IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

Bigopa Mikpo

(Vidora micro)

Cknao:
Oitoui peuoguHu: drospirenone, ethinylestradiol;

1 6mictep micTuTh 28 TabneTok (21 akTUBHY TabIeTKY POKEBOr0 KOJILOPY Ta 7 TabeTok mianebo
6i710T0 KOJILOPY);

1 TabneTka, BKpUTa IUTIBKOBOIO 000JI0HKOIO0, POXKEBOTO KOILOPY MiCTUTH ApocmipeHony 3,0 MT Ta
eTuHinectpagiony 0,02 mr;

0ONOMIdCHI peyoBUHU: TAKTO3KW MOHOTIAPAT, KpoXMaJb IpexenaTuHizopanui, mosigon K-30, HaTpito
KpocKapMesno3a, nomicopbar 80, marHito cteapat, Opadry® II poxkeBuii (IOTieTUNIEHTIIIKOJIb, CIIUPT
nosiBiHinoBuy, Tutany giokcup (E 171), ranek, 3aniza okcup xkostuit (E 172), 3anisa okcup
yepBoHuu (E 172), 3aniza okcup gyopuui (E 172)).

1 TabneTka, BKpHTa IIiBKOBOIO 000JI0HKOI0, 6isToro Konbopy (1manebo) MiCTUTh:

donoMidcHi peuosuHuU: TaKTo3a 0e3BopHa, noBifoH K-30, MarHiio cteapat, Opadry® II Ginuit (cnupT
TI0JTiBiHiNTOBUY (Tigposi3oBaHa 4acTuHa), TuTaHy fmiokcup (E 171), makporon 3350, tansk (E 553b)).

JIikapcbka ¢opma. TabneTKy, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:
AKTUBHI TabMeTKU: KPYTJIi TaOlIeTKY, BKPUTI IJIIBKOBOIO 000JI0HKOI0, POKEBOTO KOIbOPY.

TabmeTku mane6o: KPyrii TabneTKy, BKPUTI MTiBKOBOIO 0060JI0HKOI0, 0i10r0 KOJIbOpYy.

dapmakoTepaneBTHYHA rpyna. [opMoHaibHI KOHTPALENITABY [AJIsI CUCTEMHOTO 3aCTOCYyBaHHS.
IpocmipeHoH Ta etuninectpangion. Kog ATX GO3A Al2.

dapmako102iuHi e racmueocmi.
®apmakoOduHamika.

Iapekc [Tepnst KoHTpalenTuBHUX HeBOoay: 0,41 (BepxHiit mBoOiuHuMit 95 % moBipuuii iHTepBan: 0,85).



3aranbHul ingekc [leprns (KOHTpalleNTHBHI HeBHayi MoMuikKu 3 60Ky mailieHTok): 0,80 (BepxHiit
nBoOiunu 95 % mosipuwii iHTepBan: 1,30).

[TpotusanmnifHa mis npenapaty Bimopa Mikpo 6a3yeThCsl Ha B3a€MOil Pi3HUX YMHHUKIB,
HallBaXX/IUBIIUMHU Cepef SKWUX € IPUTHIUeHHS OBYJIALil i 3MiHa IlepBiKaIbHOL CEKpellil.

Y mporieci TPUIIMKIOBOTO KITIHIYHOTO OOCHiIKeHHS MPUTHIYEHHS OBYIAI] MOPiBHAHHS KoMOiHa1Iii
npocnipeHoH 3 Mr/etuHinectpapion 0,02 Mr nipu 24-geHHoMy Ta 21-geHHOMY pexXumi 24-neHHUI
PEeXUM acollitoBaBcs 3 OibIIO0 CyIpecielo Po3BUTKY dorikymiB. [Ticas HaBMUCHUX TIOMUJIOK Y
IO3yBaHHI IIPOTSATOM TPETHOTO IUKITY Teparlil y mepeBaxkHoi OinbIIoCTi KiHOK i3 21-IeHHUM peXuMOM
CIiocTepiranacs aKTUBHICTh SI€YHUKIB, BKJIIOYAOUM OBYJIALIO, IOPIBHAHO i3 XXKiHKaM# 3 24-0eHHUM
pexuMoM. AKTUBHICTh SI€UHUKIB IIOBepTajacs OO0 PiBHIB, 1[0 OyIK 4O OYaTKy Tepallii IpoTAroM
UKy micns tepamnil y 91,8 % XiHOK i3 24-IeHHUM PeXKUMOM.

I[Tpemapat Bigopa Mikpo - ITe KOMOiHOBaHUY OpaJbHUM KOHTPAIENITHB 3 eTUHIIECTPaIionoM Ta
IIPOTeCTOTEHOM OPOCHIPEHOHOM. Y TepaleBTUYHUX [403aX OPOCIIPEHOH IPOSIBIISE
aHTUAHPOTeHHi Ta MOMipHI aHTUMiHEePaJIOKOPTUKOIIHI BIaCTUBOCTI. BiH He Mae
€CTPOTeHHOI, TTTIOKOKOPTUKOIIHOI Ta aHTUTTIOKOKOPTUKOIMHOI aKTUBHOCTI. OTXKe,
OPOCITIipEHOH Ma€ CX0XUM (hapMaKOIOTiYHUM MPOodiik i3 IPUPOTHUM IPOTEeCTEPOHOM.

3rifHO maHWX KIHIYHUX AOCIigXKEeHb IOMipHI aHTUMiHEPalIOKOPTUKOITHI BIaCTUBOCTI IIpenapaTy
Bimopa Mikpo Ipu3BOASITH OO MOMIPHOTO aHTUMiIHEPAIOKOPTUKOITHOTO BIIJIUBY.

Byno npoBeneHo aBa OaraToleHTPOBUX, MTOABIMHUX CIIINUX, paHI0Mi30BaHuUX, Ijanebo-
KOHTPOJIbOBAHUX AOCTiAKEHHS [ OLliHKY e(peKTUBHOCTI Ta 6e3MeKH 3aCTOCYBaHHS IIpenaparTy
Bimopa Mikpo XkiHKaM 3 acne vulgaris cepefHbOT0 CcTymneHs. [Ticnsa 6 MicsIiiB Tepatil, TOPiBHSIHO 3
nnanebo, mpenapaT TPOgeMOHCTPYBaB CTaTUCTUYHO 3HAUYIHH edeKT 3HNKeHHS Ha 15,6 % (49,3 %
nmopiBHSHO 3 33,7 %) KinbKOCTi 3ananbHuX eneMeHTiB, 18,5 % (40,6 % mopiBHSHO 3 22,1 %) KimTbKOCTI
He3allaJIbHUX e1eMeHTiB, Ta 16,5 % (44,6 % nopiBHsaHO 3 28,1 %) 3aranbHOI KiTbKOCTi BUCUIIAHb.
Takox Oinbiuit BigcoTok cy0’ekTiB, 11,8 % (18,6 % mopiBHsHO 3 6,8 %), OYB i3 «YUCTOI0» Ta «MalKe
YHCTOI» LIKIPOIO, SIKi OIiHIOBanucs 3a mkanowo ISGA (Investigator’s Stated Global Assessment).

dapmaxkoKiHemuxka.
[Ipocriperon

BcMokTyBaHHSA. [lepopanbHO NPUMHATHAN APOCIIPEHOH IIBUAKO i TOBHICTI0 BCMOKTYETHCS.
MaxkcumasnbHa KOHIIEHTpAllisl y CUPOBaTIli KPOBi, 110 CTAHOBUTH 38 HI/MJI, JOCATAETHCI IPUOIU3HO
yepe3 1-2 roguHM MicNs OGHOPA30BOTO [IePOPaIbHOIO 3aCTOCYBaHHA. BiogOCTYyIHICTh CTAHOBUTH
76-85 %. OmHOYacHe BXKMBaHHS 1XKi He BIUIMBAE Ha Gi0MOCTYIHICT APOCIipEHOHY.

Poznopin. Ilicis nepopasibHOr0 3aCTOCYBaHHS KOHIIEHTpAallisl OPOCIipeHOHY B CUPOBATL KPOBi
3HUXKYETHCS, @ CepeHill KiHI[eBU Mepiof] HaMiBBUBEIeHHSI CTAHOBUTL NPUOIM3HO 31 roguxy.
IpocnipeHoH 3B’A3Y€ETHCS 3i CHPOBATKOBUM aTbOYMiHOM, IIPH IIbOMY He 3B’SI3YI0UYUCH i3 TI100YITiHOM,
1110 3B’sI3y€ CTaTEBi TOPMOHH, Ta 3 KOPTUKOiA03B g3ytounuM riiob6yniHoM. Tinbku 3-5 % #oro 3araabHOI
KiNTbKOCTi B CUPOBATILi KpOBi npruOyBae y BilbHOMY CcTaHi. CIpUYUHEHe eTHUHiNIecTpagionoM
nigsuimenHsa ['3CC He BIIMBa€ Ha 3B’3yBaHHS APOCIIPEHOHY 3 IPOTeIHaMU CHPOBATKU KPOBI.
CepepHiit 06’eM pO3MOMiny OPOCIipeHOHY CTAHOBUTD 3,7 + 1,2 N/KT.

Merta6onism. [IpocIipeHOH 3HAYHOIO Mipoi0 MeTabo Ii3yeThCs MicIs IepOPaIbHOTO
3acTocyBaHHS. ['0noBHUMHU MeTabO0JIiTaMu y 11a3Mi € KUCIOTHI (OpMU APOCIIiPEHOHY, 1110
YTBOPIOIOTHCS IIPY BiIKPHUTTI JIAKTOHOBOTO KiNibLis, Ta 4,5-IUTiApOAPOCHIipeHoH-3-Cyabdar,



SKi YTBOPIOIOTHCS LINIAXOM TifipaTallil 3 MoganbliuM CyibdaTyBaHHAM. [IPOCIipeHOH TaKOX €
00’€KTOM OKMCHIOBAIbHOTO MeTabomi3my, 110 KaTanizyerbcss CYP3A4. In vitro gpocnipeHoH
Moxke c/1abko abo moMipHO IpuUrHiuyBaTH dhepMerTH nuToxpomy P450: CYP1A1, CYP2C9,
CYP2C19 ta CYP3A4.

BuBenenHs 3 opraniamy. [IIBUOKICTh MeTab0miyHOTO KITipEHCY APOCHIiPpEHOHY i3 CHPOBATKY KPOBi
CTaHOBUTH NPubIK3HO 1,5 = 0,2 Mi/xB/KT. [IpoCIipeHOH BUIINSAETHCSA Y HE3MiHeHiN GopMi TibKU y
nyKe He3HaYHil KinbKocTi. MeTabomiTi BUAINSAIOTHCS 3i cevelo Ta KajioM Y CIIiBBifHOIIeHHi Bix 1,2 mo
1,4. Tlepion HaniBBUBeIeHHS MeTa0OOIITIB 3i ceyero Ta KaJoM CTAaHOBUTD Mpubau3Ho 40 roguH.

CraHn piBHOBaru. YIpOOOBXK LUKy 3aCTOCYBaHHS MaKCUMaJjlbHa PiBHOBaXKHa KOHIIEHTPALlid
IOPOCITipEHOHY B CUPOBATIII KPOBI, I1I0 CTAHOBUTH MPUOMM3HO 70 HI/MII, HOCITAEThCS Iicys 8
OHIB 3aCTOCyBaHHA. PiBHI APOCIIpEHOHY Yy KPOBi KyMyJIlOBajiu y 3 pa3u sK HaCIioK
CIIiBBIJHOIIIEHHS TEePMIHAJIBHOTO [IEPIOAY HAlliBBUBEIEHHS Ta IHTepBaly JO3yBaHHS.

OkpemMi epynu nauieHmMox

2KiHKY i3 mopyIneHHIMU QYHKIIII HUPOK

PiBHOBakHa KOHIIEHTpAalligd APOCIIIPEHOHY B CUPOBATLi KPOBi ¥ XKIHOK 3 HUPKOBOI HEOCTATHICTIO
JIETKOTO CTYIIeHs TSAXKKOCTI (KiipeHc KpeaTuHiHy 50-80 Mii/xB) Oyia MOPiBHAHHOIO i3 UM
IIOKa3HUKOM [J151 XKiHOK i3 HOpManbHOI (PYHKITi€I0 HUPOK (KJIipeHC KpeaTuHiHy Oinbine 80 MIi/XB).
PiBeHb IpocmipeHOHY B CHpPOBaTII KPoBi OyB y cepeqHboMy Ha 37 % BUIIUM Y XKiHOK i3 HUPKOBOIO
HEJOCTATHICTIO CEPEOHBOTO CTYNEeHs TAXKKOCTI (kiipeHc kpeaTtuHiny 30-50 MJ1/XB) IOPIBHSAHOL 3 UM
ITOKa3HUKOM [JIg KiHOK i3 HOpMa/IbHOIO (QYHKIIIEI0 HUPOK. 3aCTOCYBaHHS APOCIIPEHOHY
IIPOJIEMOHCTPYBAJIo 06py MepeHOCUMICTh y BCiX Ipynax mallieHToK. [loBefieHo, 110 IpHUiioM
OPOCIIPEeHOHY He Ma€ KJIiHIYHO 3Ha4yIoro epekTy Ha KOHI[eHTPallil0 KaJlilo B CUPOBaTLi KPOBi.

2KiHKY 3 OpYIIeHHIMHU QVHKIII MeYiHKu

Y mocnigKeHHi 3aCTOCYBaHHS OMHOPAa30BO1 103U KIIiPEHC APOCIIPEHOHY IIPHU IIepOopaIbHOMY
3aCTOCyBaHHI 3HMXKYBaBCcs npubnu3Ho Ha 50 % B 0ci i3 MOMipHOI0 MEeYiHKOBOIO HEIOCTATHICTIO
IIOPiBHSHO 3 HOOPOBOJIBLIIMY 3 HOPMaJIbHOIO (PYHKITIE€IO TTeUiHKY. BusBiIeHe BiIxuieHHs KIIipeHCcy
OPOCIIipEHOHY B 0Ci0 i3 MOMipHOIO MEeYiHKOBOIO HEIOCTATHICTIO HE 3YMOBIIIOBANIO OYAb-IKUX IBHUX
BiIMIHHOCTEY O[O0 KOHIIEHTpallil Kajil y cupoBaTLi KpoBi. HaBiTh Ipu HAsIBHOCTI I[yKPOBOTO
niabeTy Ta IpH CYyIyTHHOMY 3aCTOCYBaHHI CITipOHONTAKTOHY (IBa (haKTOPH, 110 MOXKYTh TPOBOKYBATH
rimepkajieMiio) He CIIOCTepirasocs migBUINeHHS KOHIIEHTPAIlil KaJlilo B CHPOBATII KPOBi BHUIIE
BepxHbOI Mexki HopMmu. OTXKe, IpoCHipeHoH N00pe MePEeHOCUThCS 0co0aMu 3 TeYiHKOBOIO
He[IOCTATHICTIO JIETKOTO Ta IMOMIpHOTO CTyIeHs (kinac B 3a knacudikarnieto Yaitnma-I1'10).

ETniyni rpynu. He criocTepiranocs KiiHiYHO 3HAUYIO] Pi3HUI ¥ (hapMaKOKiHETHIl JPOCIipeHOHY
abo eTHHiNECTPamiony y XKiHOK SMOHCHKOI HAIliOHAIBHOCTI Ta €BPOTIEUIIIB.

ETuHinectpamion

BcMokTyBaHHA. [Ipu nepopasbHOMY 3aCTOCYBaHHI eTUHIIECTPAio WBUAKO 1 TOBHICTIO
BCMOKTY€ETHCSI. MaKcUMaibHa CUPOBaATKOBa KOHIIEHTPAIlis, 10 JOPiBHIOE 33 IIKI/MJI, JOCATAETHCS
npoTsaroM 1 - 2 TOOUH Micis OMHOPA30BOT0 MIEPOPabHOI0 3aCTOCyBaHHA. AGCOM0THa 610MOCTyIHICTE
BHACJIJIOK NTPecucTeMHOl KOH [orallii i MeTabos1i3My IIpu IePIIOMY IIPOXOMXKEHHI yepe3 MeuiHKy
CTaHOBUTH pubau3HO 60 %. OgHOYacHe BXKKBaHHA 1Ki 3MeHIIIye 0i0JOCTYIIHICTh €TUHIIECTPAaAi0Ny
npubnu3Ho y 25 % HOCHiAXKyBaHUX IPU HEe3MiHHiM 6i0OCTYIIHOCTI y PEIITH.



Posnopin. PiBeHb eTUHINECTpafiony y CHpoBaTili 3MeHIIyeTLCA ABOGa3HO, TepMiHaabHa (Pa3a
XapaKTepPU3YETHCS IePioioM HaIiBBUBEOEHHS, 110 MPUOIN3HO JOPiBHIOE 24 TOOUHU.
ETuninectpagion minHo, mpote HecnenupivyHo, 3B'I3YETHCS 3 aTbOyMiHaMU CUPOBATKY (MIPUOIU3HO
98,5 %) Ta iHmykye 36inbinenHs KoHueHTpalil [3CC Ta KOPTHKOCTEPOIA3B'13y1040ro riobymiHa y
CHpOBAaTIIi KPOBi. YSIBHUM 00’€M PO3MOAiNy CTAHOBUTH MPUOIU3HO 5 JI/KT.

Merta6onizm. ETuHinectpagion 3HayHoo0 Mipoio MeTabomnizyetscsa y IKT Ta npu nepinomy
IPOXOMXKEHHI uepes meuinky. ETuninecrpagion MeTab0mi3y€eThCsi, TOTOBHUM YHUHOM, IIJITXOM
TiIAPOKCUIIIOBAHHS apOMATUYHOTO KiIbIl 3 YTBOPEHHAM IIUPOKOI0 CIIEeKTpa
TiIPOKCUIIbOBAaHUX Ta METUJIbOBAaHUX MeTabomiTiB, aKi mpuOyBaloTh y BiTbHOMY CTaHi Ta IK
KOH'IOTaTH 3 TJIIOKYPOHigaMu Ta cynbdaTamu. MeTabomiunuil KiipeHC eTUHIIECTPafiony
CTAHOBUTD MPUOIM3HO 5 MJI/XB/KT.

In vitro etTuHinectpapion € 3BopoTHUM iHribitopom CYP2C19, CYP1A1 ta CYP1A2, a TakoX
Ha OCHOBi MexaHi3My il - inribitopom CYP3A4/5, CYP2C8 Ta CYP2]2.

BuBenenHs 3 opraniamy. ETUHiIeCcTpagion Maiike He BUBOOUTHCS V¥ HE3MiHEHiN Gopmi.
MetTabomiTu eTUHiNECTPagioNny BUBOOATLCS i3 cedyero Ta XKOBYIO Y CIIiBBigHOIIEHHi 4:6.
[lepion HamiBBUBeNeHHST MeTabO0IiTiB CTAaHOBUTH Maixke 1 mo0y.

CraH piBHoBaru. CTaH PiBHOBAru JOCATAETHCA Y APYTid MOJIOBUHI LIMKITY 3aCTOCYBaHHS, KOJIX
KOHIIEHTPAIlisl eTUHiNIeCTPa/iony B CHPOBaTLi KPoBi 30inbiryeTses y 2,0-2,3 pa3a.

JTokniHiyHi OaHi 3 6be3neku

Y nabopatopHux TBapuH eheKTH APOCIipeHOHY Ta eTHHiecTpadiony Oyiu o0MeXkeHi TaKUMHU, 1110
acoIriloBaaucs 3 BiloMo0 (hapMaKOJIOTiuHOIO Hi€l0. 30KpeMa, OOCTiIKeHHS 3 BUSIBIIEHHS
PENpPOAYKTUBHOI TOKCUYHOCTI ¥ TBapUH II0Ka3aau HasBHICTh BUAOCIENU(pIiYHNX eMOPiOTOKCUYHOTO Ta
(beToTOKCUYHOTO BIUIUBIB. [Ipu eKCmo3uilii, 10 epeBUIIye TaKy Y TBapyH, SKi 3aCTOCOBYBaIu
npemnapart Bimopa Mikpo, y IesIKUX BU[IB TBAPUH CIOCTEpIrany BIJIUB Ha CTaTeBy AudepeHIiamio.

KriniyHi XxapaKTepHUCTHKH.
Iloka3anns.

IIepopanbHa KOHTpAIEIIis.

IIpomunoka3aHHs.

KombinoBaHi ropmoHainshi KouTparentusu (KI'K) He CJIiff 3aCTOCOBYBaTH IIPX HaIBHOCTI X04a 6
OJTHOT'O i3 HMK4Ye3a3HAaUeHUX CTaHiB. Y pasi SKIo Oyab-IKui i3 IUX CTaHiB BUHUKAE BIIEPIIIe
mig 4yac 3actocyBanHsa KI'K, mpuiiom mpemnapaty Ciif HeralHO IPUIIUHUTH.

HasBHicTh a60 pU3UK PO3BUTKY BeHO3HOI TpoMboeMbortii (BTE):

0 BTE Ha manu# yac, 30KpeMa BHACJIiIOK Tepallil aHTUKOoaryIsHTaMu, abo B aHaMHe3i (Halpukiiaf,
Tpom0O03 riubokux BeH (TT'B) abo TpomOoeMmOortist merenesoi aprepii (TEJIA));



0 Bimoma cmagkoBa abo HaOyTa cxumnbHiCTh 0o BTE, Taka K pe3uCTeHTHICTh A0 aKTUBOBAHOTO
npoteiny C (y Tomy uucii myTallis ¢pakropa V Jleiimena), me@inut antutpoM6iny-III, medinut
npoteiny C, nedinut mpoTeiny S;

O BeJIMKi ollepaTHBHI BTPY4YaHHS i3 TpuBaoi iMMobinizatieo (auB. po3min «OcobnuBocTi
3aCTOCYBaHHS»);

0 Bucokuii pusuk BTE yepes3 HasABHICTH MHOKUHHUX (AKTOPiB pU3UKY (OuB. po3xin «Oco0auBOCTI
3aCTOCYBAHHS»).

HasiBHiCTH @60 PU3UK PO3BUTKY apTepianbHol TpoMOoeMbomii (ATE):

0 HasBHicTh ATE Ha manui yac abo B aHaMHe3i (Hanpukiaf, iHbapKT Miokapaa) abo HasIBHICTb
IIPOOPOMaIbHUX CUMIITOMIB (HalpUKia, CTeHOKaPIis);

0 TIOpYILIEHHS MO3KOBOT'O KPOBOOOITry Ha maHuH 4ac abo B aHaMHe3i, HasgBHICTh IPOIPOMaIbHUX
CUMIITOMIB (HallpuKiaf, TPaH3UTOPHA imeMiuHa aTtaka (TIA));

0 BimoMma cmagkoBa abo HaOyTa cxumnmbHiCTh 0o ATE, Taka SIK rineproMoiucTeiHeMis Ta aHTUTINA 0O
dbocdominigiB (aHTUTINIA [0 KapHiOiMNiHiB, BOBUaKOBUM aHTUKOATYJISHT);

0 MirpeHs i3 BOTHUIIEBUMU HEBPOJIOTIYHUMY CUMIITOMaMU B aHaMHe3i;

0 Bucokuii pusuk ATE 4yepe3 HagBHICTb MHOXKXUHHUX (HAKTOPiB pU3uKYy (OuB. po3min «Oco6auBOCTi
3aCTOCyBaHHSI») ab0 Yepe3 HasgBHICTb OHOTO CePH03HOT0 haKTopa PU3UKY, TAKOTO SK:

- IIYKPOBU# fiabeT i3 CYOMHHUMHU YCKIIQMHEHHSIMU;
- Ts2KKa apTepiajibHa rinepTrensis;
- TSI2KKa OUCIITOMPOTEeIHEMIS.

HasBHICTB TSI2KKOTO 3aXBOPIOBAHHS TMEYiHKM Ha JaHuil yac abo B aHaMHe3i, TOKU
TIOKA3HUKYU (QYHKIIIi MeYiHKY He TIOBEPHYIUCS ¥ MeXi HOPMH.

HasiBHMIT paK MOJIOUHOI 3aJ103U IIOTOYHUY ab0 B aHaMHe3i, SKui Moxe 0yTH
TOPMOHOYYTIUBUM (OUB. po3min «OcoOnMMBOCTi 3aCTOCYBaHHSA», MiAPO3MAiN «3M0gKicHI
HOBOYTBOPEHHS»).

HI/IpKOBa HEIOCTATHICTh TAXKKOTO CTyIIeHsA abo TOCTPa HUPKOBaA HEIOCTATHICTE.

HasiBHiCTH MyX/IMH NEeYiHKK Ha MaHUM Yac abo B aHaMHe3i (qoOposikicHux abo
3JI0SIKiCHHUX).

Bigomi a0o migo3proBaHi 3/0SKiCHI MyXTuHY (HAIPUKJIIAM, CTAaTEBUX OPTaHiB), IO €
3aJIe’KHUMHU Bifl CTaTEBUX TOPMOHIB.

BariHambHa KpoBOTeYa HE3'sICOBAHOI eTiomorii.
[TinBuieHa YyTNUBICTH [0 [iI0UUX PedoBUH abd0 00 OyOb-IKOTr0 3 KOMIIOHEHTIB IIpemnapary.

Jlikapcekuii 3aci6 Bimopa Mikpo mpoTuIoKa3aHuy Py OMHOYACHOMY 3aCTOCYBaHHI 3 JTiKapChbKUMU



3acobamu, 1m0 MicTSaTh oMbiTacBip/napuTanpeBip/puToHaBip Ta facalyBip abo MiKapChKUMU
3acobamu, 10 MIiCTSTh TeKanpeBip/mioperTacsip abo copocOyBip/BenmaTacBip/BoKcinanpesip (OuB.
po3min «B3aeMomisi 3 iHIMMMY JTiIKApPChKUMHU 3ac00aMM Ta iHIIi BUIKW B3aEMOTIN»).

B3aemodis 3 iHwumu snikapcbkumu 3acodamu ma iHwi eudu e3aemodiii.

Cnip o3HaiioMuTHCs 3 iHdopMallieio Iono JTiKapChKoro 3acoby, 1110 3aCTOCOBYETLCS OJHOYACHO, TS
BUSIBJICHHS ITOTEHUINHNUX B3a€EMOIH.

e BrnuB iHmmx nmikapchkux 3aco0iB Ha nmpemnapatT Bimopa mikpo

B3aeMopii M0oXHBi 3 JTiKapCbKUMH 3aco0aMu, 110 iHOYKYI0Th MiKpocoMainbHi pepMmenTH. Lle
npu3Befie [0 30iIbIIeHHs KIIipeHCY CTaTEBUX TOPMOHIB, 110 3i CBOro OOKY CIIpUYMHSIE 3MiHI
XapaKTepy MEHCTPYyaIbHOI KPOBOTEYi Ta/ab0 BTpaTu e(PeKTUBHOCTI KOHTPALIEIITHURY.

Tepania

[upykuis hbepMeHTIB MoXKe OyTH BUSIBIIEHA Yepe3 OeKinbKa [HIB NiKyBaHHS. MakcuMasbHa iHOYKIiS
(dhepMeHTIB 3arajioM CIIOCTepiraeThcsa 4epes fgeKinbKa TUXKHIB. [Ticnsa BigMiHu JTiKyBaHHS iHOYKIiS
dhepMeHTIB MOXKe TPUBATU NPUONMU3HO 4 TUKHI.

Kopomxkocmpokose niKy8aHHA

2KiHKY, IKi mpuiiMaloTh JIiKapchKi 3acobu, 110 iHOYKYI0Th PepPMEHTH, IIOBUHHI TUMYACOBO
BMKOPUCTOBYBaTU Oap’epHUi MeTox ab0 iHIIKNK MeTOo[ KOHTpaIelllil JoAaTKOBO 0 KOMOiHOBaHUX
OpasibHUX KOHTpAleNTUBIB. bap’epHuUil MeTO[ C/Iifi BAKOPUCTOBYBATU IIPOTITOM YChOT'O TEPMiHY
JIIKYBaHHS BIAIOBIIHUM IIpeniapaToM i Ie IpoTaroM 28 OHIB Iiciig NIPUNUHEHHS M0Tr0 3aCTOCYBaHHS.
fKI0 Tepamis po3moYnHAEThCS Y IePiof] 3acToCcyBaHHS ocTaHHiIX TabneTok KOK 3 ymmakoBKH, TO
npuiioM TabneTok 3 HacTynHol yrmakoBku KOK ciif po3mnoyaTu ogpasy Iicis monepenHboi 6e3
3BUYHOTO iHTepBajy 0e3 3acToCyBaHHS TabeTOK.

Lloseocmpokoge niKy8aHHA

KiHKaM IIpy AOBTOCTPOKOBIiM Teparllil Jil0UMMHU Pe4OBUHAMH, IO iHAYKYIOTh (EPMEHTH IIEeYiHKH,
peKoMeHayeThcst Oap’epHuUit abo iHIIMI BiAMOBIAHUM HETOPMOHAIBHUM METOM KOHTPALeIIii.

Huxxue3a3HaueHi B3aeMoii Oyu 3adikcoBaHi 3rigHO 3 0ny0IiKOBAHUMY TaHUMU.

Miroui peyosuHu, wo 36iavwyroms KaipeHc KOK (3HudcenHs epexkmusHocmi KOK uepe3 iHOyKUit0
(hepmeHmig), HANPUKAAO:

6apbitypaTu, 603eHTaH, KapOaMa3eliH, GeHiTOIH, MpUMinoH, pudaMITillvH; IpenapaTH, 110
3aCcTOCOBYIOThCS Ipu BIJI-iH(dekii: puToHaBip, HeBipariH Ta edaBipeHIl; TaK0XK, MOXKJIIKBO,
¢denbamat, rpu3eodyabBiH, OKCKapOa3eliH, TomipaMar i pOCIMHHI TiKapchKi 3aco0H, 1110 MiCTATh
eKCTpakT 3Bipo6oio (Hypericum perfiratum).

Litoui peuosuHU 3 HenocmiuHuUM 8nau8oM Ha KaipeHc KOK:

[Tpu ogrouyacHOMYy 3acTocyBaHHi 3 KOK Benuka KinbkicTh KoMmOiHaniii iHri6iTopis BIJI-mpoTeasu Ta
HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPAaHCKPHUIITa3H, BK/II0OUal0yy KoMOiHalii 3 inribiTopamu
Bipycy renatuty C (BI'C), MoXyTh MmigBUIyBaTH a00 3HUXKYBaTH KOHIIEHTPALIil0 eCTPOreHy abo



IIPOTEeCTUHIB ¥ ma3Mi KpoBi. CyKyIHU BIIJIUB TAKUX 3MiH MOXKe OyTH KITiHIYHO 3HAUYIIUM Y OETKUX
BUIIAJKaX.

ToMy n71st BUSIBIEHHSI TIOTEHLIMHUX B3a€MOMiN Ta OyOb-IKUX iHIIUX PEKOMEH[AIlN Cif
03HAMOMUTHUCS 3 iHPOPMAIIEIO 00 METUYHOI0 3aCTOCYBAHHS JTIKAPCHKOTO 3aco0y [ JTiKyBaHHS
BIJI/BI'C, mo mpuiiMa€eThCst OMHOYACHO. Y pa3i HasiBHOCTI OyOb-IKUX CYMHIBiB XKiHKaM JOTATKOBO CIIif
BMKOPUCTOBYBaTU Oap’€pHUI MeTO[ KOHTpallellii mpu Tepanil inribitopamu mpoTeasu abo
inribiTopaMy HEeHYKI€03UAHOI 3BOPOTHOI TPAaHCKPUIITA3H.

[itoui pevosuHu, wo 3Hudxicytoms KaipeHc KOK (iHeibimopu ¢pepmermis)
KniniyHa 3Ha4yUIicTh MOTEHIINHOI B3aeMOpii 3 iHriGiTopamMu pepMeHTIB 3amUIaeThCs He3’ ICOBAHOIO.

OpHOYacHe 3aCTOCYyBaHHS CUIbHUX iHTiIOiTOPiB CYP3A4 MOKe HigBUINUTH I1JIa3MOBI KOHIIEHTpAITil
ecTporeny abo mporectury, abo 000X KOMIIOHEHTIB.

YV mocnimxeHHi 6araTopa3oBux q03 KoMmOiHallii gpocripeHoH (3 Mr/mo0y)/eTuHinecTpamion
(0,002 mMr/mo0y) Ta cunbHoro inribiTopa CYP3A4 KeTOKOHA30y, 110 3aCTOCOBYBABCS OJHOYACHO,
npotsaroM 10 pHiB 36inburyBanocs 3sa4eHHsT AUC 4, APOCIIPEHOHY Ta €THHINECTPaAiony y

2,7 ta 1,4 pa3a BiAmOBIgHO.

Etopukokcub y mo3ax Big 60 mo 120 Mr/oo0y mIpomeMoHCTPYBaB MMigBUIIEHHS M1JTa3MOBUX
KOHI[eHTpaliil eTuHinectpagiony y 1,4-1,6 pa3a BifmoBigHO IIpu OJAHOYACHOMY 3acTocyBaHHI 3 KT'K,
o mictuth 0,035 Mr eTHHiNIECTpaaiony.

e BB npenapaty Bimopa Mikpo Ha iHmmi nikapceki 3acobu

KOK MoxyTh BIJIUBaTH Ha MeTal0J1i3M JesKuX Oif04uX PeuoBUH. BiAmoBigHO, KOHIIEHTpalil y mia3mi
KPOBi Ta y TKaHWHaX MOXKYTh ab0 IifABUIIyBaTUCS (HAIPUKJIIAM, IUKIOCIOPHH), ab0 3HMKYBATUCS
(HampuKiaf, 1aMOTPUIXKKUH).

Ha migcraBi mocnifkeHb B3a€EMO{Iii in vivo y XKiHOK-T0OPOBOJIBIIIB, SKi 3aCTOCOBYBaJIA OMEIIPa30Jl,
CHMBACTaTHH Ta Mifa3oyaM sIK CyOCTpaTU-MapKepHu, BCTAHOBJIEHO, IO KJTiIHIYHO 3HAYYIlla B3aEMOLIs
OPOCIIiPEHOHY B 1031 3 MT 3 iHIIMMHU aKTUBHUMU CYyOCTAHIISIMHU, 110 iHOYKYIOThCS UTOXpoMoM P450,
MaJIOMMOBIpHa.

Kniniuyni mani cBigyaTh mpo Te, 10 eTUHiNeCTpamion mpurHivye Kimipenc cyocTpatiB CYP1A2, mro 3i
cBoro 60Ky BUKIUKaE ciabke (Hampukiam, Teodinin) abo momipHe (HampuKiIamd, TU3aHIOUH)
MiIBUINIEHHS 1X TI71a3MOBUX KOHIIEHTPAIIi.

d®apmakoguHaAMiIYHiI B3aeMOil

[Tig yac KmiHIYHUX DOCTiAXKEeHb 3 MalliEeHTaMHu, SIKi OTPUMYBaJIM JIiIKapChKi 3aco0u [ TiKyBaHHS
indexuiit BipycHoro renatuty C (HCV), mo MicTsiTh oM6iTacBip/mapuTanpeBip/puToHaBip i macalyBip
3 pubaBipuHoM abo 6e3 HLOTO, OYJI0 BUSBIEHO MiiBUILIEHHS TpaHcaMiHa3u (AJIT) 6inblme HiXK y 5
pasiB Buille BepxHbO1 Mexki HopMu (BMH). Lle BimOyBanocs 3i 3Ha4HO OiNIbIIIOI0 YaCTOTOIO ¥ XKIiHOK, SIKi
3aCTOCOBYBaJIM JTiKapChKi 3aco0u, 1110 MIiCTAThL €THHiNIeCTPadios, 30KpeMa i KoMOiHOBaHi TOpMOHaJbHI
koHTpauentusu (KI'K). KpiM Toro, Takox y naui€HTiB, SKi OTPUMYBaJIU JIiIKyBaHHS
riekanpeBipoM/mibpeHTacBipoM a6o codocOyBipoM/BemaTacBipoM/BOKCinampeBipoM,
croctepiranocs mipuiiieHHsT AJIT y XKiHOK, IKi MpHUiiMany TiKapchKi 3aco0u, 1110 MiCTSTh
eTuHinectpapmion, taki 9k KI'K (guB. po3min «IIpoTunoka3aHHI»).

Tomy kiHKaM, 5IKi 3aCTOCOBYIOTh JliKapChKuii 3aci6 Bimopa Mikpo, HeoOXifHO BUKOPUCTOBYBATH



anbTepPHATUBHUYM METOM KOHTPAIeNlii (HampuKiaa, KOHTPAIENTUBH, 1[0 MiCTSATh TiJTbKU
mporecTareH, abo HerOPMOHaIbHI METOMM) Iepe[l TOYaTKOM Tepallii i3 3aCTOCYBaHHSIM 3a3Ha4eHO01
kKoMOiHarii mikapcekux 3aco6iB. 3acTOCyBaHHS JIiKapChKOro 3acoby Bimopa Mikpo MoxXKHA BiTHOBUTH
yepe3 2 THXKHI ITiC/IsT 3aBePIeHHS Teparil 3a3HaueH0i0 KoMOiHalli€0.

THwi popmu 83aemo0ii

Y martienTiB i3 HopManbHOI QYHKIEI0 HUPOK OfHOYACHE 3aCTOCYBaHHS APOCIIPEHOHY Ta iHTibiTopiB
ATI® abo HecTepoigHUX MpoTU3ananbHux npenapartis (HII3I1) He moka3ano 3HAYYIIOTO BIUIMBY Ha
PiBeHb KaJlito CUpoBaTKU KpoBi. OgHaK OJHOYACHe 3aCTOCYBaHHA Ipenapary Bigopa Mikpo Ta
aHTaTOHICTiB anbHoCTePOHY abo Kamilidbepiraioyux OiypeTukKiB He [OCTiXKYBanocs. Y bOMY BUTIAAKY
piBeHb Kasliio y CUPOBaTIli KPOBi IOTPiOHO JOCHiAXKYyBaTH IPOTITOM IIEPIIOTO UKy JIiKyBaHHS (OUB.
TAKOX Po31in «OcoBIUBOCTI 3aCTOCYBAHHS»).

JlabopamopHi aHani3u

3acTocyBaHHS KOHTPALIENITUBHUX CTEPOIMiB MOXKe BIJIMBATU Ha Pe3y/IbTaTH AEIKUX 1a00paTOpHUX
aHaumi3iB, Takux SK GioxiMiuHi mapameTpu QyHKIIiI eYiHKY, MUTOBAOHOL 321031, HAAHUPKOBUX 3aJ103
i HUPOK, Ha KOHIIEHTpAllil0 Y IJ1a3Mi TPaHCIOPTHUX OiNKiB, TakKUX SK T00YIIiH, 110 3B'3y€
KOPTUKOCTEPOIY, Ha KOHIIEHTPAIIilo ¥ IJIa3Mi KPOBi (pakiii MimifiB/minonpoTeiniB, Ha MOKa3HUKHU
BYTJIEBOOHOTO 00MiHYy, Koarynsuii Ta ¢pi6prHomi3y. 3a3BMyall Taki 3MiHu mepebyBaioTh y Mexkax
HOpMH. [IpocmipeHoH 30ibIlllye aKTUBHICTh PEHIHY Ta albI0CTEPOHY y IIa3Mi KPOBI, II10 iHAYKYEThCS
110T0 TIOMipHOIO aHTUMiHEPaIOKOPTHUKOITHOIO aKTUBHICTIO.

Oco06.1u8ocmi 3acmocyeaHHsi.

Pimenns npo npu3HavyeHHs npenapaTy Bigopa MiKpo CiIif IpuiMaTé 3 ypaxyBaHHSAM iHAUBIAyaIbHUX
(hakTOpiB PU3UKY XKiHKH, 10 iCHYIOTh Ha JaHUU MOMEHT, Y TOMY YHCJIi (HaKTOPiB PU3UKY PO3BUTKY
BTE, a takox pusuky BTE, mos’si3aHoro 3 mpuitoMoM npemnapary Bigopa MiKpo, IIOPiBHSHO 3
inmumu KT'K (guB. po3minu «IIpoTunoka3aHHsI» Ta «OCOOIUBOCTI 3aCTOCYBaHHS»).

IlonepenxenHns

[Tpu HasIBHOCTI OyAb-SKUX CTaHiB ab0 (paKTOpiB pU3UKY, 3a3HaUYEHUX HUXKYeE, CIIil 0OTOBOPUTH 3
JKIHKOIO JIOLIBHICTh 3aCTOCYBaHHA IIpenapaty Bimopa Mikpo.

Y pagzi 3arocTpeHHs a00 Npu NMepIINUX NPosBax Oyab-IKUX i3 BKa3aHUX CTaHiB ab0 (HakTOpiB PU3UKY
JKiHKaM PEKOMEH[Y€EThCSI 3BEPHYTHUCS [I0 JliKaps Ta BUSHAYUTU HEOOXiMHICTh MPUNIUHEHHS IIPUIOMY
npenaparty Bimopa Mikpo.

Y pagzi nigo3proBanoi abo migTBepmxkernoi BTE a6o ATE crig nmpunuuuty 3actocyBanHs KI'K. ko
po3movyaTa aHTUKOATY/ISHTHA Tepalis, ctif 3a0e3neyuTy albTePHATUBHY afleKBaTHY KOHTPALEMIIii0
yepe3 TepaTOreHHU BIJIUB aHTUKOATyISHTIB (KyMapruHH).

e [TUpKynATOPHI po3aau
Pu3uk po3sutky BTE

3acrocyBanHs Oymb-sskux KI'K migBuiye pu3uk po3BUTKY BeHO3HOI TpoMboembortii (BTE) y XKiHOK,
SIKi 1X 3aCTOCOBYIOTh, IIOPIBHSHO 3 TUMH, SIKi iX HE 3aCTOCOBYIOTh. IIpemapaTH, 10 MiCTSTh
JIEBOHOPrecTpesi, HOpreCTuMaT a00 HOPETHCTEPOH, aCOLMiIOTHCsI 3 HH2KYUM pu3ukoMm BTE.



3acTocyBaHHs iHIIUX TiKapChKHUX 3aCc00iB, Takux siK Bimopa Mikpo, Moxke MpPU3BOIUTH 0
MiIBUIIIeHHsI PU3HUKY yABiui. PimeHHs nMpo 3acToCcyBaHHs MpenaparTiB, OKpPiM THX, 10
MalOTh HAMHHXKYHH PH3UK Po3BUTKY BTE, ci1in mpuiiMaTH IHIIIe HiCIss 00rOBOPeHHs 3
XkiHko1. HeoOxigHO nmepeKkoHaTHUCsI, 110 BOHA YCBigoMIi0€e pu3uk po3BuTtky BTE,
aconidoBaHHUH i3 3aCTOCYBaHHSM npenapary Bimopa mMikpo, cTyminb BIUTHBY HasIBHHX Y Hel
(dakTopiB pu3uKy Ta ToH (akT, mo pu3uK BTE € HaUBHIIKM MPOTSIrOM IEPIIIOro POKY
3acTocyBaHHA. 3a JeAKHMH JaHUMHU pU3UK BTE Moxke 3pocTaTu IPH BiTHOBIEHHI
3acrocyBaHHs KI'K micsist nepepBH y 4 THXKHi ab0 goBie.

Y nBox i3 10 000 xkiHoK, sKi He npuiiMaloTs KI'K Ta He € BariTHuMU, po3BuBaeThCcsa BTE mpoTtsrom
poky. OfmHaK y KOXKHOI OKpeMol XKiHKM pU3UK MOXKe OyTH 3HAYHO BUIIMH 3a/IeXKHO Bifl HAsSBHUX ¥ Hel
(baxTopiB pU3UKY (OUB. HUKYE).

BcraHoBeHO', mo i3 10 000 XiHOK, SKi 3actocoByroTh KI'K, 1110 MicTATE gpocIipeHoH, ¥ 9-12 XiHOK
po3BuHeThCs: BTE IpoTaroM ogHOro poky. lle MOpiBHIOETLCA 3 MOKA3HUKOM 6° y XKIiHOK, sIKi
3actocoByroTh KI'K, 1110 MICTATE JIEBOHOPIeCTPEL.

B o60x Bumaakax KinbkicTh Bunaakis BTE 3a pik 6ya MeHII00, HiXK 3a3BUYall OUiKyETLCS IIPOTITOM
BariTHOCTi a0 y MiCISAIO0I0T0BOMY IIEPiOfi.

BTE Moxe npu3BOOUTH [0 JeTalbHUX HACHIAKIB v 1-2 % BuMagkKis.

Kinekicts BunapakiB BTE Ha 10 000 XiHOK 3a 0OUH PIiK

'1Ii moxka3HUKH OTPUMAHO Ha OCHOBI BCIX JaHUX eMifieMiOJIOTIYHUX [OCIIiIKEHb 3 YpaxyBaHHAM
BIJHOCHUX PU3UKIB, NT0B’s13aHUX i3 mpurioMoM pidHux KI'K, nopiBHsHO i3 3acTocyBanHaM KI'K, 1m0
MICTSATh JIEBOHOPTECTPETL.

*V cepennbomy 5-7 Bunapkis Ha 10 000 XiHKO-POKiB Ha OCHOBI PO3PaxyHKY BiIHOCHOTO PH3HKY
3actocyBaHHA KI'K, 1110 MiCTATE JIEBOHOPreCTPeJl, IOPIBHSAHO 3 TAKUM Y XKIiHOK, Ki He 3aCTOCOBYIOTh
KI'K (mpubmusso 2,3 - 3,6 BUIAOKY).

QakxTOpU PU3UKY PO3BUTKY BTE

Pu3uk po3BUTKY BeHO3HUX TPOMOOEMOOIIUHUX YCKIIafHEHb Y XKIHOK, gKi 3acTocoByioTh KI'K, moxe
OyTu 3Ha4YHO BUINWY [IPX HAIBHOCTI OAATKOBUX (HAKTOPIB PU3UKY, 0COOIMBO MHOXKUHHUX

(muB. Tabmuio 1).

3acTocyBaHHA IIpenaparTy Bimopa MiKpo IpoTHUIIOKa3aHe XiHKaM i3 MHOXKHUHHUMHU (paKTopaMu
PHU3UKY, III0 MOXKEe MiTBUIIUTH PU3UK PO3BUTKY BEHO3HOTO TPOMOO3Y (OUB. pO3Min
«IIpoTuUnoKa3aHHs»). AKIIO XKiHKa Mae OinbIille 0OgHOTO GpaKTOpa PU3UKY, 3POCTAHHS PUIUKY MOXKE
OyTu OinbLINM, HiXK CyMa PU3UKIB, aCOIi0OBAHUX i3 KOXKHUM OKpeMUM (HaKTOPOM, TOMY CIIif
BpaxOBYyBaTHU [10 yBaru 3arajbHui pu3uk po3BuTkKy BTE. {KI0 CHiBBiIHOIIEHHA KOPUCTh/PU3UK
HeCIpusaTnuBe, He ciig npudHadatu KI'K (muB. po3min «IIpoTumnokasaHHS»).

Tab6muig 1



daxTopu pu3uKy po3BUTKy BTE

D®axTOp PU3UKY [TpuMmiTka
OxupiuHS (iHOeKC Macu Tina Pu3uK 3HAYHO MiABUIIYETHCS IPU 30iNbIIEHH] iHOEKCY
nepesumye 30 Kr/M°) MacCH Tina.

Oco6nuBo oTpebye yBaru Ipyu HasBHOCTI iHIINUX
(haKTOpiB PU3UKY.

TpuBasna immo0ini3atiisi, BelIuKe Y Takux cUTyaligx peKOMEHIYEThCS IPUIIUHUTH

olepaTHBHE BTPy4YaHHs, Ollepallid Ha 3aCTOCyBaHHS IpenapaTy (y pasi [IJIaHOBOTO

HUKHIX KiHIliBKax a00 opraHax Ta3a, OlepaTHBHOT'O BTPY4YaHHS L[OHaMeHIIe 3a 4 TUXKHi) Ta

HelpoxipypriyHi BTpydyaHHs abo He BITHOBJIIOBATY 3aCTOCYBaHHS paHillle HiX dyepe3

o0IIIMpPHA TPaBMa. 2 TUXKHI TiCJIg TIOBHOT'O BiTHOBJIEHHS PYX0BOI aKTUBHOCTI.
3 MeTo10 YHUKHEHHS HeGaxKaHoi BariTHOCTI CJIif

[TpumMmiTKa: TUMYacoBa iMMo06isni3alisi, BUKOPHCTOBYBATH iHIII METOAU KOHTPALEIIil.

y TOMY YHCJIi IEPEIbOTH > 4 TOOuH,

TaK0XkK MOXKYTh OyTU paKTOpPOM Crnip po3TAgHYTH JOUiNTbHICTh @aHTUTPOMOOTHUYHOI Tepartii,

pu3uKy po3BuTky BTE, oco0muBOy  SKIIO 3aCTOCYBaHHS Ipemnaparty Bimopa Mmikpo He 6yno

JXKIHOK 3 iHIKUMU (HaKTOpPaMU PU3UKY. NPUIKMHEHO IOIEepPenHEO.

Cimeiinust anamues (BTE y koroch i3 YV pa3si HagBHOCTI CIIafKOBO1 CXHUJIbHOCTI IIepef

poxudiB abo 6aThKiB, 0COOIUBO Y 3acTocyBaHHSIM Oymb-Kux KI'K KiHKaM peKOMeHIy€EThCS

BITHOCHO MOJIOOMY Billi, HAIIpUKJIaL, IIOPaAfUTUCA 31 ClleliaiCToOM.

y Bimi go 50 poxkiB).

IHmIi cTany, moB'g3aHi 3 BTE Pak, cucTeMHUI YePBOHUY BOBYAK, T€MOJIITUKO-
yPEMIUHUY CUHAPOM, XPOHIYHE 3allajbHe 3aXBOPIOBAHHS
KHUIIeYHUKY (xBopoba KpoHa ab0 BUpa3KOBHUii KOJIIT) Ta
CepHonogiOHOKITITUHHA aHEMis.

Bix Oco6mnuBo y Billi moHay 35 POKiB

HeMmae equHOi OyMKH IION0 MOXKJIMBOTO BIIIMBY BAPUKO3HOTO PO3LIMPEHHS BEH Ta IOBEPXHEBOTO
TpoMO0PebiTy Ha PO3BUTOK Ta MPOrpecyBaHHS BEHO3HOTO TPoMOO3Y.

Heo06xigHo 3BepHYTH yBary Ha MigBUINEHUN PU3UK PO3BUTKY TPpoMO0eMOoIil y mepion BariTHOCTI,
0COo0IMBO MIPOTATOM 6 THKHIB IicIs moJoriB (iHpopMariio oo nepiogy BariTHOCTI abo rogyBaHHSA
TPYOAI0 OUB. Y PO3AiNi «3acToCyBaHHS Y Iepiof BariTHOCTI abo rogyBaHHS TPYLII0»).

Cumnromu BTE (TI'B ta TEJIA)

KiHKaM CIif mopajuTH y pa3i MogBU HUXKYeBKa3aHUX CUMIITOMIB HETallHO 3BEPHYTUCS [0 JIiKaps Ta
MIOBIIOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KT'K.

Cumnromamu TI'B MoxyTh OyTu: ogHOOIYHNIM HAOPSK HOTU Ta/abo CTymHi ab0 OiNSHKY Y3[0BXK BEHU
Ha HO3i; 6iyib a0 mifBUIlEHA YYTIUBICTh Y HO3i, 110 MOXKe BiYyBaTHUCS TiJIbKU MIPU CTOSIHHI a0
xomb0i, BiMuyTTs Kapy B ypaxeHii HO3i; mouepBoHiHHS a00 3MiHa KOIhOPY LIKipU Ha HO3i.

Cumnrtomamu TEJIA MoxyTh OyTH: panToBa 3aguIlka He3’siCOBaHOI eTionorii abo mpuckopeHe
OVXaHHS; PaIITOBUM Kallle/lb, MOXKJIMBO 3 KPOB'I0; PANTOBUM Oilb y TPYAHiM KITiTII;
TIepeHENIPUTOMHUYM CTaH a00 3allaMOPOYEHHS; IBUAKE a00 HEPETYNISIpHE CepIeOuTTs.

IesiKi 3 X CUMIITOMIB (HalpUKJIaf, 3adUIIKa, Kallleib) € Hecenu@iuHuMU ab0 MOXKYTh OyTH
HeIIPaBUIbHO iHTePIPEeTOBaHi K OiNbIl momupeHi abo MeHII TSIXKKi SBUIla (HAIPUKIaL, SK iHpeKil
OVXaJIbHUX IISIXiB).

[H1Ii TPOSIBU BaCKYJIIPHOI OKJII03ii MOXKYTh BKJIIOUATH PanTOBUY 0ifib, HAOpPSK, TOCTPUU KUBIT Ta
He3HayHe IIOCHUHIHHS KiHIIBKH.



[Tpu 0KI03il CyIMH OKa I0YaTKOBOIO CUMIITOMATUKOI MOXKe OyTH HEeYiTKIiCTb 30Dy, 110 He
CYTIPOBOMXKYETHCS OOTbOBUMU BiUYTTSIMH i SKa MOXKe MMPOTrpecyBaTH OO BTPATH 30py. IHKOIM BTpaTa
30PYy PO3BUBAETHCS MalKe MUTTEBO.

Pu3uk po3BuTKy ATE

3a MaHUMU emifieMioToTiuHuX [OCIiIKeHb 3acTocyBaHHs Oyab-akux KI'K acorritoeTbes i3 migBuineHuM
pusukoMm ATE (iHpapkT Miokapaa) abo epeOpoBacKyIsIpHUX IO (TpaH3UTOPHA illeMiyHa aTaka
(TTA), iHCynbT). ApTepianbHi TpoMO60eMOOTiuHI IBUIla MOXKYTh MaTH JieTaJIbHUAN HaCJIiIOK.

dakTopu pu3uKy po3BUTKY ATE

[Tpu 3actocyBanHi KI'K pr3uk po3BUTKY apTepianbHUX TPOMO0EMOOJiYHUX YCKIafHEHDb a00
11epe6POBACKYIIIPHUX MOfiN 3pOCTAE Y XKIiHOK i3 (haKTopaMu pu3uKy (OuB. TAGIuUIo 2). 3aCTOCYBaHHS
npernapaty Bigopa Mikpo mpoTunokasaHe, SKIIO XKiHKH MalOTh OIUH CEPHO3HUN a00 MHOXKUHHI
daxTopu pu3uKy po3BUTKy ATE, SKi MOXKYTb IMiABUIIUTH PU3UK PO3BUTKY apTepiaTbHOTO TPOMOO3Y
(ouB. po3min «IIpoTunoKa3aHHS»). AKIIO XKiHKa Mae Oinbille 0gHOTO paKTopa PU3UKY, 3POCTAaHHS
pU3UKYy MOXKe OyTH GibIINM, HiXK CyMa PU3UKIB, aCOIill0OBaHUX i3 KOXKHUM OKpeMUM (HaKTOPOM, TOMY
CJIifl BPaxOBYIOYH 3arajbHUM PU3UK. AKIINO CIiBBIAHOIIEHHS KOPUCThL/PU3UK HECIIPUATIINBE, HE CIIif
npusHadaTd KI'K (gus. po3gin «[IpoTunokasaHHT»).

Tabmuns 2

dakTopu pu3uKy po3BUTKy ATE

D®axTOp PU3UKY [TpumiTka
30inbIIeHHS BiKy Oco6mnuBo y Billi moHazg 35 poKiB
ITaniuHasa Kinkawm, gki KopuctyoTbca KI'K, pekoMeHyeTsCs

yTpUMyBaTHUCA Bif nmaniHH4g. 2KiHKaM BiKOM Biff 35 pOKiB, SKi
IIPOOBXKYIOTh ITAJIUTH, HACTIMHO PEKOMEHYETHCS
BMKOPUCTOBYBATHU iHIIUY MeTON KOHTpAIEIIIil.

ApTepianbHa rinepTeH3sis

OxupiuHs (iHOEeKC Macu Tina Pu3uK 3HAYHO IiABUINYETHCS IPH 30iNMbIIeHH] iHAEeKCY Macu

nepesumye 30 Kr/m’) tina. Oco6iuBo noTpebye yBaru npy HasgBHOCTI y XKiHOK
iHIIMX (PaKTOPiB PU3UKY.

Cimeiinut anamHues (ATE y koroch YV pa3si HagBHOCTI CIIagKOBOI CXUJIBHOCTI IIepef

i3 poguyuiB abo 6aThKiB, 0COONMMBO 3acTOCyBaHHAM Oyab-Kux KI'K XKiHKaM peKOMeHIy€eThCs

y BiTHOCHO MOJIOZIOMY Billi, MIOPAJUTHUCA 3i CIeNiamicToM.
HanpuKiaf, y Bili go 50 pokiBs)
MirpeHsb 3pocTaHHs 4YaCTOTH BUHUKHEHHS ab0 TAXKKOCTI epebiry

Mirpesi nig yac 3actocyBanHg KI'K (MoKnIuBi IpoapoMarbHi
CTaHM Iepefl PO3BUTKOM 11epeOpoBaCKyISIPHUX TTOMiM)
MOXYTb CTaTH NPUYKMHOI0 HETalHOT 0 IPUNUHEHHS IPUUOMY

KTK.
IHII cTaHu, MOB'sI3aHi 3 LlykpoBuii miabeT, rimeproMouucTeineMisi, Baiu KilamnaHiB
HeOakaHUMM peakiigmu 3 60Ky  ceplid, Gpibpumsilis nepencepas, HUCIIMONPOTEIHEMIS Ta
CynuH CHCTEMHUY YePBOHU BOBYAK.

Cumunromu ATE

KiHKaM CJIif MopafuTH y pa3i I0gBU HIUKYe3a3HauyeHNX CUMIITOMIB HEraiHO 3BEPHYTHUCS [0 JiKaps
Ta IIOBIMOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTE KI'K.

CumMmntoMaMu 11epeOdpPOBacCKyISAPHOr0 pO3/Iafy MOXKYTh OyTH: pallTOBE OHIMiHHS 006/u4Y4s, CabKiCTh
ab0 oHIMiHHS KiHITIBOK, 0C00/TMBO OOHOOGIYHE; PAITOBE MOPYIIEHHS X0Ob0H, 3alTaMOPOYEHHS, BTpaTa



piBHOBaru abo KOOpAuMHallil; panToBa CIUIYyTaHICTh CBiMOMOCTi, TOPYIIEHHST MOBIIEHHS ab0 PO3YMiHHS;
parToBe MOTIpIIeHHs 30py Ha ogHe a00 00MOBA OKA; PANTOBUM, CUIIbHUM a00 TPUBAIMM TOJIOBHUM
6inb 6e3 BU3HAYEHOI IPUYUHHU; BTpaTa CBimomMocTi abo 3oMiTiHHS i3 cymomamu abo 6e3 HUX.

TpaH3UTOPHUH XapaKTep CUMITOMIB MOXe CBimuuTu mpo TIA.

CuMmnrTomaMu iH(papKTy MioKapaa MOXYTh OyTu: 0ib, IUCKOMGOPT, BigUyTTS CTUCHEHHS a0
TS2KKOCTI V TPYOHIiM KiTiTiii, pymi abo HUXKYe IPYyOHUHU; TUCKOM(OPTHE BiIUyTTS, 110 BiiOa€ y CIUHY,
IIeJieny, TOPJio, PYKY, IITYHOK; BiM4yTTs IepeloBHEHHS IJIYHKA, IIOPYIIeHHS TPaBIeHHS abo sayxa;
TIOCUJIeHe TTIOTOBUAiNIEHHS, HYHO0Ta, O1i0BaHHs ab0 3amaMOpo4YeHHSs; Haf3BUYaiiHa C1a0KiCcTh,
TPUBOXKHHUY CTaH ab0 3aiUILIKa; MIBUAKE a00 HeperyasapHe cepluebuTTs.

37105KiCHI HOBOYTBOPEHHS

PesynbpTaTy medKUX emifeMioNIoriyHuX JOCIIiAXKeHb BKa3yl0Th Ha A0JaTKOBE IiIBUIIEHHS PU3UKY
PO3BUTKY paky KUMKW MaTKH IIPK OOBroTpuBasoMy 3actocyBaHHi KOK (> 5 pokiB), mpoTe 1e
TBEPAXKEHHS 3a/IMIIa€EThCS CYylIePEeYINBUM, OCKIJIbKYA OCTaTOYHO HE 3’sICOBaHO, HACKIIbKU PEe3y/IbTaTh
OOCIiI>KeHb BPAaXxOBYIOTh CYIyTHI (DaKTOPH PU3UKY, HAIIPUKIIAL CTAaTEeBY MMOBEMIHKY, Ta iHIIi ¢haKTOpH,
HalpUKJIaf MalijioMaBipyCHY iH(EKII0 TI0OUHH.

MeTaaHasi3 Ha MmifcTaBi 54 emigeMionoriYHUX OOCTiOXKEeHb BKa3ye Ha He3HauHe MigBUILEHHS
BigHOCHOTO pU3uKy (BP = 1,24) po3BUTKY paKy MOJIOYHOI 3aJI031 Y XiHOK, sIKi 3acTOCOBYI0Th KOK.
Let nigBullleHUY PU3UK [IOCTYIIOBO 3HUKAE NMPOTAToM 10 POKIB Iicisa 3aKiHYeHHS 3aCTOCYBaHHSA
KOK. OckinbKy pak MOJIOYHOI 3aJ1031 Y KiHOK BiKoM 0 40 poKiB 3ycTpivaeThCcs pigko, 30iNblIeHHS
KiJIbKOCTi BUIIQJKiB IiarHOCTUKU pPaKy MOJIOYHOI 3a/I03H y XKiHOK, SKi 3aCTOCOBYIOTh HUHi a00
HelqogaBHO 3acTocoByBanu KOK, He3HaYHUY IMIOA0 PiBHS 3arajibHOr0 PU3UKY paKy MOJIOYHOI 3a/I03H.
PesynbraTy Uux HOCHiIXKeHb He HAA0Th JOKa3iB iCHyBaHHSA IPUUYNHHOIO B3a€EMO3B A3KY.
[TigBUIlleHHST PU3UKY MOXKe OyTH 3yMOBIJIeHE 5K OiNIbII paHHBOIO OiarHOCTHKOIO PaKy MOJIOYHOI
3aJ1034 y XiHOK, sKi 3acTocoByioTh KOK, Tak i 6iomoriunoro miero KOK abo moemHaHHSM 000X
dakTopiB. Bin3dHaueHO TEHMEHIIi10, 0 PaK MOJIOYHOI 3aJ1031, BUABIIEHUH Y KiHOK, 5Ki OyIb-KOIH
npuvmanu KOK, kJiHiYHO MeHII BUpaXKeHU!, HiX Y TUX, XTO HiKonu He 3acTocoByBaB KOK.

Y moomuHOKUX BUIIAAKaX Y XKiHOK, sIKi 3acTocoBY0Th KOK, crmocTepiranucst qoOposkicHi, a e pintie
- 37I0SIKiCHI MMyX/IMHYU MEeYiHKH, 1[0 B OKPEeMUX BUIIAAKaX IPU3BOAUIIN 00 HeOe3MeUHOl [T XKUTTS
BHYTPIlTHbOYEPEBHOI KPOBOTEYi. Y pa3i BUHUKHEHHS CKapT Ha CUIbHUM Oiflb B emiracTpaibHii
minsHIl, 30inmbIeHHs MediHKu a60 03HaKK BHYTPIITHROYEPEBHOI KPOBOTEYi TP AU(EPEHITiHH I
OiaTHOCTHUIIL CJIi BpaXxOBYyBaTU MOXKJIUBICTh HAABHOCTI IyXJIMHY ITe4iHKY Ipu 3acTtocyBaHHI KOK.

3actocyBarHg KOK y Bucokux go3ax (50 MKr eTHHiIeCTpagiony) 3HUXKY€E PU3UK PaKy €eHIOMeTpisa Ta
SI€YHUKIB. 3aJIMIIAETHCSA MIATBEPAUTH, UM 1Ii faHi MOXYTh CTOCYBATUCS i HU3bK0H030BUX KOK.

Pak Mo11049HOi 3a103u. (3acTepekeHHs onpuionHeHi [IeHTPOM OIiIHKY Ta MOCIiIXKEeHHS JTiIKapChKUX
3acobiB (CDER) FDA).

IpocnipeHoH; eTUHiNIEeCTPaKiol MPOTUIIOKa3aHUil XKiHKaM, IKi MaloTh 3apa3 a0o Maiu B MUHYJIOMY
PaK MOJIOYHOI 3a71031, OCKiJIbKY paK MOJIOYHOI 3aj1031 MOxKe OyTH TOpMOHAJIbHO YYTJIUBUM (OUB.
po3pin «[IpoTunoka3aHHsa»).

EnigemMiosoriuni mocnigkeHHsT He BUSBUIIU MTOCITiJOBHOTO 3B’SI3KY MiX 3aCTOCYBaHHSIM KOMOiHOBaHUX
opanbHuX KoHTpalenTuiB (KOK) Ta pu3uKOM paky MOJIOUHOI 3a103u. [JOCTIiIKEHHS He
TTOKa3yI0Th 3B’93Ky MiXk 3acTtocyBaHHSIM KOK (Ha maHui#l 4yac abo B MUHYJIOMY) Ta PU3UKOM
PaKy MOJIOYHOI 3aj103u. [IpoTe mesiKi mOCTiaXKeHHS MOBiIOMIISAIOTh IPO HEBEJTUKE



NiBUIIEHHS PU3UKY PaKy MOJIOYHOI 3a/I03U Cepef TUX, XTO 3apa3 IpuiiMae ab0o HelogaBHO
npuMany (< 6 MICAIiB 3 MOMEHTY OCTaHHBOI'0 3aCTOCYBaHHS), i TUX, XTO PaHille IPUIMaB
KOK (muB. po3min «ITo6iuni peakirii», migpo3min «[IocTMapKeTUHTOBI JaHi»).

IHIIi cTaHu

[IporecTrHOBHUI KOMIIOHEHT IIpenapaTty Bigopa MIKpo € aHTaroHiCTOM aJbg0CTEPOHY 13
KaJiii36epiraloyuMy BIaCTUBOCTSAMHU. Y OiNbIIOCTI BUNIAAKIB 3aCTOCYBaHHS HE 0YiKYEThCS
MIIBUINIEHHS PIBHA KaJlito. Y Ipolieci KIIHIYHUX AOCIIAXKEHD ¥ IesAKUX [Ialli€HTiB i3 JIErKOoi0 Ta
ITOMipPHOI0 HUPKOBOIO HEIOCTATHICTIO Ta OQHOYACHUM 3aCTOCYBAHHSM Kanii30epirarouux mikapChbKuX
3aco0iB piBeHb KaJIilo B CHPOBATIII KPOBi AEII0, ajie He CYTTEBO, MigBUIIYBABCS il Yac 3aCTOCYBaHHS
OpocCIipeHOHY. TOMy peKOMEHAY€EThCSA KOHTPOJIb PiBHSA KaJlito Iif YacC MepIioro MUKy JiKyBaHHS
IalliEHTKaM i3 HUPKOBOIO HEeJOCTAaTHICTIO. BKa3aHUM MallieHTKaM TaK0XK PEKOMEH0BaHO IIepen
II0YaTKOM 3aCTOCYBaHHS IIpelapaTy YTPUMYBaTH PiBeHb Kallilo CUPOBAaTKU KPOBi He BHUIIEe BEPXHBOI
MexXKi HopMH, 0cO0IMBO IIPU OGHOYACHOMY 3aCTOCYBaHHI Kaiii30epirarounx TiKapchbKux 3acobiB (IuB.
po3min «B3aemois 3 iHIIUMY JTiIKAPCHKUMHU 3aco0aMu Ta iHIIM BUOX B3AEMOIIN»).

2KiHku 3 rinepTpuriinepuaeMieio abo ciMeHIM aHaMHEe30M MO0 I[LOTO IOPYIIeHHS CTaHOBIATh
TPyIly PU3UKY PO3BUTKY ITaHKpeaTuTy mpu 3actocyBaHHi KOK.

Xoua IOBiIOMIISANIOCS IPO He3HaYHe MiIBUILIEHHS apTepiallbHOTO TUCKY V¥ 6araThox XKiHOK, SIKi
npuvmanu KOK, kiiHiuHO 3Hauylle NigBUIlleHHS apTepialbHOT0 TUCKY CIIOCTEPITAETHCH Y
TIOONMHOKYX Bullafikax. Heraline npununenus npuiiomy KOK HeoOxifHe nullle y IUX MOOOUHOKUX
BUIIAOKaX. Y pa3i TpuBasoi apTepianbHOI rimepTeH3il a0 HEMOK/IMBOCTI KOHTPOJTIOBATH ITOKA3HUKH
apTepianbHOTO TUCKY 3a JOTIOMOT0I0 aHTUTiNePTeH3UBHUX 3aco0iB, KiHKaM sKi mpuiimaiots KOK,
CITil IPUIIMHUTH X 3aCTOCYBaHHS. fAKIIO 1€ JOLiIbHO, 3acTocyBaHHA KOK MOXHa BiTHOBUTHU
IIiC/Is JOCSTHEHHS HOPMOTOHII 3a JOIIOMOT 00 aHTUTIIIePTEeH3UBHOI Tepairil.

[ToBimomusiniocs: IPO BUHUKHEHHS a00 3aroCTpeHHS 3a3HaueHuX HUXKYe 3aXBOPIOBaHb Y Iepiof
BariTHOCTi Ta npu 3actocyBaHHi KOK, arne Ix B3aEMO03B’S130K i3 3aCTOCYBaHHSIM
€CTPOTeHiB/IPOreCTUHIB OCTAaTOYHO He 3’sICOBAHMIM: KOBTSHUIIS Ta/abo cBepbixK, OB’ s13aHUM i3
X0JIeCTAa30M, YTBOPEHHS KOBUYHUX KaMeHiB, TOpQipisi, CUCTEMHUI YePBOHUYM BOBYAK, T€MOJIITUKO-
ypeMiuHuU cuHAPOM, xopes CimeHxaMa, Tepliec BariTHUX, BTpaTa CIIyXy, OB I3aHa 3 0TOCKJIEPO30M.

Y XKiHOK 3i CITaIKOBUM aHTi0HEBPOTHYHUM HAOPSIKOM €K30T'eHHi eCTPOTeHU MOXKYTh iHOYKyBaTH a0
TIOCUJTIOBATHA CUMIITOMM aHTiOHEBPOTUYHOTO HaOPSKY.

TocTpi abo xpoHiuHi po3nagu GYHKII IeYiHKKY MOXYTh IOTpeOyBaTH MPUNUHEHHS 3aCTOCYBAaHHS
KOK, 1moku noka3HuKM QYyHKIl] IeYiHKH He TIOBEPHYTLCS Y MeXKi HOPMU Ta IPUYUHHUY 3B'SI30K i3
KOK 6yrne BUKIOUeHUH.

[Tpu peluauBi X0IeCcTaTUYHOI JKOBTSIHHUIII Ta/abo cBepbexky, OB’ I3aHOT0 3 X0JIECTa30M, III0 paHilie
BMHUKAJIN Y TIepiofl BariTHOCTI abo monepeqHboro NpuiMaHHs CTaTeBUX TOPMOHIB, 3aCTOCYBaHHS
KOK crig npUnuHUTH.

Xoua KOK MoxyTh BITUBaTH Ha NepudepryHy iHCYTiHOPE3UCTEHTHICTh Ta TOJIEPAHTHICTD [0
TJIIOKO3M, HEMa€E TaHUX 100 MOTPebu 3MiHIOBAaTH TEPANEBTUYHUYN PEeXUM XKiHKaM 3 fiabeToM, sKi
mpuiiManTh Hu3bkomo3oBaHi KOK (< 0,05 Mr etuninectpamiony). IIpoTe XiHOK, sIKi CTpaXKOaloTh
Ha IyKpoBUY OiabeT, Ciif peTeNnbHO 006CTeXKyBaTH MPoTaroM 3actocyBanHs KOK, oco6muBo
Ha [0YaTKy JIIKyBaHHS.

Bunagku 3arocTpeHHS eHOOTeHHOI fernpecil, eminerncii, xBopodu KpoHa Ta BUPa3KOBOI0 KOJIITy



TAKOXK CIIOCTepiranucs mifg dyac 3actocyBanHss KOK.

[HOMi MOXe BUHUKATH XJ10a3Ma, 0COOIMBO Yy XKiHOK i3 XJ10a3MOI0 BariTHUX B aHaMHe3i. KiHKaMm,
CXUJIBHUM [0 BUHUKHEHHS XJI0a3MH, CJIi[l YHUKATHU [il IPIMUX COHIYHUX IIPOMEHiB abo
ynbTpadioeTOBOro OIPOMiHIOBaHHA IIif yac 3acTocyBaHHSI KOK.

1 TabneTka CBIT/I0-pOKEBOT0 KOJIbOPY IIpemnaparty MicTuTh 46 Mr yakTo3u, 1 TabneTka Oinoro
KOJIBOPY MICTUTH 22 MT JIaKTO3U. [Ipy HagBHOCTI PigKiCHUX CIIaAKOBUX CTaHIB HEIIEPEHOCUMOCTI
ranakTo3u, nedinuty nakra3u Jlamma abo ManbabcopO1ii TII0K03U-ralakTo3H, Y pasi nepedyBaHHS
Ha 0e371aKTO3Hil Ai€Ti C/ifi BpaxoByBaTU 3a3HaueHy KilbKiCTh JTaKTO3H.

Koncynbranii/MennyHe 06CcTeKeHHS

[Tepen moyaTtkoM abo BifHOBIEHHSM IIpUitoMy ImpemnapaTty Bigopa MikKpo peKOMeHAyeThCS 3i0paTu
IOBHUM MeIUYHUN aHaMHe3 (BKJII0OUAl0YM CiMEeHHUN aHaMHe3), ITPOUTH IIOBHE MeIUYHe 00CTeXKeHHS
Ta BUKIIOYHUTH BariTHicTh. HeoOXimHO BUMIPSATH apTepialbHUN THCK Ta ITPOBECTH MEIUYHE
00CTekeHHS, BpaXOBYIOYH IIPOTUIIOKa3aHHS (AUB. po3min «IIpoTuoka3aHHsI») Ta 0COONIMBOCTI
3acTocyBaHHS (OIUB. po3nin «OcobnuBOCTI 3acToCcyBaHHS»). CIlifi 3BepHYTH yBary XKiHKU Ha
iHpopMmalrito 00 BEHO3HOTO Ta apTepialbHOr0 TPoMOO03y, Y TOMY YKCITi Ha PU3UK, ITOB’I3aHUH 3i
3aCTOCYBaHHSM IIpenapaTy Bigopa Mikpo, mIOPiBHSAHO 3 TaKMM Ipu 3acTocyBaHHI iHmux KI'K, momo
cumnrtoMiB BTE Ta ATE, BimoMux ¢hakTopiB pu3uKy Ta i, SKi HeoOXigHO 3OiNCHUTH MPHU Mig03pi Ha
TpoMOO03.

[TarieHTKaM PEKOMEHAYETHCA YBaXKHO IIPOYUTATH IHCTPYKILIO [AJIs1 MEIUYHOI'0 3aCTOCYBaHHSA
JIiKapChKOT0 3ac00y Ta JOTPUMYyBATHUCS peKOMeHfaliil, SKi MiCTAThCS B Hill.

YacToTa i XxapakTep OrJIAAiB IOBUHHI I'PYHTYBaATUCS Ha iCHYIOYHMX HOPMax MEOUYHOI IPaKTUKH 3
ypaxXyBaHHSM iHOUBiAyalIbHUX 0COOIMBOCTEM KOKHOI KiHKH.

[TarieHTOK MOTPiOHO IMOmePequTH, 1110 TOPMOHAIbHI KOHTPALIENITUBY He 3aXUINalOTh Bifl 3apaXKeHHs
BlJT-indexkuieto (CHIDoM) Ta Oygb-IKUM iHIIMM 3aXBOPIOBAHHSM, IO ITePEfa€EThCSI CTaTEBUM ILIISXOM.

3HrXKeHHSI eeKTUBHOCTI

EdextuBHicTb KOK MO3Ke 3HMXKYBATHUCh Y pa3i MPONYCKY IPHUMOMY TaOIETKH (IUB. PO3MIiI
«Cmocib 3acTocyBaHHS Ta fo3u»), po3napniB IIKT (guB. po3min «Croci6 3acTocyBaHHS Ta Ho3u») abo
IIPY OJHOYACHOMY 3aCTOCYBaHHi iHIIKX JTiKapChKUX 3ac00iB (IuB. po3min «B3aemopis 3 iHIKUMU
nMiKapChKUMH 3ac00aM¥ Ta iHIMi BUOHA B3a€MOIN»).

[IopylieHHS UK

[Tpu nputiomi KOK M0oXyTh criocTepiraTrcs HeperyiasapHi KpoBoTedi (KpoBoMa3aHHS ab0 MPOPUBHi
KPOBOTEYi), 0COOIMBO IPOTITOM MEPIINX KiJTbKOX MiCALiB. AKIIO Mic/is TPhOX MEHCTPyaIbHUX LUKIIIB
TakKi KPOBOTEUi IPOIOBKYIOTHLCS, IX CTif BBaKaTH CEPHO3HUMU.

fAKI0 HeperynsApHi KPOB'THUCTI BUAiIEHHS 30epiratoThcst abo 3'SBISIOTHCS MiCTIg Iepiofy
PETyIsIpHUX KPOBOTEY, IOTPiIOHO PO3TIISHYTH HETOPMOHAJIbHI IPUYUHYI KPOBOTEY Ta BifIOBifHI
MiarHOCTUYHI 3aX0OH, BKITI0Yal0Yu 00CTEXKEHHS 3 METOI0 BUK/TIOUEHHS HAasIBHOCTI MMyXJIMH Ta
BariTHOCTI. [0 OiarHOCTUYHUX 3aXOMAiB MOXKHA BK/IIOUMTH KIOpPETaX.

Y meskux XKIiHOK MOXKe He HacTaTy KpOBOTeda BiIMIiHU IIifi 4ac epepBu B IPUNOMI IIpenaparty. Y pasi
npuiiomy KOK BinmoBigHO 10 BKa3iBok po3miny «Crocib 3acToCyBaHHS Ta J03W» BaTiTHICTH
MarsoriMoBipHa. [Tpore sikio npuitoM KOK BimOyBaBCs HEPETYISPHO [0 BiACYTHOCTI mepIol



KPOBOTEUYi BigMiHU a0 SKII0 KPOBOTEYi BifMiHU BiICYTHI IPOTATOM ABOX LIKMKJIiB, Iepef
mpoaoBxKeHHAM 3acTocyBaHHs KOK He0oOXiqHO BUKITIOUUTH BATiTHICTS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BariTricTe. [IpenapaT NpoTUIIOKa3aHUM OO 3aCTOCYBaHHS y IIePiof BariTHOCTI.

Y pasi BUHUKHEHHS BaTiTHOCTI il 4ac 3aCTOCyBaHHs IpenapaTy Bigopa MiKpo 10To Ipuiiom
HeoOXimHO IPUNMHUTY HeTalHo. [IpoTe pe3ynbTaTu enigeMionoriuHuX OOCTiKeHb He BKa3yIOTh Ha
MiJBUIIEHHS PU3UKY 0SB BPOOXKEHUX Baf y fite, MaTepi akux npumanu KOK mo BaritHocTi, Tak
caMmo, §K i Ha iCHyBaHHS TepaTOTreHHOI fil pu HeHaBMUCHOMY npuiioMi KOK mpoTsarom BariTHOCTI.

HocmimkeHHS Ha TBApHWHAX IT0Ka3asyd HasBHICTh HeOaxkaHUX e(eKTiB MPOTATOM BariTHOCTI Ta
mepiogy rogyBaHHS rpynanio (ouB. po3ain «PapmMakoiIoriyHi BIacTUBOCTI»). Ha 0CHOBI IUx
OOCIiIKeHb Ha TBApPUHAX He MOXKHA BUK/IIOYaTH HebaXKaHi e(eKTH BHACIIINOK TOPMOHAIBHOI Oil
mitounx pedoBuH. OmHAK 3arajabHUM J0CBiA 3acTocyBaHHS KOK y mepiof BariTHOCTI He CBIQYUTH IIPO
icHytounit HeOaxKaHUH BIJIUB V TIOOUHU.

HasiBHI gaHi oo npuiioMy npemnaparty y nepiof BariTHOCTI 3aHaATo 00MeXeHi A7sg Toro, 1100
3poOUTH BUCHOBKH IIO[0 HETATUBHOTO BIUIMBY IIpernapary Bimopa Mikpo Ha mepebir BariTHOCTI,
3[I0POB’S IIJI0JIa Ta HOBOHAPOAXKEHOT0. [JoTemnep HeMa€ XKOOHUX BiITIOBITHUX eIigeMioNIoridHuX
[NaHUX.

[Ipu BigHOBIIEHHI 3aCTOCYBaHHS IIpenapaTy Bifmopa MiKpo €Il BpaXx0ByBaTH MifABUILIEHHS PU3UKY
po3Butky BTE y micnsimonmoroBomy nepiofi (muB. po3ainu «OcobnuBOCTi 3acTocyBaHHA» Ta «Crocio
3aCTOCYBaHHS Ta JO3W»).

ITepion rogyBanus rpynno. KOK MOXyTh BIIIMBaTH Ha TOAYBaHHS IPYAOI0, OCKIIBKHY Mif 1X
BIJIUBOM MOXe€ 3MEHIIYBATUCS KiJIbKICTh TPYIHOTO MOJIOKA, @ TaKOXK 3MIHIOBATUCS OTO
CKiapf. 3Baxatouu Ha 11e, KOK He peKOMeHOy€eThCS IPUUMaTH y IIepiof roAyBaHHS IPYAI0.
HeBenuki KinbKOCTi KOHTPALIEIITUBHUX CTePOIniB Ta/abo ix MeTaboniTé MOXKYTh IPOHUKATH Y
rpynHe MoJioKo mif yac 3actocyBaHHs KOK. Li KiTbKOCTI MOXKYTb BIUIMHYTH Ha OUTUHY.

®eprunsHicTe. [Tpenapat Bigopa Mikpo moka3aHui ag 3anobiragHs BaritHOCTI. IHopmaiio mono
BiIHOBNIEHHS (PEPTUIBHOCTI IUB. V¥ PO34ini «®apMaKoIoriyHi BIaCTUBOCTI».

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepysaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

2KopHuX mocigKeHb 00 BIUIMBY IipenapaTy Bimopa MiKpo Ha IIBUAKICThL peaxliiii Ipu KepyBaHHi

aBTOTPAHCIIOPTOM ab0 po6oTi 3 iHIIMMK MeXaHi3MaMu He ITPoBoAuIocs. He Big3Havanocs BIJIUBY Ha
3MaTHICTh KepyBaTu aBTOMOOiIeM abo MmpalffoBaT 3 MexXaHi3aMaMH y XKiHOK, sKi 3acTocoByioTh KOK.

Cnocid 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyBaHHsi: TepPOPasbHO.



Ilo3ysaHHA
A 3acmocosysamu npenapam Bidopa mikpo

TabneTku ciig mpuiMaTH IOOEHHO 3TiIHO 3 MTOPSAKOM, 3a3HaYyeHUM Ha OmicTepi, mpubnIu3HOo B OOUH
i TOll caMu¥ Yac, 3alKMBal0Oyy y pa3i HeoOXigHOCTI HEBENIUKOIO KiNTbKIiCTIO pifuHu. TabneTku
3aCTOCOBYyBaTHU Oe3mnepepBHO. [IpenapaT mpuiitMatu 1o 1 TabneTui Ha o0y TpoTsroM 28 OHiB
noctinb. [IpuitMaHHs TabIeTOK 3 KOXKHOI HACTYITHOI YIIAKOBKHM CJIiJ] PO3MOYMHATH HA HACTYIIHUH [IeHb
icIIs 3aKiHYeHHS IOIepeaHbO0] YIIaKOBKY. 3a3BUYail KpPOBOTeYa BiIMiHM TOYMHAETHCS Ha 2-3-1 IeHb
IIiCJIs TT0YaTKy 3aCTOCYyBaHHS TabeTOK Itare0o (0CTaHHIN psfm) i MoXKe He 3aKiHYUTHUCS [0 IMOYaTKY
IpuioMy TabJeTOK 3 HaCTYIIHOI yIIaKOBKH.

IToyamoxk 3acmocyeaHHA npenapamy Bidopa mikpo
e ['opMOHaA/NILHUX KOHTPAIENITUBIB y IONEPefHil mepion (MUHYINN MiCSIb) HE 3aCTOCOBYBaJIX

[TpuiiMmaHHs TabIeTOK CJIif PO3MOYMHATH y 1-# IeHb IPUPOOHOTO IUKITY (TOOTO ¥ 1-# meHb
MEeHCTpyaJiIbHOl KPOBOTEY1).

e [lepexin 3 inmoro KOK, BariHampHOT0 KifnbIlsd ab0 TpaHCAEePMaIbHOTO IIaCTUPY

BaxaHo po3noyaTu npuiiMaHHs TablIeToK Ipenaparty Bigopa MiKpo HaCTYIHOTO JHS IicCis
IpUMaHHS 0CTaHHBOI TOPMOHOBMICHOI TaOneTku nonepenusoro KOK, ane He mi3Hile HAaCTYIIHOTO
[HS TiCIIs TepepBy y NMpHiiMaHHi Tab1eToK abo mics mpuiiMaHHs TabieTok manebo mornepegHboro
KOK. V pa3i BUKOpHCTaHHSI KOHTPAIIEIITUBHOTO BariHaJIbHOIO KiNblist a00 TpaHCOEepMabHOT0
IIJIaCTUPY CJIif pOo3MoYaTy IpuiMaTH IpemnapaT Bifopa Mikpo y meHb BU#aleHHS 3aco0y, ane He
mi3Hime AHS, KoM HeoOXifHe HaCTYyIIHe 3aCTOCYBaHHS I[UX IIperaparis.

e [lepexin i3 MmeTony, 1m0 6a3yeThCsl Ha 3aCTOCYBaHHI JIUIIIE IPOTeCTOreHy («MiHi-mmimi», iH'eKiii,
iMnanTu) abo BHYTPIIlTHbOMATKOBOI CUCTEMU 3 IIPOTE€CTOr€HOM

MoxHa po3moyaTy MpuiitMaHHS IIpenaparty Bimopa Mikpo y Oyab-sKuii eHb Mic/s MPUIUHEHHS
IpUUMaHHS «MiHi-IiTi» (y BUIAAKY iMIyiaHTa ab0 BHYTPIIlTHbOMATKOBOI CUCTEMHU - y IeHb IX
BUIAJIEHHS, Y BUNIAAKY iH €KIIi] - 3aMicTh HacTynHOI iH’ek1ii). OmHaK y BCix BUagKax
PEKOMEHIYETHCS JOaTKOBO BUKOPHCTOBYBATH Oap €pHUYN MeTOH KOHTpaLeNIlil IPOTIroM Iepmux 7
[HIB IpUIIMaHHA IIpenapary.

e [licns abopTy y mepiioMy TpHMeCTPi BariTHOCTI

MozkHa po3noYrHaTU IPUKOM IIpenapaTty Bimopa Mikpo ompa3dy XK. Y TaKOMy BUNAAKy HEMae
HeoOXigHOCTi BUKOPHCTOBYBATH NOJATKOBI 3aC00M KOHTpPALIEMIIii.

e [licns monoriB abo abopTy B APYyroMy TPUMECTPi

PekxoMeHOyeThCS PO3NOUYMHATY IpUUMaHHA IIpenapaTy Bigopa Mikpo 3 21-28-ro gHS micis mosioris
abo abopTy B ApyroMy TpUMeCTpi BariTHOCTI. [Ipu mi3HilOMy mo4YaTKy IpuiMaHHsA TaOleToK
PEKOMEH[IYEThCS OMATKOBO BUKOPUCTOBYBATH Oap’epHUM METOM KOHTpALENii TPOTIToM IePIInX 7
OHiB mpuiiMaHHs TabeTok. [TpoTe, SIKIO CTAaTEBUM aKT yKe BimOyBCs, TO Iepe[] T0YaTKOM
3aCTOCYBaHHS IIperapary CIIifl BUKJTIOYUTHA MOXKJIMBY BariTHICTh ab0 JoYeKaTHCs HaCTaHHS IEePIIol
MeHCTpYyalliii.

Y BuUnagKy rogyBaHHS I'PYONI0 OUB. PO3Min «3aCTOCyBaHHS y Iepiof BariTHOCTI abo romyBaHHS
TPYATIO».



o pobumu y sunadky nponycky npuiiomy mabiemxu

[TponyckoM y npuiiMaHHi TabeToK nnanebo 3 0CTaHHLOTO (4-T0) PNy MOXKHa 3HEeXTyBaTH. [IpoTe ix
CJIi[l BUIyYUTH 3 YIIAKOBKH, 100 YHUKHYTU HEHaBMUCHOTO IIOJI0BXKEHHS (pa3y 3aCTOCYBaHHS
nnane6o. Huxye3a3HaueHi BKa3iBKK CTOCYIOThCS TiJTbKY IIPOIYIIEeHUX aKTHBHHUX TabJIeTOK, 1110
MICTATH [iI04i PEYOBUHU.

fIKII0 3ami3HeHHs y NpUiiMaHHi TabIeTKY He nmepeBHInye€ 24 TOOHUHH, IPOTHU3AIUTITHA [Tis
Ipernapary He 3HUXKYEThCS. [Iponyieny TabmeTKy Tpeba IPUNHSTH 0Ipa3y, K TiJIbKY Iie
3’sicyBanocs. Hactynuy TabneTKy 3 I1i€l yIIaKOBKH CIIifl MPUUMaTH Y 3BUYHUH Yac.

fAKio 3ami3HeHHs 3 TpuiMaHHAM 3a0yTol TabieTKy mepeBHUIny€e 24 roOUHHA, KOHTPAlleN THBHUM
3axMUCT MOXKe 3HU3UTHUCSA. Y TaKOMY pa3i MOKHa KepyBaTHCS ABOMa OCHOBHUMM IIPaBUJIaMMU:

1. pekOMeH[OBAHOIO € IlepepBa y NMpUiMaHHi TOPMOHOBMICHUX TablIeTOK, Ka TpUBae€ 4 OHi,
nepepBa y puiiMaHHi TabIeTOK HIiKOIM He MOXKe IIepeBUIyBaTu 7 OHIiB;

2.  ajeKBaTHe NPUTHiIYeHHS CHUCTEMHU TilloTanaMyc-Tinogi3-a€YHUKU NOCITaeThCsl 0e3MepepBHUM
IpUUMaHHAM TabJIeTOK MPOTSITOM 7 OHiB.

BifmoBigHO D0 1IBOT0 ¥ MOBCAKAEHHOMY XUTTI CJIif] KEPYBaTUCS HUXK4Ye3a3HauyeHUMU
peKoMeHaaliaMu:

Ienn 1-7

Cnip mpUUHSATYA OCTAHHIO IIPOIyIIeHy TabJeTKy SIKoMora LIBUAIIe, HaBiTh SKIIIO TOBEAEThCS
IPUUHATH OBi TaONIeTKU ogHOYaCHO. [Tic/s IbOT0 MPOJOBKYBATH NPUUMaTH TabIeTKH y 3BUYHUN
yac. KpiM Toro, mpoTsiroM HaCTyIHUX 7 OHIB CJIifi BUKOPUCTOBYBATH Oap €pHUM METOI KOHTpPALEMIIii,
HAIPUKJIIA[ [Tpe3epBaTB. Y pasi, SKIIo y monepenHi 7 mHiB BimOyBCs CTaTeBUM aKT, CIIi[l BDaXOBYBATH
MOXKJIUBICTb HAaCTAaHHS BariTHOCTi. YuM OGinbile TaOIeTOK MPOIMYIIEHO i UM OIuKYMM Iepion
3acTocyBaHHS TabeToK miarebo, TUM OinbIINY PU3UK BaTriTHOCTI.

Ienn 8-14

Crnig mpuiHATH OCTAHHIO MPOMYIIeHy TabIeTKy TKoMora LIBULIE, HaBiTh SKIIO TOBENEThHCS
IPUUHSATH OBi TaONIeTKU ogHOYACHO. [Tic/Is bOT0 MPOJOBKYBATH MPUUMATH TabIETKY Y 3BUYHUN
yac. 3a YMOBH, 110 XKiHKa ITpaBUIbHO MIpHiiMara TabJeTKX MPOTATOM 7 [IHIB Iepeq IPOoIyCcKOM, HeMae
HeoOXiTHOCTi BUKOPUCTOBYBATU JOATKOBI MPOTU3aIIigHi 3acobu. AKIIo 1ie He Tak abo mpomyieHa
Oinbire Hixk 1 TabneTKa, pEKOMEHIYETHCS BUKOPUCTOBYBATH [IONATKOBI METOIM KOHTPAIIETIIIi1
IPOTATOM 7 [HIB.

Ilenn 15-24

Pu3uK 3HMKEHHS HagilHOCTI 3pocTaE Ipyu HaOIuKeHHi Iepiofly 3acTocyBaHHS TablIeToK Miaie6o.
OpHak IIpy JOTPUMaHHI CXeMM IPUKWMaHHS Ta0IeTOK MOXHA YHUKHYTU 3HUKEHHS
KOHTPALIENITUBHOTO 3aXUCTy. AKII0 JOTPUMYBATUCSA OOHOTO 3 HUXKUYEeHaBeIeHUX BapiaHTiB, TO He
BUHUKHE HeOOXiqHOCTI BUKOPHUCTOBYBATH NONATKOBI KOHTPALIENITUBHI 3acO0M 3a YMOBHU MTPaBUILHOTO
npuiiMaHHsa TabIeToK MPOTSATOM 7 OHIB IO MPONYCKY. AKIIO 1ie He TaK, PeKOMEHIY€EThCS
OOTPUMYBATUCH NIEPIIOTO 3 HUXKYEHaBEeeHNX BapiaHTiB i BUKOPUCTOBYBATU HOAATKOBI 3aCTepekHi
METOAY MPOTATOM HaCTYIIHUX 7 [OHIB.

1. Crnip mpUUHSTHA OCTAHHIO IIPOMMyIeHy TableTKy SKoMora IIBUAILEe, HaBiTh SKIIO JOBEOETHCS
NPUUHATY OBi TabMeTKU omHOYaCHO. [Ticist 1IbOT0 MPOOOBKYBATH MPUMMATH TaOJETKY Y 3BUYHUM Yac



[0 3aKiHYeHHS 3aCTOCYBaHHSI aKTHBHUX TaOneToK. 4 TabneTKaMu I1aiebo 3 0CTAHHLOTO PAOY
HeoOXiHO 3HeXTyBaTH. TableTKH 3 HaCTYIHOI YIIAKOBKH CJIiJ OYAaTH MPUUMATH OJpa3y XK Micis
3aCTOCYBaHHS OCTAHHBOI aKTHBHOI TabneTKu. ManoiMOBipHO, 110 KPOBOTEYA BifMiHM IIOYHETHCS [0
3aKiHYeHHs MPUIMaHHS BCiX aKTUBHUX TabJIeTOK 3 IPYTOl YITaKOBKH, X04a ITif Yac MpuiiMaHHS
TabJeTOK MOXKYTh CIIOCTEPIraTUCs KpoBOMa3aHHS ab0 IIpOpuBHA KPOBOTEYa.

2. MoxHa TaK0X IPUNKUHUTY IPUMMaHHS aKTUBHUX TA0JIETOK 3 MMOTOYHOI yakoBKHU. [10TiM crif
npuiMaTH TabneTKy manebo 3 0CTaHHLOTO PSAAY MPOTATOM 4 [IHIB, BKJII0YAalOUM [JHI MPOIYCKY
TalbNeToK; IpUiMaHHS TabJIeTOK CJIif T0YaTH 3 HaCTYIHOI yIIaKOBKH.

AKI10 micg IPOIyCcKy Y MpHiiMaHHi TabJIeTOK BiiCyTHS O4YiKyBaHa KpOBOTeda BifMiHU IIPOTATOM
IepIIoi HOpMasbHOI IEPEePBU y IPUIMaHHi IpenaparTy, TO iMOBipHa BariTHICTh.

Pexomendauii y sunadky po3saadie 3 60ky ILIKT

Y BunagKy TSXKWX po3nafiB 3 60ky KT (Hanpukmnap, 6moBanHs abo giapesi) MOXKIMBe HEIIOBHE
BCMOKTYBaHHS IIpenaparty. Y TaKoMy pa3i CJIii BAKOPHUCTOBYBaTH AOAATKOBI 3aC00M KOHTpAIEIIIii.
Ao 6/10BaHHS II0YaoCh YIPOAOBXK 3-4 TOOUH IIiC/Is IpUMaHHS aKTUBHOI TabJIeTKY, TO
SKHaWIBUIIEe HeOOXiIHO IPUMHATY HOBY (3aMicHy) TabnmeTKy. HacTynHy TabneTKy, SIKIII0 MOXKJIUBO,
CHIifl TPUMHSTH MIPOTITOM 24 TOOWH Y paMKaX PexkuMy 3BUYAMHOI0 IPUoMy TabneTKu. AKII0 MUHYTIO
Oinblnie 24 ToOuH, IPUMHSATHOIO € PpEKOMEeHIallis, HaBefleHa Bulle Y po3aii «Croci0 3acToCcyBaHHS Ta
no3u» mianyHKT «IJo poOuTH y BUMAAKY MPOIYCKY IpUitoMy TaOneTKu». AKIIO XKiHKa He X0ue
3MiHIOBaTH CBili rpadik 3acTocyBaHHS TabIETOK, 111 HEOOXiIHO MPUUHATH IomaTKoBY (i) TabmeTKy
(1) 3 HACTYMIHOI YIIaKOBKHY.

Sk 8i0mepmiHyBamu HACMAaHHA Kposomeui 8i0MiHU

[ITo6 3aTpuMaTu mnepiog HaCTaHHS KPOBOTEUi BiIMiHHU, CJIifi TPOAOBXKYBaTH IPUAMaTH TabIeTKN
mpenaparty Bimopa MikKpo 3 HOBOI YITaKOBKHM i He MpUiMaTH TabNeTKH Maiebdo 3 TOTOYHOI YIIaKOBKH.
Ao € 6axkaHHS, TEPMiH MPUUMaHHS MOXHA ITPOMOBXKUTH aX [0 3aKiHYeHHS aKTMBHUX TabJIeTOK i3
Opyroi yrmakoBku. [Ipu 1iboMy MOXKe CIIOCTepiraTucs IPOpPHBHA KPOBOTeYa a00 KPOBOMAa3aHHS.
3a3Buyail mpuiMaHHs MpenapaTy Bimopa MiKpo BigHOBIIOIOTH IiC/Is MpHUMaHHS TablIeToK taneoo.

[ITo6 3MicTUTH Yac HAaCTAHHS KPOBOTEYi BiIMiHM Ha iHINNWH IeHb TUXKHS, PEKOMEHIYEThCS CKOPOTUTH
IIepepBy y NpuiiMaHHi TabeToK mialebdo Ha CTiIbKY [HIB, Ha CKiNbKY 0axkaHo. CIlig 3a3HAYUTH, III0
YuM KOpOTIIOI0 Oyfie ImepepBa, TUM YacCTillle CIIOCTePIiraeThCs BiACYTHICTh KPOBOTEYi BiIMiHM Ta
II05iBa IIPOPHBHOI KPOBOTEUi ab0 KpOBOMa3aHHS MPOTATOM IpUKMaHHS TaOlIeTOK i3 APyroi ymakKoBKH
(9K 1 y BUIIaIKy 3aTPUMKU HACTaHHS MEHCTpYyallil KpOBOTEeUi BigMiHN).

Himu.

[IpemapaT mokKa3aHUi A1 3aCTOCYBaHHS 3a MPU3HAUYEHHIM JIiKaps TiIbKY ITiC/Ig HaCTaHHSA CTaJIuX
MEeHCTpyalliii.

Ilepedo3yeanHs.

IoTenep HEMaE XKOOHUX OAaHUX KITIHIYHUX NOCIIIXKEHb 100 ITepefo3yBaHHs TaOlIeToK mpenapaTy
Bigopa mikpo. Ha mifgcraBi 3aranbHoro gocsigy 3actocyBanHss KOK mpu nepeno3yBaHHI MOXKe
crocTepiratucst HynoTa, 6/1I0BaHHS Ta KpoBoTeda BimMinu. KpoBoTeua BimMiHu MOXKe



CIIOCTepiraTucd y fdiBYaT HaBiTh O HaCTaHHA MeHapXe y BUIIaAKy
HEHaBMUCHOI'0/BUIIAAKOBOTO 3aCTOCYBAHHS JIiKapCchKoro 3acoby. CreliabHOr0 aHTULOTY He
icHy€e, miKyBaHHS ITOBUHHE OYTH CUMIITOMATUYHUM,

ITob6iyHi peakuii.

[ITomo cepiio3HUX MOOIYHUX peakliii y MaIlieHToK, sIKi 3acTocoBy0Th KOK, IMB. TAK0OXK PO3Min
«OcobIMBOCTI 3acTOCyBaHHA». HuKue3a3HaueHi MoOiyHi peakilil criocTepiramucs mig yac
3aCTOCYBaHHS Ipemnaparty Bimopa mikpo (muB. Tabmuilio 3).

Y tabnuni 3 HaBemeHOo mMoOiuHi peaxilil 3rimHo KnaciB Ta cucteM opraiB MedDRA. HacToTa
IpuBefieHa Ha OCHOBI KJTiHiUHNUX HaHuX. Haibineim npuitHATHI TepMinu MedDRA BukopucTasi gis
ONINCY MIeBHUX Peaklliil Ta 1X CHHOHIMIB i IOB’sI3aHUX CTaHiB.

Tab6muia 3

YacToTa nobiYyHUX peakilili, Ipo AKi MOBIAOMIISIIOCS Y MPOIeCi KIiHIYHNX AOCTiAXKeHb IIpenapaTy
Bimopa MiKpo K opaibHOTO KOHTPAIENTHBY Ta OJIs JIiKyBaHHS HETSIXKKO1 (OpMU aKHE 3TiIHO
TepMiHiB, Kiacis cuctem opranis MedDRA.

Krnacu Ta cuctemu [HacTo HeuacTo Pigko HacTtoTta

oprauiB (MedDRA |(=1/1001i <1/10) |(=1/10001i <1/100) |(=1/10000 i <1/1000) |ueBigoMa

Bepcisg 9.1)

[Hdekil Ta iHBa3il Kannumo3

3 60Ky cucTeMu AHeMid,

KPOBOTBOPEHHS Ta TPOMOOIIUTEMIST

miMdaTruyHOoI

CHCTEMU

3 60Ky iMyHHOI AmeprivuHi peakil ['inep-4yT/IUBICTH

CHCTEMU

3 60Ky EHIOKPUHHI po3Nnagu

E€HIOKPUHHOL

CHCTEMU

3 00Ky 0OMiHYy [TinBUILIeHHS

PEYOBUH Ta areTUTy, aHOPEKCid,

Xap4YyBaHHI rinepkanieMis,

rirnoHaTpieMis
3 OOKY IICUXiKK Emoriitina [lenpecisd, AHOpPra3mis,
mabinbHICTD HEPBO3HICTB, 0e3COoHHY

COHJIUBICTH

3 60Ky HepBOBOi  |['onoBHUIM 6inb 3armaMoOpo4YeHHs, (BepTUro, Tpemop

cucTemMu [apecTresis

3 00Ky OpraHiB KOH'IOHKTHUBIT,

30py CyXiCTb 0Yel,

[TOPYLIEHHS 30PY

3 00Ky cepis Taxikapgis

3 00Ky CynouH MirpeHs, drnebiT, cymuHHI
BapUKO3HE pO3/1agy, HOCOBa
PO3IIKUPEHHS BEH, [KPOBOTEYa,
apTepianbHa HenpuTOMHICTh, BTE,
rinmepTeHsis TE




3 6oky IIIKT Hynorta AODOMiHATPHIA 30iIbIIIeHHS KUBOTA,
0inib, 6/I0OBaHHS,  [IUTYHKOBO-KUIIKOBI
TMICIIeIICis, pO3J1afy, BiIUyTTA
METEeOopU3M, HalOBHEHHS
racTpuT, giapes [1TyHKOBO-KUIIIKOBOTO
TpaKTy, XiaTaJbHa
rpuxa, KaHIUO03
POTOBOI MTOPOXKHUHH,
3a10p, CyXiCTh y pOTi
3 60Ky Binb y KOBYHOMY
remaTo0iiapHol MiXypi, XONELUCTUT
CUCTEMU
3 OOKy IIKipu Ta AkHe, cBepOixK, X710a3Ma, eK3eMa, MynbTu-popMHa
MigIIKipHOI BHCHUIIAHHS QJIomelris, epuTteMa
KJIITKOBUHU aKHe(pOpMHUU
epMaTHUT, CyXiCThb
[IKipy, HOZO3Ha
epuTeMa,
rinepTpuxo03, po3jiagu
3 OOKY IIKipH,
PO3TSIKKH,
KOHTaKTHUU
mepMaTtut, GoTo-
UyTJIUBUU JE€PMaTHUT,
HOyJIApHA LIKipa
3 00Ky M’s130BO1 Ta Binb y cnuHi, 6inb y
CIIOJIyYHOI KiHIIBKaX, CyIOMHI
TKaHUHU M’s131B
3 OOKy Bomo4icTh BariHanpHUU [ucnapeyHis,
PENPOOYKTUBHOL [MOJIOUHUX 3aJi03, |[KaHOUOO3, TAa30BUU [BYJIbBOBATIHIT,
CHCTEMHU Ta MeTpoparis*, 0inb, 30iNMbIIEHHS  [TOCTKOITANTbHA
MOJIOUHUX 3a/103 |aMeHopes MOJIOUHUX 3aJI03, [KPOBOTeYa,

(hiObpo3HO-KiCTO3HA
MacCToIarTis,

KpPOBOTEYa BiiMiHH,
KicTa MOJIOYHOI

MaTKOBi/ BariHalbHi|3a/103H, rinepnnasisa

KPOBOTEUi*,
BUOIJIEHHS 31
CTaTeBUX OPraHis,
[IPUILINBY, BaTiHIT,
[IOPYLIEHHS
MEHCTPYaJIbHOT'0
[UKITY,
nyCcMeHopes,
rimoMeHopes,
MeHoparis,
BariHajbHa CYXiCTbh,
CYMHIBHUM Ma30K
[lanaHikoay,

SHUXKEHHS J1i6imo

MOJIOYHOI 3aJI03H,
HOBOYTBOPEHHS Y
MOJIOUHIH 3a/103i,
[IOJIITI ITUHKY MATKH,
aTpodis eHOOMETPis,
KicTa SIEUHHKa,
30iJIbIIIEHHS MATKH




3aranbHi po3nagu ACTeHid, He3nyxaHHA
[IinBUIIIEHEe
[IOTOBUOIJIEHHS,
HaOpsSK
(reHepamizoBaHuii
HaOpSIK,
nepupepuyHui
HaOpsK, HaOpsSK
00IMYUs)
TTociigKeHHA 30i/IbIIIEHHS MacH [3MEHIIIeHHSI MacHu
Tila Tina

*HeperyIspHi KPOBOTEUi 3a3BUYail 3HUKAIOTh IIPY ITPOHNOBXKEHHI Teparrii

Onuc okpeMux n06iYHUX peakIrin

Y xiHoK, ki npuiiManu KI'K, cnocTepiraBcs migBUllleHNN PU3UK PO3BUTKY BEHO3HUX abo
apTepiajbHUX TPOMOOTUYHUX Ta TPOMOOEMOOIIYHUX SIBUIL, Y TOMY YHKCIIi iHDapKTy
Mmiokappa, iHcynbTy, TIA, BeHOo3HOTO TpoMO03y Ta TEJIA, sKi meTanbHillle onucaHi y po3mini
«OcobMMBOCTi 3aCTOCYBaHHS».

Huxxuye3a3HaueHi cepio3Hi mobiyHi peakiril cocTepiranucs y XiHOK, sSIKi 3aCTOCOBYIOTh
KOK, mo Takox Oynu onucani y po3fmini «Oco0IuBOCTi 3aCTOCYBaHHS»:

e BeHO3Hi TpoMbGoeMOoTiuHi po3naau;

e apTepianbHi TPOMOOeMOOIIUHI po3agy;

* apTepianbHa rinepTeHs3is;

* NyXJINHU [1€YiHKY;

¢ PO3BUTOK a00 3arOCTPEHHS 3aXBOPIOBaHb, OIS IKUX 3B’130K i3 mpuiiomoM KOK He 3’sicoBaHUM
ocTaTo4yHO: xBopoOa KpoHa, HecrienudiuHUi BUPA3KOBUM KOJIT, eIifnerncis, MioMa MaTKH,
nop@ipis, CHCTeMHUY YePBOHUY BOBYAK, repliec BaritHux, xopes CigeHxaMa, TeMOJIiTUKO-
YPEMIYHUYU CUHIOPOM, XOJIeCTaTUYHa KOBTSHULIS;

* XJ10a3Ma;

e TOCTPi a00 XpOHiUHI po3nagy GyHKIII TediHKY, 10 MOXKYTh NOTpe0yBaTH NPUNKHEHHS
3actocyBaHHS KOK, moKU MOKa3HUKY (PYHKIIiI T€YiHKY He TOBEPHYTHLCS 10 HOPMU;

e y XKiHOK 3i CITaIKOBOIO CXMJIbHICTIO 10 aHT'IOHEBPOTUYHOT0 HAOPSIKY €K30Te€HHI €CTPOTeHU
MOXKYTh CIIPUYUHUTH 200 ITOCUIIOBATH CUMIITOMY aHTiOHEBPOTUYHOIO HAOPSIKY.

YacToTa [iarHOCTyBaHHS PaKy MOJIOYHOI 3a/I034 [ell0 MigBUIIYETLCS Cepefl XKiHOK, SKi
3actocoBytoTh KOK. OCKiNnbKY paK MOJIOYHOI 321031 Y XKiHOK BiKOM 10 40 pOKiB 3yCTpiYa€eThCS PigKo,
30inbIIIeHHS KiTbKOCTI BUMAMKIB MiarHOCTYBaHHS PaKy MOJIOYHOI 3271031 y XKiHOK, SKi 3aCTOCOBYIOTh
HUHi a00 HemoxaBHO 3acTocoByBanu KOK, He3HauHe 11010 PiBHSA 3arajbHOTO0 PU3UKY PaKy MOJIOYHOI
3ano3u. B3aeMo3B’s130K i3 3acTocyBaHHAM KOK HeBimoMuii. [JuB. TakoXK po3ninu «IIpoTunoka3aHHSg»
Ta «OCcoONMMBOCTI 3aCTOCYBAHHS».

Bzaemodii

[TpopuBHi KpoBOTedi Ta/ab0 3HMKEHHS KOHTPALIEIITUBHOI [Iii MOKe BUHMKHYTH BHACJIiIOK B3a€MOZIl
iHMUX NMiKapchKUX 3ac00iB (iIHAYKTOPIB (hepMEHTIiB) 3 OpaJbHUMU KOHTpalleNTHBaMu (OUB. PO3Mi
«Bzaemogis 3 iHIIUMY JTiIKapCLKUMHU 3aco0aMu Ta iHIM BUTU B3aEMOIIN»).



ITocmmapkemuHeosi OaHi. (3acCTepekeHH ONPUIOnHeHi [IeHTPOM OIIIHKK Ta OOCIiIXKeHHS
nikapcbkux 3aco6iB (CDER) FDA).

[T'aTh mOCHiAXKeHD, Y IKUX OPiBHIOBANIM PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3271031 MiXK TUMH, XTO
KOu-HeOyIb 3aCTOCOBYBaB (Ha maHui yac uu B MuHynomy) KOK, i THMHU, XTO HiKOJIM HE 3aCTOCOBYBaB
KOK, noBigomisinu mpo BiICYTHICTE 3B’s13Ky Mix 3acTocyBaHHAM KOK Ta pu3vKOM BUHUKHEHHS Paky
MOJIOYHOI 3a7103H, 3 ouiHkaMu edekTy Bifg 0,90 go 1,12.

Y TpBOX HOCHiAXKEHHSAX IOPiBHIOBAIA PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3a/103U MiX THUMH, XTO
3apa3 npuiMae i Tumu, xT0 HemomaBHo npuiiMaB KOK (< 6 MicsIliB 3 MOMEHTY OCTaHHBOTO
3aCTOCyBaHHS), i TUMH, XTO HiKO/M iX HE 3aCTOCOBYBaB. B ogHOMY 3 ITMX AOCTiAKEHb IIOBigOMIISIIOCS
IIPO BiCyTHICTH 3B’A3KYy MiXK PM3WKOM BUHUKHEHHS paKy MOJIOUHOI 3a/i03u Ta 3acTocyBaHHAM KOK.
IIBa iHIIKX JOCTiOXXEHHS BUSBUIIY MiIBUINEHUM BimHOCHUY pu3ukK 1,19-1,33 npu noTounomy abo
HeIU[0JaBHbOMY 3aCcTOCyBaHHi. OOMOBA 11i OCITimXKEeHHS BUSBUIM IiIBUIIEHUN PU3UK BUHUKHEHHS
PaKy MOJIOYHOI 32103 IIPX TPUBAJIOMY 3aCTOCYBaHHi, IPUYOMY BiTHOCHUYM PHU3UK KOIMBAETHCS Bif
1,03 npu 3actocyBanHi KOK mpoTsarom MeHIlle 0gHOTO POKY Oo mpubnu3Ho 1,4 mpu 3acTOCyBaHHi
KOK 6inbie Hixk 8-10 pokis.

ITogi0omaeHHs npo nNi003pro8aHi nobiuHi peakuii

[ToBimoMIeHHS PO Mimo3pioBaHi MOGiYHI peakii y mepioq MOCTMapKETUHTOBOTO CIIOCTEPEXKEHHS €
OyXKe BaxX/IUBUMHU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIiBBIAHOIIEHHIM KOPUCTH/PU3UK
IJIs1 JTiKapchbKuX 3aco0iB. MenuyHi mpalliBHUKY TTOBUHHI IMOBITOMJISTH PO Migo3pioBaHi mobiuHi
peaxiril.

Tepmin npudamuocmi. 3 POKHU.

YMoBu 30epiranHsi.

30epiratu y HeJOCTYIIHOMY 151 iTe# MicIli mpu TeMiepaTypi He Buine 25 °C.

YnakoBka.

[To 28 TabneTtox y GiicTepi (21 TabneTka poxKeBOro KoIbopy Ta 7 TabiaeTok 6inoro Kombsopy), mo 1
abo 3 6ricTepu B KapTOHHiM KOPOOIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHUK.

JTabopatopioc Jleon ®apma, C.A.



Micue3HaxoIKeHHsI BHPOOHHKA Ta aJjpeca MPOBaIXKeHHs HOro Tis/IbHOCTI.

C/Jla Bamnnina c/#, ITonirono Iugycrpian HaBaTtenxkepa, Binnakinam6pe, 24008 JleoHn, Icnanis.



