¥ Hapopna anTeka

IHCTPYKLUIA

AN MeAUYHOro 3aCTOCyBaHHSA J1iKapCbKOro 3acoby

OAYDPACTOH®

(DUPHASTON®)

Cknap:
Airo4ya peqdoBuHa: ONAPOrecTepoH;
1 TabneTtka MicTUTb angporectepoHy 10 mr;

AOrNOMIXKHI  pedyoBuHU: i4po  TabsieTkyu — NnakKrto3a, MoHorigpart;
rinpoMenosa; Kpoxmanb KYKYpPYyA3SHWUN; KPEMHIl0 AiOKCUA KOJOIAHUN
6e3BOAHNN; MarHito cTeapar;

ob6osioHKka: makporon 400, rinpomenosa, TuTaHy giokeung (E 171).

Jlikapcbka popmMa. TabneTkn, BKpUTI NAIBKOBOK 060/10HKOHO.

OCHOBHI @i3nKO-XiMiYHi BJ1IaCTUBOCTI: Kpyrna, ABOOMNykKna, BKpuUTa
NNiBKOBOK 06010HKOW, 6ina TabneTka 3i CKOWEHUM KpaeM, 3 JliHIE0
ANs  poO3/IOMy Ta  MapKyBaHHaM «155» 3 ogHoro 6oky no
obunasa 60ku Big NiHiT Ang posnomy. [liametp — 7 MM.

JliHia ona po3noMy Npu3aHayeHa TiNbKU ANA NONEerweHHsa KOBTAHHA i
He po3adinse TabneTky Ha piBHI 403U.

dapMmakoTepaneBTM4YHa rpyna. [opMOHM cTaTeBuxX 3an03 |
npenapaTtu, $AKi 3aCTOCOBYKTbL MNPW NATONOrl CTaTeBOi CUCTEMMU.
fectareHun. MNMoxigHi nperHaaieHy. Kog ATX GO3D BO1.
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dapMaKooriyHi B1aCTMBOCTI.
QapmakoagnHaMIKa.

MexaHi3M aii

AnpporectepoH € CeneKTUBHUM recrareHoM, SKWUi 3aMillye AesKi
dyHKUIT NporecTtepoHy.

SK recrareH, AuaporectepoH BWHATKOBO BMJIMBAE JiMWe Ha
eHZAOoMeTpin, C/I30BY NiXBKU Ta LEepBiKanbHOro KaHany.

AvaoporectepoH He NpUrHidye osynsauito. Lle o3Havaeg, WwWo MOXAMBICTb
3annigHeHHS  AWUEKNITUHW Yy HeBariTHUX XXIHOK npu  nNpunoMi
ANOporecTepoHy 3a/MLLAETLCA.

AnpporectepoH i  Woro mMetabonitm He MakwTb TEpMOreHHUX
B/TACTUBOCTEMN.

Y XIHOK Yy MocCTMeHonay3si 3i 36epexeHo MaTKOK 3aMicHa Tepanis
ecTporeHamMmm npu3BOAUTbL A0 MNiABULEHON0O PU3NKY  PO3BUTKY
rinepnnasii eHAQOMeTpisa | paky eHaoMeTpia. [logaBaHHA nporectareHis
MOXe 3anobirtm HagMipHOMY pU3UKY.

LinkniyHe goaaBaHHA ANAPOreCTepPOoOHY XiHKaM, Y 9KUX eHaoMeTpin 6yB
CTUMY/IbOBAHWN eCTPOreHoM, nepeBoanTb MOro y dasy cekpeuii.

AnpporectepoH He Ma€ MacKyhniHisyroumx abo  Bipuaisyrumnx
BflaCcTUBOCTEeN. inaporectepoH He Ma€e aHaboniyHnx abo KOpTUKOIAHMX
BJ1ACTUBOCTEMN.

KniHiyHa edheKkTuUBHICTb Ta 6e3neka

[liaTpuMka  1H0TEIHOBOI a3 npu  3aCTOCYBAaHHI  AOMOMDKHUX
DEernpoAyKTMBHUX TexHosaoriv (APT)

[MpoBeaeHo noasinHe cnine, 3 NoABINHUM MaCKyBaHHSM,
paHAaoMi3oBaHe, 6araTtoueHTpoBe AOCAIAXEHHSA 3@ Yy4yacTio ABOX
napanenbHUX rpyn Ans nNOpiBHAHHA edeKTUBHOCTI, 6e3nekun i
NepeHoCMMOCTI AnApOoreCTepoHy AN nepopasibHOro 3acTtoCyBaHHS B
po3i 30 Mr Ha poby Ta iHTpaBariHanbHOro MiKpPOHI30BaHOro
nporectepoHy B Kancynax B no3i 600 mr Ha goby anga nNiaTpMMKMU
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NOTEIHOBOI dazun npu 3aCTOCYBaHHI TEXHOOTIN
3annigHeHHs in vitro (LOTUS I).

[ONOBHY MeTy [oCnigaXeHHa - [MpOAEMOHCTpyBaTM He MeHwy
e(PeKTUBHICTb MepopasibHOro AMAporectepoHy B  MNOPIBHSAHHI 3
IHTpaBariHaAbHUM MiKpPOHI30BaHWUM MPOreCTepOHOM 3 TOYKU 30pYy
HassBHOCTI cepLeBMX CKOpoYeHb Yy njoga Ha 12-Mmy TuxHi rectauii (10-
N TMXXAEHb BariTHOCTI) — 6yN0 AOCATHYTO.

Y pocnigXyBaHin nonynsuil nauieHTiB 4YacToTa HaCTaHHS BariTHOCTI,
nigTeepaxeHoi Ha 12-My TumxHI rectauii (10-i TuXAeHb BariTHOCTI),
ctaHoeBuna 37,6 % i 33,1 % B rpynax AauaporectepoHy Ta
MIKPOHI30BaHOro nporectepoHy BignoBigHO. Pi3HWMUA B  4acCTOTI
HacCTaHHSA BariTHOCTI MiX ABOMa rpynamm crtaHosuna 4,7 (95 % Al, -
1,2; 10,6).

Y Bnbipui cyb’exTiB gocnigkeHHsa ans ouiHku 3 6e3nekun (1029 cyb’ekTiB
AOCNIMKEHHSA, SKi OTpuManu NpuUHaAWMHI O4HY [03Y AO0CNIAXYBaHOro
npenapaTty) Bunagkyu HebaxaHuUX SBULL, WO BUHUKAW Mig 4ac Tepanii
(TEAE), npo ski noBigoMnsanocs Han4vacTtiwe, 6ynm igeHTU4YHUMmM B 060X
AOCNiAKYBaHUX rpynax.

Y 3B'13KYy 3 XapaKTepoM A0CAiAXYBaHOro NokasaHHsa Ta AO0CNiAXYyBaHOI
nonynsuii nauieHTIB MeBHA KiNbKIiCTb paHHiIX abopTiB/BUKNAHIB €
odvikyBaHow, ocobnuBo A0 12-ro TwmxHA rectauii (10-ro TUXHS
BAriTHOCTI), OCKIiNIbKM MNPOrHO30BaHMM MNOKA3HWK YaCTOTU HACTAHHA
BariTHOCTI y uen nepioa ctaHoBUTb 61M3bko 35 %.

Mpodinb 6e3nekn, WO CnocTepiraBcs y UbOMy AOCNIAXEHHI, BianoBiaas
O4YiKyBaHOMY, BpaxoOBYKUM  BCTAHOBSeHUMN  npodinb  besneku
ANOPOrecTepoHy, a TaKOX AOCNigXyBaHy nonynqauitdo nauieHTiB i
AOoCnigXyBaHe rnokasaHH4.

®dapMaKoKiHETHKA.

Ha BigMiHY Big nporecrepoHy, AUWApOrectepoH He EeKCKPEeTYETbCH i3
ceyeto y Buria4di  nperHadHgiony. TakuMm 4umHOM, 36epiraetbcs
MOXJ/MBICTb BWU3HAUYUTU CeKpeuito eHOOreHHOro nporecTtepoHy 3a
eKCKpeLui€o nperHaHgiony.

[Mpwn NnepopasnbHOMY 3aCTOCYBaHHI Y cepeaHboMy 63 % [03U BUBOAUTLCS
i3 ceyeto. NNoBHe BMBeaeHHS BiabyBaeTbcsa yepes 72 roanHn. OCHOBHUM
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noro Metabonitom € 20-anbda-gurigpoanaporectepoH (Ar4), skuu
BUAINAETLCA i3 ceyero y 3B's13aHOMY 3 rMIOKYPOHOBOIO
KMCNOTOK CTaHi. 3aranbHOK BMACTUBICTIO BCiX MeTabonitiB € 36
epexeHHa CTPYKTypu

4,6-pieH-3-0Ha BUXIAHOI  peyoBUMHM |  BIiACYTHiICTb 17-anbda-
rigpoOKCUNOBaHHSA, WO TMNOACHIOE BIACYTHICTbL Yy AWMAPOrecTtepoHy
€CTPOreHHOro Ta aHApPOreHHoro egekTiB.

[licha nepopasibHOro 3acToCyBaHHS AWMAPOrecTepoHy KOHLUEeHTpauia y
nnasmi Al 3HayHo BuLWa, HiXX BUXigHOI pedoBMHWU. CniBBIAHOLUEHHS
AUC (nnowa nia KpMBOK KOHUEHTpauil y nnasmi) ctTaHoBUTb 6/1M3bKO
30.

AnpporectepoH wWwBMaKo abcopbyeTbcsi. MakcuManbHa KOHUEHTpauis
anpporectepoHy i A aocsaraerbcsa yepes 0,5-2,5 roanHu.

KniHivyHi XapaKTepucTukKm.

lNoka3zaHHs.

- HeperynspHi MeHCTpyasibHi UMKNN;
- eHAO0MeTpio3;
- ANCMeHopes;
- 6e3nniansa, cnpuyMHeHe NTEiHOBOK HEeAOCTaTHICTIO;
- niaTpMMKa NOTEIHOBOI daszun npu 3aCTOCYyBaHHI AOMNOMIXKHUX
penpoayKTUBHUX TexHonorin (APT);
3arpo3fiMBMnN i 3BUYHUM BUKWAEHb, MOB'A3aHUA 3 MPOrecTepoHOBOIO

HeaoCTaTHICTIO.

[OydacToH® MOXHa 3acTocoByBaTM €K LUUKNIYHE [OMNOBHEHHA A0 Tepanii
eCTporeHaMmm y XiHOK 3 iHTaKTHOK MaTKOH:

- ONg nonepenxeHHs rinepnaasil eHAOMEeTpia y nepiog MeHonayswu;

- npy ANCHYHKLIMHUX MaTKOBUX KpoBOTeYax;
- Npy BTOPUHHIN aMeHopel.

lMporunoka3aHHA.

- HepiarHocTtoBaHa BariHasbHa KpoBOTeua;
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- HasiBHi CepWO3Hi 3axXBOPKOBAHHS Me4dyiHKKM abo HasABHICTb CEPMO3HUX
3aXBOPIOBaAHb MEYiHKM Y MUHYJIOMY, SIKLWO MOKA3HWUKWU (PYHKLUIT NEeYiHKKU He
HOopManilyBanucs;

- cnig  BpaxoByBaTuM  MPOTUMOKA3aHHA ANA  eCTpOoreHiB, 4KWo iX
3acTocoByBaTh Yy KOMbiHaLUii 3 nporectareHaMmm, TaKNMMN K ANAPOrecTepoH;

- BCTAHOBJIEHA riNepyYyT/AMBICTb A0 aKTUBHOI pe4vyoBuMHM abo Ao 6yab-gKoro
iHLWOro KOMMOHEeHTa npenapary;

- BCTaHOBNEeHI abo nigo3pioBaHi nporecrareH3anexHi HOBOYTBOPEHHS
(Hanpuknag MeHiHrioma).

JlikyBaHHS 3 MeTOI0 NiATPUMKK NOTEIHOBOI ha3un Npu 3aCTOCyBaHHI AOMNOMIDKHUX
penpoayKTUBHUX TexHonorin (APT) cnia NpuUAMHUTM, SKWO AiarHOCTOBaHUMN
abopT/BUKMAEHD.

B3aemopgisa 3 iHWMMMN JliIKapCbKUMW 3acobamMun Ta iHWI Buagn
B3aeMogin.

[aHi gocnigxXxeHb in vitro ceBig4aTb, WO OCHOBHWUW LWAAX MeTabonismy,
3aBAAKM SKOMY YTBOPKETLCA ONIOBHUU (apMakoNOriyHO aKTUBHUMN
mMeTaboniT 20a-aurigpoanaporectepoH arn),
KaTanisyerbcsa anbaoketopenykrasor 1C (AKR 1C) y unto30.i NtoamnHMN.
HapiBHi i3 uMTO301bHMM MeTaboniaMoM MeTabosliuHi nepeTBOpPEHHS
30iNCHIOTLCSA  i30pepMeHTaMn uutoxpomy P450 (CYP), m™anxe
BUHATKOBO  i3o0pepMeHTOM CYP3A4, WO CANpPUYMHSAE  YTBOPEHHS
DEKINIbKOX HE3HAUYHUX MeTaboniTiB. [onoBHUM akTUBHUIK MeTaboniT A4
€ cybcTtpaTtoM Ans meTabonivyHoro nepeTBOpPeHHS 3a
aonomoroto CYP3A4. Tomy MeTaboniam auaporectepoHy i A4 moxe
NPUCKOpPOBaTUCA NpU OAHOYACHOMY MPUNOMI PEeYOBUH, WO iHOYKYOTb
depMeHTN untoxpomy P450, Taknx sk aHTUKOHBY/IbCAHTU (Hanpuknag
deHobapbitan, deHiToiH, KapbamaseniH), NPOTUMIKPOOHI NpenapaTu
(Hanpuknag pudamniuvH, pudabyTnH, HeBipaniH, edasipeHy) Ta
diTonpenapaTtu, wo MictaTtb 3Bipobin (Hypericum perforatum), wasnito
abo riHkro 6inob6a.

PuToHaBip Ta HendiHasip BiAOMiI AK CWUNbHI iHrFi6iTOpN QepMeHTIB
LUTOXPOMY, [OEMOHCTPYIOTb (PepMeHTOiHAYKYIUI BNacTUBOCTI MNpw
OAHOYACHOMY 3acCTOCyBaHHi 3i CcTepoigHMMKU TropMoHaMun. KniHiYHO
nigBuweHnn metaboniam aAmaporectepoHy MoOXe nNpu3BecTu Ao
3HUXKEHHS edeKTy.
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JocnigpkeHHa in vitro nokasanu, wo aunaporectepoH ta Al y KniHi4HO
3HAUYLWMX KOHLUEHTpaUisiX He NPUTHIYYOTb Ta He iIHAYKYIOTb epMeHTH
umtoxpomy P450, wo 6epyTb yyactb Yy MeTaboniaMi nikapcbkKux
npenaparis.

Oco6/1MBOCTIi 3aCTOCYyBaHHSI.

[Nepea NMOYaTKOM 3aCTOCYBAHHA AMAPOreCcTepoHy AN NiKyBaHHA
NaTo/IOr4YHOI KPOBOTEUi CNif BUKIOUYUTU OpraHiyHy npuynHy
KpOBOTEeUi.

Y nepuwi Micsaui NnikyBaHHS MOXYTb BUHMKATU NPOPUBHI KpoBoTedi abo
KPOB'SSHUCTI BMAiNeHHA. AKLWOo npopuBHa KpoBoTeya abo KpOB AHUCTI
BUAINEHHSA NPOAOBXYOTb BUHMKATU Yyepes AesdKMM Yac NikyBaHHSA abo
NPOAOBXYIOTbCA MiCAA 3aKiHYEeHHS NiKyBaHHSA, CNig BCTAHOBUTHU
NPUYNHY, B TOMY YUCAi, Y BUNAAKY HEOOXiAHOCTi, BUKITHOUNTH
3M1051KiCHE HOBOYTBOPEHHS eHAOMETPIs WISAXOM nposeneHHs bioncii
eHAOoMeTpIA.

Akwo byab-sike 3 HMXYeHaBeaeHUX NopyLlleHb BiabyBa€ETbCa BnepLlle
abo noripwyeTbcs nig Yyac 3acTocyBaHHS npenapaTty, Ma€ byTtu
PO3rNSIHYTO MUTAHHSA MPO NPUMNUHEHHS NiIKYBaHHS

- HaA3BUYANHO CUIbHWUN TONOBHUN 6inb, MirpeHb abo CMMNTOMU, AKi MOXYTb
BKa3yBaTM Ha ilLEMIiO0 FOJIOBHOIO MO3KY;

- 3Ha4YHe NiABULWEHHSA apTepianbHOro TUCKY;

- nosiea BEHO3HOi TpoMboeMbonii.

Y pasi 3BM4HOro abo 3arpo3nmMBoro BUKMAHA HEOOXiAHO BU3HAUUTN i
nepesipsaATH Nia Yac NiKyBaHHS XUTTE3AATHICTb nnoaa, wob
nepeKkoHaTUCH, WO BariTHICTb TPMBAE | eMOpioH XMBUN.

CtaHu, wo noTtpebyoTb Harnaay

BigoMO, WO Ha HACTYMHI piAKICHI CTaHW MOXYTb BMNJIMBATW CTaTeBI
FOPMOHM, | TOMY nNig 4ac BariTHOCTI abo nMpu 3acCToCyBaHHi CTaTeBUX
FOPMOHIB  MOXe 3'aButnucsa  abo noripwmTtmucsa:  xonecrtaTuyHa
YXOBTSIHUUS, reprec BariTHUX, TSXKun ceepbix, oTocknepo3, nopdipis,
Aenpecia Ta aHoMasnbHi MNOKa3HUKM (PYHKUIT NediHKM, ChpuYnHEHI
roctpuMm abo XpPOHIYHMM MNEe4YiHKOBMM 3aXBOPHBAHHAM. HAKWO 6yab-
SAKMM i3 UMX CTaHiB MNpUCYTHiIN abo 3'aBnsasca paHiwe, Ta/abo
noripwyBascs y nepiog BaritTHocTi abo nonepeaHbOro NiKyBaHHS
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rOpMOHaMM, NAUIEHT NOBMHEH 3HAXOAUTUCA Ni4 peTeSibHUM Harnagom.
HeobxiaHO BpaxoByBaTW, WO Ui CTaHM MOXYTb peumaumsysatun abo
MOripwunTNUCA Nig Yac Tepanil onaporectepoHoM, TOMY CNig PO3rnNaHYTHU
NPUNUHEHHA Tepanil Yy Taknx Bunagkax.

[MauieHTKaM 3 Aenpecieo B aHaMHe3i cnifg 3HaxoauTucs nih peTesbHUM
Harnagom.  AKWo  TAXKa  Aenpeciqa peunamBye,  NiKyBaHHA
AnaporectepoHOM cnig NpUNUHNUTM.

HacTynHi  3acTepexXeHHS CTOCYHTbCHA  3aCTOCYyBaHHSA  npenaparty
OydacTtoH® 3a NoKa3aHHSaM «ans nonepeaXeHHs rinepnnasii
eHaoMeTpia v nepioga MeHonaysn»

AnB. TaKOX 3acCTepeXeHHd B IHCTPYKUiaX Angd  MefuyHoro
3aCTOCYBaHHSA MnpenapaTiB eCTPOreHis.

Ana nikyBaHHS NOCTMeHonay3aJibHUX CUMMTOMIB 3aMiCHY FrOPMOHAsbHY
Tepanito cnig 3acCToCoBYBaTUM BMHSATKOBO Y BUNaaKaxX, KON CUMMNTOMMU
HeraTUBHO BMJINBAKOTb Ha SKICTb XUTTA. B ycix Bunagkax HeobxigHO
peTesibHO OLUiHIBATU KOPUCTb Ta PU3UK 3aMiCHOI FOPMOHAasibHOI Tepanii
He MeHLle O4HOro pasy Ha pik. 3aMiCHyY ropMoHasibHYy Tepanito cnig
NpPOAOBXYBaTW Jinwe B TOMY BMNAAKY, SAKWO KOPUCTb MNepeBaXka€
PU3UK.

[loKka3n CTOCOBHO pWU3KKIB, MNOB’SI3@aHMX i3 3aMiCHOO FOPMOHAJIbHOLO
Tepanielo ANg NiKyBaHHA nepeavYacHoi MeHonay3un, € 0obMeXeHUMu,
3aBAsIKM HU3bKOMY PiBHIO abCOMIOTHOMO PU3NKY Y XIHOK MOJIOALLOIro
Biky 6anaHC MiXK KOPUCTIO Ta PU3UKOM Y Ui rpyni Mmoxe 6ytn 6inbLw
CAPUATIIUBUM, HIXX Y XIHOK CTapLloro BiKYy.

MegnydHe obcTexeHHsa/noaanblle NiKkapcbKe CNOCTEPEeXEeHHS

Nepen No4YaTKOM 3aMiCHOI FrOpMOHasibHOT Tepanii abo npw ii BIAHOBNEHHI
nicna nepepsu HeobxigHo 3i6bpaTn NOBHUM 0OCOBUCTUI Ta CiMEMHUMN
aHaMHe3. BpaxoByluM JaHi aHaMHe3y, a TaKOX MPOTUMOKa3aHHA i
3aCTepeXXeHHs A0 NpunoMy npenapaTty, cnig npoBectn 06'eKTUBHE
obCcTeXXeHHA nauieHTKM (BKAKOYAKUM OBCTEXEHHS Ta30BUX OPraHiB i
ornaa MoOSoYHMX 3ano3). [lig 4yac nikyBaHHA pPEeKOMEHAYETbCS
NpPoOBOAUTU MepioanUYHI Ornaan, YacToTa | XapakKTep AKMX 3anexaTtb Bif
iHamBigyanbHMx ocobnmeocTen nauieHTKW. XiHOK cnig noiHpopMyBaTy,
NMpo AKi 3MiHM Y MOIOYHMX 3aN103ax BOHM MaloTb NOBIAOMNATU NiKapeBi
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abo Mepcectpi (AMB. HuXk4Ye Pak MoJI04HOI 3as103m). OBCTEXEHHS
MOJIOYHMX 3a/103, BKAK4YaK4M BIiANOBIAHI MeToAM Bi3yanisauil,
Hanpuknag, Mamorpadito, cniga NpoBoANTU 3riAHO 3 AiOYOK MPAaKTUKOLD
CKPUHIHFY 3 ypaxXyBaHHSM iHAMBIAYaNbHUX  KAiIHIYHMUX noTpeb
MaLiEHTKMN.

inepnaa3sig Ta KapuMHOMa eHAOMETpis

Y XIHOK 3 [HTAaKTHOK MaTKOK PU3NK BUHWUKHEHHSA rinepnnasii Ta
KapuMHOMM eHAOoMEeTpid nNiABUWYETLCA Npu TpuBanin MoHoTepanii
ecTporeHaMu. 3anexHo Big TpUBanoCTi NiKyBaHHSA Ta A03M eCTPOreHy,
puU3nK Moxe 6yTu Biag 2 A0 12 pasiB BULWKMN, HIXX Yy XIHOK, SAKi He
NpUUMaloTb ecTtporeH. [licna NpUNUHEHHS Tepanii ecTporeHamm ueu
pun3nK 36epiraerbcs woHamMmeHwe ynpoaosBXx 10 pokie. [JoaaBaHHS
nporecrareHis, TakKuUX $£AK AWAPOreCcTepoH, UUKAIYHO MNPOTArom
LoOHanMeHwWwe 12 AHiB Ha Micaub/28-aeHHnn uukn abo y Burnagi
NOCTiIMHOT KOMBIHOBAHOI eCTporeH-nporecrareHoBOl Tepanii y XiHOK 3i
36epexeHo  MaTKow  MoXe  3anobirtm HaaMipHOMY  pU3KKY,
acouioBaHOMY i3 3aMiCHOK TrOpPMOHa/IbHOK  Tepani€wn nuwe
ecTporeHammu.

MMpOpuBHI KpOBOTEYi Ta KPOB'SSHUCTI BUAINEHHST MOXYTb BUHUKATKU
NPOTAroM nepwmnx MicauiB NikyBaHHSA. AKWO NpopuBHiI KpoBoTedi abo
KpOB'SIHi BMAINEHHS BUHUKAKOTb MiCAsi NpU3HAYeHHs Tepanii NpoTsarom
Aeskoro vyacy, abo KWo BOHU TpMUBAKOTb i NICMS 3aKiHYEHHS NiKyBaHHA,
rnokasaHe noganblue obcTexeHHA. Lle MoXke 03Ha4yaTu, Wwo HeobxiaHo
nposectu 6ioncito eHAOMETPIsA, W06 BUKNOUNTU 3M0AKICHICTb.

Pak MOJ104YHOI 32,1031

Yci HasABHi paHi ceBigyaTb Npo NiABULWEHUA PU3UK pPaKy MOJIOYHOI
3a7103M Yy  XIHOK, $Ki npunMaroTb  KOMbBIHOBaHYy  eCTporeH-
nporecrareHoBYy Tepanito Ta, MOXJ/IMBO, HaABITb AKLLO BOHU NMPUNMAKOTb
3aMiCHyY ropMOHanbHy Tepanito uwe ecTporeHamu. Llen pusunk
3anexuTb Bi4 TpuBanoCTi 3acToCyBaHHA 3aMIiCHOI TOpMOHasibHOI
Tepanil.

Komb6iHoBaHa  ecTporeH-riporecrareHoBa Tepariisi: paHAoMi30BaHe
nnauebo-KoOHTpO/bOBaHe

aocnipxeHHs Women’'s Health Initiative (WHI) Ta enigemionoriyHi
AOCNIAKEHHS noKasanu niagBUWEHUN PU3UK paKy MOJIOYHOI 3as03u Yy
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XIHOK, AKi NpUNMalOTb €CTpOoreH-nporectareHoBy 3aMiCHY
rOpMOHanbHy Tepanito npotdroMm 3 abo 6inbwe pokie. [licng
NPUNMUHEHHSA JliKyBaHHA Uen nigBulleHnn pusnk 36epiraetbcs
npoTaroMm woHambinbwe 5 pokie. 3aMicHa ropMoHanbHa Tepanis,
30KpeMa ecTporeH-nporectrareHosa KoMbiHoBaHa Tepanisa, NiaBULLYE
WiNbHICTb MaMorpadiyHnx 306paxeHb, WO MoXXe HeraTMBHO BMJIMHYTH
Ha paAionoriyHe BUABMIEHHA paKy MOJIOYHOI 3a/103M.

Pak gae4yHuKiB

Pak S€4YHUKIB BUMHMKAE 3HAYHO piglwe 3a paK MOJIOYHOI 3an03Mu.
EnigeMionoriyHi gaHi, oTpuMaHi B pe3ynbTaTi LWWMPOKOro MeTaaHanisy,
nokasanum Jewo nigBUWEHNN PU3BUK Y XIHOK, $Ki 3aCTOCOBYHTb
MOHOTEepanito ectporeHoM abo KoMbiHaUilo eCTporeHy 3 nporectareHom
SIK 3aMiCHY rOpMOHasibHy Tepanito; uen pu3nK nposiBJSAETbCA MPOTAroM
5 pokiB 3aCToCyBaHHA Ta 3MEHLUYETbLCA 3 4YacoOM Nicns MNPUNUHEHHS
Tepanii. [eaki iHWIi gocnigkeHHsa, y Tomy uducni WHI, nokasanu, wo
3aCTOCyBaHHSA KOMBIHOBaHOT 3aMiCHOT rOpMOHaNbHOI Tepanii MoXxe 6yTu
nos’si3aHe 3 TakKMM caMuM abo aewo HMKYNUM pU3nKoM (AnB. «IMobivHi
peakuii»).

BeHo3Ha TpoMboembonis

3aMicHa ropMoHanbHa Tepanis nos'sisaHa 3 1,3-3-pa3oBuM
NiABULLEHHAM pPU3MKY BEHO3HOI TpoMboembonii, TO6TO TpoOoMb60O3Yy
rnmbokmnx BeH abo nereHeBoi eMbonii. BUHMKHEHHSA Takoi noaii 6inbLu
IMOBipHEe Ha neplwoMy poLi 3aMiCHOI TOpPMOHaNbHOI Tepanil, HiX
ni3HiLwwe.

MauieHTN 3 BiAOMUMM TPOMOODINIYHMMN CTaHaAMKWU MalTb MiABULLEHUN
PU3NK PO3BUTKY BEHO3HOI TpoMboeMbonii, i 3aMicCHa ropMoOHasibHa
Tepania Moxe Lwe nigBuwnTn uen pmsnk. ToOMy 3aMiCHa ropMoHasibHa
Tepanisa NpoTUNoOKasaHa Ui rpyni NnauieHToK.

3arasibHOBU3HAHUMU dakTopamu pU3UKY BEHO3HOI
TpoMboeMbonii € 3aCTOCYyBaHHS  eCTPOreHiB, nNiTHIN  BiK, BeUKi
XipypriyHi BTpy4yaHHAa, TpuBana iMMmobinizauisa, oxupiHHga (IMT > 30
Kr/M2), BariTHiCTb/NicnspoaoBuii nepios, CUCTEMHUIN YepBOHUI BOBYaK
(CYB) Ta pak. Hemae €ouHOI AYMKWM CTOCOBHO MOXMBOI poni
BApPUKO3HOIO PO3LNPEHHS BEH Y BUHUKHEHHI BEHO3HOI TpoMboeMbonil.
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AK | y BCiX nicnsonepauiHMX NauieHTiB, npodinakTUYHi 3axoau
HeobXiAHO pO3rnAHYTK ANd 3anobiraHHS BEHO3HOI TpoMboeMbonii nicns
XipypriyHOro BTpPYYaHHA. SAKWO nNnaHoBe oOnepaTUBHE BTPYy4YaHHA
notpebye nopanbwoi TpuBanoi iMMob6ini3auii, peKkoMeHAOBaHO
TMMYaACOBO MPUMNUHUTK 3aMiCHY FOpMOHasibHY Tepanito 3a 4-6 TUXHIB
Ao onepadii. MNokun xXiHka He Habyae NOBHOI PyX/IMBOCTI, BIiAHOBIOBATHU
NiKyBaHHA He cnig.

XiHkam 6e3 ocobuctoro aHaMmHe3ly BeHO3HOI TpoMboembonii, ane npwu
HasiIBHOCTI B aHaMHe3i Yy poaudiB nepworo crtyneHa Tpomb6o3y vy
MOSI0AOMY BiLi MOXHa 3anponoHyBaTW CKPWUHIHC MiCNA peTesibHOoro
obroBopeHHss Moro obmexeHb (NMwe 4actmHa TpoMbodinidHnX
nedeKkTiB MoXe BUABNATUCA NPU  CKPUHIHIY). AKWO BUABNEHUN
TpoMbodiniuHMM aedekT rnos’d3aHUn i3 TPOMOO3OM Yy UfieHiB poanHU
abo pedekTt nos'sI3aHUMM i3 CEepMO3HOKD aHoManielwo (Hanpuknag
HeLOCTaTHICTb aHTUTpoMbiHY, npoTeiHy S abo npoteiHy C, abo
KoMmbiHauis aedekTiB), 3aMiCHa ropMoHasibHa Tepanisa NpoTunokKkasaHa.

Y XiHOK, AKi BXXe OTPUMYIOTb NOCTIMHY aHTUKOArynsaHTHY Tepanito, cnig
peTesibHO 3BaXXUTU KOPUCTb Ta PU3UK 3aMiCHOI rOpMOHasibHOI Tepanii.

SKLWOo BeHO3Ha TpomboeMbonia po3BMBAETLCA NICMA Mo4vaTKy Tepanii,
NpMMOM nNpenapaTy cnig NnpunuHUTK. MNauieHToK cnig noiHdopMmyBaTy,
o 1M Cnig HeramHo 3BepHYTUCA A0 Aikapa nNpu  BUHUKHEHHI
NOTEHUiMHKUX TpoMboeMmboniyHMX cumnToMiB (Hanpuknag 6onunin
Habpsak HOru, panToBui 6inb y rpyasx, 3aguwika).

IwemiyHa xBopoba cepusa

Y paHAOMiI30BaHMX KOHTPOJIbOBAHUX AOCNIAXEHHAX He BUABIEHO
A0Ka3iB 3axuCTy Big4 iHPapKTy Miokapaa Yy XiHOK 3 abo 6e3 iweMivyHoi
XBOpo6M cepus, AKi OTPUMYIOTb KOMb6iHOBaHY  eCcTpOoreH-
nporecrareHoBy Tepanito abo 3aMiCHy ropMoHasnbHy Tepanio nuwe
ecTporeHammu.

Komb6iHoBaHa ecTporeH-riporecrareHoBa Ttepariisi; BiGHOCHUN PU3NK
BUHUKHEHHS ileMiyHOoi XBopobu cepus nig vyac 3aMiCHOI FOpMOHAasbHOI
Tepanii He3HayHo nigsnweHnn. OcKinbkn 6a3zosni abCoONOTHUN PU3UK
ilLLeMiyHOT XBOpO6U cepust 3HAYHOI MipOtO 3anexXuTb Bif BiKY, KiNbKiCTb
A0AaTKOBMX BMNAAKIB ileMiYHOI XBOpobu cepus yepes3 3aCTOCyBaHHS
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eCTporeHiB-nporecrareHiB Ayxe mana y 340pOBUX XIHOK Ha MOMEHT
HacTaHHA MeHonay3u, ane éyae 3pocTtaTtn y CTapLioMy Bili.

IWweMiYyHUNM iHCcynbT

KombiHOBaHa ecTporeH-nporectareHoBa Tepania Ta MoOHoTepanis
ecTporeHamMmm acouinoaHa 3 1-1,5-pa3oBuMM nNigBULLEHHAM PU3UKY
ilWeMiYyHOro iHCynbTy. BiAHOCHUM PU3MK HE 3MIHIOETLCS 3 BIKOM abo
4acoOM 3 MOMEHTY HacCTaHHs MeHonay3u. [poTe, OcCKinbkn 6as3oBuM
PU3UK IHCYNbTY 3HAYHOK MIpOIO 3a/1IeXnUTb BiA4 BiKY, 3arajibHUN pU3NK
IHCYNbTY Y XIHOK, §Ki NpuUiMaloTb 3aMiCHY ropMoHasibHy Tepanito,
36iNbLIYETLCA 3 BiKOM.

J1oNoOMiXKHiI pe4yoBUHMU

Llen nikapcbkmn 3acibé MiCTUTb f1lakto3n MoHorigpaT. [llauieHTam 3
piAKICHUMKM cnagkoBumm GopMaMM  HeNnepeHOCUMMOCTI ranakTosu,
HeLOCTaTHICTIO NnakTa3n abo CUMHAPOMOM  [J1HOKO30-rasiakKTO3HOI
Manbabcopbuii He cnig 3acTocoByBaTU Len npenapar.

3acrocyBaHHS y nepiog BaritHocTi abo rogyBaHHs rpyAasro.
BariTHICTb

3a po3paxyHKamum 6inbwe 9 MiNbWOHIB BariTHUX XIHOK nNpuiManu
anaporecrtepoH. [lotenep He BUABMAEHO A0OKa3iB WKIiANMBOro BMNIUBY
ANApOrecTepoHy Npuv 3aCTOCYBaHHI y nepios BaritTHOCTI.

Y nitepaTypi onncaHe AOCNIAXEHHS, gKe NoKa3ano, Wo 3aCToCyBaHHA
AeaKnX nporecrareHisB Mmoxe 6yTn nos'sasaHe 3 NigBULWEHNM PU3NUKOM
rinocnagii. Ane OoCKiflbKM A0 UbOro 4yacy ue He 6yno niaTBepaXXeHo B
IHWWX OOCNIAXEHHAX, HE MOXHa OCTAaTOYHO BWM3HAYUTUCA LWOAO PO
nporectareHiB y po3BuUTKY rinocnagil. KniHiyHi focnigXeHHsa, B AKUX
obMexeHa KiNbKICTb XIHOK NiKyBanncsa AMAPOrecCTepOHOM Ha paHHiX
TepMiHax BariTHOCTI, HE MoKa3sanun NigBULLEHHA PU3NKY. HIGKNX iHWKNX
eniaemMionoriyHnx AaHux A0Ci HEMaE.

Y AOKAIHIYHUX AocnigXeHHaX embpiodeTanbHOro Ta NMOCTHaTaNbHOro
po3BUTKY edekTn Bignosigann dapmakonoriyHoMy npodinto.
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Hecnpuatnuei edbekT BUHMKANU nuwe ToAdi, KOAW BMNAWB npenaparty
3HAYHO NepeBuLLYBaB MaKCUMasibHY €KCNO3uULito AN TIOANHWN.

AvaporectepoH MOXHa 3aCTOCOBYBaTWU MPOTAroOM BariTHOCTI 3@ YiTKUMU
MOKasaHHAMMU.

[lepioa roayBaHHSA rpyaaro

Hemae paHMX Npo MPOHWKHEHHS AMAPOrecTePOHY Y FpyAHE MOJIOKO.
JocnigxeHb WoA0 NPOHUKHEHHS ANAPOreCTEPOHY Y FpyAHE MOSTIOKO He
NpoBOAUMN.

[loCBig 3aCTOCYBaHHSA IHWKMX MporecrareHiB BKasye, WO nporecrareHu
Ta iX MeTaboniTu NMPOHMKAKTb Y FrPyAHE MOJSIOKO B Manmx KiNbKOCTSAX.
HeBigoMO, UM ICHYE pU3UK ANa AUTUHW, TOMY AUAPOrecTepoH He cnig
3aCTOCOBYBATU Yy nepioa rogyBaHHSA rpynato.

OepTUNbHICTb

Hemae aokasis, WO ANAPOrecTtepoH y TepaneBTUYHUX A03aX 3HUXKYE
depTUNbHICTD.

34aTHICTb  BI/INBATW  Ha LWBMAKICTb  peakuii rnpu  KepyBaHHI
aBTOTPaHCopToM abo iHLWMMNU MexaHiamamu.,

OydacTtoH® Mae HeicTOTHM  BNAMB  Ha  30aTHICTb  KepyBaTu
aBToMobinem i npaylBaTh 3 MalMHAMM | MEXAHI3MaMU.

Heuacto aunaporectepoH MoOXe CrPUYUHATU HEBESIMKY COHJIUBICTb
Ta/abo 3anamMopoyvYeHHsi, ocobnmeBo Yy nepuwi Kinbka roguH nicns
npunomy. Tomy KepysaTn asToMobiniem abo npautoBaT 3 MexaHiaMamMmu
HeobXigHO 3 06epeXxHicTio.

Cnocib 3acrocyBaHHSs1 Ta 4O3M.

HacTtynHi cxemMy  AO03yBaHHA peKOMeHAOBaHi  Ana  NiKyBaHHA
npenapaTtoM [lydactoH®, 1031, cXxeMy Ta TPUBANICTb NiKyBaHHSA MOXHa
KOpUryBaTmn 3asexXHO Bi4 TAXKOCTI po3siagy Ta iHAMBIAYaNnbHOI
KNiHIYHOI BiAMOBIAI NauieHTa.
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HepervnadgapHi MeHCTpYasibHI LUMKIU

[oBXWHA UMKy 28 AHIB MOXe 6yTn AOCArHyTa WASAXOM MpU3HAYeHHS
1 Tabnetkn AydactoH® Ha Aoby 3 11-ro no 25-i AeHb UMKAY.

EHaoMeTpios

Bin 1 no 3 Tabnertok AydactoH® Ha noby 3 5-ro no 25- AeHb LUUKIY
abo npotarom ycboro umkny. [o3un, kpaTtHi 10 Mr Ha poby, cnig
pPO3MOAINNUTK PIBHOMIPHO NPOTAroM Aobu. PeKoMeHAYETbCSA NPU3HAYNTH
HavBuLWy A03Y Ha NOYaATKOBOMY eTani NiKkyBaHH4.

JuncMmeHopes

Bia 1 no 2 Tabnetok AydacTtoH® Ha Aob6y 3 5-ro no 25-1 AeHb UKUKY.
[o3un, kpaTHi 10 Mr Ha noby, cnia po3noAiniuTn pPiBHOMIPHO NPOTSrOM
nobn. PeKoMeHAYETbLCA MPU3HAYUTM HAMBULLY A03Y HA MOYATKOBOMY
eTani JlikyBaHHA4.

be3nnigasa, cnpyuynHeEHe NTEIHOBOK HEeAOCTAaTHICTHO

1 Tabnetka AydactoH® Ha noby 3 14-ro no 25-i AeHb LUKAY.

Lle nikyBaHHS cnig NpoAOBXUTW MPOTAroM MiHIMyM 6 MnocnigoBHUX
UMKiB. PeKoMeHAYETbCA MPOAOBXWUTU NiKYBAHHA MNPOTArOM nepLunx
MiCALIB BAriTHOCTI Y TUX Xe A03aX, K i A1 3BUYHOr0 BUKUOHA.

MNigTpumka JOTEIHOBOI da3u npu
3aCTOCYBAHHI gonoMixHMXx PENPOAYKTUBHUX TexHonorin (OPT)

1 Tabnetka AydactoH® 3 pasun Ha aeHb (30 Mr Ha Aoby). JlikyBaHHSA
NOYMHAOTb 3 AHA 3a60py OOUMTIB | MPOAOBXYOTb MPOTAroM 10 TUXHIB,
AKLLO BariTHICTb NIATBEPAXKYETbCA.

3arpo3a BUKUAHSA

MouaTkoBa Ao03a: 4 Tabnetkn AydacTtoH® ogpasy, noTiMm no 1 Tabnerui
OydacToH® KOXHi 8 roauH. Ao3un, kpatHi 10 mMr Ha poby, cnia
PIBHOMIpHO pPO3MoAiNnTK NPOTAromMm A06M. PeKOMeHAYETbCA NPU3HAUNTH
HanMBuLWY A03Y Ha NOYATKOBOMY eTani NiKyBaHHS.
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AKWO CMMNTOMU He 3HUKaTb abo 3HOBY 3'aBASAOTbCA Mig 4ac
NiKyBaHHS,  Ano3y  HeobxigHO  36inbWwWKWTKM  Ha 1  Tabnetky
AydacToH® KoXHi 8 roauH.

Micns Toro, siIK CUMMNTOMM 3HUKaKTb, e(PeKTUBHY n[03yY HeobXigHo
36epertm NpoTAroM OAHOr0 TWUXKHS, MICNSA 4YOro ii MOXHa MOCTynoBO
3MEHWMUTU. SKWO CMMNTOMU 3'9BAAKOTLCA 3HOBY, JliKyBaHHS Mae 6yTu
HeramHo BiAHOBMIEHE 3 [03YBaHHAM, sKe BUSABUIOCA e(DEKTUBHUM,

3BUYHUU BUKUAEHb

JlikyBaHHST HeobxigHO po3noyatm A0 3a4aTtrtd. 1 Tabnetka
AydactoH® Ha goby A0 20-ro TUMXHA BAriTHOCTI, MiCNA YOro MOXHaA
NOCTYMNOBO 3HWMXXYBATW [03Y.

AKLWO CMMNTOMMK 3arpo3n nepepmBaHHS BaritTHOCTI 3'ABNAOTLCA NiA vac
NiKyBaHHSA, NiKyBaHHA Cnig NpoAOBXUTU, AK Le ONWCaHO Yy BUMaAakKy
3arpo3n BUKULHA.

OncdyHKUIMHA MaTKOBa KpoBoTeYa

2 Tabnetkn AydactoH® Ha noby npoTaroM 5-7 AHIB Yy MNOEAHAHHI 3
€CTPOreHoM.

Uepe3 Kinlbka AHIB Micnsg 3aKiHYeHHS Takoro JiKyBaHHA 3'9BUTbLCS
KpoBoTeuda BiaAMiHMW.

3 MeTow npodinakTUkyM noaanblioro BUHUKHEHHSA  KpoBOTeui
[AydactoH® npmusHavatu no 1 Tabnetui Ha noby 3 11-ro no 25-n
AEHb LUKNY.

Y pasi KiCTO3HOi reMmoparidyHoi MeTponaTii npu3Hadyatn 1 TabneTky
[ydactoH® Ha aoby 3 11-ro no 25-i AeHb UMKAY.

Y peakumx Bunagkax MoOxe BUABUTUCS HeOobXiAHMM MpU3HaAYeHHS
€CTpOoreHy npoTAroMm nepuoi NoJIOBUHU LUKY. Hepes KinbKa AHiB nicng
NPUMNUHEHHSA TAaKoro NikyBaHHS 3'ABUTbLCA KpoOBOTEYa BigMiHWN.

Take nikyBaHHSA cnig NpoAOBXUTU NPOTArOM KifibKOX LMKNIB.

BTopnHHa aMeHopes
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Ans nikyBaHHSA 04HOYACHO HeOobXiAHO NPU3HAYNTK ecTporeH. EcTporeH
Nnpu3HaunTn 3 1-ro no 25-"M geHb umkny, 3 11-ro no 25-iM AeHb y
noegHaHHi 3 1 Tabnertkoto AydactoH® Ha noby.

ANna cTBOpeHHA nepeayMoB A1 HACTYMHUX UMKIIB Tepanito NoYmHaTu
Ha 5-M [AeHb nicna novaTky KpoBOTedi LWASXOM MNpU3HAYeHHS
ecTporeHiB (3 5-ro no 25-i aexb). AydactoH® 10 Mr npusHayatm 3 11-
ro no 25-n gexs.

Ong nonepemxeHHs rinepnaa3sil eHaAoOMEeTpia vy nepioa MeHonaysm

MpOTAromM KOXHOro 28-A4€HHOro UMKy Tepanii ecTporeHamMmm rnpunMaTtm
nuLe ecTtporeH nNpoTaromMm nepwunx 14 gHiB, i NpOTAroM HacTtynHux 14
AHIB npunMaTtn 1 abo 2 TabneTtkun, Wo MictaTe 10 Mr aMaporectepoHy,
AO4ATKOBO A0 Tepanii ecTtporeHamu. Y pasi po3yesaHHa 10 wr
anaporectepoHy 2 pasu Ha aoby npunmom Tabnetok cnig po3noainutum
npoTsarom p[obwu. KpoBoTeya BiAMIHWM 3a3BM4Yal BUHWKAE nNig 4ac
3aCTOCYBAHHA ANAPOrecTepoHy.

3acTtocyBaHHA KOMb6iHOBaHOI Tepanii eCTpOreHoM Ta rnporecrareHoMm y
XIHOK Yy nocCTMeHonaysi HeobxigHO 06MeXuTm  MiHiIMaNbHOLO
e(eKTMBHOK 030K Ta HaWKOpOTWWM TEepMiHOM ANd LOCATHEHHS
TepaneBTUYHOI METU, a TaKOX MNepiognyHO Cnig nepernsanatyv puUsnku
ANst KOXHOT XiHKN (anB. «OcobnmMBOCTI 3aCTOCYBaHHSA»).

Cnocib 3acTtocyBaHHA

Ansa nepopanbHOro NMpunomy.

Mpn 3acTocyBaHHi BUWMX A03 Tabnetku MawTb 6yTHM pPiBHOMIPHO
po3nojifieHi gna npunomy NpoTarom gobu.

Jitn.

Uepe3 HepoCcTaTHICTb AaHuXx npo 6e3neky Ta edeKTUBHICTb
3acTocyBaHHA [AydacToHy® fAiTaM He peKoMeHAYETbCS Mnpu3HadaTu
npenaparT Ui KaTeropii NauieHTiB.

lMepepno3yBaHHS.
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CumMmrnitomu.

AwvnpporectepoH € npenapatoM 3 AyXe HU3bKOK TOKCUYHICTIO.
CuMNTOMU, AKi TEOPETUYHO MOXYTb BUHUKHYTU Yy pas3i nepeao3yBaHHA
— HyAoTa, 610BaHHSA, COHMMUBICTL | 3anaMopoyeHHs. Hesigomi Bunagku,
KONMM nepenosyBaHHA AWMAPOrecTepoHy npu3Beno A0 WKIiANMBUX
Hacniakie (MakcuManbHa AeHHa 403a, NpUUHATa NANMHOK, CTaHOBMA
360 mr).

JlikyBaHHA.

CneundiyHe nikyBaHHA He noTpibHe. Y pa3i nepeno3yBaHHA MOXHa
po3rnaAaTyv CUMNTOMATUYHE NiKYyBaHHSA.

Mo6i4yHi peakuyir.

[Mpy 3acTocyBaHHI AMAPOrecTtepoHy Yy KIIHIYHUX [OCNIgXEeHHSaX 3a
nokasaHHsIMM 6e3 NiKkyBaHHA eCcTporeHaMun HanyacTiwe NoBigoMasnocs
NpO HACTynHi nNobiyHi peakuii: MirpeHb/ronosHnn 6inb, HYAOTa,
MEHCTpYyasnbHi po3naan Ta 6inb/4yTNUBICTb MOMOYHMX 3a/103.

HactynHi nobiyHi peakuii cnocrepiranmca 3 HUXYEHaBeaeHOo
YaACTOTOK Y K/IHIYHUX AOCNIOXEHHSAX 3aCTOCYBAHHA AMAPOrecTepoHy
(n=3483) 3a nokasaHHAMW 6e3 nNiKyBaHHA ecTporeHamMm Ta 3a
CMOHTAHHMMK nNoBigoMNIeHHAMM: 4acTto (=1/100, <1/10); HewacTo
(=1/1000, <1/100); piako (=1/10000, <1/1000).

HoBoyTBOpeHHAa A06podaKiCHi, 3N104KiCHI Ta HEeBU3HA4YeHi (BKAKYaK4u
KiCTKU Ta noainun):

Pigko: 36inbleHHsa y po3Mipax nporecrareH3anexXHnx HOBOYTBOPEHb
(Hanpuknag MeHiHriomun)*.

KpoB i niMmpaTnyHa cucrema

Piako: remonitudyHa aHemig*.

[NlcuxiyHi po3nagu

HeuacTo: genpecmBHMI HACTPIN.
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IMYHHa cucrema

Piako: peakuil rinep4yT/inBOCTI.

HepBoBa cuctema

YacTo: ronoBHMM 6inb i MirpeHsb.
HeuyacTo: 3anamMopo4vYeHHs.
PiaKO: COHNMBICTb.

TpaBHUW TPAKT

YacTo: HypoTa.
HeuacTo: 61t0BaHHS.

[enaTobiniapHa cucrema

HeuyacTto: nopyweHHs @YHKUIT Me4yiHKM, Wo CyrnpoBOAXYOTbCS
cnabkicTio abo He3ay>XaHHSAM, XXOBTAHMUEK Ta 601eM y XXUBOTI.

Lkipa i NigWKipHi TKAHUHU

HeuacTto: anepriyHun pgepmaTtuT (Hanpuknag BUCUNAHHSA, CBepbix i
Kponue’aHKa).

PioKo: aHrioOHEBPOTUYHUIN HAbpsK*.

PenpoaykKTBHA CUCTEMA | MOJIOYHI 3a/103U

YacTto: MeHCTpyasnbHi po3naau (y TOMy 4ucnii MeTpoparis, MeHoparis,
oniro-/ameHopesi, oUCMeHopes Ta HeperynsapHi MeHcTpyauii), 6inb vy
MOJIOYHUX 3as5103ax/4YyTAMBICTb MOJIOYHUX 3aN103.

PiaKO: NpunyxnicTb MOJIOYHMUX 3a/103.

3arasbHi po3nagum i Micuesi peakuil

Pioko: Habpsaku.

Ob6cTexeHHs
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HeyacTo: 36inbweHHs Macu Tina.

*Mo6ivHi peakuii 3i CNOHTAHHMX NOBIAOMMEHDb, WO HEe cnocTepiranucsa y
KNIHIYHUX AOCAigXKEeHHAX, 6ynn BHECEHi A0 YaCTOTU «piaAKOo» HA OCHOBI
TOro, Wo BepxHA Mexa 95 % aosipyoro iHTepBany O4iKyBaHOI 4YaCTOTH
OUiHIOETbCA He Buwe 3/x, ae x=3483 (3aranbHe 4ucno cyb6’ekTiB
CNOCTEPEXEHHSA Y KNIHIYHUX AOCMIAXKEHHAX).

JocnimxeHHs LOTUS I woao  niATbDUMKU  JIROTEIHOBOI  ca3mn  npu
3aCTOCYBAaHHI AOMOMDKHUX DPEernpoayKTUBHux texHosaorivi ([PT) (aus.
DPO34i/1 «PapMaKkosiIoriyHi B1actuBocCTi. ®apmakoanHaMmika» ):

HanuacTtiwe nosigomMnsanocsas npo Taki HebakaHi siBMwa: BariHasabHa
KpoBoTe4da, HyaoTa, 6inb nig 4ac npoueayp, ronoBHun 6inb, 6inb y
XXMBOTI Ta 6ioxiMiyHa BariTHICTb. €AMHUM HebaXkaHUM SBULLEM, LWWO
BUHWKNO nig 4dac Tepanii (TEAE) i BigMivanocb B 060ox rpynax, 6yna
BariHasibHa KpoBOTeYa, sika Big3Havanaca y = 2 % cyb6’ekTiB.

[106i4HIi peakUii, acoLivioBaHIi 3 eCTPOreH-rnporecrareHoBUM J1iKyBaHHSIM
(AnB. TakoX po3aini «0Ocob/iMBOCTI 3aCTOCYBaHHSA» Ta IHCTPYKUII A5
MeAnYHOro 3acToCyBaHHS npenapaTtiB eCTPOre€HiB):

. pakK MOJIOYHOI 3a5103K, rinepnaasigd Ta KapuMHoMa eHaO0OMeTpIs, pak
SEYHUKIB**;

- BEHO3Ha TpoMmboeMbonis;

- iHpapKT MioKkapAaa, iwemiyHa xBopoba cepus, ilLEMIYHUN IHCYNbT.

** 3acTocyBaHHS! MOHOTepanii ectporeHoM abo KOM6iHOBaAHOT eCTpOreH-
nporecrtareHoBoOi  3aMiCHOi ropmoHanbHoOi Tepanii (3IT) 6yno
acouinoBaHe i3 gewo nigBULWEHMM pPU3MKOM [iarHOCTYBaHHS paky
SEYHUKIB (avs. «OcobnmneocTi 3aCTOCYBaHHS»).
MeTaaHanis 52 enigemionoriyHnx A[ocnigkeHb MNoKa3as
NiABULLEHUA PU3NK paKy SIEYHUKIB Yy XIHOK, siKi 3actocoByBanu 3IT,
NOPIBHAHO 3 XiHKaMK, AKi Hikonn He 3actocosyBanu 3T (RR 1,43; 95
% CI 1,31-1,56). Y xiHok BikoM 50-54 poku, gaki 3actocosyBanu 3T
ynpoaoBX 5 pokiB, pe3ynbTaT rnokasas OAMH A0AAaTKOBMM BUMAAOK Ha
2000 nauieHTiB. Y 6nm3bko 2 i3 2000 xiHok BikoM 50-54 poku, sKi He
3actocoByBanu 3IT, 6yB AiarHOCTOBaHUN paK SEYHMUKIB 3a S5-pivHUN
nepioa.



¥ Hapopna anTeka

TepMiH NpnaaTHOCTI. 5 poKiB.

YMmoBu 36epiraHHs. He notpebye ocobnuBux ymMoB 36epiraHHA.
36epiratm y HeQOCTYNHOMY ANs AiTen Micui.

YnakoBka. 1o 14 a6o 20, abo 28 Tabnetok y 6nictepi; no 1 6nictepy
B KapTOHHIN KopobLi.

KaTteropia Bignycky. 3a peuenTomM.

BupobHuk. A660TT bBionopxikan3s 5.B.,
HinepnaHngn/Abbott Biologicals B.V., The Netherlands.

MicuesHaxoa)xeHHA BUPO6HMKaA Ta agpeca MicUua NnpoBaAXXeHHSA
Moro pianbHOCTI. Beepser 12, 8121 AA OnbCT,
Hinepnanan/Veerweg 12, 8121 AA Olst, The Netherlands.



