IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MIOIAHA
(MIDIANA)

Cknao:

0itoui peyosuHU: OPOCIIiPEHOH, eTUHINTeCTPaIion;

1 TabGneTka MiCTUTh ApocIipeHoHy 3 Mr, eTuHinectpagiony 0,03 mr;

0OnoMIdCHI pe40B8UHU: TaKTO3W MOHOTIAPAT, KpOXMab KyKypyA3sSHUM, KpOXMalb
IpexeaTHHI30BaHUM, MOBiToOH K 25, MarHiio creapar;

0600HKa: Onappat II 6inuit (ciupt mosmiBiHinoBui, TuTany miokcup (E 171), Makporos, Tajbk,
JIeNUTHH (COEBUM)).

JIikapcbka ¢popma. TabmeTKH, BKPUTI MTIBKOBOIO 000JI0HKOIO.

OcHosHi pizuko-ximMiyHi 8aacmusocmi: Gini abo mMarixke 6ini mBOOMYKITi TabIeTKH, BKPUTI MJTiBKOBOIO
000JI0HKOI0, 3 IrpaBitoBaHHAM «G63» 3 ogHOTO GOKY, iHIlla cTOopoHa 0e3 rpaBitoBaHHS. [JiamMeTp -
npubIU3HO 6 MM.

@apMaKOTepaneBanHa rpyma. rOpMOHI/I CTaTeBHUX 3aJI0O3 Ta IIpeIlapaTy, SKi 3aCTOCOBYIOTE IIPH
IIaTOJIOTil CTaTeBOl C(bepI/I. FOpMOHaHBHi KOHTPAUEIITUBU OJIsA CAUCTEMHOT'O 3aCTOCYBaHHA.

Komg ATX G0O3A A12.

dPapmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

KouTpanentusaui epekT TabneTok MifiaHa I'PYHTYETbCS Ha B3a€EMOfil pi3HUX (PaKTOPIB,
HalBaXkK/IMBIIMMHU 3 SIKUX € FaJlbMyBaHHS OBYJIAII] Ta 3MiHa €eHOOMETpiio.

MipgiaHa, TabneTKu, BKPUTI IJIiBKOBOIO 000JIOHKOI0, — I1e KOMOiHOBaHUY IIepopalbHUM KOHTPAIIETITHUB,
110 MiCTUTh €TUHIJIECTPaaios i mporecToreH APOCHIiPEHOH. Y TepalleBTUYHIN 4031 OPOCIipeHOH TaK0X
BOJIOZIi€ @HTUAHAPOTE€HHUMH i JIETKUMU aHTUMiHePaTOKOPTUKOIAHUMY BJIaCTUBOCTSIMU. BiH
n030aBeHult OyOb-KO1 eCTPOTEHHOi, TTIIOKOKOPTUKOIMHOI Ta aHTUT TIOKOKOPTHUKOIMHOI aKTUBHOCTI.
Lle 3a6e3neuye mapocnipeHoHY (hapMakoIoTiuHuN ITpodinb, OyxKe CX0KUM Ha TPUPOTHUN
HaTypaJIbHUU TOPMOH IIPOTeCTEPOH.

Jlerki aHTUMiHEPAJTOKOPTHUKOINHI BIaCTUBOCTI TaOneTok MimiaHa Mpu3BOASATH 10 JIETKOTO



AHTHMiHEPAJIOKOPTUKOITHOTO e(EKTY.

Iupmexc Ilepnsi KOHTpAlENITUBHUX HeBHay AJid mpenapaTty ctaHoBuTh 0,09 (BepxHilt mBoGiuHMM 95 %
noBipuui inTepsan ([II) - 0,32).

3aranpHub ingekc [lepnsg (KOHTpalleNTUBHI HeBAadi MOMUIIKY 3 OOKY MallieHTOK) [ IIpemnapaTy
ctanoBuTh 0,57 (BepxHikt gBoGIuHUM 95 % I - 0,90).

dapmakoKiHemuxka.

[IpocnipeHoH

BcmoxkmyeaHHA

[Tpu nepopaabHOMY IIPUHOMI IPOCIiPpEeHOH IMIBUAKO i MalixKe IOBHICTIO aOcopOyeThcsi. MakcuMasnbHa
KOHIIEHTpAIliss aKTUBHOI PEYOBUHY B CUPOBATIIi KPOBI, 110 MOPiBHIOE 38 HI/MJI, MOCATAETHCS Yyepe3 1-2
TONUHY IIiCNIsI OGHOPA30BOT0 IpuiioMy. BiofOCTYyNHICTE APOCIipeHOHY KONUBAETHCA B 76 % 1o 85 %.
OpHoYacHe BXKUBaAHHS 1Ki He BIIMBa€ Ha Oi00OCTYIHICTh APOCIIipEHOHY.

Po3nodin

[Ticrsa mepopanbHOTO IPUNOMY CIIOCTEPITAETHCS 3HUKEHHS PiBHS APOCIIPEeHOHY B CUPOBATII KPOBI,
K€ XapaKTepU3yeThCs IePiofoM HalliBBUBEeeHHS TpuBaIicTiO 31 roguny. [IpoCHipeHOH 3B’ I3Y€EThCS
3i cMpOBaTKOBUM aIb0yMiHOM Ta He 3B’SI3y€ThCA 3 TNI00YIIiHOM, IO 3B’A3ye€ cTaTeBi ropMmonu (I'3CT),
ab0 3 KOPTUKOCTEPOiN3B’i3yBanbHuM riobyinom (K3T).

Tineku 3-5 % Bif 3arasbHOI CUPOBATKOBOI KOHI[EHTPAIlil aKTUBHOI PEYOBUHY SB/ISI€ COOOI0 BiTbHUU
ropMoOH. IHIyKOBaHe eTuHinectpagionoM miasuilleHHs ['3CI He BIIMBa€ Ha 3B’ sI3yBaHHS
npocripeHony GinkaMu CHpOBaTKU KpoBi. CepenHilt ysaBHUM 06'€M PO3MIOIiNY CTAaHOBUTH

3,7+1,2 n/kr.

biompaHcgpopmauis

[Ticnst nepopasbHOTO MPUUOMY APOCIiPEHOH eKCTEHCUBHO MeTabomi3yeThes. BinbiricTs MeTabomiTiB y
IJ1a3Mi KPOBi IpefCcTaBieHi KUCIOTHUMY (OpMaMy APOCIiPpEHOHY, OTPUMaHUMHU IIPYU BigKPUTTI
JTAaKTOHOBOTO KifbLis, Ta 4,5-AUTifgpo-OpoCcHipeHoH-3-CyIbpaToM, YTBOPIOBAHUM ILIJITXOM BiJHOBIEHHS
i HacTynHOTO CynbdaTyBaHHS. [JpOCIipeHOH TaKOXK MiaeThCA OKMCHOMY MeTa0oJIi3My, 110
KaTasi3yeTbcs 3a gonoMoro CYP3A4. B ymoBax in vitro O6yna Bif3HaueHa 30aTHICTH JTIKAPCHKOTO
3aco0y IpUTHiYyBaTH aKTUBHICTh HaHOT0 i30hepMeHTY, a TaKOXK 130)ePMEHTIB CUCTEMHU LIUTOXPOMY
P450 1A1, 2C912C19.

BusedeHHs

[IIBuaKicTh MeTabOoiYHOTO KITipEHCY APOCIipeHOHY B CUPOBATII KPOBi CTAHOBUTH 1,5+0,2 MII/XB/KT.
IpocmipeHOH BUOINSAETHCS JIUIIE Y CITOOBUX KiIbKOCTSX YV He3MiHEHOMY cTaHi. MeTabomiTu
IPOCIipEHOHY eKCKPEeTYIOThCS 3 (heKaisiMu i cedelo y criBBimHoIeHHI mpubnu3no 1,2:1,4. Iepiox
HalliBBUBEIEHHS IJIs BUBEIEHHS MeTa0oJIiTiB 31 ceyero Ta KajoM CTaHOBUTH MpuOImM3HO 40 romuH.

PigHoBadicHa KoHUeHmpauis

[1ig yac ogHOroO UMKy JIiIKyBaHHS MaKCHMaJlbHa PiBHOBaXKHA KOHIIEHTpPALis OPOCIIPDEHOHY B
cupoBaTIi KpoBi (mpubnu3Ho 70 HI/MIT) mocaraeThcs yepe3 8 [HIB 3acTocyBaHHsA. KoHIIeHTpaIlis
IPOCIipEHOHY B CUPOBATII KPOBi 36ibIIyEThCS IPUONIU3HO Y 3 pa3u BHACIIAOK iCHYI04Or0o



CIIiBBigHOIIIEHHS KiHIIEBOT'O MePiogy HalliBBUBENEeHHS Ta iHTepBasy J03YBaHHS, 110
BUKOPUCTOBYETHCS.

EmuHisecmpadion

BcmoxkmyeaHHA

ETuninectpapion micns mepopanbHOT0 IPUKMOMY IIBUAKO i TOBHICTIO abcopOyeThcs. MakcuMarnbHa
KOHIIEHTpAllid B CUPOBATLi KPOBI IiCJIg OMHOPa30BOr0 IIepPOpaIbHOTO IPUMOMY OOCSATAETHCS Yepe3
1-2 rogunu i craHOBUTH pubIN3HO 33 nr/Mi. AGComoTHa 0i0JOCTYIIHICTh V Pe3yIbTaTi
IIPECUCTEMHO] KOH forallil Ta epeKTy MepuIoro MpoXoaXKeHHs Yepe3 MeYiHKy CTaHOBUTh MPUOIU3HO
60 %. OmHOYacCHe BXXUBaHHS 1Ki 3HKUKYBaJ0 Oi0MOCTYIHICTL eTHHINECTpaniony npubau3Ho Ha 25 % y
OOCIIiAKYBaHUX XKIHOK, IIPU I[bOMY B IHIIINX HE CIIOCTepPiraau XXOOHUX 3MiH.

Po3nodin

[Ticns mepopalbHOr0 MPUUOMY CIIOCTEPIraeThcs ABO(a3He 3HUKEHHS PIiBHS €TUHINIECTPamiony B
CHPOBATIIi KPOBi, TKe XapaKTepPu3y€eThCs IePiogoM HalliBBUBENEHHS TPHUBAIICTIO MPUOIHU3HO 24
roguHu. ETHUHITECTPaAion CUIbHO, ane HecneludiyHo 3B’ A3y€eThCS 3 OiIKaMu I1a3MU KPOBi
(mpubmu3Ho 98,5 %) Ta ingykye migBuieHHs piBHS [3CT i K3T' y cuposatiii KpoBi. OdikyBaHUMU
00’eM PO3MOMOiNy eTUHINeCcTpamiony CTaHOBUTE MPUOIU3HO 5 JI/KT.

Biompa+cgpopmauis

ETuninecrpapmion miggaeTbcsi 3HaYHOMY MeTab01i3My y KHAIIEYHUKY Ta IePBUHHOMY MeTaboi3mMy y
nedinni. ETuHinectpangion Metabomi3yeTbcsa HacaMIiepel apOMaTAUYHUM TigPOKCUIIIOBAaHHAM, ajle
YTBOPIOETHCS IMUPOKUYN CIIEKTP TiHPOKCUIIBHUX i METHUILHUX MeTa0O0JIITiB, SIKi HasfABHI y BUTTIAMI
BiTbHUX MeTaboJIiTiB Ta KOH'IOTaTiB i3 TTIIOKYPOHifaMu Ta cyibbhaTtamu. PiBeHb MeTab0IiuHOTO
KJIipeHCY eTHHiNeCcTpaiony CTaHOBUTh MPUOIU3HO 5 MJI/XB/KT. In vitro eTuHiNeCcTpamion € 060poTHUM
inribitopom CYP2C19, CYP1Al ta CYP1A2, a Takox inribitopom CYP3A4/5, CYP2C8 i CYP2]2.

BusedeHHs

ETuninectpamion Maixe He BUBOOUTLCS Y He3MiHEHOMY cTaHi. MeTabomiTu eTUHiNeCTpamiony
BHBOMSITHCS 3i cedelo i KOBYIO Y CITiBBimHOIIEeHHi 4:6. [Tepion HamiBBUBEOeHHS 1 METa0OIIiTiB
CTQHOBUTH MpubIU3HO 1 H00Y.

PigHoBadicHa KoHUeHmpauis

CraH piBHOBaXKHOI KOHIIEHTPAllil JOCATAETHCA IPOTITOM IPYTO0l IOJIOBUHY IIUKITY JTiKyBaHHS,
IIPUYOMY PiBEHb €TUHINECTPaiony B CHPOBATIi KPOBi aKyMYJTIOETHCS 3 KPATHICTIO TPUOIN3HO
1,4-2,1.

OKpeMmi kamez2opii HaceaeHHA

Bnaue Ha ¢pyHKUi0 HUPOK

PiBHOBaxXHUY pPiBEHb OPOCIIPEHOHY B CUPOBATILI KPOBi y XKIHOK 3 JIETKUM CTyIIeHeM HUPKOBO1
HEeJ0CTaTHOCTI (KiipeHc KpeaTuHiHy 50-80 My1/xB) OyB IOPiBHIHHUM 3 TAKUM Y XKiHOK 3 HOPMaJIbHOIO
¢byHK1ieo HUpoK (> 80 My/xB). PiBeHb IpoCHipeHOHY y CUPOBaTIli KpOBi B cepemHboMy OyB Ha 37 %
BUIINH Y XIHOK 3i cepefHiM cTyneHeM HUPKOBOI HegocTaTHOCTI (CLcr = 30-50 M/XB) TOpPIBHSHO 3
TaK{M y KiHOK 3 HOPMaJIbHOIO (PYHKITi€I0 HUPOK. JIiKyBaHHS OPOCIipeHOHOM N00pe epeH0CUIOCh
JXIHKaMU i 3 IETKUM, i 3 cepefHiM CTyieHeM HUPKOBOI HEJOCTaTHOCTI.



JIikyBaHHS OpPOCIiIpEHOHOM He MaJjIo KJIiHIYHO 3HAYyI[Oro BIJIUBY Ha KOHIIEHTPAL0 KaJliio B
CHPOBATL] KPOBI.

Bnaue Ha ¢pyHKUiH0 neviHKu

Knipenc micnsg nepopaabHOTO IPUMOMY ¥ DOOPOBOJIBIIB 3 IIOMipHOIO TEYiHKOBOIO HEIOCTATHICTIO OYB
npubnIu3HO 3HUXKEHUY Ha 50 % MOpiBHSAHO 3 TIOABMU 3 HOPMAJIbHOIO (QYHKITIEIO MEeUiHKHU.

3a3HaueHe 3MeHIIeHHS KIIipeHCY OPOCIipeHOHY Y HOOPOBOJIBLIIB i3 TOMIPHOI0 HUPKOBOIO
HEJOCTaTHICTIO He IPU3BOOUTH J0 OyOb-IKUX 3HAUYIIUX PO3XO[XKEHD MO0 KOHIIEHTpallil Kajilo B
CHPOBATI]i KPOBI.

Hagite npu giaGeTi Ta ogHOYACHOMY JiKyBaHHi CIIiPOHOJIAKTOHOM (OBa YUHHUKHU, SKi MOXKYTb
CIIPOBOKYBATH TilepkasieMilo y malieHTa) He Bii3Hauanocs 30inblIeHHs KOHIIEHTPAallii KaJiio B
CHPOBATIIi KPOBi BUIIE BEPXHLOI MEKi HOPMH.

MoxHa 3po0UTH BUCHOBOK, 1110 KOMOiHaIlis APOCIipeHOH/eTHHINeCTpasion no0pe NepeHOCUTHCS
mallieHTaMu 3 IIOMipHOI0 IIeYiHKOBOI HEIOCTATHICTIO (Kimac B 3a cuctemoro Yannma-I1'10).

EmHuiyHi epynu

KniniyHo 3Hauymux BigMiHHOCTEMH y papMaKOKiHETHUIl gpocripeHoHy ab0 eTHHiNeCTpamiony Mix
JKiHKaMu €BPOMENCHKOI Ta a3iaTChKOI pac Bim3HayeHo He 0yIo.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

ITepopanbHa KOHTpAIEIis.

IIpomunoka3aHHsi.

Komb6inoBaHi nmepopasnbHi KoHTpanentusu (KITK) He MOzkKHa 3aCTOCOBYBATH y pa3i HasgBHOCTI xo4a 6
OJHOTO 3 HUXKYe3a3HaUeHUX CTaHiB. Y pasi, Ko Oyab-gKuH i3 IUX CTaHiB BUHUKAE BIIEPIIIe IIifl Yac
3acrocyBaHHA KIIK, mpuitoM npenapaTy CJlif HeralHo NPUIIUHUTH:

MigBUIIIEHA YYTIUBICTD OO Hil0YMX PEUYOBUH ab0 10 Oyb-sIKOi 3 OTIOMiXKHUX PEYOBUH
JikapcbKoro 3acoby (ouB. po3gin «Cknag»);

- MigBUIIlEHA YyTIUBICTh A0 apaxicy abo coi;
- HasBHICTh a00 pU3NK BUHUKHEHHS BeHO3HOI TpoMOoeMoOortii (BTE):

BeHO3Ha TpoMOoeMbomisi - HasiBHa BTE, 30KkpeMa BHACIIiIOK Teparii aHTuKoaryiasHTaMu abo B
aHaMHe3i (Hanpuknag, Tpom603 rimubokux BeH (TT'B) abo Tpomboembotist nereneoi aptepii (TEJIA));

BimoMa cmapgkoBa ab0 HabyTa CXUIBHICTH 10 BeHO3HOI TpoMOoeMOotii, HanpuKIian
PE3UCTEHTHICTH [0 aKTUBOBaHOTO ImpoTeiny C (y ToMy uucii MyTallis ¢pakropa V JlelimeHa), medinut
antutpoMOiny III, medimut npoteiny C, gediuut npoteiny S;



BeJIMKe OIlepaTUBHE BTPYYaHHS 3 TPUBao iMmoOimizarlieio (muB. po3min «Oco6muBOCTi
3aCTOCYBaHHS»);

BUCOKHM PU3UK BEHO3HOI TPoMO0oeMO0Iil BHACTIAOK HasBHOCTI MHOXUHHUX (DAKTOPiB PU3UKY
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»);

HasBHICTh a00 PM3UK PO3BUTKY apTepianbHOi TpoMboeMOoril (ATE):

apTepiansHa TpoMGoeMOoIIig - HagBHICTh apTepianbHOl TpoMOoeMOoIil Ha faHuM Yac abo B
aHaMHe3i (Hanpukiaf, iHpapKT Miokapaa) abo mpoapoManbHUM CTaH (HapUKiIam, CTEeHOKAPHis);

TIOPYIIEHHS MO3KOBOT0 KpPOBOOOIry - iHCyNbT Ha faHuU Yac abo B aHaMHe3i, HasgBHICTb
IIPOOPOMaIbHOIO CTaHy (Halpukiaf, TPaH3UTOPHA illeMidyHa aTaka (TIA));

BimoMa cmapgkoBa abo HabyTa CXUIBHICTE 10 PO3BUTKY apTepianbHOl TpoMOoeMOotil, Taka IK
rineproMouuCcTeIHeMis Ta HagBHICT aHTU(HOCOHONINIgHUX aHTUTIN (aHTUKAPAIOIiNiHOBI @aHTHUTINA,
BOBYAKOBHUM aHTUKOATYJISHT);

MiTrpeHb i3 BOTHUIIIEBUMU HEBPOJIOTIYHUMHU CUMIITOMaMU B aHaMHE3i;

BHCOKMU PU3UK apTepianbHOl TpoMO0eMOOoJIil BHACTITOK HasBHOCTI YUCIEHHUX (DAKTOPiB PU3UKY
(muB. po3min «Oco6IUBOCTI 3aCTOCYyBaHHS») a60 Yepes3 HasBHICTh OJHOTO 3 TAKUX CEPHO3HUX
(hakTOpiB PU3UKY:

- IIYKPOBUH fiabeT 3i CYIUHHUMHE YCKIIafHEHHSIMU;
- TsKKa apTepiajbHa rinepreHsis;
- TSI2KKa OUCTIMOMPOTEeIHEMIS;

HasgBHICTh TSAXKKOTO 3aXBOPIOBAHHS NIE€UiHKY Ha JaHUM Yac abo B aHaMHe3i, T0KY [T0Ka3HUKU
GyHKIIII TeYiHKY He IOBEPHYJIUCS y MeXKi HOPMUY;

HUPKOBa HEJOCTATHICTh TSKKOTO CTYyIEeHs abo rocTpa HUPKOBa HEIOCTATHICTE;
HAsIBHICTH NMyXJIMH MeYiHKM Ha HaHWM Yac abo B aHaMHe3i (MoOposiKicHUX ab0 370SIKiCHUX);

BimoMi a6o mimo3proBaHi 37T0SKICHI MyX/IMHY (HaIpUKIIak, CTaTeBUX OpPraHiB abo MOJIOYHUX
3a/103), SKi € 3a71eKHUMHU Bif] CTaTEBUX IT'OPMOHIB;

BariHaJbHa KPOBOTEeYa He3'siCOBAHOI eTiONoril;
migo3proBaHa abo MmiaTBepaXKeHa BariTHICTh.

[TpoTumoOKa3aHO OMHOYACHE 3aCTOCYBAHHS JIiIKAPChKOTO 3aco0y MimiaHa 3 mikapChKUMM 3ac06aMH,
110 MiCTsSTh oMOiTacBip/mapuTanpeBip/puToHaBip, macabyBip, IekanpeBip/mibpeHTacBip Ta
codocOyBip/BenmnaracBip/BoKcuIanpesip (AuB. po3npinu «B3aeMopmis 3 iHIMUME TiKapCchKUMU 3aco6aMu
Ta iHII BUAYM B3aeMOpii» Ta «OcoOIMBOCTI 3aCTOCYBaHHS»).

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Cnip o3HaiioMuTHCs 3 iHdopMalieio ono JTikapChKoro 3acofy, 1110 3aCTOCOBYETLCS OJHOYACHO, TS



BUSIBJICHHS IIOTEHIIMHUX B3a€EMOIH.

dapMakomvHaAMiuHiI B3aEMOil

OpHOYacHe 3aCTOCYBaHHS 3 JIiKapChKUMH 3ac00aMu, 110 MiCTSTh
oMmOiTacBip/mapuTanpeBip/puToHaBip Ta facalyBip, 3 pubaBipuHOM ab0 6€3 HLOTO,
rIeKamnpeBip/miOpeHTacBip i codpocOyBip/BenmnaTacBip/BOKCUIAIPEBRIP, MOXKe 30iTbIIUTA PUIUK
IiABUIIEHHS PiBHSA anaHiHaMiHOTpaHCchepasu (AJIT) (guB. po3minu «IIpoTunoka3aHHI» Ta
«0Oco6MBOCTi 3aCTOCYyBaHHS»). TOMY, IIEpII HiXK PO3M0OYaTH 3aCTOCYBaHHS IIUX JTiKapPChKUX 3ac00iB,
TallieHTH, SIKi 3aCTOCOBYIOTH JIiKapChKui 3aci6 MigiaHa, TOBUHHI IepeiiTH Ha allbTePHATUBHUYN METO[
KOHTpallenIlii (HampuKiag, KOHTPalemIlis 3a [0IIOMOT00 ITpelaparis, 1110 MiCTSATh TiTbKU
nporectares abo BUKOPUCTOBYBaTU HETOPMOHAJIbHI MeTOAM). 3aCTOCYBaHHS JIIKapChKOTO 3ac0o0y
MipmiaHa MOXKHa BiTHOBUTH Yepe3 2 TUXKHI MiCIsA 3aBepIlIeHHS TiKyBaHHS 3a AOIOMOTO0 IIUX
niKapchKuX 3acobiB.

d®apMaKOKiHETUYHI B3aEMOi1

Bnius iHwux sikapcvKux 3acobis Ha npenapam MidiaHa

B3aeMopii MOXJKBi 3 JTiKapChbKUMH 3aco0aMu, 110 iHOYKYIOTh MiKpocoMaiibHi pepMeHTH. Lle Moxke
IIPU3BECTH [0 30iNbIIEHHS KITipeHCY CTaTEBUX I'OPMOHIB, 1110 3i CBOT0 O0KY MOXKe CIIPUYUHUTHU
IIPOPUBHY KPOBOTEUY Ta/ab0 BTPaTy eheKTUBHOCTI KOHTPAIETITHURY.

Tepamia

[HpyKLisg eH3UMiB MoxKe OyTH BHSIBIIeHa BXKe depe3 [eKibKa OHiB TiKyBaHHS. MaKcuMalbHa iHAYKIIiSA
(dhepMeHTIB 3arajioM BUMIPIOETHCST Yepe3 feKinbKa TUKHIB. [Ticis BigMiHU NTiKyBaHHS iHAYKIIisS
(bepMeHTiB MOXe TPUBATH MPUOIU3HO 4 TUXKHI.

KOpOTKOCTPOKOBE TiKyBaHHS

2KiHKY, 9Ki IpUIMaloTh JIiKapChKi 3acobu, 110 iHOYKYI0Th PEePMEHTH, Mal0Th TUMYaCOBO
BUKOPUCTOBYBaTH Oap’epHUi MeTon abo iHImui MeTon KoHTparemniii mogatkoso no KIIK. Bap’epuuit
MeTO[I CJIi] BUKOPUCTOBYBATH IIPOTATOM YChOI'0 TEPMiHY JIiIKYBaHHS BiAIIOBIIHUM IIpeniapaToM i Ie
IIPOTAroM 28 [OHIB IMiC/Id NPUIMHEHHS UOr0 3aCTOCYBaHHA. SKINO Tepallis pO3II0YNHAETHCS Y IIepiof
3acTocyBaHHS ocTaHHix TabneTok KIIK 3 ymakoBkH, TO mpuiioM TabyieToK 3 HacTymHOI ynakoBKu KITK
CJIifl po3moyaTy Ofpa3y Micis MmomnepenHboi 6e3 3BUYHOT0 iHTepBaly 0e3 3acToCcyBaHHS TabIeTOK.

[TOBrOCTPOKOBE JIIKYBaHHSA

KiHKaM IIpy AOBTOCTPOKOBIiM Tepallil Jil0UMMU Pe4OBUHAMH, IO iHAYKYIOTh (EPMEHTH IIEeYiHKH,
peKoMeHayeThcst Oap’epHuUii abo iHIINI BiIMOBIAHUIM HETOPMOHAIBHUM METOM KOHTPALeIii.

Huxxue3asHaueHi B3aeMoii Oyu 3adikcoBaHi 3rigHO 3 0ny0IiKOBAHUMY TaHUMU.

[Tito4i peyoBuHH, 1110 30inbmIyiI0Th KipeHc KITK (3HuxkeHHS edekTuBHOCTI KI'K yepes iHOyKIIi0
¢depMeHTiB), HampUKIam:

Bapbitypartu, 603eHTaH, KapOama3seriH, QpeHiTOIH, MpUMifoH, pudaMIIiluH; ITpernapaTH, 110
3acTOCOBYIOThCS IpHu BIJI-iH(ekii: pruToHaBip, HeBipariH Ta edaBipeHIl; TaK0XK, MOXKJIIKBO,
¢denbamat, rpu3eodynbBiH, OKCKapOa3eriH, Tomipamar i mpemnapaTti, g0 CKJIafly IKUX BXOOUTh
POCIUHHUY JiKapchKui 3acid 3Bipobiit (Hypericum perforatum).



Pe4yoBrHY 3 HENOCTIWHUM BINIUBOM Ha KiipeHc KITK

[Tpu ogHouacHOMY 3acTtocyBaHHi 3 KIIK BenmuKa KinbkicTh KoMOiHalli# iHridiTopis BIJI-poTea3u Ta
HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPAHCKPHUIITa3H, BK/II0OUal0yy KoMOiHalii 3 inribiTopamMu
Bipycy rematuty C (BI'C), MOXYyTb migBUIIyBaTH a00 3HMKYBaTH KOHIIEHTPAIIil0 eCTPOTeHY a0
IIPOTeCTHUHIB ¥ ma3Mi KpoBi. CyKyNHUM BIIJIUB TAKUX 3MiH MOXKe OyTH KJIiHIYHO 3HAUYIIUM Y OEeTKUX
BUIIAKaX.

Tomy mist BUSIBIIEHHS IIOTEHIIIMHUX B3aEMOIiN Ta OyIb-IKUX iHIIMX pPeKOMeHalli# ciia
03HAMOMUTHUCS 3 iHpOpPMAIIi€I0 00 METUYHOI0 3aCTOCYBAHHS JTIKAPCHKOTO 3ac0o0y M7 TiKyBaHHS
BIJI/BI'C, mo npuiiMaeThcsi ogHOYacHo. [Ipy HasBHOCTI OyOb-IKUX CYMHIBiB KiHKaM JOJATKOBO CIIif
BMKOPUCTOBYBaTU Oap’epHUI MEeTOX KOHTpallellii Ipu Tepanil iHriditopamu mpoTeasu abo
iHribiTopaMy HEHYKIE03UIHOI 3BOPOTHOI TPAHCKPHUIITA3H.

iroui peyoBuHH, 1110 3HNKYVIOTH Kiaiperc KITK (inridiTopu depMeHTiB
KniniyHa 3HaUyLIiCTh IOTEHIINHOI B3a€MOZIi 3 iHriGiTopamMu (pepMeHTIB 3aIUIIaeThCS HEBiIOMOIO.

OpHoYacHe 3aCTOCyBaHHS CUJBbHUX iHTiIOiTOPiB CYP3A4 MoOKe IigBUIIUTH 11J1a3MOBI KOHIIEHTpAIlil
ecTporeHy abo mporectury, abo 000X KOMIIOHEHTIB.

Y mocnipxeHHi 6araTopa3oBux 003 KoMOiHallil gpocripeHoH (3 Mr/no0y)/eTrHinecTpagion
(0,02 mr/mo6y) Ta cunbHOro inriditopa CYP3A4 keTokoHa3omy npoTsaroM 10 gHiB 30inbiryBamocs
AUC 4 1op BPOCIIPEHOHY Ta eTUHiNecTpapiony y 2,7 ta 1,4 pa3a BifIoOBigHO.

Etopukokcub y mo3ax Big 60 mMr/go0y mo 120 mMr/go0y TpogeMOHCTPYBaB MiBUIIIEHHS M1JTa3MOBUX
KOHIIeHTpalii eTuHinecTpagiony y 1,4-1,6 pa3a BiAIOBIAHO IIpU OOHOYACHOMY 3aCTOCYBaHHI 3
KOMOiHOBaHMM rOpPMOHA/IbHUM KOHTpaLenTHBOM, 110 MictuTh 0,035 Mr eTuHinectpapmiony.

Brnnus npemnaparty MiniaHa Ha iHIIi gikapceKi 3aco6u

Komb6iHoBaHi mepopasibHi KOHTPALENTUBY MOXKYTh BINIMBATH Ha MeTabo0JIi3M iHIIKX MpemnaparTis. 3
OTJISINY Ha Lie MOXe 3MIHIOBATUCS KOHI[EHTpallid OiF0UMX PEYOBUH Y IJITa3Mi KPOBi Ta TKAHUHAX — K
HMigBUIYBAaTUCA (HAPUKJIIaA, OUKIOCIOPUH), TaK i 3HUXKYBaTUCA (HAlIpUKJIIaf, TaMOTPULXKIH).

Ha migcraBi mocnifkeHb B3aeEMO{Iii in vivo y XKiHOK-T0OPOBOJIBIIIB, SKi 3aCTOCOBYBAJIA OMEIIPA30JI,
cMMBacTaTHH a0o Miga3onaM K cyOCcTpaTH-MapKepH, BCTAHOBIIEHO, 10 KJIiHIYHO 3HAYyIla B3aEMOIis
OPOCIIPEHOHY B 031 3 MT' 3 iHIIUMU AiI0YMMHU PeYOBUHAMH, 10 iIHOYKYIOTHCA nuTOXpoMoM P450, €
MaJIOMMOBIPHOIO.

Kniniyni mani cBiggaTth mpo Te, 10 €TUHiNECTPaRiol NIpUrHivye kiipeHc cyoctpatis CYP1A2, 1o, 3i
cBoro 00Ky, cnpuunHsie cnabke (Hanpukiaf, Teodinin) abo moMmipHe (Hanpukiazg, TU3aHIAUH)
MigBUIIEHHS 1X [IJTa3MOBUX KOHIIEHTPAIIil.

Iu11i hopMu B3aeMomil

Y matieHTiB i3 HOPpMaIbHOIO (PYHKIIEI0 HUPOK OfNHOYACHE 3aCTOCYBAHHS OPOCIiPEHOHY Ta iHTiOiTOpiB
ATI® abo HecTepoigHUX MpoTU3anaabHuX 3aco0iB (HII33) He mokKa3amo 3HAYYLIOT0 BIUIMBY Ha PiBeHb
KaJIiio B cupoBaTIli KpoBi. OgHAK OfHOYACHE 3aCTOCYBAHHS aHTATOHICTIB albqoCTEPOHY abo
KaJjii3bepiraoyux OiypeTukiB He NOCTiAXKYBanocs. Y bOMy BUIIAgKy HeoOXifHe [MOCTIiiKeHHS piBHS
KaJlif0o B CUPOBATIIi KPOBi IPOTATOM IIE€PIIOTr0 LUKIy IPUUOMY IIpernaparty (OUB. TAaKOXK PO3[iN
«Oco0IMBOCTI 3aCTOCYBaHHS»).



J1abopaTopHi JOoCHimKeHHS

3acTocyBaHHS KOHTPALIENITUBHUX CTEPOIiB MOXKe BIIMBATU Ha Pe3y/IbTaTH AEIKUX 1a00paTOpHUX
aHaumi3iB, TaKuX gK 0i0XiMiuHiI MOKa3HUKY (PYHKIIII TeYiHKY, MUTOBAOHOI 321031, HAHUPKOBUX 3aJ103
i HUPOK, a TaKOX PiBeHb TPAHCIOPTHUX OiNIKiB MMy1a3Mu KPOBi, TAKUX 5K

KOPTHKOCTEPOIN3B’ a3yBabHUM I'00YIiH i ¢ppakiii mimigis/minonpoTeiniB, MOKa3HUKU BYTIIEBOTHOTO
o0MiHy, Koarymsiiii Ta ¢piopunomidy. 3Minu 3a3Bu4ail nepedyBaioTh Y MeXKax HOPMaJIbHUX 3HaYeHb.

IpocnipeHoH 306ibIy€e aKTUBHICTh PEHIHY Ta aTbIOCTEPOHY B IJIa3Mi KPOBi, 110 BUKJIUKAHO HOT0
JIETKOI0 aHTUMIiHEePaTOKOPTUKOIMHOI0 aKTUBHICTIO.

Oco6.1ueocmi 3acmocyeaHHsi.

PimenHs npo npusHavyeHHd npenaparty Mifiasa ciif npuiMaTi 3 ypaxyBaHHAM IHAUBITyalIbHUX
(akTOpiB PU3UKY XKIHKH, ICHYIOUUX Ha JaHUU MOMEHT, ¥ TOMY YUCJIi (PAaKTOPiB PU3UKY PO3BUTKY
BeHO3HOI TpoMOoemboriii (BTE), a Takoxk pusuky BTE, nos’sizaHoro 3 npuiioMoM mpemnaparty MifiaHa,
TIOPiBHSIHO 3 iHIMMMY KOMOiHOBaHMMH rOpMOHAIbHUME KOHTpauentuBamu (KI'K) (muB. po3minu
«[IporumnoxkasanHusa» Ta «OCOOMMBOCTI 3aCTOCYBaHHT»).

ITonepenxeHHs

3a HAsIBHOCTi Oymb-sIKKMX CTaHiB ab0 GpaKTOpiB pU3UKY, 3a3HAUYEHUX HUXKYE, CJIifl 0OTOBOPUTH 3
JXKIHKOIO JOLIbHICTh 3aCTOCYBaHHA NpenapaTty MimiaHa.

Y pagzi 3arocTpeHHs ab0 Mpu MepPIIUX IPosBax Oyab-IKUX i3 BKa3aHUX CTaHiB a0o hakTopiB
PU3HUKY XKiHKaM PEKOMEHOYEThCS 3BEPHYTUCH [0 JIiKaps Ta BU3HAUUTH HEOOXigHICTh MPUMTUHEHHS
IpuiioMy Ipenapaty MiniaHa.

Y pagsi nigo3pioBaHoro abo nmigTBEPAKEHOT0 apTepiasbHOro abo BEHO3HOTO TPOMOO3Y CIIif
npunuHUTH 3actocyBanHg KI'K. AKI0 po3noyaTta aHTUKOATYISTHTHA Teparis, ciif 3a0e3nednTu
anbTepHATHBHY afeKBaTHY KOHTPAIEIIil0 Yepe3 TepaTOreHHUH BIIMB aHTUKOATY/ISHTIB (KyMapuHu).

HupxkyaamopHi po3aadu

Pu3suk 8uHukHeHHs 8eHo3Hoi mpomboemboii (BTE)

Ha tni 3acTocyBanHs Oynb-skoro KI'K migBUIyeThCSI pU3KUK PO3BUTKY BEHO3HOI TpoMO0oeMOoItii
(BTE) mopiBHSHO 3 BifCYTHICTIO 3aCTOCYBaHHS. 3aCTOCYBaHHS MpenaparTiB, 10 MiCTATh
JIEBOHOPrecTpesi, HOprecTuMaT a00 HOPETHCTEPOH, aCOLil0IOTHCsI 3 HH2KYUM pu3ukoMm BTE.
3acTocyBaHHsA iHIIUX TiKapChKHUX 3ac00iB, Takux sik MigiaHa, MoKe MPU3BOIHUTH 10
miIBHIIEHHS PU3HUKY yaBiui. PileHHs mpo 3acTOCyBaHHSA Npenapary, sSiIKkHH He HaJIe)KHUTh
[0 TPYIH NpenapaTiB 3 HAHMEeHIIUM PU3UKOM pPo3BUTKY BTE, Ma€ OyTH NpHHHATE TiIBKHU
micJist 00roBopeHHs 3 XKiHKo10. Heo0xigHO nepeKoHaTHUCs], 110 BOHA YCBiTOMJIIOE PU3HUK
po3BuTKY BTE, noB’si3aHu# i3 3aCcTOCyBaHHAM npenapary MigiaHa, CTyniHb BIIMBY
HasIBHHUX Y Hel ()aKTOpPiB PU3HKY HA piBeHb BHIE3a3HAYEHOr0 PU3HKY i TOH ¢akKT, 110
pu3uK BTE € HaHBHIIIUM MPOTSITOM IEPIIOTr0 POKY 3aCTOCYBaHHsI MIpemapaTy. 3a JesiKHMH
manuMH pu3ukK BTE Mmoxe 3pocraTtu npu BigHoBiIeHHi 3acTocyBaHHA KI'K micis nepepsu
TPUBAIICTIO Bix 4 THXKHIB i Oinblre.

Cepeq XiHOK, sKi He 3acTOCOBYIOTh KI'K i He € BariTHUMH, 4acToTa BUHUKHEHHS BTE cTaHOBUTH
npubnu3no 2 Bunaaky Ha 10000 xkiHok Ha pik. OgHak y 6yab-gK01 OKpeMo B3sTOl KiHKM piBeHb



PU3UKY MOXKe OyTH 3HAUHO BUIIMM, 3aJIE3KHO Bifl HASBHUX Y HEl OCHOBHUX (hDaKTOPiB PU3UKY (IUB.
HUX4Ye).

BcranoBmneHo', mo 3 10000 xiHOK, siKi 3acTocoBY0Th KI'K, 110 MiCTSTh IpocmipeHoH, y 9-12 XiHOK
po3BuHEThCsE BTE mpoTSAroM OgHOTO POKY. Ll MOpiBHIOETHCS 3 MOKa3HUKOM MPUOIH3HO 6° y XKIHOK,
sKi 3acTOCOBYIOTh KI'K, 1110 MiCTAThH JIEBOHOPTeCTPEI.

B o60x Bumaakax KinbkicTs Bunazakis BTE 3a pik Oyia MeHIIO00, HiXK 3a3BUYall O4iKyETHCSA IPOTITOM
BariTHOCTi a0 y MiC/IsAMOI0r0BOMY IEpiofi.

BTE Moxke npu3BOAUTHU [0 JIeTadbHUX HACMifKiB y 1-2 % BUMAfKiB.

KinpkicTts BumagkiB BTE #Ha 10000 xkiHOK 3a 0guH Pik

=]

[1i moka3HUKY OTPUMAHO Ha OCHOBI BCiX JaHUX eMifeMioNnoriYHIX HOCTinKEeHb 3 YpaxyBaHHIM BiTHOCHUX
PU3UKIB, 0B A3aHUX i3 npuiioMoM pizrux KI'K, mopiBasAHO i3 3acTocyBanusaM KI'K, 1m0 MicTATh
JIEBOHOPTeCTpe.

Y cepemaroMy 5-7 BunapfkiB Ha 10000 XiHKO-POKIB Ha OCHOBI pO3PaxyHKy BiTHOCHOT'O PU3UKY 3aCTOCYBaHHS
KTK, 110 MiCTSTh JIeBOHOPTECTPET, TIOPIBHSAHO 3 TAKUM Yy XKiHOK, 5Ki He oTpuMytoTs KI'K (mpubnusuo 2,3 - 3,6
BUTIAMIKY).

Hap3eryaliHO pigKo MOBiIOMIISAIOCS IIPO BUHUKHEHHS TPOMOO3Y B iHIINX KPOBOHOCHUX CYAMHAX,
HalpUKJIa[ apTepisix i BeHax MedYiHKU, HUPOK, CiTKiBKM a00 Me3eHTepialbHUX CyIUHAX, Y XKIHOK, AKi
3actocoByBanu KI'K.

QakxTOpH PU3UKY PO3BUTKY BTE

Ha tni 3acTocyBanus KI'K pr3uk po3BUTKY BEHO3HUX TPOMO0eMOOIiYHUX YCKIagHEHb MOXKe 3Ha4YHO
30i/TbIITYBATUCS Y XKiHOK 3 TOAaTKOBUMHM (paKTOPaMHU PU3UKY, 0COOIMBO MTPU HASIBHOCTI MHOXKWHHUX
dakTopiB pu3uKy (ouB. TabnUINO 1).

[Tpenmapat MigiaHa TpoTUNIOKa3aHUY XiHKaM 3 HasBHICTIO MHOXUHHUX (HaKTOPiB PU3UKY, Ha MigCTaBi
SIKMX 1X MOXKHA BiTHECTH [0 I'PYIIH BUCOKOTO PU3UKY PO3BUTKY BEHO3HOT0 TPOMOO3Y (HUMB. PO3Min
«IIpoTuUnoKa3zaHHs»). AKIIO XKiHKa Mae Oinbille 0gHOTO paKTOpa PU3UKY, 3POCTAHHS PUIUKY MOXKE
OyTu GinmbIIMM, HiXK CyMa PU3HUKIB, acOIlilioBaHUX i3 KOXKHUM OKpeMUM (HaKTOpoM, TOMY CJliff 6paTu [0
yBaru 3arajbHui pusuk po3BuTtkKy BTE. KIT'K He cif npu3HayaTy, SKIIO CIiBBIIHOLIEHHS
KOPUCTh/PU3UK € HECTIPUSATAUBUM (OUB. PO30in «IIpoTuoKa3aHHI»).

Tabnuis 1
daxTopu pu3uKy po3BuTky BTE
DaKTOp PUUKY [TpuMiTKa
OxupiHHs (iHOeKC MacH Tina OinbIie PH3KK 3HAYHO MiIBUINYETHCS MPU 30iNbIIeHHI
30 xr/m%). iHIeKCcy MacH Tina.
Oco6nuBo oTpebye yBaru Ipyu HasIBHOCTI
PKiHOK iHIIKX (paKTOPiB PU3HUKY.




TprBana iMmMob6inizanis (y ToMy 4ucii Y Takux BUINIalKaX PEKOMEHYETHCA
MOBITPSHUM TeperiT Oinbiile 4 TOOUH), BEJIUKE |[IPUIMHUTH 3aCTOCYBaHHS TabeTok (y pasi
oliepaTUBHE BTpy4aHHS, OyIb-siKa omepallis Ha |[[1JITaHOBOT'O OIIePaTUBHOTO BTPyUYaHHS

Horax a00 Ha OpraHax MaJjloro Ta3a, [OHaMMeHIIe 3a 4 TUXHi) Ta He

Helpoxipypriuxi BTpydyaHHs abo obumpHa BITHOBJIIOBAaTA 3aCTOCYBaHHS paHillle HiX

TpaBMa. yepe3 2 THXKHI MiCIs MOBHOTO BiJHOBIIEHHS
PyxoBol akTuBHOCTI. 1100 YHUKHYTH

[TpuMiTKa: THM4YacoBa MoO6isi3allis, y ToMy Heo4iKyBaHOI BaTiTHOCTI, CIif

YHCITi OBITPSTHUY TTeperiT OinbIne 4 rouuH, BUKOPUCTOBYBATHU iHIIUY MeTOJ KOHTpAIeIIlil.

TaKoXK Moxke OyTu pakTropoMm pusuky BTE, [ToTpiOHO PO3TIISHYTH AOLINBHICTE

0COOJIMBO IJIsT KIiHOK 3 iHIUMU (paKTopaMu QHTUTPOMOOTHYHOI Tepailii, SKII0

PU3UKY. 3aCTOCyBaHHS IIpenaparty MiniaHa He 6yo

[IPUIIMHEHO 3a30aneriis.
Cimelinuit aHaMHe3 (BeHO3Ha TpoMOoeMOortiss |V pa3i HassBHOCTI CIIaKOBOI CXMJIBHOCTI IIeper

y pigHoro 6paTa/cectpu abo OaThKiB, 3acTocyBaHHSIM Oynb-akux KI'K KiHkam
0CcOo0/IMBO Y BiTHOCHO MOJIOIOMY Billi, PEKOMEHAYETHCA IOPATUTUCA 31 CIIeLiaIiCTOM.
HanpuKiag y Bii go 50 pokiB).

[m11i cTanu, moB’s13aHi 3 BTE Pak, CHCTeMHUY YEePBOHUY BOBYaK,

CeMOJIITUKO-YPEeMIYHUY CUHAPOM, XPOHIYHe
3alajibHe 3aXBOPIOBAHHS KUIIEYHUKY (XxBopoba
KpoHa a0 BUpPa3KOBUY KOJIIT) Ta
CcepronomiOHOKITITUHHA aHeMis.

30inbIIeHHS BiKY Oco6nBo oHax 35 POKIB.

HeMmae equHOI qyMKH 00 MOKJIMBOT'O BIIMBY BAPUKO3HOTO POIIIMPEHHS BEH Ta ITOBEPXHEBOTO
TpoMO0debiTy Ha PO3BUTOK ab0 MPOrpecyBaHHS BEHO3HOT'0 TPOMOO3Y.

Heo0xigHOo 3BepHYTH yBary Ha MigBUINEHUNM PU3UK PO3BUTKY TpoMOoeMOOil iyl yac BariTHOCTI,
0CO0/IMBO MIPOTSATOM IEPIINX 6 THUKHIB MiCIIS MOMOTiB (IUB. PO3MiN «3aCcTOCYBaHHS y Iepiof
BariTHOCTi abo rofyBaHHS TPYOOI0»).

CumnTomu BTE (Tpom603 rannbokux BeH i TpoM6oeMO60is TereHeBoi apTepii)

Y pa3i BUHUKHEHHS HUXK4Ye3a3HaueHUX CUMIITOMIB XKiHI[l CJIil TEpPMIHOBO 3BEPHYTUCS 3a MEOUYHOI0
OOTIOMOTO0 Ta IMOBIMOMHUTH JIiKaps PO Te, 10 BoHa npuiiMae KI'K.

Cumnromu TpoM603y rinubokux BeH (TT'B) MOXYyTh BK/TIOUATH:
OTHOCTOPOHHIN HAOPSAK HOTM Ta/abo cTomu abo MiITHKY y3M0BXK BeHU Ha HO3i;
6inb ab0 MigBUIEHY YYTIUBICTh ¥ HO3i, 110 MOXKe Bif4yBaTUCS TilbKU IPU CTOSHHI ab0 x0mn0i;
BiI4yTTS XKapy B ypaXKeHill HO3i; MOYepBOHIHHS a00 3MiHy KOJIbOPY IIKipy Ha HO3i.
Cumnromu TpoMboeMOostil nereHeBoi apTepil (TEJIA) MOXKYyTh BKJIIOYATH: -
PaIToOBYy 3aAMIIKYy He3 sicCOBaHOI eTiojIorii abo MpuCKOpeHe AUXaHHS;
panToBUY OYATOK KAIUT0, KU MOXKe CYIIPOBOAXKYBATUCSI KPDOBOXapKaHHSM;
panToBuit Oifb y IPyAHIM KITiTII;

IepeTHeTTPUTOMHMM CTaH ab0 3aIlaMOPOYEHHS;



mBUOKE a00 HEeperynspHe cepleOuTTs.

IesiKi 3 IIUX CUMIITOMIB (HalpuKJyaf, 3agullKa, Kalllelb) € HecnelruPiuHUMY i MOXKYTb OyTH
HeIIPaBUILHO OLiHEHI SK OiNlbII MMoImupeHi abo MEeHII TSIXKKi SBUINA (Hampukiag, iHeKIll fuxanbHuX
IIJISAXIB).

[HIITI 03HAKM OKJIII03il CYOIUH MOXKYTh BK/IIOYATH PanTOBUM 0ib, HAOPSK Ta HE3HAYHE ITOCUHIHHS
KiHITiBKH.

[Tpu okJTI03i1l CyAMH OKa M0YaTKOBOIO CUMIITOMATHUKOI0 MOXe OyTH HEYiTKiCTh 30Dy, IO He
CYIIPOBOMXKYETHCS 00JTLOBUMHU BifUYTTSMH i TKa MOXKe IIPOTPecyBaTy [0 BTpaTu 30py. [HoAi BTpata
30pYy PO3BUBAETHCS MaliKe MUTTEBO.

Pusuk possumky apmepiaasvHoi mpomboemboii (ATE)

Emipemionoriuni mocmimkeHHs BUSBUIIH, 10 3acToCyBaHHS Oymb-sikux KI'K acomitoeTsest i3
IiIBUIIIEHUM PU3UKOM apTepianbHol TpoMboeMbotii (iHpapkT Miokapaa) ab6o nepebpoBacKyIsIpHUX
nofif (HampuKiaj, TPAaH3UTOPHA illleMivyHa aTaka, iHCynbT). ApTepianbHi TpoM6oeMOoTiuHi SBHUIIa
MOXYTb IIPU3BOAUTHU [0 JIETaJIbHUX HACIIIKIB.

DaxTopu PU3UKY PO3BUTKY ATE

[Tpu 3actocyBanHi KI'K pu3uk po3BUTKY apTepianbHUX TPoMO0eMOOiYHNX YCKITagHEeHb ab0
11epe0pPOoBaCKYIIPHUX MOfIiN 3p0CcTae y XKiHOK i3 hakTopamMu pusuky (ous. Tabnuino 2). [Ipemapar
MigiaHa mpoTUIIOKa3aHuM, AKIIO Y KIiHKY € OOUH Cepio3Hui abo MHOXKKHHI (aKTOpH PU3UKY
po3BuTKy ATE, 9Ki MOXKYTb IiABUIIUTY PU3UK PO3BUTKY apTepiaabHOT0 TPOMOO3Y (OUB. PO3Min
«[IpoTuUnoKa3aHHs»). AKIO XKiHKa Mae€ OinbIille OGHOTO (paKTOpa PU3UKY, 3POCTAHHS PUIUKY MOXKE
OyTu OinmbIMM, HiXK CyMa PHU3HUKIB, aCOIiiOBaHUX i3 KOXKHUM OKpeMHUM (HaKTOPOM, TOMY CJliff 6paTH [0
yBaru 3aranbHuil pu3uk po3BUTKy ATE. KT'K He crif npu3HadaTy, SKIIO0 CIiBBIAHOIIEHHS
KOPHUCTh/PU3UK € HECTIPUSATIUBUM (OUB. PO3ain «IIpoTUIOKa3aHHSI»).

Tabnuig 2

daxTopu puU3UKy po3BUTKY ATE

DakTOp pUIUKY [TpuMiTKa

30inbIIeHHS BiKY Oco061uB0 OHA[ 35 POKiB.

[TaminHa PKinkawm, siki 6axkaioTs 3acTocoByBaTu KI'K,
CJIiT peKOMEeHAyBaTy BiIMOBUTUCS Bif
[MaTiHHS.

PKiHKaM BiKOM Bif 35 pOKiB, SIKi MPOJOBXKYIOTh
[TaJIMTH, CJIiJ HAMOJIETJINBO PEKOMEHIyBaTH
iHITMY MEeTOH KOHTPAIEeMNIIil.

ApTepiasibHa rinepTeH3sis
OxupiHHs (iHmeKc Macu Tina OinbIme P13UK 3HAYHO IiABUINYETHCS IPH 30iNMbIIeHH]
30 kr/™M°%) iHIeKCy MacH Tifa.

Oco0nuBo oTpedye yBaru nNpu HasiBHOCTI y
DKIHOK iHIIKX ()aKTOPIiB PU3UKY.

CimeliHMY aHaMHe3 (apTepianbHa Y pa3i HasgBHOCTI CIaIkKOBO1 CXUIIBHOCTI Iepen
TpoMboeMOoJTis y pimHOro 6paTa/cectpu abo  [3acTocyBanHAM Oymb-sikux KI'K KiHkaMm
OaTbKiB, 0COOTMBO ¥ BiTHOCHO MOJIONOMY Billi, |peKOMEHOYETLCS IIOPAIUTHCS 3i CIIeliamicToM.
HanpuKiag y Biri 7o 50 pokiB).




MirpeHb 3pOCTaHHS YaCTOTH BUHUKHEHHS ab0 TSIKKOCTi
Mirpesi i yac 3actocyBaHHS KI'K (Moxe
OyTy IPOAPOMaIbHUM CTaHOM IIepeq
PO3BUTKOM 11epeOpoBaCKyISIPHUX TIOAil) MOXKe
CTaTU IPUYUHOI HETalHOT0 IPUIIUHEHHS

npuiiomy KI'K.
[HITi cTaHy, OB’ 13aHi 3 HebaXKaHUMU LlykpoBuii miabeT, rimeproMouucTeinemis,
peakuisiMu 3 00Ky CynuH Ba[IM KJIaIlaHiB cepils, GiOpusilis nepencepms,
NVCITIONPOTEeIHEeMis Ta CUCTEMHUN YePBOHUM
BOBUYAK.

CumnTtomu ATE

Y pa3i BUHVKHEHHS HUXKX4Ye3a3HaueHUX CUMIITOMIB XKiHI[l CJIiI TEpPMIHOBO 3BEPHYTUCS 38 MEAUUYHOI0
OOTIOMOTO0 Ta IOBIHOMHUTH JliKaps, 110 BoHa npuiiMae KI'K.

CumMmrnToMaMu 1iepedpPOoBaCKyISIPHOTO pPO3/Iafy MOXKYTh OyTH:
parnToBe OHIMiHHS a0 cnabkicTh 067IKUYYs, PyK a00 Hir, 0COOIMBO OIHOCTOPOHHE;
palToBe MOPYIIEHHS XOOM, 3allaMOPOYEHHS, BTpaTa piBHOBaru abo KOOpAMHallii;
parToBa CIIYTaHICTh CBiMOMOCTI, IOPYIIeHHS MOBIIeHHS a00 PO3yMiHHS;
parToBe TOTIpIIeHHs 30py Ha ogHe abo o0uaBa 0Ka;
PaITOBUM CUJIBHUE a00 TPUBAIKH TO0BHUM 6inb 663 BU3HAUEHOI IPUYMHY;
BTpaTa CBimoMoCTi abo HETTPUTOMHICTH 3i cyqomMamu abo 6e3 HUX.

TuMYacoBiCTh CUMIITOMIB MOXKe CBIIUUTHU NIPO TPaH3UTOPHY imeMiuHy aTaky (TIA).

Cumnromamu iHpapKTy Miokapaa (IM) MoXyTh OyTH:

6inmb, mUCKOMMOPT, TUCK, TAXKKICTh, BIIUYTTS CTUCKYBaHHS a00 pPO3NUPaHHS Y TPYALX, Pyl abo
3a TPYAHUHOIO;

ouckoMOPT 3 ippafialli€lo y CIUHY, IeJiely, TOpio, PyKy, IUIYHOK;
BiOUyTTS ITepenoBHEHOCTI IINTyHKA, IIOPYIIeHHS TPaBIeHHS abo soyxa;
IocuseHe MOTOBUMOINEHHS, HyOoTa, 6/10BaHHS a00 3allaMOPOYeHHST;
HaJ3BUYaliHa CIa0KiCTh, HECIIOKil a00 3a[MIIKa;
mBUOKe abo HeperynsipHe cepreduTTs.

ITyxauHu

PesynrTaTy mesaKux enifeMiosIoriyHux JOCIIiAXKeHb BKa3yI0Th Ha N0aTKOBE IIiIBUIIEHHS PU3UKY
PO3BUTKY paKy KUMKW MaTKU IpU TpuBasoMy 3acTocyBaHHi KIIK (> 5 pokiB), mpoTe lie TBEPAXKEHHS
3alUIIAETHCS CyIIePEeYIMBUM, OCKIIbKY OCTAaTOYHO He 3’'ICOBAHO, HACKIJIbKU Pe3yIbTaTh OOCTIAXKEHb
BPaXOBYIOTh CYNIyTHI (AaKTOPU PHU3UKY, HAIIPUKJIA[ CTaTeBY MOBEHIHKY Ta iHIIi haKTOpH, HAlpPUKIaL
indikyBaHHs Bipycom naminomu mopguau (BITJI).



Merta-aHari3 JaHux 54 emigeMionoriYHuX OOCTiAXKEeHb BKa3y€e Ha He3HaUHe MiABUILEHHS BiTHOCHOTO
pu3uky (BP=1,24) po3BUTKy paKy MOJIOUHOI 3aJI03H Y XKIiHOK, fIKi 3acToCcoBy10Th KIIK. Ilei
MigBUIIEHNY PU3UK IIOCTYIOBO 3HUKAE NPoTaroM 10 pokiB micis 3akiHyeHHS 3acTocyBaHHd KIIK.
OCKinbKH paK MOJIOYHOI 3271031 y XKiHOK BikKoM f10 40 pOKiB 3ycTpidaeThCs pigKo, 36imbIIeHHS
KiJIbKOCTi BUIIQJKiB IiarHOCTUKU PaKy MOJIOYHOI 3a/I03H y XKiHOK, SKi 3aCTOCOBYIOTh HUHi a00
HengofgaBHo 3actocoByBanu KIIK, € He3HaUYHUM IIOZI0 PiBHS 3arajibHOTO PU3UKY PaKy MOJIOYHOL
3an03u. Pe3ynbTaTil 1IUX OOCHiAXKEHb He Haflal0Th AOKA3iB iCHYBaHHS IPUYMHHOTO B3aEMO3B I3KY.
[TinBuIeHHST pU3KNKY MOxKe OyTH 3yMOBJIeHE K Oi/IbIll PAHHBOIO HiarHOCTHKOIO PAaKy MOJIOYHOI
3aJ103M Y XiHOK, siKi 3acTocoBytoTh KIIK, Tak i 6iomoriunoro mieto KITIK abo moemHaHHIM 000X
¢daxTopiB. Big3dHaueHo TEHOEHIIiIO, III0 PaK MOJIOYHOI 3271031, BUSIBIIEHUH Y XKiHOK, 5IKi KONTHU-HEOYIb
npuiimanu KI1K, KniHIiYHO MeHII BUpaXXeHU#, HiXK y TUX, XTO HiKonu He npuiMas KIIK.

Y nmoomuHOKUX BUIIafKaX ¥ XKiHOK, siKi 3acTocoByBanu KIIK, crocTepiranucs noOposkicHi, pigiie —
37I09KiCHI IyXJIMHU TTeYiHKU. B OKpeMux BUMlafKax Ifi MyXJIMHU CIPUYUHANIYN HEOe3MeUHy OIS XKUTTS
BHYTPIIIHEOUYEPEBHY KPOBOTEYY. Y pa3i BUHUKHEHHS CKapr Ha CUJIbHUMU Oilb B eliracTpanbHil
minsHI, 30imbIIeHHS MeYiHKY a00 HasgBHICTh 03HAK BHYTPIIIHbOYEPEBHOI KPOBOTEUi ITPU
mudepeHianbHil JiarHOCTHULI CITi] BpaXOBYBaTU MOXKJIMBICTh HAsSIBHOCTI TyXJIMHU TEYiHKH Y XKiHOK,
siki npuriMaTh KIIK.

3actocyBanHs KIIK y Bucokux mo3ax (50 MKT eTHHiNeCTpafAiony) 3HUXKYE PU3UK pPaKy eHAOMETPIo Ta
SIEYHUKIB. 3aUIIAE€ThCA MIATBEPAUTH, YU 11l JaHl MOXYTh CTOCyBaTUCA 1 HU3bK0m030Bux KIIK.

31M0SIKiCHI MyXTMHU MOXKYTh 0yTH HEeOe3MeUHUMU AJISI KUTTS a00 TPU3BOAUTHU 0 JIETATIbHOTO
HaCJIOKYy.

THwi cmaHu

IenpecuBHUM HACTPil i menpecis € YacTUMU NOOGIYHUMY peakliiMu NPU 3aCTOCYBaHHi
TOPMOHAJIbHUX KOHTPALeNTUBIB (IuB. po3nin «I1obiuni peakiii»). [lenpecis Moxe OyTH TSIXKKOIO i €
BimoMuM paKTOpOM PU3UKY CyillMAaNbHOI IIOBeHiHKM Ta camory0cTBa. 2KiHOK ciif iHpopMyBaTH Mpo
HeoOXiIHICTh 3BePHYTUCS [0 JIiKaps y pasi nepemnayiB HaCTPOIO i CUMIITOMIB [ieTIpecii, HaBiTh SKIIO
BOHU BUHUKAIOTh HEBOB31 MiCJId I0YATKY JIiKyBaHHS.

[IporecTtorenHu KOMIIOHEHT IIpenapaTy MifiaHa € aHTarOHICTOM aIbIOCTEPOHY i3
Kasin30epiralouuMy BIaCTUBOCTAMHU. Y OiMbIIOCTI BUNATKIB 3aCTOCYBaHHS HE OYiKYETHCS
MiABUIIIeHHS PIBHS Kaliio B CUPOBATLi KpPoBi. OgHAaK y KJIIHIYHOMY OOCTIIAXKEHH] y IedKuX MalieHTiB 3
JIETKUMHU Ta MIOMIPHUMHU NOPYIIeHHSAMHU QYHKIII HUPOK i CYyIIyTHIM 3aCTOCYBaHHSIM KaJili3bepiraioyux
nikapchbKuX 3aco0iB piBeHb KaJlilo B CHPOBATIIi KPOBi AEIIOo, ajie He CYyTTEBO, MigBUIIYBaBCA IIifl 4ac
3aCTOCYBaHHS [POCIipeHOHY. TOMy PeKOMEHYETLCS KOHTPOJIIOBATH PiBEHB Kaslilo B CUPOBATLi KPOBi
y IepLIOMY LIMKJIi IPUIOMY NIpelapaTy y NallieHTiB 3 HUPKOBOK HENOCTATHICTIO Ta Iepef I04aTKOM
3aCTOCyBaHHS IIpenapaTy YyTpUMYyBaTH PiBeHb KaJjlilo CUPOBAaTKY KPOBi He BUILle BEPXHBOI MEXi
HOPMH, 0COGJIMBO IIPY OOHOYACHOMY 3aCTOCYBaHHI Kaniii36epirarouux giKapchKux 3acobiB (IuB.
po3min «B3aeMomist 3 iHIMMMY JTiIKapChKUMHU 3ac00aMH Ta iHINi BUOKW B3aEMOTIN»).

2Kinku 3 rineprpuriinepuneMieto abo ciMeHIM aHaMHE30M II0f0 IILOTO IOPYIIeHHS HajleXkaTh 00
TPYIIY PU3UKY PO3BUTKY IIaHKpPeaTUTy IIpu 3acTocyBaHHi KIIK.

Xoua He3HaYHe MiIBUILIEHHS apTepiaabHOro TUCKY Oyi0 omucaHo y 6araThox XiHOK, SKi IpUiManu
KIIK, kniHi4HO 3Hauylle MiABUIIEHHS apTepiabHOr0 TUCKY € ITIOONUHOKUM SIBULLEM. JIuIlle B [uX
pimKicHUX BUIagKax HeoOXigHe HeraliHe npunuHeHHs npuiiManHsg KIIK. V pasi icHyio4ol o modaTKy
JIiKyBaHHS apTepiaiibHOI rinepTeH3ii abo HEMOXKIIMBOCTI HaJIe’KHUM YMHOM KOHTPOJIIOBATH
IIOKa3HUKY apTepialbHOr0 THCKY 3a JOIOMOTOI0 aHTUTITePTEeH3UBHUX 3ac00iB, XKiHKaM, sSKi



npuiiMaioTh KIIK, crif IpUnuHUTH 1X 3aCTOCYBaHHS. fAKINO Ie OOoLinbHO, 3acTocyBaHHsa KIIK MoxHa
BiJHOBHUTH TICJIg HOCSATHEHHS HOPMOTOHII 3a IOITOMOT0I0 aHTUTINEPTEH3KWBHOI Tepartil.

[ToBimomsiniocs: PO BUHUKHEHHS a0 3aroCTPeHHS 3a3HauyeHUX HUXK4Ye 3aXBOPIOBaHb IIifl 4ac
BariTHOCTI Ta npu 3actocyBaHHi KIIK, arne ix B3aeM03B 130K i3 3acTocyBaHHAM KIIK He € ocTaTo4HO
3’SICOBAHUM: JKOBTSIHUIIS Ta/a00 cBepOixkK, MOB’I3aHU i3 X071€CTa30M; YTBOPEHHS XKOBYHUX KAaMEHiB;
nopdipid; CUCTEMHUY YePBOHUU BOBYAK; TeMOJIiITUKO-YPEMIYHNN CUHOPOM; Xopes CupeHrama;
repIiec BariTHUX; BTpaTa CJIyXy, [I0B’A3aHa 3 OTOCKJIEPO30M.

EK30reHHi eCTPOTeHN MOXYTh iHAYKyBaTH a00 ITOCUII0BAaTH CUMIITOMY CIIaAKOBOT'0 Ta HabyToro
AHTiIOHEBPOTUYHOT'0 HAOPSKY.

TocTpi abo xpoHiuHi po3nanu GYHKII Ne4iHKKA MOXYTh IOTpeOyBaTH MPUNUHEHHS 3aCTOCYBaHHS
KIIK, noxku nmoka3HuKY QyHKIIII TeYiHKY He TOBEPHYTHCS V¥ MexXKi HopMuU. [Ipu penugusi
X0JIeCTaTUYHOI KOBTSHUIIL Ta/abo cBepOexXy, IKUU CIIPUUYUHEHUN X0JIeCTa30M, 10 paHille BUHUKAJIN
y mepiofi BariTHOCTi abo MOMePeaHbOTr0 3aCTOCYBAHHS CTaTeBUX rOpMoHiB, npuiiManus KITK cnig
IPUNUHUTH.

Xoua KoMOiHOBaHi TOPMOHAJIbHI KOHTPAIENITUBY MOXKYTh BIIJIMBATH Ha NMepPUGEepPUIHY
iHCYTiHOPE3UCTEHTHICTD i TONIEPaHTHICTH [0 TIIOKO3U, HEMAE JaHUX IOA0 MOTPedu 3MiHIOBaTH
TepaNeBTUYHUN PEXKUM Y XKiHOK 3 fiabeToM, gKi nmpuiimManTh Hu3bKomo3oBaHi KIIK (110 MicTATH

< 0,05 mr etuninectpagiony). IIpoTe XkiHKH, SKi CTpazXKaaloTh Ha IyKPOBUH miabeT, TOBUHHI
peTenbHO 06CTeRyBaTUCS NMPOTATOM 3acTocyBaHHs KIIK, 0co611BO Ha ITOYaTKYy JTiKyBaHHS.

Bunagku 3arocTpeHHs eHJ0oTeHHOI fgernpecii, eminerncii, xBopobu KpoHa Ta BUPa3KOBOI'0 KOJIITy
TaKOXK CrocTepiranucs mif yac 3actocyBanusa KIIK.

[HOmi MoXKe BUHMKATH XJ10a3Ma, 0COOIMBO V KiHOK 3 XJI0a3MOI0 BariTHUX B aHaMHe3i. 2KiHKH, CXUIIbHI
[0 BUHUKHEHHS XJI0a3MH, MalOTh YHUKATH Mil IPSIMUX COHSYHUX IIPOMEHiB ab60 ynbTpadioreToBoro
ONPOMiHIOBaHHA Iif Yyac npuiiManHsg KIIK.

[ToOMizKHI pEYOBHUHU

Lleit mikapcbku#t 3aci6 Mictuth 48,17 MT TaKTO3U MOHOTIAPATY B OOHiM TaOneTII.

3a HasIBHOCTI PigKICHUX CIIafIKOBHX CTaHIB HEIIEPeHOCHMOCTi rajakTo3H, MOBHOI JJaKTa3HO1
HEeJ0CTAaTHOCTi abo ManbaOcopOIlii ITI0KO3U-TalaKTO3U He CJIifl 3aCTOCOBYBATH 1ieH JTiKapCchKuii 3acib.

Opna TabneTKa I[bOTO0 JTiKapchKoro 3aco0y Mictuth 0,07 MI cOeBOro TeUUTHHY. [laHUM ITpernapaTt He
CJIip mpuiiMaTH MallieHTKaM i3 rinepuyyTnuBicTIO 0 apaxicy abo coi.

MenuuHe 00CTeXKEHHSI/KOHCYIbTAITis

[Tepen moyaTtkoM a0 BifHOBJIEHHSM IIpUitoMy mpemnapaTy MifiaHa peKOMeHOYeTbCs 3i0paTu IOBHUM
MeIWYHUM aHaMHe3 (BK/TI0YalyHu CiMeHHWH aHaMHe3), IPOUTH MegudyHe 00CTeXKeHHS i BUKITIOUUTH
BariTHicTh. Crlif BUMIpATH apTepialbHUM TUCK, IIPOBECTH 00’ €KTUBHE [IOCHTIXKEHHs, 6epydu J0 yBaru
IIPOTUIIOKA3aHHS (OUB. po3min «[IpoTHUIOKa3aHH») Ta 3acTepexeHHs (IuB. po3Mmin «Oco6IuBOCTi
3aCTOCYBaHHS»). BaxK/I1BO 3BEpPHYTH yBary XkiHOK Ha pU3UK BUHUKHEHHS BEHO3HOTO i apTepialbHOTO
TpoMO03y, BKJIIOYAIOYX PU3MK 3aCTOCYBaHHS IpemnapaTy Miniana, mopiBasHo 3 inmmmu KI'K, mono
cumntoMiB BTE Ta ATE, a TakoX Ha BimoMi ¢akTOpu pU3uKy Ta il y pa3i migo3pu Ha TpoM0Oo03.

HeO6XiI[HO, I.T.IO6 MaIfieHTKa YBaAXKHO IIPOYUTAJId iHCTI)YKLIiI-O OJid MEOUYHOI'O 3aCTOCYBAHHSA Ta



OOTpPUMYyBasacs 3a3Ha4eHUX y Hill peKoMeHali. YacToTa i XxapakTep OT/IsiB TOBUHHI
I'PYHTYBaTHUCS Ha iCHYIOUMX HOPMaX MeIUYHOl IPAKTUKM 3 YpaXyBaHHSAM iHOUBITyaTbHUX
0COBIMBOCTEN KOXKHOI KiHKHU.

Crnipg monepenuTy, 110 TepopaibHi KOHTPAlLleNTUBY He 3axuaioTh Bifg BlJl-indexuil (CHIDy) ta
IHIMKUX 3aXBOPIOBaHb, 110 EPEAThCSI CTaTEBUM IITITXOM.

3HMXKeHHS eeKTUBHOCTI

EdextusnHicts KITK MOxKe 3HMKYBaTUCS Y BUIIQAKY IPOIYCKY IpUitoMy TabmeTKu (IUB. PO3Mi
«Croci6 3acToCyBaHHS Ta HO3U»), PO3/IAMiB IITYHKOBO-KUIIIKOBOTO TPAKTY (OUB. po3min «Cmocid
3aCTOCYBaHHS Ta 103W») a0 OMHOYACHOTO IIPUNOMY iHIIMX JTiKapChKUX 3aC006iB (IUB. pO3Min
«B3aeMopis 3 iHMMMY JTiKapChbKUMHK 3aC00aM¥ Ta iHIII BUAY B3aEMOIii»).

KoHTpons 1ukny

[Tpu 3acTtocyBanHi KITK M0XyThb criocTepiratucst HeperyJasapHi KpoBoTedi (KpoBoMa3aHHS abo
IIPOPUBHI KPOBOTEYi), 0COOIMBO MPOTSATOM IIEPUINX MiCSIIiB 3aCTOCYBaHHS IIpernaparty. ToMy OliHKa
HeperyIspHUX KPOBOTEY MOXKe MaTH 3HAUEHHS JIUIIe IIiC/Is TPhOX IIUKIIB afamTalil.

AKII0 HeperynIsapHi KpOBOTeYi MPOOOBXKYIOTHCS ab0 TPAIIAIOTHCS MiCIs OeKiITbKOX HOPMaJbHUX
IIUKJTiB, HEOOXigHO PO3TNISHYTH MUTAHHS NP0 HETOPMOHAJIbHI IPUYNHM i TPOBECTH BiATOBigHi
[iarHOCTUYHI 3ax0au (IIpy HeoOXiMHOCTI - KiopeTaxK) IJIsl BUKJTIOYEHHS 3JI05KiCHUX HOBOYTBOPEHb abo
BariTHOCTI.

Y meskux XKiHOK MOXKe He HaCcTaT{ KpOBOTedYa BifMIiHU IIifi 4Yac IepepBy y IPUUOMI ITpemnapary. AKIo
npuiioMm KIIK BinOyBaBCs 3rifHO i3 BKa3iBKaMu, OMUCAHUMHU Y po3mini «Crocib 3acToCyBaHHS Ta
Io3u», BariTHicTs ManouMoBipHa. IIpore, skimio npuiiom KIIK BinGyBaBcs HeperynspHO 0
BiZICYTHOCTI mepimoi KpoBoTeui BimMiHu abo SKIIO KPOBOTEYi BITMiHM BifCyTHI IPOTSTOM OBOX IUKIJIIB,
nepeq npomoBxkeHHIM 3acTocyBaHHS KITK HeoOXimHO BUKITIOYUTH BaTiTHICTE.

[linBumenHs piBHA AJIT

[Tig yac KITiHIYHUX OOCTIgXKEeHb 3 Y4acCTIO Ial[leHTiB, SKi MPOXOOUIX KypC JIIKyBaHHS BipyCHOTI'O
rernatuty C (BI'C), 3a momomoroto jikapchbKux 3aco0iB, 110 MicTATh oMOiTacBip/mapuTanpesip/
puToHaBip Ta macabyBip, 3 pubaBipuHOM ab0 6e3 HLOTO0, OyI10 3aiKCOBAHO 3HAUHE IiABUIIEHHS PiBHS
AJIT, 1o mepeBUILlyBajio BEPXHIO MeXKy HOpMH Y 5 pasiB. Lle BimOyBanocs 3i 3Ha4YHO GiTbIIOI0
YaCTOTOI0 V XKiHOK, SIKi 3aCTOCOBYBAJIU JIiKapChKi 3aC00H, 110 MiCTSATL €TUHIIECTPAMioN, TaKi K
kKoMbiHoBaHi ropmonanbHi KoHTpanentusu (KT'K). ITigeuimenns piBus AJIT cioctepiranocs Takox
IIPY 3aCTOCYBaHHI MPOTUBIPYCHUX JTiKapChKUX 3ac006iB, 110 MiCTSITh I'eKanpeBip/mibpeHTacBip Ta
codocOyBip/BenmnaracBip/BoKcunanpesip (AuB. po3ninu «IIpoTunokasaHHs» Ta «B3aemopis 3 iHIIUMHU
JMiKapChKUMHU 3aco0aMu Ta iHIIi BUAKM B3aEMOIiN»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BariTHicTb
[Ipenapat MifiaHa IpOTUIIOKa3aHUU 10 3aCTOCYBaHHS y IIepiof BariTHOCTI.

Y pagzi HacTaHHS BariTHOCTI ITif Yac 3aCTOCYBaHHS IpenapaTy Migiana #oro nmpuiioM HeoOXigHO
IPUNUHUTYA HeranHo. OfHaK pe3yIbTaTy eMileMioNoTiYHUX OOCHiAXKeHb He BKa3yIOTh Ha IiABUIIEHHS



PU3UKY IIOSIBU BPOAKEHUX Baf y OiTel, HapoaXKeHuX XiHkaMmH, ki npurManu KIIK mo BariTHOCTI, Tak
caMmo, fIK i Ha iCHyBaHHS TepaTOTeHHOI Ail npu HeHaBMucHOMY Ipuiiomi KITK npoTsrom BariTHOCTI.

Y mocnifKeHHSX Ha TBapuHaxX Oynu BUsSBJIeHI M0GiuHI eeKTH y Nepio BariTHOCTI Ta JTaKTallil (OuB.
po31in «®apMaKoJIOTiuHi BIaCTUBOCTI»). I pYHTYIOUKCh Ha WX JAaHKX, HE MOXKHA BUKIIIOYUTH
n00iYyHKX edeKTiB, OB I3aHUX i3 TOPMOHAJILHUM BIIMBOM ITOE€OHAHUX [IiI04nUX pedoBuH. OgHAK
3aranbHu focBif 3actocyBanHs KIIK mim yac BariTHOCTI He CBimUMUTH PO icHyouni HeOaxKkaHUM
BIIJIUB Y JIIOOUHH.

Bimowmi mani mopmo 3acTocyBaHHS Ipenapaty MifiaHa mif yac BariTHOCTI 3aHaATO 00MexXKeHi [t Toro,
m06 MoxkHa 6y10 3po0MTH BUCHOBKH IIIO0 HETAaTHBHOIO BIJIUBY IIpemnapaTy MiniaHa Ha nepe0ir
BaTiTHOCTI, 30O0POB’s MmIofa abo HOBOHAPOMXKEHOT0. [loTerep HeMa€e XKOOHUX BiiMIOBITHUX
eIIifmeMioIoTiUHUX MaHUX.

[Tpu BimHOBJIEHHI 3aCTOCYBaHHA IIpeliapaTy MifiaHa cilifg BpaxoByBaTH MigBUIIEHHS PU3UKY PO3BUTKY
BTE y micnsimonoroBomy nepioni (muB. po3minu «Oco6auBOCTI 3aCTOCyBaHHS» Ta «Crocid
3aCTOCYBaHHS Ta JO3U»).

[Iepion rogyBaHHSA TPYOOI0

KIIK M0XyTh BIJIMBATU Ha TOOYBaHHS T'PYAMI0, OCKIJIBKY IIifl 1X BIJIMBOM MOKe 3MEHIITyBaTUCS
KIIBKIiCTh IPYZHOI0 MOJIOKA, a TaKOXK 3MIHIOBAaTUCA MO0 CKal. 3Baxatouu Ha Iie, KIIK He
PEKOMEeHYEeThCA IPUUMATH B Ilepiof rogyBaHHs I'pyanto. HeBenuki KiTbKOCTI KOHTPALIEIITUBHUX
cTepoiniB Ta/abo ix MeTabomiTh MOXKYTh MPOHUKATH Y TPYAHE MOJIOKO IIifl yac 3actocyBanHs KIIK. LIi
KiJIbKOCT1 MOXKYTh BIIJINHYTY Ha JUTUHY.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He mpoBogumu mocCigKeHb 1010 BIUIUBY JIiKapChKOTo 3ac00y Ha 3MaTHICTh KepyBaTu
aBTOTPAHCIOPTOM a0o0 MpallloBaTH 3 iHIMMMHU MeXaHi3MaMH. Y XKiHOK, SKi mpuiiMal0Th KOMOiHOBaHi
IIepopaibHi KOHTPaALeNTUBY, He TIOBIIOMIISIOCS IIPO BIIJIMB Ha 3JaTHICTh KepyBaTU aBTOTPAHCIOPTOM
a0o mpaloBaTH 3 iHIIMMY MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
[TepoparnbeHoO.
Llo3ysaHHA

TabmeTKy HeOoOXimHO MpHUUMAaTH IIOOHS MPUOIN3HO B OOUH i TOM XKe Yac, ¥ pa3i HeoOXimHOCTi
3allMBalOYy HEeBEJIMKOIO KiIbKICTIO PiUHY, ¥ IOCTIiOBHOCTI, 3a3HaueHill Ha OIiCcTepHill yIaKoBIIi.
Heo6xigHo npuiimatu o 1 tabnetui Ha foOy npoTtaroM 21-ro gus nocninb. KoxkHa HacTynHa
yIlaKOBKa MIOBUHHA MOYMHATHUCS TiCJISI CEMUEHHOI ITepepBU y MPUHOMi TabIeTOK, IPOTATOM SIKOi
3a3BUYal HacTae MEHCTpyaabHONIOAiOHa KpoBOoTeYa. BoHa 3a3BUyYaii MOYMHAETLCS Yepe3 2-3 oHi
Iic/1sl IPUIOMY OCTaHHBLOI TabNIeTKM i MoXKe He 3aKiHYUTHUCS [0 T0YaTKy IpUiioMy TablIeToK 3
HACTYITHOI YIIaKOBKH.

AKX po3moyaTy 3aCTOCYBaHH4 npenaparty MiniaHa



SIKUL0 20pMOHANbHI KOHMpPauenmueu y nonepeodHill nepiod (MuHyAull Micauyb) He 3acmocosysanu.

[Tpuiiom nikapchkoro 3acoby MigiaHa CIIifl po3MOYKWHATH y NEePIIXii JeHb IPUPOAHOT0 LIUKITY XKiHKU
(TobTO y mepmiuii JeHb MEHCTPYyaabHOI KPOBOTEY).

ITepexio 3 iHWO020 KOMOIHOBAHO20 20PMOHA/ILHO20 KOHMpav,enmuada (KoMbiHO8aHi nepopanbHi
KOHMpauenmueu, 8az2iHaavHe Kiavle abo mpaHcoepmanvHull naacmup)

Baxano, mo0 kiHka no4asna npuiioM Tabaetok MiniaHa Ha HaCTYIHUY AeHb NiCN IPUUoMy
OCTaHHbBO1 aKTUBHOI TabneTku nonepeguboro KIIK; y Takux Bunagkax npuiioMm Mifgianu He Cif
TIOYMHATH Mi3Hillle HAaCTYITHOT'0 JHS IIiC/Is 3BUYHOI TepepBy y nmpuioMi TabaeTok abo mpuiomMy
HeaKTHBHUX Ta0neTok nomnepenaboro KIIK. ITpu mepexopni 3 BariHaabHOTO Kinmbiist abo
TpaHCIepMaIbHOTO IIJIaCTUPY IIPUiioM npenapaTy MigiaHa 6axKaHOo pO3MOYKMHATH B IEHb BUaIeHHS
IIOTIEPEeTHBOTO 3aco0y; ¥ TaKUX BUIAAKax IPUIiOM IIpemnaparty MiniaHa ciif po3noYyrHATH He Mi3Hille
3alJIaHOBaHOI IPOIENyPHY IIePeXony.

ITepexio 3 memody, sikuti 6a3yembvCsi HA 3aCMOCYBAHHI AuWe npozecmozeHy (mabaemku, wo
micmsamb miabKu npo2ecmoeeH, iH’exuii, imnaanm) abo 8HympiwHbLOMAmMKo80i cucmemu 3
npozecmazeHom (BMC)

2KiHKa MOXKe po3loYyaTy IpuiiMaTu npenapat MiniaHa y Oyab-KAY OeHb MiCNIs IPUIUHEHHS
puiioMy TableToK, 1110 MiCTSTh TiIbKY IIporecToreH (y pasi iMmianTa abo BHYTPIIIHLOMATKOBOI
CHCTEeMU — y [eHb IX BULANIeHHS, y BUNAJKY iH €KII1 — 3aMiCTh HACTynHOI iH’ekuil). OgHAK y BCixX
BUIIAJKaX PEKOMEHOYETHCSA JOJATKOBO BUKOPUCTOBYBATH 6ap’€pHUM METO[ KOHTPALEMIil IPOTATrOM
nepiux 7 OHIB IPUAOMY IIpernapary.

ITicas abopmy 8 I mpumecmpi 8azimHocmi

[TpuiimMaHHS IpenapaTy CIIif po3moYaTy HeTalHO B TOM XKe [eHb IIiCId omepallil. Y TaKkoMy BUIIaAKy
HeMa€ HeoOXiTHOCTi 3aCTOCOBYBAaTH HOOATKOBI 3ac06M KOHTpAIETIIIi.

ITicas nonozie abo abopmy y II mpumecmpi eazimHocmi

Y BUnagKy rogyBaHHS I'PYONI0 OUB. PO3Min «3aCTOCYBaHHS Yy Iepiof BariTHOCTI abo romyBaHHS
TPYAIIO».

2Kinkam HeoOXiqHO peKOMeHIyBaTH PO3MOYMHATH MTPUMOM IIpenaparty Mimiana 3 21-28-ro gHs micns
nosioriB a6o abopty y II TpuMecTpi BariTHOCTI. fAKINO XKiHKa IMi3Hillle MOYKXHAE TPUNAOM TabIeToK, CIif
PEeKOMeHIyBaTH NOOATKOBO BUKOPUCTOBYBaTH Oap’epHUM METON KOHTPAIEMNil TPOTATOM IepIIuX 7
nHiB mpuiioMy TabneTok. OfHAaK, SKIIO0 CTaTEBUM aKT yKe BimOyBCs, TO Ilepef T0YaTKoM
3actocyBaHHs KIIK citif BUK/TIOUMTH MOXKJIMBY BaTriTHICTH a00 XKiHITi CITif mOYeKaTHCs IepIIoi
MeHCTpYyallil.

IITo po6umu y eunadky nponyckKy npuiiomy maod1emku

fAKI10 3ami3HeHHd y IpruiiMaHHi Oyab-5K01 TaObleTKy He mepeBuIIy€e 12 roguH, KOHTpalleNnTHBHA
[isl IpemapaTy He 3HUXKYEThCA. [Iponyineny TabneTky Tpeba MPUUHSATHA Ofpa3y, IK TiJIbKY Iie
3’sicyBanocs. Hactymuy Ta6neTKy 3 Liei ymaKOBKU CJIifi MpUUMaTH y 3BUYHUMN Yac.

Ao 3ami3HeHHs 3 npuiioMoM 3a6yToi TabaeTKy mepeBUITYy€ 12 roguH, KOHTPAIEIITUBHUMN 3aXUCT
MOZKe 3MEHIITHUTHCS.

Y Bumapky mpomnycky npuiiomy tabieTkyd HeoOXigHO KePyBaTUCS OBOMAa OCHOBHUMH ITPABUJIAMU:



1. [TepepBa y mpuiiMaHHi TabIeTOK HiKOJIX HE MOXKEe CTaHOBUTHU Oifbllie 7 OHIB.

2. AnekBaTHe MIPUTHIYEHHS CUCTEMH TilloTaJaMycC-Timodi3-1€YHUKY TOCATAaEThCSI Oe3mepepBHUM
IpUHOMOM TabJIeTOK IPOTSATOM 7 THIB.

BiamoBigHO 00 IIBOT0 ¥ MOBCAKAEHHOMY XKUTTI CJIifi KEPYBAaTUCHI TaKUMU PEeKOMEeHMAlliAMuU:
1-1i mustcoeHd

2KiHKa IOBUHHA IPUUHSATH OCTaHHIO NIPONYyIIeHy TabeTKy SKoMora IIBUIIe, HaBiTh SKIIO
[OBENEeThCS IPUUHATY [IBi Ta0JeTKU ofHOYacHO. [1icis 11boro BOHA IPONOBXKYE IPUMMaTH TaONIeTKH Y
3BUYHUM 4ac. KpiM TOoro, mpoTaroM HaCTyNIHUX 7 OHIB CIIig BUKOPUCTOBYBaTU Oap’€pHUM METON
KOHTpAIIeIIlil, HallpuKyaj Ipe3epBaTuB. Y pasi, SKII0 y monepenHi 7 gHiB BigOyBCsS CTaTeBUU aKT,
CJIiJl BpaXxOByBaTU MOXKJIMBICTh HaCTaHHS BariTHOCTI. YuM Oinbiie TableToOK MPONYIIEHO i YuM
OnmuxK4Ye repepBa y IpUNOMi TpenapaTy, THM BUIIKUY PHU3UK BariTHOCTI.

2-1 mudtcOeHb

2KiHKa MOBUHHA MPUUHSITHA OCTAHHIO IIPOMYIIEeHY TabIeTKy SIKOMOora IBUAIe, SIK TibKK 3rafila€ Ipo
IIPOTIYCK, HaBiTh SKIIO [OBEAEThCS MPUMHATH [OBi TabmeTKK omHOYacHO. [Ticsg 11boro BOHA ITPOHOBXKYE
npuiMaT TablIeTKU Yy 3BUYHUM Yac. 3a YMOBH, 110 XKiHKa ITPaBUJIbHO IIpUiiMaia TableTKy MPOTATroM
7 OHIB mepeq MPONyCcKoM, HeMa€e HeoOXiMHOCTI 3aCTOCOBYBAaTH AONATKOBI IMPOTH3aIlIifiHi 3acobu. B
iHmoMy pasi abo mpu mpomnycKy Oinblile ofHiel TabeTK PeKOMEeHAYETLCS TOAAaTKOBO
BUKOPUCTOBYBaTHU Oap’€pHUIM MeTO[ KOHTpPAIEIil MPOoTSIroM 7 OHiB.

3-11 muoicOeHb

BiporifHicTh 3HMKEHHS KOHTPALIENITUBHOTO e(DeKTy 3HaUHa Yepe3 Maii0yTHIO IIEPEPBY IPUHOMY
TabneTok y 7 gHiB. OfHaK Npu JOTPUMaHHI HUXK4Ye3a3HaueHol CXeMHU NPUiioMy TabieToK MoXKHa
YHUKHYTYU 3HUKEHHS KOHTPALEITUBHOTO 3aXUCTYy. AKII0 JOTPUMYBATUCSA OOHOTO 3 HACTYIIHUX
BapiaHTiB, TO He BUHUKHE He0OXiqHOCTi 3aCTOCOBYBATH NOMATKOBI KOHTPAlENTUBHI 3aC00U 3a YMOBU
TIPaBUJIBHOT'O NTPHUOMY TabJIeTOK MIPOTSATOM 7 OHIB 4O MPOMYCKY. B iHIIIOMY BUIIAgKy PEKOMEHOYEThCS
OOTPUMYBATUCH MEPIIOTr0 3 HACTYIIHMX BapiaHTIB i BUKOPUCTOBYBATU NOAATKOBI METONU IIPOTATOM
HaCTyIIHUX / [HIB.

1. 2KiHKa MMoBUHHA IPUUHSTHA OCTAHHIO IIPOMYIIeHy TableTKy SKOMOora IIBUAILe, SK TiMbKU
3rafia€ Mpo IPOIYCK, HaBiTh IKIIO JOBEOEThCS MPUUHATH OBi TaOIeTKH OfHOYaCcHO. [Ticisa mboro BoHa
IIPOMIOBXKY€E MPUMMaTH TaONeTKU y 3BUUHUYM Yac. TaOneTKy 3 HOBOI YIIAaKOBKY CJIif TOYaTH IPUUMaTH
0IIpa3y X IIicjIsg 3aKiHYeHHS MMOMepeNHbol, TOOTO He IOBHHHO OyTH ITepepBU MiXK IPUIHOMOM TabIeTOK
3 000X yIakoBOK. MaoMMOBIpHO, 110 Y XKiHKM PO3NOYHETHCS MEHCTPYyalbHOIOAIOHA KPOBOTEYa [0
3aKiHYeHHs IpuiioMy TablIeToK 3 OPYroi yImakKoBKHU, X04a IIif] Yac mpuiioMmy TablIeToK MOXYTh
CIIOCTEpIiraTUCs MaXKy4i KpOB STHUCTI BUAiNIeHHS a00 IpopuBHA KPOBOTEYa.

2. 2KiH1li MOKHA TaKOXK IOPAAUTH IPUIUHUTU IIPUOM TabJIeTOK 3 IIOTOYHOI YIIAKOBKH. Y TAaKOMY
BUMAJKY [lepepBa B IPUNOMI IIperniapaTy IOBUHHA CTaHOBUTHU [0 7 [HIB, BKIOYAYU JHI IPOIMYCKY
TabeToK; MpuitoM TabIeTOK CJIif T0YaTy 3 HAaCTYIHOI HOBOI yIIaKOBKH.

Ao XKiHKa NponycTuia IpuiiMaHHsa TabIeToK i y Hel BiiCyTHA MeHCTPyabHONIONi0Ha KPOBOTEeYa
IIifl Yac mepiIol 3BUYHOI IIepepBY y IpUMaHHi [Ipenapary, Cifl po3TJISHYTH iMOBipHiCTh BaTriTHOCTI.

PexomeHOauii y aunadxy nopyweHbs 3 60Ky WAYHKOBO-KUWKOB020 MPAKMy

Y pasi TIXKKUX nopylleHs 3 00Ky MITyHKOBO-KUIIKOBOTO TPakKTy (OJII0BaHHS, fiapes) MOXIIUBE



HEeTIOBHe BCMOKTYBAaHHS IIperapaTy, Yy TaKOMY pa3i CJlif 3aCTOCOBYBaTH LOOATKOBI 3acobu
KOHTpAaIemIil.

Ao npoTsarom 3-4 TOOUH Mic/is MpuiioMy TabieTKU cTajaocs OI0BaHHS, HEOOXiIHO SKOMOTa
IIBUIIE TPUUHSTH HOBY TableTKYy, 110 3aMiHsie nonepenHio. HoBy TabeTKy, SKIIO MOXKIIUBO,
HeoOXiHO IPUMHSATH BIPOOOBXK 12 TOAMH MiCJIsA 3BUYHOTO Yacy mpuiioMy. Axio npoumnuio 6inbie 12
TOJMH, HeoOXiHO MOTPMMYyBATUCS MIPaBUJ IIPUNOMY IIpenapary, 3a3HaueHux y po3aini «Ifo pobutu y
BUIIQ[IKy IIPOMYCKY IpuiioMy TabneTKu». AKIIO0 XKiHKa He X0ue 3MiHIOBATU CBOIO 3BUUHY CXeMY
IPUHOMY IIpenapary, il HeoOXigHO MPUUHATH AOAaTKOBY(i) TabneTKy () 3 iHIIOl yIIaKOBKH.

SK 3MiHUMU 4Yac BUHUKHEHHA Kposomeyi 8i0MiHU

[ITo6 3aTpuMaTH feHb IOYATKy MEHCTPYallii, XKiHIIi cJTig TpogoBXKyBaTH MpuiiMaTy TabneTkyu MigiaHa
3 HOBOI YIIaKOBKY i He poOUTU TTepepBU Y 3aCTOCYBaHHi ITpenapary. [1pu 6axaHHi TepMiH IpuUioMy
MOXKHa ITPOAOBXKUTH aX M0 3aKiHueHHs TabJIeTOK i3 Apyroi ynakoBKu. [Ipy IbOMy MOXKYThb
CIIOCTEpiraTucs MPOPHBHA KPOBOTeYa ab0 MaxKydi KPOB'SHUCTI BUIiIEHHS. 3BUYANHUN IPUHOM
npernapaTty MifiaHa BiTHOBIIOETHCS IIiC/IST CEMUNEHHOI IIEPEePBH Y IpuiioMi TabIeToK.

[ITo6 3MicTUTH Yac HACTAHHS MEHCTPYallil Ha iHIUHN IeHb TUXKHS, PEKOMEHIYEThCS CKOPOTUTH
TIepepBy y npuitoMi TabI€TOK Ha CTiIbKY [IHIB, Ha CKiNbKK 0azkaHo. CItig 3a3HAYUTH, 110 YUM
KOpPOTILIOIO0 Oyfie ImepepBa, TUM YacTillle CIIOCTePiraeThCs BiCYTHICTh MEHCTPYaIbHOIIOMI0HO01
KPOBOTEYi Ta IIPOPUBHOI KPOBOTEYi a00 MaXXKy4uX KPOB'SHUCTUX BUMAIJIEHD IIPOTITOM IIPUMOMY
Ta0bJIeTOK 3 OPYrol YIaKOBKHU (K y BUMAAKY 3aTPUMKH HaCTaHHS KPOBOTEYi BifMiHM).

Okxpemi kameeopii nauieHmis

ITayieHmKu AiMHb020 BIKY

He 3actocoByBatu. [IpenapaTt MifiaHa He MoKa3aHUM IIiC/I HACTaHHS MEHOIIay3M.
ITauieHmKu 3 nopyweHHAMU pYHKYII neviHKu

[Tpenmapat MigiaHa IpOTUNIOKa3aHUY JKiHKaM i3 MOPYIIEeHHSMY (PYHKIil IeYiHKY (IUB. PO3MLN
«IIpoTUnoKa3aHHI»).

ITauieHMKuU 3 NOpywWeHHAMU (PYHKUII HUPOK

[TpenapaT Mimiana, TabneTKH, BKPUTI IIJTiBKOBOIO 000JIOHKOIO, TPOTUIIOKA3aHUM KiHKaM i3 TSIKKOI0
HUPKOBOIO HEOCTATHICTIO @00 rOCTPOI0 HUPKOBOIO HEJOCTATHICTIO (AUB. po3in «[IpoTUNIOKa3aHHS»).

Himu.

[Tpenapat MigiaHa noka3aHuU [ 3aCTOCYBaHHS TUIBKHU IIiCNIST HACTAHHS MIepIIol MeHcTpyalil. Ha
OCHOBI emifemionoriunux maHux, 3i6panux Oinbire Hik y 2000 migmiTkiB BikoM mo 18 pokis, HeMae
MaHUX, 0 TOKa3yI0Th Pi3HHUII0 y Oe3melli Ta epeKTUBHOCTI 3aCTOCYBaHHS IIiMl I'PYIIi MallieHTOK
IIOPiBHSAHO 3 XKiHKaMu BiKOM Bif 18 pokis.

ITepedo3yeaHHs.

IoTemnep HeEMa€E KOMHUX laHUX PO KOMOiHOBaHE Iepefo3yBaHHs APOCIIipEHOHY Ta



eTUHiecTpagiony.

Ha migcTasi 3aranpHUX gaHuX po 3acTocyBaHHs KITK BUAIIAIOTE CUMIITOMHY, SKiI MOXYTh
CIIOCTEpIiraTucs y TaKOMy BUIIQ[IKy: HyAOTa, OII0BaHHS Ta KPOBOTedYa BigMiHU. KpoBoTeda BigMiHU
MOXKe BUHUKHYTHU HaBiTh ¥ AiBYAT Ilepef HaCTaHHAM IIepIIol MeHCTPYyallil, SKII0 BOHU BUIIagKOBO
IPUMHSATY TiKapcbKul 3aci6. Hisskux aHTUOOTIB He iCHYE, IOfasblile JTiKyBaHHS TOBUHHO OyTH
CAMIITOMATU4YHUM.

ITo6iuni peakuii.

Cepiio3ni nobiuni epekTH, mop’si3aHi i3 3actocyBanHsaM KIIK, onucani B po3mini «Oco6auBoCTi
3aCTOCYBaHHSI».

[Tig yac 3acTocyBaHHS NpenapaTy MigiaHa MOBiMOMIISANY NP0 HACTYIHI moOiYHi peakiiii.

Y Tabnuni HEUK4Ye HaBefeHi moOiuHi peakiril 3a Kimacamu cucteM opradiB MedDRA (KCO) Ta
YaCTOTOIO BiATIOBITHO M0 pekoMeHmatii BOO3.

[To6iuHi peaxIii 3a YaCTOTOO

K IaCH CHCTEM Yacri HeuacrTi [TooguuoKi (31/10000
. (31/100 Ta <1/10) (31/1000 Ta <1/100) Ta <1/1000)

OpraHis

Po3napu iMmyHHOI linep4yTnusBicTh,

CUCTEMU acTMma

[IcuxiyHi nopyuwenHs [enpecisa [TigBumenHs nibino,

3HUKEHHS ibimo
Po3namu HepBoBoi  T'onoBHWUIM 6Ginb

CUCTEMU
Po3nagu opraxis l'inoakys3is
CIyXy Ta abipuHTy
CynunHi po3nagu Mirpens AprepianbHa rineprensis, BeHo3Ha
aprepianbHa rimotensis  Tpomboemobomis (BTE),
apTepianbHa
TpoMmboeMOois (ATE)

Po3nagu minyHkoBO- Binb y XKUBOTI, bmoBaHHg,
KUIIKOBOI'O TPAKTy  HyAoTa Oiapest
Po3snagu mikipu Ta ~ AKHe Ex3ewma, BysnukoBa eputema,
MigImKipHOl cBepOixK, MynbTU(DOPMHA
KJIITKOBUHU anormnenis epuTeMa
Po3napu MeHcTpyanbHi 306inbIIeHHsT MOJIOYHUX  BU[iTeHHS 3 MOJIOYHUX
PENpPOYKTUBHOL po3nany, 3aJ103, BariHiT 3a5103
CUACTEMHU Ta MeTpoparis,
MOJIOYHUX 3aJ103 6i71b Y MOJTIOUHUX

3aJ103ax,

60/TI04iCTh MOJIOUHUX

3aJ103,

JIeUKOopes,

BYJIbBOBariHalbHUN

KaHOHUO03



3aranbHi po3nagy Ta 3aTpuMKa pifuHH,
po3aay y Micii 301/IBIIIEHHS MacCH Tifa,
BBEJIEHHS 3MEHIIIeHHs MacH Tila

Omnuc okpeMux HebaKaHUX PeaKIIii

YV xinox, ski npuiimanu KI'K, crioctepiraBcs mifBuilieHUN PU3UK PO3BUTKY apTepianbHUX abo
BEHO3HUX TPOMOOTHYHUX/TPOMO0eMOOIIYHNX YCKIIafHEeHb, Y TOMY YHUCJIi iHbapKTy MioKapaa,
iHCYNIbTy, TPAH3UTOPHUX illIeMiYHUX aTaK, BEHO3HOTO TPoMO03y Ta TpoMboeMOorIii 1ereHeBol apTepii.
Binbir geranbHa iHGopMallis npencTaBieHa y po3fini «OcobIuBOCTI 3aCTOCYBaHHS».

Huxxue3a3HaueHi cepiio3Hi mobiuHi peakiril Oynu 3apeecTpoBaHi y KiHOK, sKi 3acTocoByioTs KIIK, 1m0
TaK0XK OTMMCaHi B po3aisi «OcobIUBOCTI 3aCTOCYBaHHS»:

BeHO3Hi TpomOoeMOoOTiuHi po3nanu;

- apTepianbHi TPpOoMOOeMOOTiYHI po3many;
- apTepianbHa TrinepTeHsis;

- NYyXJINHYU NTEYiHKY;

- mosiBa a00 3aTOCTPEHHST 3aXBOPIOBaHb, 3B’SI30K SKUX i3 TPUHAOMOM ITePOPATbHUX
KOHTPAIIENTHBIB He 3'SICOBAaHUN OCTATOYHO: XBopoOa KpoHa, HecrelnubiyHuy BUPa3KOBU KOJIT,
eminencisi, Mmioma MaTKH, mopdipis, CHCTEMHU YePBOHUM BOBYAK, repIlec BariTHUX, X0pes
CigpeHraMa, reMOJIITUKO-yPEMIUHUY CUHAPOM, XOJIeCTaTUYHA KOBTSHUIS;

- XJI0a3Ma;

- roctpi ab6o xpoHivHi nopymeHHs QYHKINI IeYiHKY, 10 MOXYTh NOTPebyBaTH CKaCyBaHHS
3acrocyBaHHS KIIK 1o HOpMari3anil moKa3HUKIB PYHKIIIl TE€YiHKY;

- €K30TeHHi eCTPOTeHN MOXKYThb iHAYKyBaTH ab0 MOCUIIIOBATH CUMIITOMU CIIaAKOBOTO Ta
Ha0yTOro aHTiOHEBPOTHYHOT0 HaOPAKY.

YacToTa fiarHOCTyBaHHS PaKy MOJIOYHOI 3a/I03U Cepeq XKiHOK, sKi npuiMalioTh KIIK, merrno
nigBuineHa. OCKiIbKY pakK MOJIOYHOI 3aJ1031 Y KiHOK BiKoM /10 40 poKiB 3ycTpidaeThCs 3pigKa,
30inbIIeHHS KiTbKOCTI BUMIQMKIB AiarHOCTYBaHHS pPaKy MOJIOYHOI 3271031 y XKiHOK, IKi 3aCTOCOBYIOTh
HUHi a00 HelogaBHO 3acTocoByBanu KIIK, € He3HAUHUM II[OJI0 PiBHS 3arajIbHOT0 PU3UKY PaKy
MOJIOYHOI 3a/1034. B3aemo03B’g30kK i3 3acTocyBaHHAM KIIK HeBimomuii. [loknagHy iHpopMalioo ous. y
po3minax «IIpoTunokasanHs» Ta «OCOBIUBOCTI 3aCTOCYBaHHS».

Bzaemo0dii

[TpopuBHi KpoBOTEUi Ta/ab0 3HUKEHHS KOHTPALIENITUBHOI [Iil MOKe BUHUKHYTHU BHACIIIZOK B3aEMO{Iii
iHmwMX miKapchkux 3aco6iB (iHOYKTOPIB GepMEHTIB) i3 mepopaJbHUMU KOHTPALETITUBAMU (OUB. PO3in
«B3aeMopmis 3 iHMMMH JTiIKapChKUMHK 3aC00aMHM Ta iHIIII BUAM B3AEMOIii»).

ITogidomMaeHHsA npo ni0o3pr8aHi nobiyHi peakuii

[ToBimoMneHHs PO Mif03pioBaHi Mo6GiyHi peakiii y mepiofl MOCTMapKEeTUHTOBOT'O CIIOCTEPEKEHHS €
OyXKe BaxXJIMBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATU KOHTPOJIb 3a CIIIBBIAHOLIEHHAIM KOPUCTH/PU3UK



OJ1s1 JTiKapchbKuX 3aco0iB. MenuyHi mpalliBHUKY TOBUHHI MMOBITOMJISTH PO Migo3pioBaHi mobiuHi
peaxiril.

Tepmin npudamHocmi. 2 POKH.

. . . 0 . - .
YmMmoBH 30epirannsi. 30epiratu npu Temnepartypi He Buille 25 C B OpUTiHAJbHIN yIIaKOBIi OIS
3aXUCTY Bif BIINIUBY CBiT/Na. 30epiraTu B HEOOCTYITHOMY OJISI [iTed MicIi.

YnakoBka. [To 21 tabnerti y 6ictepi; mo 1 abo no 3 61icTepu pa3oM i3 KApTOHHUM QyTISIPOM AJIst
30epiranug 6ricTepa B maviii.

Kareropis Bigmycky. 3a perenTtom.

Bupoo6nuk. BAT «I'emeon Pixtep», YropuHa.

Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicClsi IpoBaIXKeHHs HOro Tis/IbHOCTI.

H-1103, byganewr, Byn. Jewmpel, 19-21, Yropmusa.



