eCTPOreHHOro Ta aHAPOreHHOro eqieKTiB.
[icna nepopanbHOro 3aCTOCyBaHHA AUAPOreCcTepoHy KOHLUeHTpauis y nnasmi A [ 3HauyHo BuLWa, HXK BUXigHOT pevoBuHW. CniseigHoweHHA AUC (nnoLa nig KprBoro
KOHLEHTpaLiTy nnasmi) ctaHoBUTb 6/113bKO 30.

[naporecTepoH LIBUAKO abcopbyeTbes. MakcManbHa KOHLEeHTpaLisa gungporectepoHy i A [ nocaraetses yepes 0,5-2,5 roguHu.

KniHIYHI XapaKTePUCTUKWN.

lNoka3aHHS.

- HeperynspHi MeHCTpyanbHi LMKN;

- eHAOMeTpIos;

- [WCMeHopes;

- 6e3nnigad, crpuyvHeHe NOTETHOBOK HEJOCTaTHICTHO;

- MiATpVMKa NOTETHOBOT (ha3u NpK 3aCTOCYBaHHI JONOMDKHUX PENPOAYKTUBHUX TeXHoNorin (APT);
- 3arpo3NMBWiA i 3BUMHWI BUKNAEHb, MOB'A3aHMI 3 NPOreCTEPOHOBOID HEAOCTATHICTIO.

,EI,quaCTOH® MOXHa 3aCTOCOBYBATU AK LMK/IYHE AOMNOBHEHHSA L0 Tepanii eCTPOreHamMmm y XIiHOK 3 iIHTaKTHOH MaTKOH:
- [ON5 nonepemkKeHHs rinepnasii eHAOMeTPIs y nepiog MeHoMnaysu;

- Npy SUCQYHKLIAHUX MAaTKOBMX KPOBOTEYaXx;

- NPV BTOPUHHIIA aMeHopel.

lMpoTnnoKasaHHA.
- HepgiarHocToBaHa BariHa/ibHa KpOBOTEYa,;



- HasBHI Cepii03Hi 3aXBOPIOBAHHS MeYiHKM ab0 HasBHICTb CEPino3HMX 3aXBOPIOBaHb NEYiHKM Y MUHYOMY, AKLLO MOKa3HUKM PYHKLIT NeYiHK1 He HOpMani3yBanCes;
- Cllifg BpaxoByBaTU NPOTMNOKa3aHHA A5 eCTPOreHiB, AKLLO X 3aCTOCOBYBaTU Y KOMOIHALiT 3 mporectareHamu, TakuMmn K AUAPOrecTepoH;

- BCTaHOB/eHa rinepyyTAMBICTb 0 aKTUBHOT pe4OBMHN abo A0 Oy/b-AKOroiHLWOro KOMMOHeHTa npenapary;

- BCTaHOB/eHi abo Nifo3ptoBaHi NporecTareH3asneXHi HOBOYTBOPEeHHS (HanpuKnag MeHiHrioma).

JlikyBaHHS 3 METOIO NIATPUMKM NIHOTETHOBOT (Pa3n NpK 3aCTOCYBaHHI JOMOMDKHMUX PENPOAYKTUBHMX TexHonoriin (APT) cnig NnpunuHUTK, SKLWO AiarHOCTOBaHWIA abopT
/BUKMNLEHD.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMO/IN.

[aHi pgocnigpkeHb in vitro cBigyaTb, WO OCHOBHWI LWASX MeTaboniamy, 3aBAAKM SKOMY YTBOPHETLCSA TOIOBHMIA (HapMaKoNOriYHO aKkTUBHWIA MeTaboniT 20a-
aurigpoamaporectepoH (AMA), Katanisyetbca anbpokeTopefykrasod 1C (AKR 1C) y umtosoni noauvHU. HapiBHi i3 UMTO30/1bHUM MeTabos1isMOM MeTaboniyHi
NepeTBOPEHHSA 3A4IMCHIOKTLCA i30(hepmeHTaMn LmToxpomy P450 (CY P), maiixe BUHATKOBO i3oepMeHTOM CY P3A4, L0 CNPUYNHAE YTBOPEHHS AEKiNIbKOX HE3HAYHUX
meTaboniTiB. F0NOBHWUIA aKTUBHMIA MeTaboniT A [l € cy6cTpaToM Ansi MeTabonivuHOro nepeTBopeHHs 3a gornomoroto CY P3A4. Tomy meTabonism gunaporectepony i Ar
MOXe MPUCKOPHOBATMCA NPU OLHOYACHOMY MPUIAOMI PEYOBUH, L0 IHAYKYIOTb (hepMeHTU LuToXpomy P450, Takmx K aHTUKOHBY/IbCAHTKW (Hanpuknag eHobapbitan,
(beHITOIH, kapbamaseniH), NPOTUMIKPOGHI npenapaTy (Hanpuknag pudamniynH, pugabyTnH, HesipamniH, edasipeHL) Ta dgiTonpenapaty, WO MICTATbL 3BipO6IK
(Hypericum perforatum), wasnito abo riHkro 6ino6a.

PuUTOHaBIp Ta HeniHaBip BifAOMI SK CU/bHI IHTiGITOPU (hEPMEHTIB LIUTOXPOMY, AEMOHCTPYOTb (DepMEHTOIHAYKYHOYI BNAaCTUBOCTI NPV OHOYACHOMY 3aCTOCYBaHHI 3i
CTEpPOigHUMY ropMoHamu. KniHivyHO NigBuLLEHNI MeTaboi3M AUAPOrecTePOHY MOXE NMPU3BECTU [0 3HMKEHHS e(DeKTY.

JocnifpkeHHs in vitro nokasanu, wo angporectepoH 1a Ay KNiHIYHO 3HAYYLLMX KOHUEHTPaLisX He NPUrHIYyoTb Ta He IHAYKYOTb lepMeHTU uuToxXpomy P450, Lo
6epyTb yyacTb y MeTab0ni3Mi NikapCbKuxX npenaparis.

Oco6MBOCTI 3aCTOCYBaHHS.

lMepen NOYaTKOM 3aCTOCYBaHHA ANAPOreCTePOHY AN NiKyBaHHSA NaTOMONYHOT KPOBOTEYI C/lij, BUKKOUUTM OpraHiyHy NpuUmHy KpoBOTeui.

Y nepwi Micayi NiKyBaHHA MOXYTb BMHUKATW MPOPUBHI KPOBOTEYi ab0 KPOB’AHWUCTI BUAINEHHA. FAKLWO MpopMBHa KpoBOoTeYa abo KPOB’SAHUCTI BUAINMEHHA
NPOAOBXYIOTb BUHMKATK Yepe3 AesKWid Yac NiKyBaHHSA abo MPOAOBXYHTLCA MICNA 3aKiHYEHHSA NiKyBaHHSA, CMif BCTAHOBUTU MPUYMHY, B TOMY 4YMCAi, Y BUNaAKy
HeobXiAHOCTI, BUKNHOYNTH 3/109KICHE HOBOYTBOPEHHS EHLOMETPISA LLUISAXOM MPOBeLeHHs Biomncii eHAoMeTpis.

Ao Oyab-AKe 3 HKYeHaBe[eHUX MOpYyLUeHb BifOyBaeTbCA Breplue abo NOriplyeTbCsA Nif Yac 3acTOCyBaHHS MpenapaTy, Mae 6yTuv po3rnsgHYTO MUTaHHA MNPo
NPUMUHEHHS NIKYBaHHSA:

- Haf3BMYaiiHO CUNbHWIA FTONOBHUIA 6iNlb, MirpeHb ab0 CUMMTOMM, IKi MOXYTb BKa3yBaTy Ha iLLEMiO FOIOBHOIO MO3KY;

- 3HayHe NiABULLEHHS apTepialbHOro TUCKY;

- MosiBa BEHO3HOI TPOM60OEM6ONIT.

Y pas3i 3BM4HOro abo 3arpo3/IMBOro BUKUAHA HEOOXIAHO BU3HAYMUTI i NEPEBIPATY Nif Yac NiKyBaHHSA XXUTTE3AATHICTb N10Aa, W06 NepekoHaTuCs, WO BariTHICTb TPUBAE
i EMOPIOH XXMBUIA.

CT1aHu, 110 NoTpebyoTh HArNsay

Bifomo, Lo Ha HaCTyMHI PiAKICHI CTaHW MOXYTb BMMBaTK CTaTeBi TOPMOHM, | TOMY Nif Yac BariTHOCTi abo NpwW 3aCTOCYBaHHI CTaTEBMX FOPMOHIB MOXe 3’ABUTUCS
abo noripwumMTnCA: XonectaTuyHa >XXOBTAHWLA, reprec BariTHUX, TSHKKWIA CBEp6IX, OTOCK/IepOo3, nopqipisd, Aenpecis Ta aHOMasbHi MOKA3HWKN YHKLIT NeviHku,
CMPUYNHEHI FOCTPMM ab0 XPOHIYHMM MEYiHKOBUM 3aXBOPHOBaHHAM. FAKLLO Oy Ab-KWUIA i3 UMX CTaHiB NPUCYTHI abo 3’ABNsSIBCA paHille, Ta/abo noripLuyBaBcs y nepiog
BariTHOCTi abo nonepefHbLOro NiKyBaHHA rOPMOHaMK, MaLieHT MOBWHEH 3HAXOAMTUCA Nif peTenbHUM HarnagoM. HeobxigHO BpaxoByBaTw, WO Li CTaHW MOXYTb
peunavByBaTy abo NOripLUMTUCA Mif vac Tepanii AMAPOreCTePOHOM, TOMY C/lif PO3MISAHYTU MPUNUHEHHA Tepanil y Taknx BUMafKax.




MayieHTKaM 3 Aiernpecieto B aHamMHe3i CAif 3HAXOAUTUCA Nif PETENIbHUM Harg40M. AKLLO TAXKKa Aenpecis peunanBye, NiKyBaHHA ANAPOreCTEPOHOM CAif MPUMUHUTN.
HacTynHi 3aCTepeXXeHHs CTOCYHThCA 3aCTOCYBaHHs npenapaty AydacToH® 3a NoKasaHHAM «//1s NONepeKeHHs rinepnasii eHAOMETPIS Y Nepios MeHomaysm»

[VB. TaKOX 3aCTepeXKeHHs B IHCTPYKLIAX 415 MeAMYHOM0 3aCTOCYBaHHSA Mpenapartis eCTPOreHis.

[ns nikyBaHHS NOCTMeHoMNay3a/lbHUX CUMMTOMIB 3aMiCHY FOPMOH&a/IbHY Tepanito C/if, 3aCTOCOBYBATW BUHATKOBO Y BMNaAKaxX, KOMM CUMNTOMU HeraTMBHO BMN/IMBalOThb
Ha AKICTb XUTTSA. B ycixX BMnagkax HeobXigHO peTenbHO OLiHKOBATV KOPUCTb Ta PU3MK 3aMiCHOI rOPMOHa/IbHOT Tepanii He MeHLUe OAHOro pasy Ha piK. 3amicHy
roOpMOHaJIbHY Tepanito Cnif NPOLOBXYBaTV NMLLE B TOMY BUMAAKY, AKLLO0 KOPUCTL NepeBaxae pusmK.

[loKasn CTOCOBHO PU3MKIB, MOB’A3aHUX i3 3aMICHOIO FTOPMOHa/IbHOKO Tepaniero Ans NliKyBaHHA NnepefyacHoi MeHomnaysn, € 06MeXXeHUMN. 3aBAAKN HU3bKOMY PIBHIO
abCoNOTHOIO PU3NKY Y XKIHOK MOMOALLIONO BiKy 6anaHC MidXK KOPUCTHO Ta PU3UKOM Y Liid rpyni MoXke 6y T GifibL CNPUATANBUAM, HIXK Y XKIHOK CTapLLOro BiKY.

MegamnyHe 06CTeXeHHA/NoAasIbLIE NTIKAPCbKE CMOCTEPEXXEHHS

Mepef NoYaTKOM 3aMiCHOI rOpMOHa/IbHOT Tepanii abo npw T BiAHOBAEHHI NiCNsA NepepBu HEOOXiAHO 3i6paTh NOBHUIN OCOOUCTUIA Ta CiMEHWIA aHamHe3. BpaxoByroun
[aHi aHamHe3y, a TaKOoX MPOTUMOKa3aHHS i 3aCTEPEXeHHs [0 Npuitomy npenapaty, Cif NPoBecTU 00'€eKTVBHE OBCTEXEHHA NaLiEHTKM (BKNHOYAKOUM 0OCTEXEHHS
Ta30BMX OPraHiB i ornag MonoyHMx 3ano3). [Mig yac NiKyBaHHS PeKOMEHAYETLCA MNPOBOAUTW MEPIOAMYHI OrNafuM, 4acToTa | XapakTep SKMX 3anexaTb Bif
iHAMBIAYaNbHUX 0CO6/IMBOCTEN NauieHTKW. XKIHOK cnig noiH(GopMyBaTK, NPO AKi 3MiHW Y MO/TOYHMX 3a/103aX BOHW MatOTb NOBIAOMAATY NikapeBi abo meacecTtpi (ams.
HKYe PakK MONOYHOI 3a1031). OBCTeXXEHHA MOJIOYHUX 3a/103, BKIKOYAKOUM BIAMOBIAHI MeTOAWM Bidyanisauii, Hanpuknag, Mamorpadgito, cfif nNpoBOAUTM 3rigHO 3
AIH0YOH0 MPaKTUKOK CKPUHIHTY 3 ypaxyBaHHAM iHAMBIAYaIbHUX KNIHIYHMX NOTPe6 NauieHTKMN.

"inepnnasisg Ta KapumMHoOMa eHA0METPISA

Y XKIHOK 3 IHTaKTHOK MaTKOK PU3MK BUHWKHEHHS Tinepnnasii Ta KapuMHOMW eHAOMETPIs NigBULLYETLCA MPW TPUBaii MOHOTepanii ecTporeHamMmu. 3a/1eXHO Bif,
TPUBANOCTI NiKyBaHHA Ta [03W eCTPOreHy, pusuK Moxe 6yTu Bif 2 A0 12 pa3iB BULLMIA, HDXK Y XKIHOK, SKi He NpuiMaroTb ecTporeH. Iicns npunuHeHHs Tepanii
ecTporeHamu Liei pusnk 36epiraeTbes LoHaiMeHLwe ynpogosx 10 pokiB. [lofaBaHHS NporectareHiB, TakMx AK AMAPOreCTepPoH, UMKNIYHO NPOTAroM LWoHaimeHLwe 12
AHIB Ha MicsALb/28-AeHHNIA UMK abo Yy BUrAsA4i NOCTiMHOI KOMGIHOBaHOI eCTPOreH-nporectareHoBol Tepanii y XKIHOK 3i 30epeXXeHO MaTKOK MOXXEe 3amnobirTu
HagMipHOMY PU3KKY, acoLinoBaHOMY i3 3aMiCHOIKO FTOPMOHa/IbHOO Tepartieto NnLLe eCTPOreHamu.

[MpOpVBHI KPOBOTEYi Ta KPOB'AHUCTI BUAIIEHHS MOXYTb BMHWKATX MPOTATOM MEPLUMX MICALIB NiKyBaHHA. FAKLLO MPOPVBHI KPOBOTEYi abo KPOB'AHI BUAINEHHS
BUHMWKAIOTb NICNA MPU3HAYEHHSA Teparnii NPOTAroM 4edKoro yacy, abo AKL,0 BOHW TPMBAKOTL i NICNS 3aKiHYeHHS NliKyBaHHS, NoKasaHe nojanblue 06CTeXeHHs. Lie Moxe
03Hauvartu, Lo HeobXiAHO NPoBecTM 6IONCI0 eHAOMETPIA, 06 BUKNHOUMUTI 3N0AKICHICTD.

Pak MO104YHOT 331031

Yci HasBHI flaHi cBigyaTb NPo NiABULLEHWUIA PU3NK paKy MOJSIOYHOT 3a/1031 Y XIHOK, SiKi NpMiiMatoTb KOMBIHOBaHY eCTPOreH-nporectareHoBy Tepanito Ta, MOX/MBO,
HaBIiTb AKLLO BOHW NPUAMatOTb 3aMiCHY FOPMOHa/bHY Tepanito e ecTporeHamu. Lleil pusmK 3anexuTb Bif TPUBAOCTI 3aCTOCYBaHHS 3aMiCHOI rOPMOHa/IbHOT
Tepanii.

KombiHoBaHa ecTporeH-nporecTareHoBa Tepanisi: paHAoMi3oBaHe MaLebo-KOHTponboBaHe aocnimkeHHs Women's Headlth Initiative (WHI) Ta enigemionoriyHi
[OCNIHKEHHSA NMOKa3a/v MiABULLEHWNIA PU3MK PaKy MOIOYHOT 3a1031 Y XIHOK, fKi NpUiAMaloTb eCTPOreH-nporecTareHoBY 3amiCHY rOPMOHa/IbHY Tepanito NpoTarom 3
abo Ginblue pokiB. Micng NPUNUHEHHS NiKyBaHHSA Lel NiABULWEHUIA PU3NK 36epiraceTbCa NPOTArom LoHanbinbLle 5 pokiB. 3amicHa ropmoHasibHa Tepariisi, 30Kpema
ecTporeH-nporectareHoBa KOM6iHOBaHa Tepanis, NigBULLYE LWifIbHICTb MamorpaqivyHnX 306paxeHb, L0 MOXe HEeraTUBHO BMN/IMHYTU Ha PagionoriyHe BUAB/IEHHA pakKy
MOJIOUHOT 3a/103M1.

PaK A€4YHUKIB

PakK S€YHUKIB BUHMKAE 3HAYHO pijLle 3a pak MOMOYHOI 3a103U. EnigeMionorivyHi gaHi, oTpuMaHi B pe3ynbTaTi LWMPOKOro MeTaaHanidy, nokasaim feLlo nifBuLLeHuii
PU3NK Y XKIHOK, SIKi 3aCTOCOBYKOTb MOHOTEpPanito ecTPoreHoM abo KOMOGiHaLil0 eCTporeHy 3 MporectareHoM $iK 3aMiCHY rOpPMOHanbHy Tepanito; Lein pusmk
NPOSBAAETHCA NPOTArOM 5 POKiB 3aCTOCYBaHHA Ta 3MEHLLYETHLCA 3 YaCcOM MicaA NPUNUHEHHSA Tepanii. [esaki iHWi gocnifpkeHHs, y ToMmy umcni WHI, nokasanu, wo
3aCTOCyBaHHA KOMOIHOBaHOT 3aMiCHOT rOPMOHa/IbHOT Tepanii MoXe 6y Ty MoB’A3aHe 3 TaKUM caMUM abo [eLL0 HMKYUM PU3NKOM (AMB. «ToBIUHI peakLir»).




BeHo3Ha TpoM60em6b0nis

3amicHa ropmoHasibHa Tepanis nos’s3aHa 3 1,3-3-pa3oBuM NiABULLEHHAM PU3NKY BEHO3HOT TPOM60eM60iT, TO6TO TPOMO03Y FNMMOOKMUX BEH ab0 NereHeBoi embonii.
BVHWKHEHHSA Takoi NoAiT 6i/ibLu iMOBIpHE Ha NepLIOMY pOLLi 3aMiCHOT FOPMOHa/IbHOT Teparnii, HiX Mi3HiLLe.

MauieHT 3 BigOMUMK TPOMOOMDINIYHMMM CTaHaMU MatOTb MiABULLEHMIA PU3MK PO3BUTKY BEHO3HOI TPOMOGOeMOOMIT, | 3aMiCHa ropMOHasibHa Tepanis MOXe Lie
NiABULLNTK L pu3nK. ToMy 3aMiCHa ropMoHasibHa Tepanis NpoTuUnoKasaHa Ui rpyni nayieHToK.

3arasibHOBU3HAHUMK (hakTopaMun PU3MKY BEHO3HOT TPOMGOeMOONIT € 3aCTOCYBaHHA eCTPOreHiB, NITHIN BiK, BeNMKI XipypriuHi BTpPyYaHHs, TpuBaia iMmobinisauis,
OXUPiHHA (IMT > 30 Kr/m2), BariTHICTL/MICNAPOA0BUIA NEPiof, CUCTEMHUIA YepBOHWI BoBYaK (CUB) Ta pak. Hemae €AMHOI AYMKWU CTOCOBHO MOM/IMBOI PO
BapVKO3HOI0 PO3LUMPEHHS BEH Y BUHUKHEHHI BEHO3HOT TpOMBoeMOboniT.

AK i y BCiX nmicnsonepayinHmx nayieHTiB, NpodinakTUyHi 3axo4n HEOOXIAHO PO3rNAHYTU AN 3anobiraHHs BEHO3HOI TPOM60eM60ii nicns XipypriyHoro BTpyUaHHs.
FAKLLO niaHoBe onepaTBHE BTPYyYaHHA NOTpebye nofasnbliol Tpusanoi iMMo6inisauil, peKkoMeHL0BaHO TUMYACcOBO MPUMUHUTK 3aMiCHY rOPMOHa/IbHY Tepanito 3a 4-6
TVXKHIB [0 onepauil. MoKu »iHKa He Haby/ie MOBHOT PyXIMBOCTI, BiIHOBNIOBATY NIKYBaHHSA HE CAif.

)KiHkam 6e3 0co6UCTOro aHamHesy BEHO3HOT TPOM60eM6O0Nil, ane MpPW HasBHOCTI B aHaMHe3i Yy poAu4iB NepLioro CTyrneHs TPom603y Yy MO/IOAOMY Bili MOXHa
3arnponoHyBaTW CKPUHIHT MiCNs PeTenbHOro 06roBOPEHHSI MO0 06MeXeHb (Nnile YacTUHa TPOMOOQINIYHNX AeteKTIB MOXe BUSABNATUCS MPU CKPUHIHTY). AKLLO
BUABNEHWIA TPOMOO(INIYHMIA AePEeKT NOB’A3aHMUIA i3 TPOMOO30M Y UNEHIB POAMHM abo AedeKT NOB’si3aHWI i3 CEPIO3HOK aHOManiel (Hanpuknag HeaocTaTHICTb
aHTUTPOMOGIHY, NpoTeTHy S abo npoTeiHy C, abo KoMbiHaLis aedeKTiB), 3aMiCHa ropMOHasibHa Tepanist NPOTMNOoKa3aHa.

Y XIHOK, fIKi BXXe OTPUMYIOTb MOCTIAHY aHTUKOArynsHTHY Tepanito, CNif peTesibHO 3BXXMUTU KOPUCTb Ta PU3MK 3aMiCHOT FOPMOHa/IbHOI Tepanii.

AKLLO BEHO3Ha TPOMOOeM60/is PO3BMBAETLCA MICNA NoYaTKy Tepanii, NpuiioM npenapaty cnig NpUnMHUTK. MayieHToK cnif noiHgopMyBaTK, WO M CAif HeraHo
3BEPHYTMCA [0 NiKaps NPU BUHUKHEHHI MOTEHLIMHUX TPOMOOEMOOIYHMX CUMNTOMIB (Hanpuknag 60104nii HAOPAK HOMKW, PanToBUIA GiNb Y rpyasaX, 3a4MLLIKa).
lLemivyHa XBopoba cepus

Y paHAoMi30BaHUX KOHTPO/IbOBaHUX AOCNIAXKEHHAX He BMSBMEHO [0Ka3iB 3aXMCTY Bif IH(apKTy Miokapfa Yy >KIHOK 3 abo 6e3 iwemiyHoi XBOpobu cepus, SKi
OTPUMYHOTb KOMBIHOBaHY eCTPOreH-nporectareHoBy Tepanito abo 3aMiCHY ropMOHa/IbHY Tepanito fuLLIe ecTporeHamMu.

Kom6iHoBaHa ecTporeH-nporecTareHoBa Tepanis: BiLHOCHUIA PU3MK BUHUKHEHHS iLLeMiYHOI XBOPOOM cepus nif yac 3amiCHOT FOpPMOHaNbHOI Tepanii He3HaYHo
nigBuLLeHNA. OCKiNbKN 6a30BUIA abCONKOTHUIA PU3KMK iLLEMIYHOT XBOPO6U Cepus 3HAYHOK MIPOKD 3a/IeXWTb Bif BiKY, KiNbKICTb A0AATKOBMX BUMNAAKIB iLIEMiYHOT
XBOPOOM cepus Yepes 3aCTOCYBaHHA eCTPOreHiB-NporecTareHis AyXe Masa y 340p0BUX XIHOK HA MOMEHT HaCTaHHA MeHonay3u, ane bye 3pocTaTi y CcTapLioMy Billi.
ILUeMiYHWUI iHCYNbT

Komb6iHoBaHa ecTporeH-nporectareHoBa Tepanis Ta MOHOTepanis eCTporeHamy acoujinosaHa 3 1-1,5-pa3oBuM MigBULLEHHAM PU3KKY iLLEMIYHOMO IHCY/bTY. BigHOCHWI
PU3MK He 3MIHIOETLCA 3 BIKOM 260 4acOM 3 MOMEHTY HacTaHHs MeHonay3u. [MpoTe, OCKifbK1 6a30BUIA PU3MK iHCYIbTY 3HAYHOKO MipOO 3a/1eXNTb Bif, BiKY, 3araibHWiA
PU3UK IHCYNbTY Y XIHOK, SKi NPMIAMatOTb 3aMiCHY FOPMOHa/IbHY Tepanito, 36ibLIYETLCA 3 BIKOM.

JoNoMiYKHI peYOBUHMN

Llein nikapCbKWin 3aci6 MIiCTUTb NaKTO3X MOHOrigpaT. MNauieHTaM 3 pigKICHUMK CNaaKOBMMK (hopMami HENepeHOCMMOCTI rasiakTo3n, HeAOCTaTHICTHO NlakTasn abo
CUHAPOMOM T/THOKO30-ra1iakTo3HOT Masibabcopbuil He cnif 3acTOCOoBYBaTY Liei npenapar.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagto.

BariTHicTb

3a pospaxyHkamu Gifblie 9 MiNIbAOHIB BariTHUX XXIHOK MpuiMann AuaporectepoH. [lotenep He BUAB/EHO [OKa3iB LUKIAIMBOrO BMMBY AMAPOrecTepoHy Mpu
3acToCyBaHHi y nepiof BariTHOCTI.

Y nitepatypi onucaHe JOCNIKEHHS, SKe NOKa3aso, L0 3aCTOCYBaHHA AeAKMX NporectareHiB Moxe 6yTun Nos'sa3aHe 3 NigBULLEHUM PU3NKOM rinocnagii. Asie OCKifbKu
[0 LbOro yacy Le He 6yno NigTBepaAXXeHO B iHLWKMX JOCNILKEHHAX, HE MOXKHA OCTaTOYHO BM3HAYUTMCA LOAO PO/ NporecTareHis y po3BuTKy rinocnagii. KniHivHi



LOCNIIKEHHS, B AKX 0OMeXKeHa KiflbKiCTb XIHOK NiKYBa/IUCA UAPOreCTEPOHOM Ha PaHHIX TepMiHax BariTHOCTI, HE MOKa3ain MiABULLEHHS PUSKNKY. HISKUX iHWNX
enifeMionoriyHmx AaHux Aoci Hemae.

Y LOKMIHIYHMX AOCNIKEHHAX eMOpioheTasbHOro Ta MOCTHATa/IbHOr0 PO3BUTKY eqieKTu Bignosiganu hapmMakoioriyHomy npodinto. HecnpuaTnunei eeKT BUHNKaIN
NILLIE TOZ, KON BNAWB Mpernaparty 3Ha4HO MepeBuLLyBaB MakCUMasibHYy EKCMO3NLLI0 ANS MIOANHMN.

[naporecTepoH MOXKHa 3aCTOCOBYBATM NPOTATOM BariTHOCTI 38 YITKMMW NOKa3aHHAMM.

Mepiof roflyBaHHs rpyanto

Hemae gaHnx Npo NPOHUKHEHHS ANAPOrecTepoHy Y rpyAHe MOJOKO. [locnifjKeHb 00 NPOHUKHEHHS AWAPOreCTeEPOHY Y rpyLHe MOIOKO He MPOBOAWIIN.

[lOoCBif, 3aCTOCYBaHHA iHLUMX MPOrecTareHis BKasye, L0 MporectareHn Ta ix MeTaboniTi NpPOHWKAOTbL Y rPyAHe MOMIOKO B MaivX KinbKoCTAX. HeBigomo, un icHye
PU3UK ANA AUTUHW, TOMY AWAPOreCTePOH He C/lif, 3aCTOCOBYBATM Y Nepioj rofyBaHHsA rpyaato.

PepTUNbLHICTL
Hemae foKasiB, L0 AMAPOTeCTePOH Y TepaneBTUYHNX 403aX 3HUXKYE (DePTU/bHICTD.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWIMMKU MeXaHi3mamu.

NyhacToH® Mae HeicTOTHUIA BNAIMB Ha 3[aTHICTb KepyBaTh aBTOMOGINIEM | NpaLoBATU 3 MaLLIMHAMM | MeXaHi3MamMu.

HeuacTo AnaporectepoH MOXe CMPUUYMHATU HEBENIMKY COH/IMBICTb Ta/abo 3amaMOpOuYeHHs, 0CO6NMBO Y Meplli Kifbka roguvH nicns npuinomy. Tomy Kepysatu
aBTOMOGiNnem abo npawtoBaTi 3 MexaHisMamu HeOO6XiAHO 3 06EPEXHICTIO.

Cnoci6 3acTocyBaHHs Ta [03W.

HacTynHi cxemn [03yBaHHS peKOMeH/[oBaHi Ans NikyBaHHs npenapatom [ydacToH®. [losn, cxemy Ta TpuBanicTb NiKyBaHHsS MOXHA KOPUIyBaTW 3aNieXHO Bifl
TSOKKOCTI po3nafy Ta iHAMBIAYa/IbHOT KNiHIYHOT BIAMOBIAI NaujieHTa.

HeperynsipHi MEHCTPYa/IbHI LIMKAU

JIOBXXUHA LMKNY 28 [IHIB MOXXe BYTY A0CATHYTA LNSXOM NpusHadeHHs 1 TabneTkn dyhacToH® Ha 106y 3 11-r0 no 25-ii ieHb LKAy .

EHAoMeTpio3

Big 1 no 3 Tabnetok AydacTtoH® Ha 06y 3 5-r0 no 25-i AeHb LMKy abo NPOTAroM ycboro Umkny. [o3un, KpatHi 10 Mr Ha A06y, cnifi po3nofinuTii piBHOMIpHO
NPOTAroM J06U. PEKOMEHAYETLCA MPU3HAYUTU HaBULLLY 403y Ha MNOYaTKOBOMY eTani NiKyBaHHS.

AuncmeHopes

Big 1 go 2 Tabnetok AydacToH® Ha fo6y 3 5-ro no 25-ii fieHb LMKny. [lo3n, KpaTHi 10 Mr Ha go6y, cnij po3noginuTi PiBHOMIPHO NPOTAroM A06U. PEKOMEHAYETLCA
NPU3HAYUTIN HaBMLLLY 403y Ha NOYaTKOBOMY eTani NiKyBaHHS.

be3nnigasn, cnpuyMHeHe NTETHOBOK HEAOCTATHICTHO

1 TabneTtka AydacToH® Ha f06Yy 3 14-ro No 25-i1 AeHb LMKAY.

Lle nikyBaHHS cnif MPOAOBXUTY NPOTArOM MiHIMYM 6 MOCMIA0BHUX UMK/IB. PEKOMEHAYETHCA MPOAOBXUTY NTIKYBaHHA NPOTArOM NepLUnX MicsLiB BariTHOCTI Yy TUX XXe
[03ax, AK i 419 3BU4HOT 0 BUKUHS.

MigTpmka NHOTETHOBOT ha3n NP 3aCTOCYBAHHI JONOMiXKHUX PENPOAYKTUBHUX TexHonorin (APT)

1 Tabnetka AydacToH® 3 pasu Ha aeHb (30 Mr Ha 06Y). JlikyBaHHS MOYMHAKOTL 3 AHA 3a60pYy OOLMTIB i MPOAOBXYOTb NPOTAroM 10 TUXKHIB, AKLIO BariTHICTb
NigTBEPLKYETHCA.

3arposa BUKUHS

MouaTkoBa Ao3a: 4 Tabnetkun [yhacToH® oapasy, notim no 1 taénetui AyhacToH® KoXHi 8 roguH. [lo3n, KpatHi 10 Mr Ha Ao6y, cnif piBHOMIPHO PO3NOAINNTA
NPOTAroM A06u. PEKOMEHAYETLCA MPU3HAYUTIN HaBULLLY A03Y Ha MNOYaTKOBOMY eTani NiKyBaHHS.




AKLLO CUMNTOMM He 3HMKalOTb ab0 3HOBY 3“SABNAOTLCSA Mif, Yac NiKyBaHHS, 403y HEO6XiAHO 36iNbWNTY Ha 1 TabneTky JydhacToH® KOXHi 8 roaunH.

[icns TOro, SK CUMNTOMU 3HUKAKOTb, eDEKTUBHY A03Y HeoOXigHO 36eperT MPOTArOM O4HOI0 TUMXKHS, NIC/S YOro Ti MOXKHA MOCTYMOBO 3MEHLUMTU. AKLO CUMNTOMU
3‘BNAKOTLCA 3HOBY, /liKyBaHHA Ma€ OyTW HeramHo BigHOB/EHE 3 A03YBaHHAM, AKe BUABMUIOCA eDEKTUBHUM.

3BMYHUIA BUKWUAEHD

NiKyBaHHs Heo6XiIHO po3noyaTy A0 3a4atTsa. 1 TabneTka AydacToH® Ha 106y A0 20-r0 TUXKHSA BariTHOCTI, MiC/I YOro MOXHA MOCTYNOBO 3HXKYBATY 03Y.

FAKLLO CMMMTOMM 3arpo3u NepepuBaHHA BariTHOCTI 3’ABNAKOTLCA Mif Yac NiKyBaHHSA, NiKyBaHHA CNif NPOAOBXUTHU, AK Lie OMMUCaHOo Y BUMAAKY 3arpo3n BUKUAHS.
AnchyHKLIiHa MaTKOBa KPOBOTEYaA

2 Tabnetku [yhacToH® Ha A06Y NPOTAroM 5-7 AHIB Y NOEAHAHHI 3 ECTPOreHOM.

Uepes Kinbka AHIB NiCNs 3aKiHYEHHS TaKoro NiKyBaHHS 3*ABUTLCS KPOBOTEYA BiAMIHN.

3 MeTO0 NPOMINAKTUKM NOAANLLLOIO BUHUKHEHHS KpoBoTedi [dythacToH® npusHauaTi no 1 Tabnetyi Ha fo6Yy 3 11-ro No 25-i AeHb LMKIY.

Y pasi KiCTO3HOT remopariyHoi meTponarii npuaHavaty 1 Tabnetky AyhacToH® Ha 106y 3 11-r0 No 25-ii ieHb LKAy .

Y [eskux Bunafkax MoXe BUSBUTUCA HEOOXIAHUM MPU3HAYeHHS eCTPOreHy MPOTArOM NepLuoi MOAOBMHM LMKY. Yepes Kifbka AHIB NiCNS MPUMNUHEHHS Takoro
NiKyBaHHA 3‘ABUTbCA KPOBOTEYa BigMIHN.

Take nikyBaHHS C/ij NPOAOBXUTW NPOTArOM Ki/lbKOX LIMKNIB.

BToprHHa ameHopes

[ns nikyBaHHA 0AHOYaCHO HEO6XIAHO MPU3HAUYUTM ecTporeH. EcTporeH npusHaumTy 3 1-ro no 25-i aeHb UMKy, 3 11-ro no 25-i AeHb Y NoeAHaHHI 3 1 TabneTKo
NydacToH® Ha 006y .

[ns CTBOPeHHs nepefyMOB /15 HACTYMHUX LMKIIB Tepanito NoYMHaTK Ha 5-1 AeHb Mic/is noYaTKy KPpoBOTeUi LASAXOM NPU3HAYeHHS eCTPOreHiB (3 5-ro no 25-i fieHb).
AydacToH® 10 Mr npusHayaTi 3 11-ro no 25-it feHb.

[ns nonepemKeHHs rinepnnasii eHAOMETPIs Yy nepiog, MeHonay3su

MpOTAroM KOXHOro 28-AeHHOrr0 UMKy Tepanii ecTporeHaMu NpuiiMaTi nLLe eCTPOreH NPOTArom neplumx 14 aHis, i NPOTArom HacTynHUX 14 aHiB npuiivati 1 abo 2
TabneTkn, Wo Mictatb 10 Mr AMaporecTepoHy, A0AaTKOBO 40 Tepanil ecTporeHaMu. Y pasi fo3yBaHHA 10 Mr agnaporectepoHy 2 pasu Ha 4oby npuiioM TabneTok chif
pO3MNOAINNTA NPOTArom 4o6K. KpoBoTeya BiAMIHN 3a3BMyali BUHMKAE Nif Yac 3aCTOCYBaHHA ANAPOrecTEPOHY.

3acTocyBaHHA KOMOGIHOBAHOI Teparii eCTPOreHoM Ta MporecTareHoOM Y >KIHOK Yy MOCTMeHonay3si Heob6XigHO 0OMEXUTU MiHIMa/IbHOK e(eKTMBHOK [030K0 Ta
HaMKOPOTLLUMM TEPMIHOM [NS AOCATHEHHS TepaneBTUYHOI MEeTW, a TakOX MNepioguyHo Cnifg nepernsgatv pusmkn AN KOXHOI KiHKM (amB. «Oco6AmnBOCTI
3aCTOCYBaHHS»).

Cnoci6 3acTOCyBaHHS

[ns nepopanbHOro npuiiomy.

Mpw 3acTOCYBaHHI BULLMX 03 TabMETKN Mat0oTb By TW PIBHOMIPHO PO3MNOAiNeHI AN NPUIAOMY NPOTArom 4o6wu.

aiTn.
Uepes HefOCTaTHICTb JaHKX Npo 6e3neKy Ta eeKTUBHICTb 3aCTOCyBaHHs [ythacToHy® AiTaAM He peKoMeHIyeThCA NPr3HaYaTh Npenapar Ll KaTeropii nawieHTis.

Nepepo3yBaHHA.

CumnTomu.

[vpporectepoH € npenapatoM 3 Ay>Ke HWU3bKOK TOKCUYHICTIO. CUMMTOMM, iKI TEOPETUYHO MOXYTb BUHUKHYTW Yy pasi nepefo3yBaHHS — Hy[oTa, O/1l0BaHHS,
COH/IMBICTb | 3anamopoYeHHs. HeBifomi BUNaaKun, KON nepefo3yBaHHs AUAPOrecTepPOHY MpU3Beno 40 LKIAAMBMX HacNifKiB (MakcuMaibHa feHHa [o3a, NpuiAHATa
NOAMHOI0, cTaHoBua 360 Mmr).



NikyBaHHs.
CneundiyvHe nikyBaHHSA He NOTPiOHE. Y pasi nepeao3yBaHHA MOXKHa PO3risAaTi CUMMITOMAaTUYHE NiKyBaHHS.

Mo6iyHiI peakuil.

Mpw 3acTOCyBaHHI ANAPOreCTEPOHY Y KNIHIYHMX AOCMIIKEHHAX 3a NOKasaHHSMKW 6e3 NiKyBaHHS eCTporeHaMu HaiuvacTille MOoBiAOMAANOCS MPO HACTYMNHI NOGIYHI
peakLii: BariHaslbHa KpoBOTEYa, MirpeHb/rofIoBHUI 6inb, HyA0Ta, 61t0BaHHS, 6ilb Y XKMBOTI, MEHCTPYasIbHI po3naan Ta 6ifb/4yTANBICTb MOIOYHMX 3a/103.

HacTynHi no6iyHi peakyii crocTepiraincs 3 HKYeHaBeAeHOK YacTOTOK Y KNIHIYHMX AOCMIIKEHHAX 3aCTOCyBaHHS anaporectepoHy (n=3483) 3a nokasaHHAMMK 6e3
NiKyBaHHSA €CTpOreHamu, y [ABOX CMOHCOPOBaHMX KOMMAHIE IHTEPBEHUINHUX KAIHIYHMX OOCMAIMKEHHAX WOAO MIATPMMKM MHOTETHOBOT (ha3n Mpu 3acTOCyBaHHI
[OMOMIDKHUX PenpoayKTUBHUX TexHonoriin (OPT) i3 3actocyBaHHAM augporectepoHy (n=1036) Ta 3a CMNOHTAHHUMMK MNOBIZOMIEHHAMKU. YacToTa BUHUKHEHHS
NOBIYHMX peakLiin I'PYHTYETLCA Ha HabifbLL KOHCEPBATUBHOMY MiAX0AL: AyXe yacTo (=1/10); yacTo (=1/100, <1/10); HeuvacTo (=1/1000, <1/100); pigko (=1/10000, <1
/1000).

HoBoyTBOpeHHSA A06POAKICHI, 3M109KICHI Ta HEBM3HAYEHI (BKIHOYAKOUM KiCTU Ta MOJIINW):

PifiKo: 36iNbLUEHHS Y po3Mipax nporectareH3aneXHUX HOBOYTBOPEHb (HanpuKnag MeHiHrioMmn)*.

KpoB i nimgatnyHa cuctema

PifKO: remoniTMyHa aHeMist™ .

IcuxiyHi po3nagn

HeuacTo: fenpecvBHNUIA HaCTpIiA.

IMyHHa cucrtema

PifiKo: peakuil rinepyyTaMBOCTI.

HepBoBa cuctema

YacTo: ronoBHWUi 6inb | MirpeHs.

HeuacTo: 3anaMopoYeHHS.

PifIKO: COHNMBICTb.

TpaBHWUI TPAKT

YacTo: HyfoTa, 6/1t0BaHHS, 6i/b Y YXKMBOTI.

"enaTobiniapHacucTema

HeuyacTo: nopyLeHHs GyHKLIT NeYiHKK, WO CYNpPOBOAKYOTLCA CNabKICTIO ab0 He3AyXKaHHAM, XXOBTSAHULEI Ta 60/1eM Y XKMBOTI.

LUKipa i nigwKipHi TKAHUHWX

HeuacTo: anepriuHuii gepmatuT (Hanpuknag BUCMNaHHs, CBepoiX i KpONuB’AHKa).

PifKo: aHriOHEBPOTUYHUIA HAOPAK® .

PenpoAyKTVBHA CUCTEMA | MOJIOYHI 331031

[y>Ke yacTo: BariHa/lbHa KpoBOTeuYa.

YacTo: MeHCTpyasibHi po3nagy (y TOMy 4ucni MeTpoparis, MeHoparis, oniro-/aMmeHopes, AUCMeHOpes Ta HeperynsapHi MeHcTpyauii), 6inb y MOIOYHUX 3ano3ax
/9yTNIMBICTb MOJIOYHUX 3a/103.

PifKo: npunyxnicTb MOOYHKX 3a/103.

3arasibHi po3nagm i MicueBi peakuit

PifKo: HabpsiKu.

O6CTexeHHs




HeuvacTo: 36i/IbLUeHHA Macy Tifa.

*[M06IYHI peakuii 3i CMOHTAHHUX MOBIAOM/IEHb, L0 He CMOCTePIranncs y KNiHIYHUX AOCNIKEHHSX, 6y BHECEHI [0 YacTOTU «pifKOo>» Ha OCHOBI TOrO, WO BEPXHS
mexa 95 % [0BipYOro iHTepBasly O4iKyBaHOT YaCTOTM OLIHIOETLCA He BULLe 3/X, fe x=3483 (3arasibHe YnCo Cy6’eKTIB CNOCTEPEXEHHS Y KNIHIYHMX AOCNIIKEHHSAX).
Mo6iYHi _peakuil, acouiioBaHi 3 eCTpPOreH-NporecTareHOBUM MNiKyBaHHAM (AMB. TakoXX po3fin «Oco6nMBOCTI 3aCTOCYBaHHA» Ta iHCTPYKUIlT A7 MEeANYHOro
3aCTOCYBaHHA NpenapaTiB eCTPOreHiB):

- pakK MOJ/IOYHOI 3a/103u, rinepnasis Ta KapunHoma eHAOMETPIfA, paK AEYHUKIB* *;

- BEHO3Ha TpoMb6oembonis;

- iH(hapKT MioKapAa, ilueMiyHa XBopoba cepus, iLuemMiYHUIA iHCYNbT.

** 3acToCyBaHHA MOHOTepanii ecTporeHoM abo KOMOGIHOBaHOI ecTPOreH-nporectareHoBol 3amiCHOI ropmoHanbHoi Tepanii (3FT) 6yno acouilioBaHe i3 AeLlo
NiABWLLEHMM PU3MKOM [iarHOCTYBaHHA paKy SeYHMKIB (AMB. «OCc06MBOCTI 3aCTOCYBaHHA»). MeTaaHani3 52 enigemionoriyHnX AocnifpKeHb Nnokasas
NiABULLEHWIA PU3UK paKy SEYHMKIB Y XIHOK, siKi 3acTocoByBaniv 31T, NOPIBHAHO 3 XXiHKaMK, AKi Hikonn He 3actocoByBaiv 3I' T (RR 1,43; 95 % CI 1,31-1,56). ¥ XiHOK
BikoM 50-54 poku, sKi 3actocoByBaniv 3T ynpoaoBX 5 pokiB, pe3ynbTaT NokasaB OAMH A0AaTKOBMI BUNagoK Ha 2000 nauieHTiB. Y 6113bKo 2 i3 2000 XiHOK BiKOM
50-54 poku, aKi He 3acTocoByBanu 31 T, 6yB AiarHOCTOBaHWI paK SEYHMKIB 3a 5-pivHuiA nepiog,.

TepMiH NpuAaTHOCTI. 5 poKiB.

YMmoBu 36epiraHHA. He noTpebye 0cobamBMX YMOB 36epiraHHs. 36epiratv y HeAoCTynHOMY Ans AiTel micu.
Ynakoska o 14 a6o 20, ab6o 28 TabneTok y 6nictepi; no 1 6nicTepy B KapTOHHIA KOPOOLL.

KaTeropis Bignycky. 3a peLenTom.

BupobHuk. A660TT bionomkikans b.B., HigepnaHau/Abbott Biologicals B.V., The Netherlands.

Micue3HaxomkeHH BUPOOHMKa Ta agpeca Micusa NpoBaKeHHs Moro aisnbHocTi. Beepser 12, 8121 AA OnbcT, HigepnaHan/Veerweg 12, 8121 AA Olst, The
Netherlands.



