IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Bigopa

(Vidora)

Cknao:
ditoua pevosuHa: drospirenone, ethinylestradiol;

1 6mictep micTuTh 28 TabneTok (21 akTUBHY TabJIeTKy KOBTOT'0 KOJIHOPY Ta 7 TabieTok miaiebo
6i710T0 KOJILODY);

1 TabneTKa, BKpHTa IIiBKOBOIO 000JIOHKOI0, KOBTOT'0 KOJIHOPY MiCTUTH ApocnipeHoHy 3,0 MT Ta
eTuHinectpagiony 0,03 mr;

0ONoOMIdICHI peyo8UHU: TaKTO3U MOHOTIAPAT, KpOXMaJjlb KYKyPYO3gHUM, KpOXMaJslb
mpexenaTuHi3oBaHuM, KpocnoBinoH Plasdone XL-10, kpocnoginox Plasdone XL, moBigon K-30,
nosticopbaT 80, MarHito cTreapat, Opadry® K0BTHi (IIOTieTUIEHTIIIKOJIb, CIIUPT IOJTiBiHITOBUH,
tuTany piokcup (E 171), Tanek, 3amida okcup xkotuu (E 172)).

1 TabneTKa, BKpHUTa IIiBKOBOIO 000710HKOI0, 6inoro Koawopy (miane6o) MiCTUTS:

donomigcHi peuoguHu: makTo3a 6e3BogHa, moBimoH K-30, mar#ito cteapat, Opadry® II 6inmuit (criupT
IOJIiBiHiNIOBUY (Tigposi3oBaHa yacTuHa), TuTany giokcup (E 171), makporon 3350, Tansk (E 553b)).

JlikapcbKa ¢opMa. TabneTKu, BKPHUTI ITiBKOBOIO 000JIOHKOIO.

OcHosHi (pizuko-ximiuHi 81acmueocmi: AKTUBHI TaONeTKU: KPYTJi TaONEeTKH, BKPUTI IIiBKOBOIO
000JI0HKOI0, KOBTOT'0 KOIbopy. TabmeTku nnainebo: Kpyrii TabneTKu, BKPUTI MTiBKOBOIO
000JI0HKO10, 6i7T10r0 KOIHOPY.

®dapMakKoTepaneBTHYHA rpyna. ['opMOHanIbHI KOHTPALENTUBY AJI CUCTEMHOI'0 3aCTOCYBaHHS.
IpocmipeHoH Ta etuHinectpanmion. Kog ATX GO3A Al2.

dPapmako102iuHi e racmueocmi.
dapmakoOuHamika.

Iapekc Ilepnst KOHTPaLENTUBHUX HeBay AJ1s mpemnapaty ctaHoBuTh 0,09 (BepxHilt mBoGiuHuM 95 %
noBipuui intepsan (II) - 0,32).



3aranbHuy iHgekc [lepns (KOHTpalleNTHBHI HEBIAYi MOMUIIKY 3 OOKY IAI[iEHTOK) [JIs IpenapaTy
ctanoBuTh 0,57 (BepxHikt gBoGiuHuUM 95 % I - 0,90).

[TpotusamnnigHa mist KombiHOBaHUX opanbHUX KoHTpauenTusiB (KOK) 6a3yeThbcst Ha B3a€MOil pisHUX
YMHHUKIB, HalBaXK/IUBIIIUMHY 3 SIKUX € IPUTHIYeHHS OBYJIALil i 3MiHU I[epBiKaIbHOI CEKpeLii.

Jlikapcokui 3aci6 Bimopa - 11e KOK 3 eTHHIIECTPaIiooM Ta IPOTreCTOreHOM IPOCIIiPpEeHOHOM. Y
TepaNeBTUYHUX [03aX OPOCITiPEHOH BUSBIISIE aHTHAHOPOTEeHHI Ta ITOMipHi
AHTHMiHEePalIOKOPTHUKOIOHI BIaCTUBOCTi. BiH He Ma€ eCTPOreHHOIl, ITIOKOKOPTUKOIMHOI Ta
QHTHUTIIIOKOKOPTHUKOITHOI aKTUBHOCTI. OTKe, ApoCmipeHOH Ma€e CX0XKUii (hapMaKOoJIOTiuHMH
POk i3 IPUPOTHUM IPOTECTEPOHOM.

3rigHO 3 JAHMMU OOCIiIXKeHb TOMipHI aHTUMiHEPATOKOPTHKOIMHI BJIaCTUBOCTI Mpemnapary Bimopa
IIPU3BOIATE OO MOMIPHOTO aHTUMiHEPAIOKOPTUKOITHOTO BILJIUBY.

dapmakokiHemuka.

IpocnipeHoH

Abcopbuis. TTepopanbHO TPUUHSATHH TPOCIIPEHOH IIBUIKO i TOBHICTIO BCMOKTY€EThCS. [TiKOBa
KOHIIEHTPAIlif y CHPOBATIIi, III0 CTAHOBUTH 38 HI/MJI, [OCATAETLCS MPUONIU3HO Yepe3 1-2 romuHN
IiCJI OJHOPA30BOI0 ITePOPAIbHOTO 3aCTOCYBaHHS. BiogoCTyIHICTh MopiBHIOE MpuONIU3HO 76-85 %.
OpHoYacHe BXKMBaHHS 1Ki He BIIMBa€ Ha 6i0M0CTYIHICTb APOCITipeHOHY.

Posnodia. ITicng nmepopalbHOTO NPUMOMY KOHIIEHTPaLlis POCIiPpEHOHY B CUPOBATIi KPOBi
3HUKYETHCS, CEpeNHiil KiHIleBUH Iepiofl HalliBBUBeleHHS CTAHOBUTH NMpuOIu3HOo 31 roguny.
IpocnipeHOH 3B’A3y€ETHCS 3i CHPOBATKOBUM abOyMiHOM, ajie He 3B’A3YEThCS 3 TI00YIiHOM, 110
3B’s13y€e craTeBi ctepoigu ([3CC), i 3 rmobymniHoM, 110 3B’s13ye KopTukoinu (I'3K). Y Burnsmi BimbHOTO
CTepOIfy B CHPOBATII KPOBi HasBHI TibKU 3-5 % 3aranbHOl KOHLIEHTPALl IPOCHIiPEHOHY.
[TigBumennsd piBHA [3CC, iHAyKOBaHE €THUHIIECTPaAioNoM, He BIIJIMBA€E Ha 3B A3yBaHHS
npocrmipeHony 3 Oinkamu cupoBaTKu. CepefiHiil yIBHUN 00’€M PO3IOMiNY APOCIiPEHOHY CTaHOBUTh
3,7 1,21 n/xkr.

Memaboism. ITicnsi mepopasbHOT0 MPUUOMY OPOCIIipeHOH 3HAYHOI0 Mipoio MeTabomi3yeThCs.
OcHoBHUME MeTabomiTaMu y 1a3Mi KPOBi € KUCJIOTHa (hopMa OPOCIipeHOHY, 110 YTBOPIOETHCS
BHACJIIOK PO3KPUTTS JIAKTOHOBOTO KiJIbIlS, @ TAKOXK 4,5-IUTigpoapociipeHoH-3-cynbdar, SKui
bopMyeThCs MIIAXOM TifpaTalii 3 moganbIIuM CyabdhaTyBaHHAM. [I[pOCIipeHOH TakKoX € 06’€KTOM
OKHUCHIOBaJIbHOT'0 MeTaboniaMy, 1o kaTanizyetbcss CYP3A4. In vitro gpocmipeHoH Moxe cabko ab6o
OMipHO npurHiuyBaTu pepMenTtu uutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BusedeHHs. MeTabomiuyHuii KTipeHC OPOCIIipeHOHY i3 CUPOBATKM KPOBi CTaHOBUTH 1,5 + 0,2 M/XB/KT.
Jluiie He3HaYHA KiMbKiCTh APOCIiPEHOHY €KCKPETYETLCS Y He3MiHeHOMY BUTTISAAL. MeTabomiTu
IPOCIipeHOHY BUBOIATLCSA 3 KaJIOM Ta ceyelo y criBBigHouIeHH] mpubnusuo 1,2:1,4. Ilepiog
HalliBBUBEIeHHS MeTa0OMiTiB i3 ceyero i Kanom - nmpubnusno 40 romguH.

PigHosascHa koHueHmpauis. [Tig 4ac UKy Teparil MakKCcHMalibHa piBHOBaXkHa KOHIIEHTpallis
IPOCIipEHOHY V CUPOBATIli KpoBi mpubiu3Ho 70 HI/MII JocsATaeThCA TPUOIKU3HO Yepe3 8 oHiB
nikyBaHHs. KoHIIEHTpallisl ApoCcHipeHoHYy y CUPOBATL KPOBi 30iyblryBanacs npubau3Ho y 3 pas3u
BHACJIIIOK CIIiBBIIHOIIEHHS KiHLIEBOT0 IIePioy HalliBBUBEEHHS Ta iHTepBasly JO3YBaHHS.

Ocobauei kameezopii xgopux



Bnaue Ha Hupkosy HedocmamHicmy. [Ipu HOCATHEHH] piBHOBaXKHOTO CTaHy IIif 4ac Teparil
OPOCIIIPEHOHOM Y T'PYIIi XKIiHOK i3 HUPKOBOI HEJOCTATHICTIO JIETKOT0 CTyIeHs (KIipeHC KpeaTUHIHY
50-80 m/xB) Ta y rpymi XkiHOK 6e3 mopyIieHHs (YHKII HUPOK CIIOCTEpiraancs aHaaoTiuHi
KOHIIEHTpallil APOCIiPEHOHY B CUPOBATLi KPOBi. Y rpymi X)iHOK i3 HUPKOBOIO HEJOCTAaTHICTIO
CepenHbOro CTyneHs (kiipeHc KpeaTruHiHy 30-50 MJI/XB) CHPOBATKOBI KOHIIEHTpAIlil APOCIipeHOHY
Oynu B cepefHbOMY Ha 37 % BUII, HiXK y IPYIIi XKiHOK i3 HOpMaIbHOIO QYHKIIi€I0 HUPOK. Teparis
IpocIipeHoOHOM [0o0pe mepeHocunacs XKiHKaMu i3 HUPKOBOIO HEJJOCTATHICTIO JIETKOTO Ta IIOMipHOTO
ctynens. Teparisi gpocIipeHOHOM He ToKa3ana Oyaob-SKOT0 K/TiHIiYHO 3HAUYIIOr0 BIUIMBY Ha
KOHI[EHTpALil0 KaJlil0 Y CUPOBATLi KPOBI.

Bnaue Ha neviHKogy HedocmamHicmb. Y OOCTiAKEeHHI 3aCTOCyBaHHS OJHOPA30BOi JO3U KITipeHC
IPOCIIipEHOHY MIPU ITePOPabHOMY 3aCTOCYBaHHi 3HUKYBaBCs nmpubau3Ho Ha 50 % B ocib i3 momipHOIO
IIeYiHKOBOI HEJOCTATHICTIO MOPIBHSIHO 3i 37I0POBUMHU TO0OPOBOILIIIMHU. BUsiBIeHe BinXuIeHHS
KJIipeHCY OPOCIIipeHOoHY B 0Ci0 i3 TOMipHOIO IIe4iHKOBOIO HEOCTaTHICTIO He 06yMOBIIIOBanI0 Oyaob-
SIKUX SIBHUX BiIMiHHOCTEM IIOM0 KOHIIEHTPallil Kaiio ¥ cupoBaTili KpoBi. HaBiTk 3a HasiBHOCTI
IIYKPOBOT0 HiabeTy Ta IIpHU CYIyTHHOMY 3aCTOCYBAHHI CIiPOHOIAKTOHY (IBa (GaKTOPH, L0 MOKYTh
IIPOBOKYBATH TillepKaJlieMii0) He CIIOCTepiranocs MigBUIlleHHsS KOHIIEHTPallil KaJliio B CHpOBaTIli KPOBi
BHUIIle BEPXHBLOI MeXi HopMmu. OTKe, IPOCIipeHoH J00pe IepeHoCUThCS 0Co0aMu 3 TeYiHKOBOO
HeOCTaTHICTIO JIETKOT0 Ta IIOMIPHOTO CTyIeHd (knac B 3a knacudikauiero Yainga-I1'10).

EmuiyHa npuHanedxcHicmb. He ciocTepiranocs KiiHiYHO 3HAUYYIIOL Pi3HUI ¥ papMaKOKiHeTHII
IpocmipeHoHy abo eTHHiNecTpaniony v XKiHOK SITTOHCHKOI HaIliOHAIbHOCTI Ta €BPOIIEMIIIB.

EtunHinecrpamion

Abcopbuia. Ilpu nepopasbHOMY 3aCTOCYBaHHI €TUHINIECTPAioN MIBUAKO i TOBHICTIO BCMOKTYETHCS.
[Ticns 3acTtocyBaHHA 30 MKT ITiKOBa CUPOBaTKOBa KOHIeHTpalisd 100 IKr/MiI qociaraeTbCs IpOTATroM
1-2 ropun. ETuHINecTpangion niggaeTbCa eKCTEHCUBHOMY e(eKTy MEePIIoro IPOXOAXKEeHHS, 1110
3a7eXKHUTh Bifl iIHAUBITyanbHUX BIIMIHHOCTEH.

AGcomoTHa 0i0gOCTYNIHICTh CTAHOBUTE IPUOIN3HO 45 %.

Po3nodis. OuikyBaHuUii 06°'€M pPO3MOMiTy eTUHINECTPaiony CTaHOBUTH IPUOIN3HO 5 JI/KT, a
3B’A3yBaHHA 3 OiTKaMu IyIa3Mu KpoBi - npubnu3no 98 %. ETuHinecTpamion iHAyKye CUHTE3 Y eYiHIl
rno0yminy, 110 3B’s3ye crateBi ropmonu (I'3CI), a TakoXK rio0yIiHiB, 1110 3B’SI3yI0Th KOPTUKOIIHI
ropMmonu. [Ipu 3acTocyBanHi 30 MKT eTHHiIeCTpafiony mna3MoBa KoHeHTpauis I'3CT 36inbiyeThest
Big 70 mo mpu6mu3Ho 350 HMOJIB/I.

ETuHinecTpanion y HeBeIuKil KimTbKOCTiI BULINAETLCS y TpygHe MoiioKo (0,02 % mo3u).

Memaboaism. ETuninectpanion 3HauHoio Mipoio MeTtabomizyeTses y IIKT Ta npu mepiiomy
IIPOXOMKEeHHi yepes nevinky. ETuHiNeCTpamion ronoBHUM YMHOM MeTa00ITi3yEThCS IIITXOM
apOMaTHYHOTO TiIPOKCHIIIOBAaHHS i3 (POPMYyBaHHSM BEJIMKOL KiJIbKOCTI TiIPOKCUILOBAHUX Ta
eTUJIbOBaHUX MeTabomiTiB, SKi HasIBHi K BinbHI MeTabo0/IiTH Ta KOH'IOTaTH 3 TJIIOKYPOHilaMu Ta
cynbdaTamu. MeTabomiuHNli NI71a3MOBUY KITipEHC €TUHINEeCTPafiony CTaHOBUTH IPHUOIN3HO

5 MJI/XB/KT. In vitro eTuHinecTpagion € 3sopoTHuM iHribitopom CYP2C19, CYP1A1 ta
CYP1A2, a Tak0oX Ha OCHOBi MexaHi3My fii - iHribitopom CYP3A4/5, CYP2C8 ta CYP2]J2.

BusedeHHs. ETuHinecTpanion He BUBOAUTHCS Y HE3MIHEHOMY BUTJISIMI Y 3HAYHIN KiTbKOCTI.
MeTabomniTi €TUHINECTPAAi0Ny BUBOASTHLCS i3 CeYel0 Ta XKOBYI0 Y CIiBBimHOIIeHH] 4:6. [Tepion
HalliBBUBEeHHsI MeTaboIiTiB cTaHOBUTE mpubnu3Ho 1 moby. [lepion HamiBBUBemeHHST MeTabO0iTiB
cTaHoBUTH 20 roguH.



PigHosadcHa kKoHueHmpauis. PiBHOBaXHa KOHIIEHTpAIlisl JOCATAETHCS IPOTIATOM OPYTrol TOJIOBUHU
IIVKJTy Teparii, CHpOBaTKOBUH piBeHb eTUHiNIECTPafiony 30iNbLIyeThCs MPUOIU3HO B
1,4-2,1 pa3a.

IoknaiHiyHi OaHi 3 6e3neku

Y nabopaTopHUX TBapXH e(eKTH APOCIiPEHOHY Ta eTUHiIecTpafiony 0ymu oOMexKeHi TUMH,
SIKi acolliloBanIuCcs 3 BifoMOI0 (papMaKOIOTidYHOI0 Oi€l0. 30KpeMa, JOCTiIXKeHHS 3 BUSIBIEHHS
PENPOAYKTUBHOI TOKCUYHOCTI Y TBAapUH ITOKa3alyd HasBHICTh BUAOCIENU(PIYHOTO
eMOpiOTOKCUYHOTO Ta (eTOTOKCAYHOTO BINIKABY. [IpK eKCI03ullil, 1110 ITePEBUILYE TaKy Y
TBapUH, IKMM 3aCTOCOBYBaJIu Ipenapat Bigopa, y AesKuX BUIIB TBAPUH CIIOCTEPIraju BIJIUB
Ha cTaTeBy audepeHUiarnito. [JoCIigKeHHS 3 OI[iIHKY €KOJIOTiYHOT0 PU3UKY ITOKa3ajH, 110
e€TUHIIeCTPaioN Ta APOCIiPpEeHOH MOTEHLIMHO MOXKYTh CTAHOBUTU 3arpo3y A1 BOGHOTO
cepepoBuina (muB. po3min «OcobnuBi 3axonu Oe3MEeKn»).

KrinigHi xapaKTepUCTHKH.
IToka3auHs.

OpainbHa KOHTpAIEeMITis.

IIpomunoka3aHHs.

KombiHoBaHi ropmoHasnshi KouTparentusu (K['K) He CJTig 3aCTOCOBYBaTH 3a HAsIBHOCTI xo4a 0
OJHOTO 3 HUK4Ye3a3HaYeHUX CTaHiB. Y paai AKIo OyOb-AKUi i3 IUX CTaHiB BUHUKAE BIIEPIIE
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 (Hanpukiaf,
TpoM603 rinubokux BeH (TT'B) abo Tpomboemboris nerenesoi aptepii (TEJTA));

0 Bigoma crmapgkoBa a0o HaOyTa cxunbHICTh 0 BTE, Taka sIK pe3uCTEHTHICTh 00 aKTHBOBAHOTO
npoteiny C (y Tomy uuchi MmyTatiis ¢akropa V Jleiimena), meginut antutpom6iny-1I1, medinut

npoteiny C, nedinut mpoTeiny S;

O BeJIMKi ollepaTHBHI BTPy4YaHHS i3 TprBasolo iMMobinizatieo (auB. po3min «OcobnuBocTi
3aCTOCYBaHHS»);

0 Bucokuii pu3uk BTE uepe3 HasgBHICTh MHOKUHHUX (HAKTOPIB PU3UKY (AUB. po3min «Oco6IuBOCTI
3aCTOCYBaHHS»).

HasiBHiCTH @60 PU3UK PO3BUTKY apTepianbHol TpoMOoeMbomii (ATE):

0 wHagBHicTh ATE Ha manui 9ac abo B aHaMHe3i (Hanpukiaf, iHdpapKT Miokapaa) abo HasIBHICTh
IIPOOPOMaIbHUX CUMIITOMIB (HalpuKiaj, CTeHOKapis);

0 TIOpYIIEHHS MO3KOBOI'0 KPOBOOOITy Ha maHuM 4ac abo B aHaMHe3i, HasgBHICTh IPOIPOMaTbHUX



CUMIITOMIB (HallpuKiajd, TPaH3UTOPHA imeMiuHa aTtaka (TIA));

0 BimoMma cmagkoBa abo HaOyTa cxumnmbHiCTb 0o ATE, Taka SIK rimeproMmoiucTeineMis Ta aHTUTINA 0O
dbocdominigiB (aHTUTINIA [0 KApHiOMiMNiHiB, BOBUaKOBUY aHTUKOATYJISHT);

0 MirpeHs i3 BOTHUIEBUMU HEBPOJIOTIYHUMU CUMIITOMaM# B aHaMHE3i;

0 Bucokuii pusuk ATE 4yepe3 HasgBHICTb MHOXKXUHHUX (HAKTOPiB pU3uKY (quB. po3min «Oco6auBOCTi
3aCTOCYBaHHS») a00 4epes3 HasIBHICTh OOHOT'O CEepPH03HOro (hakKTopa PU3UKY, TAKOTO SK:

- IIyKpOBUii fiabeT i3 CYAMHHUMH yCKIIafHEHHSIMU;
- TsKKa apTepiajbHa rinepreHsis;
- TSIKKa [UCIIIMONPOoTeIHeMis.

HasiBHICTH TSI2KKOTO 3aXBOPIOBAHHS IEYiHKY Ha MaHUM 4ac abo B aHaMHE3i, TIOKU
IIOKa3HUKM QYHKIIil IeYiHKK He TIOBEePHYJIUCS B MeXKi HOPMH.

HasiBHMIT paK MOJIOUHOI 3aJ103H, IOTOYHUY ab0 B aHaMHe3i, IKui Moxe 0yTH
TOPMOHOYYTIMBUAM (IUB. Po3min «OcobnMMBOCTI 3aCTOCYBaHHA», MiAPO3MiNn «3M0gKicHI
HOBOYTBOPEHHS»).

HupkoBa HENOCTATHICTh TSIKKOTO CTyTeHs abo rocTpa HUPKOBAa HEJOCTATHICTh.

HasiBHiCTh MyX/IMH MEeYiHKK Ha MaHUY Yac a0o B aHaMHe3i (qoOposikicHux abo
3JI0SIKiCHHUX).

Bimomi abo mimo3pioBaHi 3705KiCHI MyXMWHY (HapuKiajl, CTaTeBUX OPTraHiB), 110 €
3aJIeXKHUMU Bif] CTaT€BUX TOPMOHIB.

BarinanpHa KpoBOoTeYa He3’'SICOBAHOI €TiOJOril.
[TinBuilleHa YyTIUBICTH [0 [iI0UYMUX PedoBUH ab0 0o OyOb-IKOTr0 3 KOMIIOHEHTIB IIpemapary.
ITimo3pioBaHa abo migTBepaXKeHa BaTiTHICTS.

Jlikapcekui 3acib Bimopa npoTunokasaHuil Ipyu OMHOYACHOMY 3aCTOCYBaHHi 3 TiKapChbKUMU
3acob6amu, 110 MicTSTh oMbiTacBip/napuTanpeBip/puToHaBIp Ta macalyBip abo MiKapChKUMU
3acobamu, 110 MiCTSTh TyieKamnpeBip/mibpenTacsip abo codocOyBip/BenmnaTacBip/BoKcinanpesip (Ous.
po3min «B3aemois 3 iHIIUMHU JTiIKApCHKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIIN»).

Oco0;1MBi 3ax0o0u 0e3meKH.

Lleit mikapchKuy 3acid Moxke CTAHOBUTHU HeOe3IeKy MJIsi HaBKOJIUIITHLOTO CepenoBuIla (IuB.
po3ain «®apMaKoJIOTiyHi BMacTABOCTI»). Byob-9Kuii HEBUKOPUCTAHUY JIiKapChKui 3acib abo
BIIXOMOU CJIif YTUJIi3yBaTH BiAIIOBITHO [0 JIOKAJIbHUX BUMOT.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Cnip o3HaioMuTHCs 3 iHdoOpMallieto 00 JTiKapChbKoro 3acoby, 1110 3aCTOCOBYETLCS OJHOYACHO, MIJIS



BUSIBJICHHS IIOTEHIIMHUX B3a€EMOIH.
e BrnmuB iHmumx nmikapchkux 3aco0iB Ha npemnapatT Bimopa

B3aeMopii MOXHBi 3 JTiKapChbKUMH 3aco0aMu, 110 iHOYKYI0Th MiKpocoMainbHi pepMenTH. Lle
npu3Befie 0 30ibIIeHHs KIIipeHCY CTaTeBUX TOPMOHIB, 1110 31 CBOr0 00Ky BUKJIMKA€E 3MiHU XapaKTepy
MEHCTPYyaJIbHOI KpOBOTeYi Ta/abo BTpaTu e(heKTUBHOCTI KOHTPALIEITUBY.

Tepania

[HOyK1isS eH3uMiB MoxKe OyTH BHSIBJIeHa Yepe3 [ieKifibKa OHiB JiKyBaHHS. MaKcuMalbHa iHAYKIis
(GbepMeHTIB 3arajoM CIIOCTepiraeThcsa 4epes geKinbKa TUXKHIB. [Ticisa BigMiHu JTiKyBaHHS iHOYKILiS
(bepMeHTiB MOXKe TPUBATH MPUOIU3HO 4 TUXKHI.

Kopomxkocmpokose niKy8aHHA

2Kinku, sSKi IpuiMaroTh JIiKapchKi 3aco0H, 110 iHAYKYIOTh pepMeHTH, TIOBUHHI TUMYaC0BO
BUKOPUCTOBYBaTU 0ap’epHUM MeTof alo iHIIuY MeTo KoHTpanentil fogatkoso 1o KOK. Bap’epuuit
MeTO[ CJIil BUKOPUCTOBYBATH IIPOTATOM YChOI'0 TEPMiHY JIiIKyBaHHS BiATIOBIIHUM IIpenapaToM i Iie
IIPOTAroM 28 [HIB MiCg NPUIXHEHHS UOr0 3aCTOCYBaHHA. AKIIO Tepalis pOo3M0YNHAETHCS Y IIepiof
3acTocyBaHHS ocTaHHiX TabneTok KOK 3 ymmakoBKH, TO IpHiioM TabIeTOK 3 HacTymHol ynakoBku KOK
CJIifl ToYaTH ofpa3y Miciis monepenHbol 6e3 3BUYHOT0 iHTepBay 6e3 3aCToCyBaHHS TaOIETOK.

Llosezocmpokose niKy8aHHA

KiHKaM IIpy AOBTOCTPOKOBIiM Teparllil Jil0UMMU PeYOBUHAMH, IO iHAYKYIOTh (EPMEHTH IEYiHKH,
peKoMeHayeThcst Oap’epHuit abo iHIIMI BiIMOBIAHUIM HETOPMOHAIBHUM METOM KOHTpPALeIIii.

Huxxue3asHaueHi B3aeMopii Oyu 3adikcoBani 3rigHO 3 0ny0IiKOBAHUMY TAaHUMU.

Iiroui pevosuHu, wo 36iavwyoms Kaipenc KOK (3HudcenHs epexkmuasHocmi KOK uepe3 iHOyKUit0
(hepmeHmig), HANPUKAAO:

6apOiTypaTtu, 603eHTaH, Kapbama3seliH, GpeHiTOIH, TPUMINOH, pudaMIinyH; TpenapaTu, 110
3acTocoBylThCs Ipu BlJI-iH(eK1il: puTOHABIp, HEBipalliH Ta edaBipeHIl; TaKOXK, MOXKIIUBO,
denbamat, rpu3eodynbBiH, OKCKapOaseliH, TomipaMar i pOCIUHHI TiKapchKi 3aco0u, 110 MiCTATh
eKCTpakT 3Bipo6oio (Hypericum perfiratum).

Iiroui peyosuHU 3 HENOCMIilUHUM 8nauBoM Ha kaipeHc KOK:

[Tpu ogrouacHOMy 3actocyBaHHi 3 KOK Benuka kinbkicTh KoMmOiHaniit iHribiTopis BIJI-mpoTeasu Ta
HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPaHCKPHUIITa3H, BKIII0OUal0yy KoMOiHalii 3 inribiTopamu
Bipycy rematuty C (BI'C), MoXyTb migBuIIlyBaTH a00 3HNKYBaTH KOHIIEHTPAIIi}0 eCTPOTeHy a0
IIPOTeCTHHIB ¥ ma3Mi KpoBi. CyKyNHUM BIJIUB TAKUX 3MiH MOXKe OyTH KITiHIYHO 3HAUYIIUM Y OETKUX
BUIIAJKaX.

Tomy mist BUSIBIIEHHS IIOTEHI[IHUX B3aEMOIiN Ta OyIb-IKUX iHIIMX PeKOMeHIAIl# CIia
O3HaloMuTHUCA i3 iHhopMalieo MO0 MEAUYHOTO 3aCTOCYBAHHS JTIKAPCHKOT0 3ac00y OISl JIiKyBaHHS
BIJI/BI'C, mo mpuiiMa€eThCsi OMHOYACHO. 3@ HagBHOCTI Oyb-IKMX CYMHiBiB KiHKaM JOaTKOBO CIIifl
BMKOPUCTOBYBaTU Oap’€pHUI MeTOM KOHTpallelii mpu Tepanil inribitopamu mpoTeasu abo
inribiTopaMy HEHYKI€03UAHOI 3BOPOTHOI TPAHCKPUIITA3H.

Iiroui pevosuHu, w,o 3HuHcyroms Kaiperc KOK (iHzibimopu pepmermis)



KriniuHa 3HAUyIIiCTh MOTEHITINHOI B3aeEMOil 3 iHTribiTopamu HepMeHTIB 3aIUIIaeThC He3 ICOBAHOIO.

OpHoYacHe 3aCTOCyBaHHS CUJIBbHUX iHTiIOITOPiB CYP3A4 MOKe IigBUIIUTH 11J1a3MOBI KOHIIEHTpAIlil
ecTporeny abo mnmporectuHy, abo 000X KOMIIOHEHTIB.

Y mocnipxeHHi 6araTopa3oBux 403 KoMOiHallil gpocripeHoH (3 Mr/no0y)/eTruHinecTpagion
(0,002 mMr/mo0y) Ta cunbHoro inribiTopa CYP3A4 keToKOHA30/y, 10 3aCTOCOBYBaBCS OOHOYACHO,
npotarom 10 nHiB 36inbmyBanocs 3HadeHHs AUC, ,,,, OPOCIIPEHOHY Ta eTHHINIECTPaniony y

2,7 ta 1,4 pa3a BiAmOBigHO.

ETopukokcub y gosax Big 60 go 120 mMr/mo6y nmponeMoHCTPYBaB MiABUINEHHS I171a3MOBUX
KOHIIEHTpallii eTHHiNecTpaniony y 1,4-1,6 pasa BignoBigHO Ipu 0OfHOYaCHOMY 3acTocyBaHHI 3 KOK,
10 mictuth 0,035 Mr eTHHiINIECTpaAiony.

e BriiuB npemnapaty Bigopa Ha iHmi nmikapchki 3acobu

OpasnbHi KOHTpaALENITUBY MOXKYTh BIJIMBATU Ha MeTab0Ii3M IesKUX [il0YMX pedoBUH. BifmosigHo,
KOHIIEHTPaIlil ¥ IIJla3Mi KPOBi Ta y TKaHMHAX MOXKYTh a00 MigBUIyBaTUCS (HalpPUKIIaf,
IIUKJIOCTIOPUH), a00 3HUKYBATUCS (HaIPUKIIA[, TaMOTPULOKUH).

Ha migcTaBi mocnifkeHb B3a€EMO{Il in vivo y XKiHOK-T0OPOBOJIBIIIB, SKi 3aCTOCOBYBaJIA OMEIPa3o0Jl,
CHMBACTATHH Ta Miga3ojaM SK cyOCTpaTH-MapKepH, BCTAHOBIIEHO, 10 KIIHIYHO 3HAYYIIa B3aEMOIist
OPOCIIiPEHOHY B 1031 3 MT 3 iHIIMMU aKTUBHUMU CYyOCTAHIIIsIMHU, 110 iHOYKYIOThCS UTOXpoMoM P450,
MaJlOMMOBIpHa.

Kniniuyni mani cBiggaTth mpo Te, 10 eTUHiNecTpamion mpurHivye Kimipenc cyocTpatiB CYP1A2, mro 3i
cBoro 60Ky BUKIUKaE ciabke (Hampukiaf, Teodinin) abo momipHe (Hanmpukiiaf, TU3aHIOUH)
MigBUIIEHHS 1X IIJTa3MOBUX KOHIIEHTPAITi.

dapmakomuHAMiIYHiI B3aeMOil

[Tig yac KmiHIYHUX DOCTiAXKEHD i3 3a/Ty4YeHHSIM TAIliEHTIB, SKi OTPUMYBaJIHU JiKapchKi 3aco0u s
nikyBaHHS iH@eKIi# BipycHoro rematuty C (HCV), mo MmicTsaTh oMOiTacBip/mapuTanpeBip/puToHaBip i
nacabyBip 3 pubaBiprHOM abo 6e3 HbOro, OYy10 BUSIBIIEHO IMigBUIIIEHHS TpaHcaMiHasu (AJIT) Ginbie
HiX y b pasiB Buile BepxHbol Mexi HopMu (BMH). Ile BinOyBanocs 3i 3Ha4HO 0i/bII0I0 YaCTOTOIO y
JXKIHOK, fIKi 3aCTOCOBYBa/IM JIiKapChKi 3aco0H, II0 MiCTATh €TUHIIECTPAaiosl, 30KpeMa i KoMOiHOBaHi
ropMmoHasbHi KoHTpanentusu (KI'K). KpiM Toro, TakoxX y maIi€HTiB, SKi OTPUMYBa/IH JTiKyBaHHS
riekanpeBipoM/mibpeHTacBipoM a6o codocOyBipoM/BenmaTacBipoM/BoKCinampeBipoM,
crocTepirasnocs migBuilleHHs moka3uuka AJIT y XKiHOK, fKi MpuiiMany TiKapchKi 3aco0u, 110 MiCTSTh
eTuHinectpapmion, taki 9k KI'K (guB. po3min «IIpoTunoka3aHHI»).

Tomy kiHKaM, 5IKi 3aCTOCOBYIOTH JliKapChKuii 3acib Bimopa, HeoOXimHO BUKOPUCTOBYBATH
anbTepHATHBHUM METON KOHTpPALeNil (Hanpukiay, KOHTPaleNTHBHY, 1[0 MiCTATh TiJIbKU
nporecTareH, abo HeropMoOHa/IbHI METOMIM) IIepef T0YaTKOM Teparlil i3 3aCTOCyBaHHSAM 3a3Ha4eHol
koMOiHanii mikapchkux 3aco6iB. 3acTOCyBaHHS JIiKapchKOTo 3aco0y Bimopa MoxHa BifHOBUTH yepes 2
TUKHI ITiC/IsT 3aBepIeHHs Tepalil 3a3HayeHo010 KoMOiHaIli€lo.

Y martieHTiB i3 HopMabHOI QYHKIEI0 HUPOK OfHOYACHE 3aCTOCYBaHHS APOCIIPEHOHY Ta iHTi6iTopiB
aHTiOTEeH3UWHIIEPEeTBOPIOBaIbHOTO pepmeHTy (ATIP) abo HeCTepoigHUX MPOTU3alaIbHUX IIperaparis
(HTII3II) He moka3aio 3HAUYYIIOr0 BIIJIUBY Ha PiBEeHB KaJjlilo CHPOBAaTKX KpoBi. OfHAK OfHOYaCHe
3aCTOCyBaHHS IIpenaparty Bimopa Ta aHTaroHicTiB anbgocTepoHy abo Kanili30epiraiouux aiypeTHKiB
He JOCIifgXKyBanocs. Y 1[bOMy BUIIaIKy piBeHb KaJlilo ¥ CHpOBaTILi KPOBi MOTPIOHO [OCTiAXKyBaTH
IIPOTSATOM IIEPIIOTO UMKIIY JTiKyBaHHS (IUB. TAKOXK PO3Hin «OcoOIUBOCTI 3aCTOCYBaHHS»).



THwi popmu 83aemo0ii
JlabopamopHi aHani3u

3acTocyBaHHSI KOHTpalleNITUBHUX CTEPOiMliB MOXKe BIIJIUBATU Ha Pe3y/IbTaTH AesSKUX 1ab0paTOpHUX
aHauiziB, Takux gK OioxiMiuHi mapamMeTpu GyHKIIiI TeYiHKY, IMTOBUAHOI 3aJ1031, HAOHUPKOBUX 3aJ103
i HUPOK, Ha KOHIIEHTpallilo y M1a3Mi TPaHCIOPTHUX OiNKiB, TaKUX K TJI00YJIiH, 10 3B’I3y€
KOPTUKOCTEPOINY, Ha KOHIIEHTpallio y mi1a3Mi (pakiii JinifiB/minonpoTeidiB, Ha TOKa3HUKU
BYyTJIeBOgHOT0 00MiHy, Koarynsiii Ta ¢piopuHonizy. 3a3Budail Taki 3MiHu nepeOyBaioTh y Mexkax
HOPMaJIbHUX 3HAYEHb.

IpocnipeHoH 306inbIlye aKTUBHICTL PEHIHY Ta allbAOCTEPOHY B IJIa3Mi, I0 iHAYKYEThCS MOT0
ITOMIPHOIO aHTUMiIHEPAJIOKOPTUKOIIHOI aKTUBHICTIO.

Oco06.1ueocmi 3acmocyeaHHsi.

Pimenns npo npu3HayeHHd IpenapaTy Bigopa ciif npuiiMaTél 3 ypaxyBaHHAM iHOUBIAyaIbHUX
(baxTopiB PU3UKY XKiHKY, 10 iCHYIOTh Ha AaHUU MOMEHT [Jid XKIiHKHU, Y TOMY YHCIIi (paKTOpiB PU3UKY
po3Butky BTE, a Takox pusuky BTE, 1oB’si3aHOro 3 npuiioMoM IipernapaTy Bimopa, IOpiBHAHO 3
inmumu KI'K (muB. po3minu «IIpoTunoka3anHs» Ta «OcoONMMBOCTI 3aCTOCYBaHHS»).

IlonepenxenHs

3a HAsIBHOCTI OyIb-IKUX CTaHiB ab0 (aKkTOpiB pU3UKY, 3a3HAUEHUX HUXKYE, CITif 0OTOBOPUTH 3
JKIHKOIO JOLIIbHICTh 3aCTOCYBaHH IIpenapaty Bigopa.

Y pasi 3aroctpeHHs ab0 Ipu NepImx IposBax Oyab-IKuX i3 BKa3aHUX CTaHiB abo pakTopiB
PU3HUKY XKiHKaM PEKOMEHOYEThCS 3BEPHYTUCS OO JIiKaps Ta BU3HAYUTU HEOOXiAHICTh IPUIHUHEHHS
IpUiioMy Ipenaparty Bigopa.

Y paasi migo3pioBanoi abo minTeepaxkeHol BTE a6o ATE crig npunuuuTty 3actocyBaHHsa KI'K.
fK11o po3noyaTa aHTUKOATYISIHTHA Teparis, ciif 3a0e3meYuTy albTePHAaTUBHY aJleKBaTHY
KOHTpALEIIil0 Yyepe3 TepaTOTeHHUM BIIJIUB aHTUKOATyJISHTIB (KyMapuHu).

LIupKyNATOPHIL pO3Ianu.
Pu3uk po3BuTtky BTE

3acTocyBanHs Oymb-sikux KI'K migBurye pusuk po3BuTtky BTE y XKiHOK, 5IKi IX 3aCTOCOBYIOTE,
TIOPiBHSIHO 3 TUMH, IKi IX He 3aCTOCOBYI0Th. [IpenapaTH, 1o MiCTAThH JI€eBOHOPrecTpe,
HOpPrecTuMar ab00 HOPEeTHCTEPOH, ACONiIIOTHCA 3 HHKYUM pu3uKOoM BTE. 3acTrocyBaHHs
iHmmux mikapchKux 3aco0iB, Takux siK Bimopa, MoxKe NIPU3BOAHUTH [0 MiIBUIIIEHHSI PU3HKY
yaBiui. PilleHHsI PO 3aCTOCYBaHHA MpenapariB, OKPiM THX, III0 MalOTh HAMHUKYHH PHU3UK
po3Butky BTE, ciig npuiiMaTH jHiIe micjisi 00roBopeHHs1 3 kiHKo10. Heo0xigHo
NmepeKOHaTHCsI, [0 BOHA YCBimoM/Ii0€ pu3uK po3BUTKY BTE, aconiioBanui i3
3aCTOCYBaHHSM npenapary Bigopa, cTynmiHb BIUTHBY HasiBHHX Y Hel (paKTOpPiB pPU3HKY Ta
TOH (¢akT, mo pu3uK BTE € HaUBHIIIUM IMPOTATOM MEPIIOT0 POKY 3aCTOCYyBaHHA. 3a
nessKkuMu JaHUMH pu3uK BTE Moxke 3pocraTu npu BimHoB/IeHHi 3acTocyBaHHA KT'K micnis
nepepsH y 4 THXKHi a00 goBIIe.

Y 213 10 000 xiHoK, ski He npuiiMaiTs KI'K Ta He € BariTHuMHU, po3BUBaEThCSA BTE mpoTarom poky.



OpHaxk y KOXKHOI OKpeMol XKiHKU PU3UK M0oxKe OyTH 3HaYHO BUILKY 3aJIe’KHO Bifl HAIBHUX y Hel
(baxTopiB PU3UKY (OUB. HUXKYE).

BcranosmneHo', mo i3 10 000 xiHOK, siKi 3acTocoBY0Th KI'K, 110 MicTSTh ApocHipeHoH, y 9-12 XiHOK
po3BuHeThCsE BTE mpoTSAroM 0OgHOrO POKY. Ll MOpiBHIOETHCS 3 IOKa3HUKOM 6° Y XKiHOK, sKi
3acTocoByTh KT'K, 1110 MiCTATEH IEBOHOPTEeCTPEI.

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.

KinbkicTts BumagkiB BTE #Ha 10 000 xkiHOK 3a omuH Pik

'11i moKa3HUKH OTPHMMaHO Ha OCHOBI BCiX JaHUX eMifeMiONOTiYHUX AOCHIAXKEeHb 3 YpaxyBaHHAM
BiTHOCHUX PU3UKIB, IT0B’sI3aHuX i3 nmpuriomoM pizHux KI'K, nopiBHsHO i3 3acTocyBaHHAM KI'K, 1110
MiCTSATB JIEBOHOPreCTpell.

*V cepemaboMy 5-7 Bumazkis Ha 10 000 XiHKO-POKiB Ha OCHOBI PO3pPaxyHKy BifHOCHOTO PH3HKY
3actocyBaHHSA KI'K, 1110 MICTATE J1€BOHOPreCTpes], IIOPIBHAHO 3 TAKUM Y XKIHOK, SIKi HE 3aCTOCOBYIOTh
KT'K (mpubnusso 2,3 - 3,6 BUIAOKY).

Hap3BruyaliHo pigKo MOBiIOMIISIOCS ITPO BUHUKHEHHS TPOMOO3Y B iHIIMX KPOBOHOCHUX CYOMHAX,
HaIlpUKJIa[ apTepidax i BeHax IevYiHKYU, HUPOK, Me3eHTepialbHUX CyAuHaX, CyOUHAX I'OJIOBHOTO MO3KY
abo CiTKiBKH, y XKiHOK, 5IKi 3acTOCOBYIOTh KT'K.

daxTopu pu3uKy po3BUTKY BTE

Pu3uk po3BUTKY BeHO3HUX TPOMOOeMOOIiUHNX YCKIIafHEHD Y XKiHOK, gKi 3acTocoByioTh KI'K, Moxke
OyTu 3HaYHO BUIIUM 3a HasSBHOCTI IOIaTKOBUX (PAaKTOPiB PU3UKY, 0COOINBO MHOKUHHUX

(muB. Tabmumo 1).

3acTocyBaHHS Ipemnaparty Bimopa npoTunoka3aHe XiHKaM i3 MHOXWHHUMEU (HaKTOPaMU PU3UKY, 110
MOXKe MiIBUIIUTY PU3UK PO3BUTKY BEHO3HOT0 TPOMOO03y (OuB. po3min «[IpoTunokasaHHs»). AKII0
XKiHKa Mae Oinbie ogHOTo paKTOpa PU3UKY, 3POCTAaHHS PU3UKY MoxKe OyTH OiNblIuM, HiK cyMa
PHU3UKiB, aCOLIM0OBaHUX i3 KOXXKHUM OKpeMUM (HaKTOPOM, TOMY CJIifi BpaxyBaTHU 3arajibHUI PU3UK
po3ButKy BTE. {KIIo CniBBigHOIIIEHHS KOPUCTH/PU3UK HECIPUATIINBE, He cilif npu3Hadatu KI'K
(muB. po3pin «IIpoTunoka3anHus»).

Tabnuis 1
daxTopu pu3uKy po3BUTKY BTE
DaxTOp PU3UKY [TpumiTka
OxupiuHs (iHOEeKC MacH Tina Pu3uK 3HAYHO MiABUINYETHCS IPU 30iNbIIEeHH] iHOEKCY
nepesumye 30 Kr/m%) MacH Tifa.

Oco6nuBo moTpebye yBaru 3a HasiBHOCTI iHIITUX
(hakKTOpiB PU3UKY.



TpuBana iMMoGimi3allis, BeuKe Y Takux cuTyalisax peKOMeHOyEThCS IPUIUHUTH

omepaTHBHE BTPy4YaHHs, Ollepallid Ha 3aCTOCyBaHHS IpenapaTy (y pasi IIJIaHOBOTO

HUKHIX KiHIIiBKax a00 opraHax Ta3a, OllepaTHBHOI0 BTPY4YaHHS L[OHaNMeHIe 3a 4 TUXKHi) Ta

HelpoxipypriyHi BTpydyaHHs abo He BiIHOBJ/IIOBATY 3aCTOCYBaHHS paHillle HiXK dyepes 2

o0ImMpHa TpaBMa. THKHI TiC/IS TOBHOTO BifHOBJIEHHS PYXOBOi aKTUBHOCTI.
3 MeTo10 YHUKHEHHS HeGaXKaHOoi BaTriTHOCTI CJIif

[TpumMmiTKa: TUMYacoBa iMMo006isi3alisi, 3aCTOCOBYBaTH iHIII METOOX KOHTPAIELIi.

y TOMY YHUCJIi IEPeIbOTH > 4 TOOuH,

TaK0XK MOXKYTh OyTU (paKTOpPOM Crnif po3TAIHYTU OOLIJIbHICTh @HTUTPOMOOTHYHOI

pu3uKky po3BuTtky BTE, ocobnuBoy  Teparil, SKI0 3aCTOCYBaHHS NpenapaTy Bimopa He 0yrio

JXKIHOK 3 iHIIKMU PaKTOpaMu PU3UKY. IPUIKHHEHO MOMepPenHbO.

Cimeiinui anamHue3 (BTE y koroch i3 YV pa3i HagBHOCTI CIIagKOBOl CXUAJIBHOCTI IIepef

ponuyis abo 6aTbKiB, 0COOINBO Y 3acTtocyBaHHAM Oynab-akux KI'K xiHkam

BIHOCHO MOJIOLOMY Billi, HAIIPUKJIAL PEKOMEHOYETHCS IIOPAfUTUCS 31 CIIel[iaiCTOM.

no 50 poxkiB).

IHIIi cTanu, noB’s13aHi 3 BTE Pak, cucTeMHUI 4YePBOHUY BOBYAK, T€MOIIITUKO-
YPEMIUHUY CUHAPOM, XPOHiIYHe 3allajibHe 3aXBOPIOBAHHS
KHUIIeYHUKY (xBopoba KpoHa ab0 BUpa3KOBUii KOJIIT) Ta
CepIomnoniOHOKITITUHHA aHEMis.

Bik Oco6mnuBo y Billi moHaz 35 poKiB

HeMae eguHOi AyMKHU IIOA0 MOKJIMBOTO BIUIMBY BAPMKO3HOT'O PO3LINPEHHS BEH Ta II0BEPXHEBOTO
TpoM60(1e6iTy HA PO3BUTOK Ta IPOrPeCyBaHHS BEHO3HOTO TPOMOO3Y.

Heo06xigHOo 3BepHYTH yBary Ha MigBUINEHWN PU3UK PO3BUTKY TPoMOoeMOOil iyl Yac BariTHOCTI,
0CO0O/IMBO MIPOTATOM 6 THKHIB IicIIs MOJOTiB (iHpopMalio Moo BariTHOCTI Ta epiofy rogyBaHHS
TPYOAI0 OUB. y PO3MiNi «3aCcTOCyBaHHS Y Iepiof BariTHOCTI abo rogyBaHHS TPYLII0»).

Cumnromu BTE (TI'B ta TEJIA)

2KiHKaM CITif TopajuTH y pa3i M0gBU HUXKYEeBKa3aHUX CUMIITOMIB HETallHO 3BEPHYTUCS [0 JIiKaps Ta
IIOBIOMUTH IIPO Te, 1110 BOHU 3aCTOCOBYIOTH KI'K.

Cumnrtomamu TT'B MoxkyTh OyTH: ofHOOIYHMYM HAaOpSK HOTH Ta/abo CTymHI a00 AiNTHKY Y3M0BXK BEHU
Ha HO3i; 6iyib a0 mifBUIlleHa YYTIUBICTh Y HO3i, 110 MOXKe BifYyBaTHUCS TiJIbKU IIPU CTOSTHHI a0
Xonb0i, BimuyTTs XKapy B ypaxkKeHii HO3i; mouepBOHiHHA a00 3MiHa KOIhOPY LIKipKU Ha HO3i.

Cumnrtomamu TEJIA MoxyTh O6yTH: panToBa 3aguIlka He3’siCOBaHOI eTionorii abo mpucKopeHe
IVXaHHS; paTOBUM Kallle/lb, MOXKJIMBO 3 KPOB'I0; PANTOBUM Oilb Vv TPYAHIM KITiTII;
TepeHEeNPUTOMHUY CTaH a00 3alaMOPOYeHHS; IBHAOKE a00 HEPEeTyIsIpHe CepleOuTTs.

IesiKi 3 IUX CUMIITOMIB (HalpuKJyaf, 3adUIlIKa, Kalleib) € Hecnenu@iuHuMU abo MOXKYTh OyTH
HeIIPaBUIbHO iHTePIPETOBaHi K OiNblll MoMmMpeHi abo MEHII TSIXKKi siBUINA (HAPUKIaL, K iHeKIii
OUXaJIbHUX IIISIXiB).

[H1Ii TPOSIBY BaCKYJIIPHOIL OKJII03ii MOXKYTh BKJIIOUATH PANTOBUY 0ifib, HAOpPSK, TOCTPUY KUBIT Ta
He3HayHe IIOCUHIHHS KiHITiBKHU.

[Tpu oK103i1l CyouH OKa M0YaTKOBOI CUMIITOMATHKOI0 MOXKe OyTH HEeUiTKiCTh 30Dy, 110 He
CYIIPOBOIXKYETHCSA OOTLOBUMHU BiIUYTTSIMHU i SIKa MOKe IIPOrPeCcyBaTH OO BTPATH 30py. [HKOIK BTpaTa
30pYy PO3BUBAETHCS MalKe MUTTEBO.

Pu3uk po3Butky ATE

3a JaHUMU eTifeMioNIOTiYHUX OOCTIiIKeHb 3acTocyBaHHs Oyab-akux KI'K aconioeTbcs i3 migBUIIeHUM



PU3UKOM apTepianmbHOl TpoMOoeMOortii (iHdapkT Miokapaa) abo 11epebpoBacKyISIPHUX MO
(TpaH3uTOpHa imemiyHa aTaka (TIA), iHCynbT). ApTepianbHi TpoMOoeMOOTiYHi SBUIIIA MOXKYTH MaTH
JleTaJbHUY HaCIigOK.

dakTopu pu3uKy po3BUTKY ATE

[Tpu 3actocyBanHi KI'K pr3uK po3BUTKY apTepianbHUX TPoMO0eMOOiYHNX YCKITafHEeHDb ab0
11epe0pPOoBaCKyIIPHUX MOfiM 3p0oCcTae y KiHOK i3 haKTopaMu pu3ukKy (OuB. TaOmUIo 2). 3aCTOCYBaHHS
npemnaparty Bigopa mpoTunokasaHe, SKIO XKiHKM MalOTh ONUH CEPHO3HUMN ab0 MHOXKUHHI (aKTOpH
pu3uky po3BuTKy ATE, 5IKi MOXKYTh MiIBUIITUTH PU3UK PO3BUTKY apTepialbHOT0 TPOoMO03y (IUB.
po3min «IIpoTunmoka3aHHs»). KO XKiHKa Ma€e GinbIile 0OgHOTO (paKTOpa PU3UKY, 3POCTAHHS PUIUKY
Moxe OyTH OinbIINM, HiZXK CyMa PU3UKiB, acOLiM0OBAHMUX i3 KOXKHUM OKPeMUM (paKTOpOM, TOMY CIIiT
BpaxyBaTH 3arajbHUX PU3UK. fAKINO CIiBBIGHOIIEHHS KOPUCTH/PU3UK HECIPUATIINBE, HE CIIif
npusHavaTd KI'K (guB. po3gin «ITpoTunoka3saHHI»).

Tabmnuig 2

dakTopu pu3uky po3BUTKy ATE

DakKTOp PU3UKY [Tpumitka
30inbIeHHS BiKY Oco6nuBo y Billi moHap 35 PokiB
[Taninusa XKinkaM, gKi KOpUCTyOThCSI KI'K, peKoMeHyeThCs

yTpUMYyBaTUCA Bif maninHg. 2KiHKaM BiKOM Bif 35 pOKiB,
SIK1 IPOJOBXKYIOTh MAJIUTH, HACTIMHO PEKOMEHAYEThCSA
BUKODPUCTOBYBATHU IHIINY METOZ KOHTpAIEIIIil.
AprtepiasnbHa rinepTeH3sis
OxupiHH# (IHOEKC Macu Tina PU3uK 3HAYHO MiBUIIYETHCS NP 306ibIIEeHH] iHOEKCY
nepesumye 30 Kr/m’) MacH Tina.
Oco6muBo OTPeOye yBaru 3a HAsSIBHOCTI y XKiHOK iHIITHX
(baxToOpiB PU3UKY.
Cimeiianit anamHe3 (ATE y korock Y pasi HasiBHOCTI CIIafKOBOL CXUJIBHOCTI ITepef
i3 ponuuiB abo 6aThKiB, 0cO6IMBO y 3acTocyBaHHAM Oynb-sikux KI'K KiHKaM peKOMeHAY€EThCS

BiIHOCHO MOJIOZOMY Bili, IIOPagUTUCA 31 CIIelianiCToOM.
HaIlpukiaf, y Bili 1o 50 pokis).
Mirpess 3pOCTaHHS YaCTOTH BUHUKHEHHS ab0 TSKKOCTI mepeliry

Mirpesi nipg yac 3actocyBanHsg KI'K (Moxk/uBi
IIPONPOMaJIbHI CTaHU Iepen PO3BUTKOM
11epeOpoBaCKyISAPHUX MOMiN) MOXKYTb CTATU IPUYNHOIO
HeravHOro npunuieHHs npuroMy KI'K.

[ami crany, noB’'g3aHi 3 LlykpoBuii miabeT, rimepromMouucTeineMis, Bafu KianaHiB
HeOaXaHUMU peaklisiMu 3 60Ky cepis, Gibpumnsnis nepencepnb, AUCIIMONPOTEIHEMIT Ta
CyIUH. CACTEMHUY YepPBOHUYU BOBYAK.

Cumunromu ATE

KiHKaM CJIif opafuTy y pa3i I0gBU HUK4Ye3a3HayeHUX CUMIITOMIB HEraiHo 3BEPHYTHUCS [0 JIiKaps
Ta IOBIMOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'K.

CumnToMamu 1epe6pPOBaCKyISIPHOTO PO3JIafAy MOXKYTh OyTU: panToBe OHIMiHHS 001u4Ys, clnabKicTh
abo oHiMiHHA KiHITIBOK, 0c00/TMBO OHOGIYHE; PalTOBE MOPYIIEHHS X0Ob0H, 3alTlaMOPOYEeHHS, BTpaTa
piBHOBaru abo KoopAuHallii; panToBa CITyTaHICTh CBiJOMOCTI, TOPYIIEHHS MOBJIEHHS a00 PO3yMiHHS;
parToBe MOTipIIeHHs 30py Ha ogHe ab0 00MABa OKa; PANTOBUM, CUJIbHUM a00 TpUBaINUi TOJIOBHUM
6inb 6e3 BU3HaYEHOI IPUYMHY; BTpaTa CBifoMocTi abo 30MITiHHS i3 cymomaMu abo 6e3 HUX.



TpaH3UTOPHUM XapaKTep CUMIITOMIB MOXe cBiguuTu mmpo TIA.

CumMmrnTomMaMu iHpapKTy MioKapia MOXYTh OyTu: 0inb, IUCKOMGOPT, BigUyTTS CTUCHEHHS a0
TAKKOCTi Y TPYAHIM KITiTII, pyIi abo HUXK4Ye IPYyOHUHYU; OUCKOM(OPTHE BiIUyTTS, 110 Biifa€ y CIUHY,
1IeJieny, TOPJIo, PyKy, IITYHOK; BifUyTTs IePeNOBHEHHS IUTYHKA, TOPYIIeHHS TpaBeHHs a0o fayxa;
TIoCUJIeHe TIOTOBUMINIEHHS, Hy0Ta, O/10BaHHS ab0 3amaMOpOYeHHs; Hai3BU4aliHa Cl1abKicTs,
TPUBOXKHUU CTaH ab0 3aiUIIKa; MIBUAKE a00 HeperyaspHe cepueduTTs.

37105KiCHI HOBOYTBOPEHHS

PesynbTaTy OedKUX emifgeMioNoriyHuX JOCIiAXKeHb BKa3yl0Th Ha A0JaTKOBE MiJBUIIEHHS PU3UKY
PO3BUTKY paKy MUKW MaTKH IIPK OOBroTpuBanoMy 3actocyBaHHi KOK (> 5 pokiB), mpoTe 1e
TBEPIXKEHHS 3aJIUIIAEThCA CYIIEPEeYJINBUM, OCKIJIBKY OCTATOYHO He 3'COBaHO, HaCKIJIbKU Pe3yJibTaTh
[OCIiI?>KeHb BPaxOBYIOTh CYIIyTHI (paKTOPHU PU3UKY, HAIPUKIIAL CTaTeBY IIOBEMAiHKY, Ta iHIII (paKTOpH,
HalpUKJIaf MalijoMaBipyCHY iH(EKIIiI0 TIOAUHHU.

MeraaHarni3 Ha mifcTasi 54 enifeMionoriyHuX AOCIIAXKEeHb BKa3ye Ha He3HaUHe MiIBUIIEHHS
BigHOCHOTO pU3uKy (BP = 1,24) po3BUTKY paKy MOJIOYHOI 3aJI031 Y XKiHOK, 5IKi 3acToCcoByI0Th KOK.
Lei nigBUIlleHUY PU3UK IIOCTYIIOBO 3HUKAE MPOTAToM 10 pOKIB Micnsa 3aKiHYeHHS 3aCTOCYBaHHS
KOK. OckinbKy pak MOJIOYHOI 3aJ1031 Y KiHOK BiKoM 10 40 poKiB 3ycTpivaeThCs pigko, 30iblIeHHS
KiJIbKOCTi BUIIQJKiB IiarHOCTUKU PaKy MOJIOYHOI 3a/I03H Y XKiHOK, SKi 3aCTOCOBYIOTh HUHi a00
HelgofaBHo 3actocoByBanu KOK, He3HayHe 100 PiBHS 3arajbHOT0 PU3UKY PaKy MOJIOYHOI 3aJI03H.
PesynbraTy UMX HOCHIAXKEHb HE Haal0Th JOKAa3iB iCHyBaHHSA IPUUYUHHOTO B3a€EMO3B 3Ky .
[TigBuIeHHs pU3UKY MoxKe O6yTu 06yMOBJIeHE K OiNIbII paHHBOIO JiarHOCTUKOI0 PAKy MOJIOUHOI
3aJ103M Y XiHOK, siKi 3acTocoBytoTh KOK, Tak i 6ionoriunoro mieto KOK abo moemHaHHIM 060X
dakTopiB. BigMiueHO TeH[IEHIIi0, 1[0 paK MOJIOYHOI 3aJ103H, BUSBIEHUN V KiHOK, SKi KOIU-HEOYIb
npuiimanu KOK, KJiHiYHO MeHIII BUpaXXeHu!, HiX Y TUX, XTO HiKonu He 3acTocoByBaB KOK.

Y noopmuHOKUX BUIIAAKaX Y XKiHOK, sIKi 3acTocoByi0Th KOK, crocTepiranucst qoOposikicHi, a 11e pintie
- 37I05IKiCHI TyXJIMHYU MEeYiHKH, 1[0 B OKPEMUX BUIIafIKaX IPU3BOAUIIN 00 HeOe3eyHOl A KUTTS
BHYTPIIIHbOUYEPEBHOI KPOBOTEYi. Y pa3i BUHUKHEHHS CKapT Ha CUIbHUU Oiflb B emliracTpaibHii
minsHIl, 30imbeHHS ne4iHKyY a0 03HaKM BHYTPIITHEOYEPEBHOI KPOBOTEYi TP AU(EPEHITIHHIH
OiarHOCTHIII CJIif BpaXOBYBaTU MOXKJ/IMBICTh HAsIBHOCTI MyX/IMHU ITe4YiHKY IIpu 3acTocyBaHHI KOK.

3actocyBanHg KOK y Bucokux go3ax (50 MKr eTUHineCTpaniony) 3HUXKY€E PU3UK PaKy eHIOMeTpis Ta
SI€YHUKIB. 3aJIMIIAETHCS MIATBEPAUTH, UM 1l JaHiI MOXYTh CTOCYBATUCS i HU3bK0I030BUX KOK.

Pak Mon04HOI 3a51034. (3acTepexXeHHs OnPUIIIonHeHi [IeHTPpOM OIiHKY Ta JOCHIIKEeHHS TiKapChbKUX

3aco06iB (CDER) FDA).

IpocnipeHoH; eTUHiNIECTPaiolN MPOTUIIOKa3aHUi XKiHKaM, SKi MaloTh 3apa3 a0o Maiu B MUHYJIOMY
PaK MOJIOYHOI 3aJ1031, OCKIJIbKK pakK MOJIOYHOI 3aj1031 MOxKe OyTH rOpMOHAIbHO YYTIUBUM (OUB.
po3pin «[IpoTunoka3aHHs»).

Enipemiosnoriuni gocnifg:keHHs He BUSBUIIM MTOCIiIOBHOTO 3B’SI3KY MiXK 3aCTOCYBaHHSIM KOMOiHOBaHUX
opanbuux KoHTpalentusiB (KOK) Ta pu3uKoM paky MOJIOUHOI 3a103u. [{OCIIIIXKEHHS He
II0Ka3yIoTh 3B’43Ky MiX 3acTocyBaHHsIM KOK (HuHi ab0 B MUHYIOMY) Ta PU3UKOM PaKy
MOJIOYHOI 3a103H. [IpoTe AesiKi JOCTigXKeHHS IMOBITOMIISIOTh IIPO HEBEINKe MiABUILIEHHS
PH3UKY paKy MOJIOYHOI 3aJI03U Cepef] TUX, XTO 3apa3 ado HellogaBHO NpuiMaB (< 6 MicAIliB
3 MOMEHTY OCTaHHBOTO 3aCTOCYBaHHS), i TUX, XTO paHime npuiiMas KOK (muB. po3min
«[Tob6iuni peakii», migpo3min «[TocTMapKeTUHTOBI JaHi»).



IHImi cTanu

[TporecTHOBUI KOMIIOHEHT IipenapaTy Bimopa € aHTaroHicToM anbIOCTEPOHY 3 Kasi30epiraiounMu
BJIACTUBOCTSIMHU. Y OiNIBINOCTI BUMAAKIB 3aCTOCYBaHHS HE OUiKYETHCS MiIBUILIEHHS PiBHSA KaJlilo. Y
IIpoLeCi KITiHIYHUX OOCIIAKeHb Y OesKUX Nalli€HTiB i3 JIETKO Ta IOMIpHO HUPKOBOIO
HEJOCTaTHICTIO Ta OMHOYACHUM 3aCTOCYBaHHSM KaJilid0epiranyux gikapCcbKux 3aco0iB piBeHb KaJlito
B CUPOBATLi KPOBI [IeI10, ajie He CYTTEBO, MiIBUIYBaABCA IIiJl YaC 3aCTOCYBaHHSA ApOCHipeHoHy. ToMy
PEKOMEHYETLCA KOHTPOJIb PIBHSA KaJlilo IIif] Yac MepLIoro UKITy JIIKyBaHHA allieHTKaM i3 HUPKOBOIO
He[IOoCTaTHICTI0. BKa3aHUM NallieHTKaM TaK0XK PeKOMEH0BaHO Mepe[ I0YaTKOM 3aCTOCYyBaHHS
pernapaTy YTPUMYBaTH PiBeHb KaJlil0 CHPOBATKM KPOBi HE BUIIE BEPXHLOI MeKi HOPMH, 0COOTHBO
IIPY OMHOYACHOMY 3aCTOCYBaHHI Kanii30epiraoyux TikapcbKux 3aco0iB (ouB. po3min «B3aemonis 3
iHIITIMM JTIKapCHKUMHM 3aC00aM¥ Ta iHIIN BUOYM B3aEMOIii»).

2Kinku 3 rineptpuriminepuneMieto abo ciMeHIM aHaMHE30M 00 IILOTO IOPYIIeHHS CTAHOBISATh
TpyIly PU3UKY PO3BUTKY ITaHKpeaTuTy Ipu 3actocyBaHHI KOK.

Xoua MoBifoOMIISNIOCS IPO He3HAUYHe IMigBUIEHHS apTepiallbHOTO TUCKY y 6arathox XKiHOK, SIKi
npunManu KOK, KiIiHiYHO 3Hauylle HiABUILIEHHS apTepiaJbHOr0 TUCKY CIIOCTEPIraeThCs y
IIOOAMHOKKX Bunagkax. Heraine npununenHs nputiomy KOK HeobxigHe nuiile y IUX ITOOAUHOKUX
BUIIa[IKax. Y pasi TpuBaoi apTepianbHOI rinepTeH3ii a00 HEMOKIMBOCTI KOHTPOJIIOBATH [TOKa3HUKHI
apTepianbHOTO THCKY 3a JOIOMOTOI0 aHTUTINEePTeH3UBHUX 3ac00iB, XKiHKaM, fKi npuiiMaioTh KOK,
CITiO IPUIUHUTH iX 3aCTOCYBaHH. AKIIO 1le AOLiIbHO, 3acTocyBaHHSI KOK MOXKHa BiTHOBUTH
IIiCJIsI IOCSITHEHHSI HOPMOTOHII 3a JOIIOMOT' 010 aHTUTIIEPTEeH3UBHOI Tepairii.

[ToBigoMnsiyiocst mpo BUHUKHEHHS a00 3arOCTPEHHS 3a3HauYeHUX HUXK4Ye 3aXBOPIOBaHb IIif] Yac
BariTHOCTI Ta npu 3actocyBaHHI KOK, ane ix B3a€M03B’sI30K i3 3aCTOCYBaHHSAM
€CTPOTeHiB/IIPOTeCTHHIB OCTATOYHO He 3'SCOBAHUM: XKOBTSIHUIIS Ta/ab0 cBepOixK, OB I3aHUM i3
X0JIeCTa30M, YTBOPEHHS KOBYHUX KaMeHiB, TOpQipisi, CUCTEeMHUIN YePBOHUY BOBYAK, T€MOJIITUKO-
ypeMiuHul cuHAPOM, xopes: CimeHxaMa, repliec BariTHUX, BTpaTa CIIyXy, OB’ sI3aHa 3 0TOCKJIEPO30M.

Y XKiHOK 3i CITaIKOBUM aHTi0HEBPOTHYHUM HaOPSIKOM €K30TeHHi eCTPOTreH! MOXKYTh iHOYKyBaTH a0
IIOCUIIOBATHA CUMIITOMU @HTiOHEBPOTUYHOTO HAOPSKY.

MeTabo1i3M CcTepOIgHUX TOPMOHIB M0oXKe OyTH c/1abKUM y NAli€eHTiB i3 MOpylUIeHHAMYU QYHKIII
nedinku. ['ocTpi abo XpoHiuHI po3nagy GyHKIIl Te4iHKN MOXYTh NOTPeOyBaTy IPUINHEHHS
3actocyBaHHa KOK, noku noka3HUKY (QyHKIII Ie4iHKY He II0BEePHYTHCS B MeXKi HOPDMU Ta IPUYUHHUAN
3B's130K i3 KOK Oyne BUK/TIOUEHUIH.

[Tpu peruauBi X0IeCTaTUYHOI JKOBTSIHHUIII Ta/a00 cBepbexky, MOB’I3aHOT0 3 X0IeCTa30M, IT0 paHilIe
BMHUKAJIX TIi Yac BariTHOCTi a0 MMomepeIHbOTro MPpUMMaHHS CTaTeBUX FOPMOHIB, 3acTocyBaHHS KOK
CITi[ IPUIINHUTH.

Xoya KOK M0oXyTh BIIMBaTH Ha NepudepruyHy iHCYTiHOPE3UCTEHTHICTh Ta TOJIEPAHTHICTD OO
TJIIOKO3M, HeMa€ [TaHUX MO0 MoTpeOu 3MiHIOBAaTH TEPAIEBTUYHUHN PEeXUM XKiHKaM i3 miabeToM, sKi
mpuiMaioTh Hu3bKomo30BaHi KOK (<0,05 mr etuninectpamiony). [IpoTe XKiHKH, AKi CTpaXaalTh
Ha LyKpOBUM AiabeT, IOBUHHI peTeNbHO 00CTeXKyBaTuCA IpoTsaroMm 3actocyBanHsa KOK,
0Cc0o0/IMBO Ha MOYATKY JIIKyBaHHS.

Bunagku 3arocTpeHHs eHJOoTeHHOI gernpecii, eminerncii, xBopoou KpoHa Ta BUPa3KOBOI'0 KOJIITy
TaKO0XK crocTepiranucs mig yac 3actocyBaHHsa KOK.

[TpurHiyeHwuit HaCTpPi¥ Ta menpecis € mobpe BitoMuMHU MOOGIYHUME SBUINAMHU, SKi MOXKYTh BUHUKHYTH



Ha TJIi 3aCTOCYBaHHS TOPMOHAJIbHUX KOHTPALENTUBIB (IuB. po3Min «ITob6iuHi peaknii»). [Jempecis
Moxke OyTH CepHO3HUM CTAHOM Ta € Jobpe BimoMuM (HaKTOPOM PU3UKY CYII[UAAIbHOI TOBETIiHKY Ta
camory06cTBa. 2KiHKaM CJIif mopaguTy 3BePHYTUCS OO JIiKaps P 3MiHaX HACTPOIO Ta MOSIBi
CHMIITOMIB fieTipecii, B TOMy 4ucCIi He3a0apoM IIic/s MoYaTKy IpPUHoMy.

[HOmi MoXKe BUHMKATH XJ10a3Ma, 0COOIMBO Y XKiHOK i3 XJT0a3MOI0 BariTHUX B aHaMHe3i. 2KiHKH,
CXUJIbHI 0 BUHUKHEHHS XJ10a3MU, IIOBUHHI YHUKATH [Iii MPIMUX COHIYHUX ITPOMEHIB abo
ynbTpadiosieToBOro OMpoOMiHIOBaHHA Iif 4ac 3actocyBaHHSA KOK.

1 TabGneTka nmpenapaTy MiCTUTh 46 MT JTaKTO34. 3@ HasIBHOCTI PiIKiCHUX CIIafKOBUX CTaHIiB
HeIlepeHOCHMOCTI TajlakTo3u, AedinuTy maktasu Jlanna a6o ManbabcopOilii ITI0K03U-TaTakTo3y, ¥
pasi nepebyBaHHs Ha 6€371aKTO3Hil [i€Ti CIlif BpaxoByBaTH 3a3HauyeHY KilbKiCTh JIaKTO3M.

Koncynbranii/Mennyse 06CcTeKeHHS

[Tepen moyaTkoM a0o BigHOBIIEHHSM IIPUHOMY IIpenaparty Bimopa peKoMeHAyeThCs 3i6paTu IOBHUMN
MeIUYHUM aHaMHe3 (BK/TI0Yal4u CiMeMHUIM aHaMHe3), IPONTH ITOBHE MeAu4YHe 00CTeXKEeHHS Ta
BUKJTIOUUTY BariTHiCTh. HeoOXimHO BUMIPSATH apTepialbHUM TUCK Ta IPOBECTH MeIu4YHe 00CTeXKEeHHS,
BPAXOBYIOYM ITPOTUIIOKA3aHHs (OUB. Po3min «[IpoTumnoka3aHHs») Ta 0COGIUBOCTI 3aCTOCYBaHHS (IUB.
po3min «Ocob6nuBoCTi 3acToCyBaHHS»). Cllif 3BepHYTH yBary XiHkKY Ha iH(opMaliiio 11010 BEHO3HOTO
Ta apTepianbHOTro TPoMOO3Y, Y TOMY UKCIIi Ha PU3UK, SIKUM OB’ I3aHUY i3 3aCTOCYBaHHSIM IpernapaTy
Bimopa, OpiBHAHO 3 TakuM IIpu 3acTtocyBanHi iHmux KI'K, mono cumnromis BTE Ta ATE,
BimoMux aKTOpiB PU3UKY Ta [id, IKi HE0OXigHO 3OINCHUTHU NIPHU Mig03pi Ha TPOMOO3.

[TarjieHTKaM PEKOMEHYETLCA YBaXKHO IIPOYUTATH IHCTPYKIIIO [AJI1 MEIUYHOI'0 3aCTOCYBaHHSA
TiKapchKOro 3aco0y Ta JOTPUMyBaTUCS PEKOMEeHMallil, SKi MiCTAThCA Y Hill.

YacToTa i XxapakTep OTJIsfiB TOBMHHI I'PYHTYBATUCS Ha iCHYIOUMX HOpMaX MeJUYHOI ITPaKTUKH 3
ypaxXyBaHHSM iHAWBiAyalIbHUX 0COOIMBOCTEN KOKHOI KiHKH.

[TarieHTOK MOTPiOHO MMOMEePEeOUTH, 1110 TOPMOHAIbHI KOHTPALENITUBY He 3aXUINal0Th Bifl 3apakKeHHSs
BlJI-ingekuieto (CHITom) Ta OyOb-IKUM iHIIMM 3aXBOPIOBAHHSM, III0 TEPEJAETHCS CTATEBUM IIIJISTXOM.

3HrXKeHHSI eeKTUBHOCTI

Edexrtupnicts KOK Moxke 3HHKYBATHUCH Y Pasi MPOmycKy npuitomy TabmeTku (OUB. po3min «Crociod
3aCTOCyBaHHS Ta f03u»), po3nagniB IIKT (ouB. po3min «Cmocib 3acTocyBaHHS Ta [03U») abo
IIpU OMHOYACHOMY 3aCTOCYBaHHI iHIINX JIiKapChKUX 3aco6iB (ouB. po3nin «B3aemopnisa 3 IHITUMHA
JMiKapChKUMU 3aco0aMu Ta iHII BUOYM B3a€MOMiii»).

[IopylieHHd UK

[Tpu nputiomi KOK M0oXyTh criocTepiraTrcs HeperyiasapHi KpoBoTedi (KpoBoMa3aHHS ab0 MPOPUBHi
KPOBOTEYi), 0COOIMBO IPOTITOM MEPIINX KiJTbKOX MicALiB. AKIIO micnsg 3 MEHCTPyalbHUX LUKIIB TaKi
KPOBOTEYi ITPOAOBXKYIOTHCS, 1X CITIiJl BBaXKaTH CEPUO3HUMHU.

AKI10 HeperynsApHi KPOB'THUCTI BUAiIEHHS 30epiratoThcs abo 3'SBISIOTHCS IMiCTIg Iepiofy
PETYIAPHUX KPOBOTEY, MMOTPIOHO PO3TISHYTH HETOPMOHAJbHI TPUYMHY KPOBOTEY Ta BiAMOBiHI
NiarHOCTUYHI 3aX00H, BKIII0Yal0Yu 00CTEXKEHHS 3 METOI0 BUK/TIOUEHHS HAasIBHOCTI MyXJIMH Ta
BariTHOCTI. [0 OiarHOCTUYHUX 3aXOMiB MOXKHA BK/IIOUMTH KIOpeTaxX.

Y mesikux XKIiHOK MOXKe He HacTaTHd KPOBOTedYa BIAMIHMU IIif Yac MepepBu y IpUoMi IIpemnaparty. Y pasi



npuiiomy KOK BifmoBigHO 70 BKa3iBoK po3miny «Cmocib 3acToCcyBaHHS Ta J03W» BaTiTHICTh
MasoMoBipHa. IIpoTe sikio npuitom KOK BinOyBaBcst HeperynsIpHO [0 BiICYTHOCTI mepIuoi
KPOBOTEYi BigMiHK ab0 SIKII0 KPOBOTEUi BigMiHU BiCYTHi MPOTSATOM ABOX LIUKJIiB, IIepe[
npoaoBxKeHHAM 3acTocyBaHHS KOK Heo0XiqHO BUKITIOUUTH BaTiTHICTS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py000.

BariTaicTe. [IpenapaT NpoTUIIOKa3aHUM OO0 3aCTOCYBaHHS y Iepiof BariTHOCTI. Y pasi
BMHUKHEHHS BariTHOCTI ITifl Yac 3aCTOCYBaHHS Ipemapary Bimopa #oro npuiioM HeoOXigHO
IPUNMHUTY HerauHo. [IpoTe pe3ynbTaTyl enifeMioNoriyaux JOCIIiIXKeHb He BKa3ylTh Ha
MigBUILIEHHS PU3UKY [IOSBU BPOAXKEHUX Baf Yy HiTed, Matepi skux npuiiManu KOK mo
BariTHOCTI, TakK caMo, SIK i Ha iCHyBaHHS TepaTOTeHHOI [il IpX HeHaBMUCHOMY npuioMi KOK
IIPOTSTOM BariTHOCTI.

IocmimXeHHsT Ha TBapHHAX IMOKa3ayd HasgBHICTh HebaxkaHUX e(PeKTiB MPOTIroM BaTriTHOCTI Ta
mepiongy rogyBaHHS rpynnio (OuB. po3ain «PapMakoIoriyHi BJacTUBOCTI»). Ha 0CHOBI Iux
OOCIIiIKeHb Ha TBApUHAX HEe MOXKHA BUK/II0YaTH HebaXKaHi e()eKTH BHACIIIOOK TOPMOHAJBHOI Oil
mitounx pedoBuH. OmHaK 3arajbHUM J0CBiA 3acTocyBaHHS KOK 1mmif yac BariTHOCTI He CBiTUMUTH IIPO
icuytounit HeOaxKaHUW BIJIUB V TIOOUHU.

HasBHi maHi momo mpuiioMy mpemnapaTy IIif yac BaTiTHOCTI 3aHagTo 00MeKeHi [yist TOoTo, 11100
3po6UTH BUCHOBKH IIO[I0 HETATUBHOTO BIUIMBY IIpenapary Bimopa Ha mepe0ir BariTHOCTI, 300poB’st
IIJIOJla Ta HOBOHAPOMKEHOro. [JoTemnep HeMa€e XKOMHUX BiTIOBITHUX €IigeMiONOTiYHUX TaHUX.

[Ipu BigHOBINEHHI 3aCTOCYBaHHS IIpenapaTy Bimopa ciifg BpaxoByBaTH MifBUILEHHS PU3UKY PO3BUTKY
BTE y micnsimonoroBoMy nepiofi (muB. po3minu «Ocob6nuBOCTI 3acTocyBaHH» Ta «Croci6
3aCTOCYBaHHS Ta JO3W»).

I[Tepion ropyBants rpyanio. KOK MOXYyTh BIJIMBATH Ha FOAYBaHHS T'PYOAI0, OCKIIBKY IIif 1X
BIJIMBOM MOXK€e 3MEHIITYBaTUCS KiJIbKICTh TPYIHOT0 MOJIOKA, a TaKOXK 3MIHIOBATUCS MOT0
CKiaf. 3Baxatouu Ha 11e, KOK He peKOMeHIy€eThCS IPUUMaTH y IIepiof roayBaHHS IPYAT0.
HeBenuki KinbKOCTi KOHTpALEIITUBHUX CTePOIniB Ta/abo ix MeTaboniTé MOXKYTh IPOHUKATH Y
rpynHe MoJioKo mif yac 3actocyBaHHs KOK. Li KiTbKOCTI MOXKYTb BIUIMHYTH Ha OUTUHY.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi aamompaHcnopmom abo
[HWUMU MexaHi3Mamu.

He mpoBomuny HOCTigXKeHb LI0MI0 BIIJIUBY Ha 3[MaTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM abo
IIpalffoBaTH 3 iHIIMMU MeXaHi3MaMu. Y XKiHOK, AKi npuiiMaioTh KOK, He 3a¢ikCOBaHO BILIUBY
Ha 3[IaTHICTh KePyBaTH aBTOTPAHCIOPTOM ab0 IMpallfoBaTH 3 iHIIMMH MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
[IepoparnsHoO.

llo3ysaHHA



TabneTku ciifg npuiMaTH PeryasapHO IPUONIM3HO B OJWH i TOW caMuif 4ac, 3aMUBaAOYH IPU
HeoOXiTHOCTI HeBETMKOIO KiTbKiCTIO PifuHY, ¥ MOPSAAKY, 3a3HauyeHoMy Ha Oimictepi. [IpenapaT
npuiMaioTh o 1 tabnetii Ha o0y npoTtaroM 21 mHs mocmink. [IpuiioM TabIeTOK 3 KOKHOI HACTYITHOI
YIIaKOBKH CJIifi PO3MOYMHATH TiC/IS 3aKiHUeHHS 7-IeHHOI IepepBU y IPUIOMI Ipenapary, mif 4ac
KOl 3a3BU4ai HaCTa€ KpoBOTeYa BigMiHU. 3a3BUYall BOHA TOYMHAETHCA Ha 2-3-U OEeHb Micg
IPUIOMY OCTaHHBOI TablIeTKU i MOXKe He 3aKiHYUTUCS [0 [TOYATKYy IpUitoMy TablIeToK 3 HaCTYIIHOI
YIIaKOBKH.

S posnoyamu 3acmocysaHHa npenapamy Bidopa

['opMoOHasbHI KOHTpALENTUBY Y IIONePEefHiN epio (MUHYIUY MICALb) He
3aCTOCOBYBaJIUCS

[Tpuiiom TabeToK CiIif po3nouynHaTu y 1-# ieHb IPUPOTHOTO UKy (To6TO ¥ 1-i meHb
MEHCTPYyaJIbHOl KPOBOTEYi).

[Mepexipg i3 KOK, BariHa/ibHOTO KimbIls a00 TpaHCOePMaIbHOI CUCTEMHU

BaxaHo IpUiHATY Hepiay TabIeTKy IpenapaTy Bimopa HacTymHOro gHS Iicas mpuioMy
OCTaHHbOI aKTHBHOI TabneTKH (TaGIeTKH, 10 MICTUTD [Ail04y PEYOBHHY), ajle He Mi3Hillle HaCTYIHOIO
[HS TiCIIs TepepBy Y mpuitoMi TabneToK. Y pa3i BUKOPUCTAHHS BaTriHaJIbHOTO Kinblsg abo
TpaHCAepPMaJIbHOIO IJIACTUPY CIIiI pO3I0oYaT NIpUUMaTy Inpenapat Bigopa y IeHb BUfaleHHS
3aco0y, ajyie He Mi3Hille [HS, KONMKU HeoOXigHe HAaCTyIHe 3aCTOCYBaHHS IIUX IIpelaparis.

[Tepexip i3 MeTomy, 110 6a3yETHCS Ha 3aCTOCYBaHHI TUIIIE IPOTECTOTeHY («MiHi-mmimi»,
in’eK1rii, iMmmanTy) a60 BHYTPIIHBOMATKOBOI CHCTEMH 3 ITPOTECTOTeHOM

MoxHa po3moyYaTy IPUoM Ipenapary Bifmopa y 6yab-gkuiil eHb Iic/Is TPUIMHEHHS 3aCTOCYBaHHS
«MiHi-mini» (y BUmapgKy iMnnasnTy abo BHYTPIilTHbOMATKOBOI CUCTEMHU - Y OEHb IX BUAlIeHHS, Y
BUIIAMIKY iH'€KIIii - 3aMicTh HacTymHOI in’ekiii). OfHaK y BCIX BUIIafiKaX PEKOMEHOYEThCS
IOOATKOBO BUKOPHCTOBYBATH Oap’€pHUM METOM KOHTPAIEMIIii MPOTSATOM mepIux 7 JHiB
IpUNOMYy IIpenapary.

[Ticnst aGopTy B IepIIOMY TPUMECTPi BariTHOCTI

Mo>KHa IOYMHATH NIPUUOM IIpenapaTry ogpa3y XK. Y TaKOMY BUMIAAKy HEMaE HeOOXimHOCTI
3aCTOCOBYBaTH OOMATKOBi 3aC00M KOHTpPALEIIil.

[Ticns mosoriB a6o abopTy B ApyromMy TpUMecCTpi

PeKOMEHIYETHCS PO3MOYNHATY IIPUiioM IIpemnaparty Bimopa 3 21-28-ro gHs micis monori abo
abopTy B IpyromMy TpuMecTpi BariTHOCTI. [Ipu misHinoMy nodaTKy mpuiiomy TabaeToK
PEKOMeHAYETLCS AOAAaTKOBO BUKOPUCTOBYBATH Oap’€pHUM METOM KOHTPAIENii MPOTATOM IepIIuX 7
OHiB mpuiioMmy TabneTok. [IpoTe SKIO CTaTeBUM akT yXke BigOyBcs, TO Iepef I04YaTKOM
3aCTOCYBaHHS ITpemnapaTy CJIifl BUK/IIOYUTHA MOXKJIMBY BariTHICTh ab0 IoYeKaTHUCS HaCTaHHS
IepIIol MeHCTpyalil.

I XKiHOK, SIKi TOOYIOTh I'PYA/I0, OUB. PO3MiN «3aCTOCyBaHHS y Iepiof BariTHOCTI abo rofyBaHHS
rpynno».

IIJo pobumu y sunadky nponycky nputiomy mabsiemxu



fAKIo 3ami3HeHHs y npuiioMi 6ynb-sKoi TabeTKy He mepeBHIIY€E 12 roauH, KOHTpAIeNnTHBHA Ais
npernapary He 3HUXKYEThCS. [Ipomnyieny TabmeTKy noTpiOHO MPUUHSATHA Ofpa3y, IK TiJIbKHU Iie
3’sacyBanocs. HactynHy TabreTKy 3 i€l yIaKOBKM HEOOXigHO MpUiiMaTH y 3BUYHUH Yac.

Akio 3alli3HEeHHS 3 HpI/IfIOMOM TabneTku nepeBHINYE 12 TrOOHuH, KOHTpaI_IeHTI/IBHI/Iﬂ 3aXUCT MOXKe
3HU3UTHUCH. Y TaKOMYy pa3i MOZKHa KEPYBATUCA OIBOMa OCHOBHUMMU IIPABUJIAMU:

1. [TepepBa y npuiioMi TabIeTOK HIKONMM HE MOXKe CTaHOBUTH Oisbllle HiXK 7 OHIB.

2.  ApexBaTHe NMPHUTHIYEHHS CUCTEMHU TillOTaraMyc-Tinogi3-1€YHUKN NOCATAETHCS Oe3nepepBHUM
IpUKOMOM TabJIeTOK IPOTSATOM 7 THIB.

BifmoBigHO 00 IIBOT0 ¥ MOBCAKAEHHOMY XUTTI CJIi[ KepyBaTUCS HUX4Ye3a3HayeHUMHU
PEeKOMeHAaliIMuU:

§ 1 - muodeHnn

Cniip mpuWHSATH OCTAHHIO IIPOMYIIeHy TabJeTKy TKOMOra LIBUAIIE, HaBiTh SKIIO JOBEAEThCS
IPUUHSATH OBi TaOIeTKU ogHOYaCHO. [Tic/Is bOTo MPOJOBKYIOTH IPUMaTH TabIeTKH Y 3BUYHUIM dac.
KpiMm Toro, mpoTsATroM HaCTYIHUX 7 OHIB CJIil BAKOPHUCTOBYBATH Oap’€pHUM METON KOHTpAIIeTIIlii,
HAIPUKJIA[ ITpe3epBaTuB. Y pasi SKIIo y monepeaHi 7 mHiB BinOyBCs cTaTeBUM aKT, CIIifl BDaXOBYBATH
MOXKJIUBICTb HAaCTaHHS BariTHOCTi. YuM Ginbie TaOneTOK MPOMYIIEHO i uuM GIuxK4Ye mepepsa y
IpUNOMi Ipenaparty, TUM OilbIIKi pU3UK BaTiTHOCTI.

§ 2-11 muocdeHv

Cnip mpUUWHSATYA OCTAHHIO IIPOIyIIeHy TabJeTKy SIKoMora LIBUAIIe, K TiMbKM XKiHKa 3rafae 1mpo
IIPOIIYCK, HaBiTh IKIIIO HOBEHEThCS MPUUHATU [Bi TabMeTKX ogHOYacHO. [1icsg Iboro NPOmOBXKYIOTh
npuiMaTy TabeTKX y 3BUYHUYN Yac. 3a YMOBH IIPaBUJIBHOTO IIPUiOMY TaOlIeTOK IIPOTATOM 7 OHIB
nepeq IPonyCcKoM HeMa€E HeoOXiIHOCTI BUKOPUCTOBYBaTH JOJATKOBI MpoTHU3artigHi 3acobu. OpHak
IIPU IIPOMYCKY Oinblile HiXK ofHiel TabneTKu PeKOMEHOYEThCS OJAaTKOBO BUKOPUCTOBYBATH O6ap’ epHUMN
MeTOJl KOHTpAIIeMii mpoTsaroM 7 OHiB.

§ 3-it muowcdenn

Pu3uK 3HUKEHHS HagilHOCTI 3pOCTaE Ipu HaOIuKeHHi 7-IeHHOI TIepepBy y puiioMi TabIeToK.
OpHak Impy JOTPUMaHHI HMK4Ye3a3HayeHOl CXeMU MPUHOMY TaOlIeTOK MOXHA YHUKHYTU 3HUKEHHS
KOHTPALIEIITUBHOI'O 3aXUCTY. fAKIIO0 AOTPUMYBATUCS OOHOTO 3 HUXKYEHaBeOeHUX BapiaHTiB, TO HE
BUHUKHE HEeOOXigHOCTI BUKOPUCTAHHS [OMATKOBUX KOHTPALIEIITUBHUX 3aC00iB 3@ YMOBU ITPABUIIbHOTO
IpuioMy TabJeTOK IIPOTATOoM 7 OHIB 10 IPOMYCKY. fAKIIO Ile He TaK, PEKOMEHAYEThCS
OOTPUMYBATUCH NEPIIOTO 3 HUXKYEHaBEeeHUX BapiaHTiB i BUKOPUCTOBYBATU HOAATKOBI 3aCTepekHi
MEeTOJU IPOTSATOM HaCTyIHUX 7 OHIB.

1. Crnip mpUUHSTHA OCTAHHIO IIPOMYIIeHy TableTKy sTKoMora IBUAIe, K TiIbKM XKiHKa
3rafid€ IIpo IIPOIIYCK, HaBiThb AKIIO OOBEOEThCA HprIHfITPI JIBi TabJIeTKA OOHO4YACHO. [Ticns IObOTO
IPOMIOBXKYIOTh MPUUMATH TaONIeTKH y 3BUYHMUM Yac. TabmeTKy 3 HACTYITHOI YIIAKOBKY CITif
moYaTy IPUMMaTH OApa3y XK IiC/s 3aKiHYeHHS MoIepenHboi, TOOTO He TIOBUHHO OyTH
IIepepBU y IpUoMi TabIeTOK i3 IBOX yIIaKOBOK. MaJloOMMOBIpHO, IT10 y XKiHKU ITOYHETHCS
KPOBOTeYa BiIMiHM [0 3aKiHYeHHS IpUKOMy TabIeTOoK 3 APYrol yIIlaKOBKHU, X04a IIif 9ac
mpuiioMy TabJIeTOK MOXKe CIIOCTepiraTucs KpoBoMa3aHHS abo MpoOpuBHA KPOBOTEYa.

2. MoxHa TaK0X IPUIMHUTH IPUIoM TabJIeTOK i3 TOTOYHOI yIakoBKH. B TakoMy pasi



TIepepBa y 3aCTOCyBaHHi IIperapaTy MOBUHHA CTAHOBUTH [0 7 OHIB, BKITIOWAIOYH [JHi IPOITYCKY
npuiioMy Tab1eToK; IPUoM TabIeTOK CIlif IMoYaTH 3 HACTYIIHOI YIIaKOBKHY.

ZK1I10 micsg IPOMYCKY B MpuiioMi TabIeTOK BigCyTHS KPOBOTEeYa BiAMiHU IIPOTSTOM IIEPIIOi ITaHOBOL
IlepepBHU B IpUMOMI ITpenapaTy, TO KMOBIpHa BariTHICTb.

PexomeHOauii y pasi po3aadie 3 60ky IIIKT

Y pagzi Taxkux posnapis 3 0oky KT (Takux sk 61r0BaHHS ab0 miapest) MOXKJIMBE HEIIOBHE
BCMOKTYBaHHS IIpernapaTy; y TaKoOMy paasi CJlif 3aCT0COBYBaTH NOJATKOBI 3ac00u
KOHTpAIeMIIil. dKiro 6/I0BaHHS PO3MOYaIocs YIPOAOBK 3-4 TOOWH IICIIs IPUHAOMY IIPernapaTy,
SIKHaWIIBUAIIEe HeoOXiqHO MPUMHATYH HOBY (3amicHy) TabneTky. HacTynHy TaGneTKy, SKIIO0 MOKIIUBO,
CJIil MPUUHSATH IPOTATOM 12 TOOWH Y paMKaX PeKUMY 3BUHaWHOT0 MpuioMy TabaeTKu. AKIIo
MUHYJO0 6inbine 12 roguH, TPURHATHOIO € peKOMEeHIallisl, HaBefeHa Bullle y po3fini «Cmoci
3aCTOCyBaHHS Ta [03u» MignyHKT «IIlo poOuTH y BUNagKy IPONYCKY IpuioMy TabaeTKu». AKIIo
JKiHKa He X04e 3MiHIOBaTH CBill rpadik 3acToCyBaHHS TabNETOK, 11 HEOOXiMHO MPUUHSITHA TOOATKOBY
TabneTKy(1) 3 HACTYITHOI YIIaKOBKH.

S ei0dmepmiHyBamu HacCmMaHHA Kposomeui 8i0MiHU

[ITo6 3aTpuMaTu KpOBOTEYY BigMiHU, CJIifl TPOMOBXKYBaTH IpUiiMaT TableTKN IpemnapaTy Bigopa 3
HOBOI YITAaKOBKH i He POOKMTH [IEePePBHU y 3aCTOCYBaHHi mpemnapaTy. 3a 6aKaHHAM TEPMiH IPUAOMY
MOXKHa ITPOAOBXKUTHU axK A0 3aKiHYEHHS TabIeToK i3 Apyroi ymakoBku. [Ipu oMy MOXKe
CIocTepiraTucs NpopuBHa KpoBoTedya abo KpoBOMa3aHHS. 3a3BU4all 3aCTOCYBaHHA IIperapaTry
Bigopa BimHOBITIOIOTE TiC/s 7-meHHOI TepepBy ¥ mpuiioMi TabNIeToK.

[ITo6 3MicTUTH Yac HAaCTAHHS KPOBOTEYi BiIMiHM Ha iHINNMH IeHb TUXKHS, PEKOMEHIYEThCS CKOPOTUTH
IIepepBy B IpuiioMi TablIeTOK Ha CTiMbKM [HIB, Ha CKiNbKY OaxkaHo. CIlifg 3a3HAYUTH, 110 YUM
KOpOTILIOIO0 Oyfie mepepBa, TUM YacTillle CIIOCTePiraeThCs BiICYTHICTh KPOBOTEUi BiIMiHU Ta IPOpPHBHA
KpoBOTeYa ab0 KpoBOMa3aHHS IIPOTSITOM IIPUHOMY TabIeToK i3 Apyroi ynakoBKH (K i y pa3i
3aTPUMKU HaCTaHHS KPOBOTEYi BiAMIiHHU).

Ilodamkoea iHpopmayisa u,000 ocobausux 2pyn navieHMokK
ITauieHmu AIMHbBO20 BIKY.
[IpemapaT He IIpU3HaYalOTh IIiC/I HACTaHHSA MEHOIay3u.

ITauieHmKu 3 neuiHKosow Hedocmamuicmio. IIpenapat Bimopa npoTunoka3aHui g0 3aCTOCYBaHHS
JKiHKaM i3 TSKKOI0 IIeYiHKOBOIO HEIOCTATHICTIO (IUB. po3minu «[IpoTuoka3aHHSI» Ta
«®apMaKoIOoTiuHi BIaCTUBOCTI»).

ITauienmku 3 Hupkosow HedocmamHicmto. [Ipenapat Bigopa mpoTUIOKa3aHUM A0 3aCTOCYBaHHSA
JKIiHKaM i3 TSKKO0I0 HUPKOBOIO HEIOCTATHICTIO a00 TOCTPOI0 HUPKOBOIO HEIOCTATHICTIO (IUB. PO3inu
«IIpotunoka3anasa» Ta «®apMaKOJIOTiyHi BIaCTUBOCTI»).

Himu.

[Ipemapat Bigopa moka3aHuii A1 3aCTOCYBaHHS TiJIbKU IiC/I HACTAHHS MEPIIO]
MeHCcTpyalii. Ha ocHOBI enigeMionoriunux ganux, 3i0panux 6inbie HiK y 2000 migmiTkis



BikoM [10 18 poOKiB, HEMa€ HaHUX, 10 TOKa3yIOTh Pi3HULIO 100 Oe3meKu Ta eheKTUBHOCTI
3aCTOCYBaHHA 1[iY I'PYIIi ITAalliEHTOK MOPIBHAHO 13 KiHKaMu BiKOM Bif 18 pokis.

Ilepedo3yeanHs.

HoTemnep HeMa€E KONHUX HaHUX KIIHIYHUX OOCTiAXKeHb MO0 Iepeio3yBaHHs TaOlIeTOK IpemnaparTy
Bipopa. Ha migcTaBi 3aranbHOro gocsigy 3acrtocyBaHHsA KOK npu nepeno3yBaHHI MoXe
crocTepiratucs Hynora, 6yoBaHHS O/0BaHHS Ta KPoBOTeda BimMinu. KpoBoTeua BigMiHU MOXKe
CTIOCTEpiraTucs y AiBYaT HaBiTh N0 HACTAaHHS MeHApXe y BUNAAKy HEHAaBMHUCHOT'O/BUIIaJKOBOTO
3aCTOCYBaHHS JTiKapcbKoro 3acoby. CrieniasbHOTO aHTUAOTY He iCHYE, JIiKyBaHHS IIOBUHHO OyTH
CAMIITOMATU4YHUM.

ITo6iuni peakuii.

[ITomo cepiio3HUX MOOIYHKX peaklliil y MallieHTOoK, 5Ki 3acTocoBY0Th KOK, I1B. TAKOXK pO3Min
«Ocob6IMBOCTI 3aCTOCYBaHH». HuxKue3a3HaueHi moOiyHi peakiril crmocTepiramucs mimg yac
3aCTOCYBaHHS Ipemnaparty Bimopa (ouB. Tabnuiio 3).

Tabnuusa 3

[ToGiyHi peaxkllii, III0 CIIOCTEpPIranucs IMif 4ac 3aCTOCyBaHHS IpemnapaTy Bigopa.

[To6iuHi peakxilii 3a 4aCTOTOIO

HacTto HeuacTo Pigko
Kiacu cucrem . . :
oprais (*1/100 1 < 1/10) (31/1000 i <1/100) (31/10000 i < 1/1000)
3 00Ky iMyHHOI [inepuyTIUBICTE,
crcTeMa acTMa

[Ncuxiuni mopymenHs [[IpurunivenHs HacTpoto [[ligBuienHs nibino,
3HUXKEHHS ni6ino

3 00Ky HEPBOBOI [onoBHUM 0inb
CHCTEMU
3 OOKY OpraHiB CITyXy [inoaky3is
3 00Ky CyouH MirpeHb ApTepianbHa TinepTeH3sid, [BeHO3Ha
apTepianbHa rimorensis  |rpomboembotis (BTE),
apTepianbHa
TpomboemOostist (ATE)
3 60Ky LITYHKOBO- HynoTta boBaHHSA, Alapes
KHUIIIKOBOTO TPAKTY
3 00Ky LIKipu Ta AKHe, eK3eMa, cBepbixk, |BysnmyBaTa epuTteMma,
MigIIKipHOI anomnenis MynbTHDOPMHA

KJIITKOBUHU epuTeMa




3 OOKy MeHCTpyaIbHi 30inblIeHHS MOJIOUHNX  |BupmineHHs i3

PENpPONYKTUBHOL po3nany, 3aJ103, BariHasbHi MOJIOYHHX 3aJ103
CUCTEMU Ta MiXXMEHCTpYyaJIbHi indexkiri
MOJIOYHUX 3aJ103 KPOBOTEYi, 00JTI0UiCTh

MOJIOYHHUX 3aJI03,
HarpyOaHHS MOJIOUHUX
347103, BariHaIbHi
BUIIJIEHHS,
BYJIbBOBariHaJIbHUN
KaHOUI03

3araibpHi po3nagu 3aTpUMKa piiuHY,
301IbIIeHHS MacH Tija,
3MEHIIeHHS MacH Tina

Onuc okpeMux n06iYHUX peakIlin

Y xinoxk, aki npuiimanu KI'K, crocTepiraBcs migBullleHu pU3KUK PO3BUTKY BEHO3HUX a0
aprepianbHUX TPOMOOTUYHUX/TPOMOOEMOOTIYHUX SBUII, Y TOMY YKCIi iHpapKTy MioKapaa,
incynoty, TIA, BeHo3HOTO TpoMOO03y Ta TEJIA, sKi meTasnbHille onucaHi y po3pisni
«OcoB6IMBOCTi 3aCTOCYBAHHS ».

Huxxuye3a3HaueHi cepio3Hi mobiyHi peakiril crmocTepiranucs y KiHOK, SIKi 3aCTOCOBYBau
KOK, 110 Takox Oynu onucani y po3mini «Oco0IuBOCTi 3aCTOCYBaHHSI»:

¢ BeHO3Hi TpomMOoeMOoTiuHi po3manuy;

e apTepianbHi TPOMOOEeMOOTiUHI po3maay;

* apTepianbHa rinepreHsis;

e NyXJINHU TEYiHKY;

* PO3BUTOK a00 3arOCTPEHHS 3aXBOPIOBAHb, [JIS SKUX 3B's130K i3 mpuiiomoM KOK He 3'sscoBaHUM
oCcTaToyHO: xBopoOa KpoHa, HecnenmudiyHMi BUPA3KOBUH KOJIIT, €IIiJIeIcis, MioMa MaTKH,
nmopdipisi, cucTeMHUY YePBOHUY BOBYAK, TepIiec BariTuux, xopes CimeHxaMa, TeMOJTiTUKO-
ypeMiuHuY CUHIPOM, XOJIeCTaTUYHa KOBTSIHUIS;

* XJI0a3Ma;

e ToCTpi ab0 XpoHiuHi po3nmagu QyHKINI MeYiHKy, M0 MOXKYTh MOTPeO0yBaTH IPUIUHEHHS
3acrocyBaHHsI KOK, moku moka3HUKY QYHKIIiI IEYiHKY He IIOBEPHYTHCS OO HOPMU;

* V¥ XIiHOK 3i CIIagKOBOIO CXUJIbHICTIO 0 @HTiI0HEBPOTHYHOI0 HAaOPSIKY €K30TeHHi eCTPOTeH:
MOXKYTb BUKJIMKATH a00 ITOCUIIOBATH CUMIITOMM aHTiOHEBPOTUYHOTO HaOPSKY.

[ToGiyHi peaxiiii, 110 crrocTepiranucs y maiieHTok, ki 3actocopyBanu KOK: emorrifina nmabinbHiCTB,
Iemnpecis; BTpaTa Jibimo; BeHO3Hi Ta apTepianbHi TpoM60eMOOTiuHi SBUIIA, 10 BKII0YAIOTh OKJTI03ii0
nepudepuyHUX rIubO0KNX BeH, TpoM0O03 Ta eM0O0JIiio IereHeBuX CyauH, iHpapKT MioKapaa, iHCynbT (y
T.4. FeMopariynuii, imemivynui incynst, TIA); epureMa.

[nmi moGivyHi peakuii, moB’sa3aHi 3 rpymoio KOK, Takox 3a3HaueHi y po3ginax «[IpoTunokasaHHS» Ta
«0Ocob6uBOCTi 3aCTOCYyBaHHA» (y T.4. BTpaTa CIIyXy, IIOB’s3aHa 3 0TOCKJIEPO30M,
rinepTpuriilepugeMis Ta MiABUILIEHUN PU3UK PO3BUTKY ITaHKPEATUTY, YTBOPEHHS JKOBYHUX KaMEHiB,
3MiHU TONIEPAHTHOCTI [0 TII0KO3U ab0 BIIMB Ha NepudepruyHy Pe3UCTEHTHICTh 00 iHCYiHY,
JKOBTSIHHUIA Ta/abo cBepOiXk, OB’ A3aHUi i3 X07I€CTa30M, peakllil rinepuyTIUBOCTI, BKJIIOUAI0YU
BHACHUIIaHHS, KPOIIUB THKY).

YacToTa [iarHOCTYBaHHS paKy MOJIOYHOI 321031 HEII0 MigBUIIYETHCS Cepef XKiHOK, SKi
3actocoByioTh KOK. OckinbKu paK MOJIOUHOI 3aJ103¥ ¥ XKiHOK BikoM 10 40 pPOKiB 3yCTpida€eThC PifKo,



30inbIIIeHHS KiTbKOCTI BUMIQ[KIB AiarHOCTYBaHHS PaKy MOJIOYHOI 3a71034 y XKiHOK, IKi 3aCTOCOBYIOTh
HUHi a60 HemogaBHO 3acTocoByBatu KOK, He3HauHe 100 PiBHS 3arajbHOI0 PU3UKY PAKy MOJIOUHOI
3a03u. B3aem03B’g930K i3 3acTocyBaHHIM KOK HeBimoMuu. [IuB. Tak0XK po3ninu «I[IpoTuniokasaHHI»
Ta «OCcoOMMBOCTi 3aCTOCYBAHHS».

Bzaemo0dii

[TpopuBHi KpoBoTedi Ta/ab0 3HUKEHHS KOHTPALIEIITUBHOI [Iii MOXKe BUHUKHYTH BHACJIIIOK B3aEMOil
iHmuxX nmikapchKux 3aco6iB (IHAYKTOPIB (hepMeHTIB) 3 OpaTIbHUMK KOHTPALENITUBAMU (IUB. PO3Mis
«B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3aC00aM¥ Ta iHIII BUOM B3aEMOIii»).

ITocmmapkemuHeosi daHi. (3acmepexceHHA onpuatoOHeHi [leHMpoM OuiHKU ma 00CAIOHCeHHA
Aikapcbkux 3acobie (CDER) FDA).

[T'aTh mOCHifXKeHb, ¥ SKUX IIOPiBHIOBAIM PU3UK BUHMKHEHHS PaKy MOJIOYHOI 3271031 MiX THUMH, XTO
KOJIu-HeOyIb 3aCTOCOBYBaB (Ha gaHui yac abo B munynomy) KOK, i Tumu, xTo He 3acTtocoByBas KOK,
IIOBIAOMJISINIA TIPO BiACYTHICTH 3B’93Ky MixX 3acTocyBaHHAM KOK Ta pu3uKOM BUHMKHEHHS PaKky
MOJIOYHOI 3a7103H, 3 oniikamu edekTy Big 0,90 mo 1,12.

Y TpBOX HOCTigKEeHHAX IOPiBHIOBAIM PU3UK BUHUKHEHHS paKy MOJIOYHOI 321031 MiXK THUMH, XTO
3apa3s npuiMae, i TMMH, XTO HelfomaBHo npuiiMaB KOK (< 6 Mics1iB 3 MOMEHTY OCTaHHbOT'O
3aCTOCYBaHHS), i TUMH, XTO HIiKOJIM 1IX He 3aCTOCOBYBaB. B 0qHOMY 3 ITUX OOCHiXKEHb IOBIOMIISNIOCS
IIPO BiICYTHICTD 3B’SI3KY MiXK PU3MKOM BUHUKHEHHS PaKy MOJIOYHOI 3a103u Ta 3acTocyBaHHAM KOK.
IIBa iHIMKX JOCHIMXKEHHS BUSBUIY MigBUINEHUY BigHOCHUY pu3uK 1,19-1,33 npu notoyHomy abo
HeI[oflaBHhOMY 3acToCyBaHHi. OOKOBA 1Ii OOCiIXKeHHS BUABUIM IiIBUILIEHUN PU3UK BUHUKHEHHS
PaKy MOJIOUHOI 3aJI031 IIPU TPUBAJIOMY 3aCTOCYBaHHi, TPUYOMY BiTHOCHUIM PU3UK KOJIUBAETHCS Bif
1,03 npu 3actocysanHi KOK npoTaroMm MeHIle 0gHOTO POKY Ao npubnu3Ho 1,4 mpu 3acTOCyBaHHI
KOK 6inpie Hix 8-10 pokis.

ITogidomaeHHs npo ni0o3prosaHi nobiuHi peakuii

[ToBimoMIeHHS IIPO Mifo3pioBaHi MOOiYHI peakil y mepiof MOCTMapKEeTUHTOBOTO CIIOCTEPEKEHHS €
OyXe BaxXJIMBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIIBBIAHOLIEHHIM KOPUCTH/PU3UK
71 JTiKapChbKUX 3aco0iB. MenuuHi palliBHUKY TOBUHHI IOBIMOMISATH PO Mif03pioBaHi MobiuHi
peaxiiii.

Tepmin npudamuocmi.

3 POKH.

YmMmoBH 30epiranns.

30epiraTu y HEHOCTYITHOMY AJisg HiTel Micii mpu TemnepaTypi He Butie 25 °C.

VYnaxoBka.



ITo 28 Tabnetok y OmicTepi (21 TabneTka XK0OBTOT0 KOIbOPY Ta 7 TabneTok 6imoro Konwopy), mo 1 abo
3 GicTepu B KAPTOHHIN KOPOOLIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.

JTabopatopioc Jleon ®apma, C.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

C/JIa Bannina c/u, [Tonirono Iamyctpian HaBaTtemxkepa, Binnakinambpe, 24008 JleoH,
IcnaHis.



