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.

[Tpenapar Bigopa - 11e KOK 3 eTHHINIECTPaOiOIOM Ta IPOTreCTOreHOM APOCIIiPEHOHOM. 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 JAaHUMMU KJIIHIYHUX JOCHiAXKEeHb TOMIpHI aHTUMiHEePaJTOKOPTUKOIAHI BIaCTUBOCTI IIpernapaTy
Bimopa npu3BOOSATH 4O TOMIPHOTO @aHTUMiIHEPAIOKOPTUKOIZHOTO BILIUBY.

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
OKHUCHIOBaJIbHOT0 MeTaboniamy, 110 KaTanisyerscss CYP3A4. In vitro gpocnipeHoH Moxke cabko abo
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 AudepeHIlialliio.

KriniuHi xapaKTepHUCTHKH.
Iloka3anns.

OpanbHa KOHTPAIENITis.

IIpomunoka3aHHs.

KomGinoBaHi ropMoHasnsHi KouTparentusu (KI'K) He CJTif 3aCTOCOBYBaTH 3a HAsIBHOCTI xo4a 0
OJHOTO 3 HMKYe3a3HaueHUX CTaHiB. Y pasi IKIio OyOp-IKuH i3 UX CTaHiB BUHUKAE BIEpIIe
mig 4yac 3actocyBaHHsA KI'K, mpuiiom mpemnapaTy Ciif HeTalHO IPUNIUHUTH.

HasBHicTh a0 pU3UK PO3BUTKY BeHO3HOI TpoMboeMboil (BTE):

0 BTE Ha maHu# yac, 30KpeMa BHACJIiIOK Tepallil aHTUKOoaryIsHTaMu, a00 B aHaMHe3i (HalmpukiIaf,
Tpom003 riaubokux BeH (TT'B) abo TpomOoeMOortist mererneBoi aptepil (TEJIA));

0 BimoMma cmagkoBa abo HaOyTa cxunbHiCTh 0o BTE, Taka K pe3uCTEeHTHICTh N0 aKTUBOBAHOTO
npoteiny C (y Tomy uucii myTatis ¢akropa V Jleiimena), medinuT antutpom6iny-II1, medinut

npoteiny C, nedinut mpoTeiny S;

O BeJIMKi ollepaTHBHI BTPY4YaHHS i3 TpuBaoo iMMobinizanieo (auB. po3min «OcoOnuBocTi
3aCTOCYBaHHS»);

0 Bucokuii pusuk BTE yepe3 HasABHICTP MHOKHWHHUX (AKTOPiB pU3UKY (OuB. po3min «OcobauBOCTi
3aCTOCYBaHHS»).

HasBHicTh a60 pu3UK PO3BUTKY apTepianbHol TpoMboeMmbonii (ATE):

0 HasBHicTh ATE Ha manui yac abo B aHaMHe3i (Hanpukiaf, iHbapKT Miokapaa) abo HasIBHICTb
IIPOOPOMaIbHUX CUMIITOMIB (HAllPUKIa/, CTEHOKAPIis);

0 TIOpYILIEHHS MO3KOBOT'O KPOBOOOITy Ha maHuH 4ac abo B aHaMHe3i, HasgBHICTh IPOIPOMaTbHUX
CUMIITOMIB (HallpuKiaj, TPaH3UTOPHA imeMiuyHa aTtaka (TIA));



0 Bimoma cmagkoBa abo HaOyTa cxumnmbHiCTh 0o ATE, Taka SIK TinmeproMoiucTeiHeMis Ta aHTUTINA 0O
dbocdominigiB (aHTUTINIA [0 KapHiOiMNiHiB, BOBUaKOBUY aHTUKOATYJISHT);

0 MirpeHs i3 BOTHUIIEBUMU HEBPOJIOTIYHUMY CUMIITOMaMU B aHaMHe3i;

0 Bucokuii pusuk ATE 4yepe3 HagBHICTb MHOXKXUHHUX (HAKTOPiB pU3uKY (OuB. po3min «Oco6auBOCTi
3aCTOCyBaHHSI») ab0 Yepe3 HasgBHICTb OMHOTO CeP03HOT0 haKTopa PU3UKY, TAKOTO SK:

- IIYKPOBUH fiabeT i3 CYOMHHUMHU YCKIIQMHEHHSIMU;
- TsI2KKa apTepiajibHa rinepTrensis;
- TSI2KKa OUCIITOMPOTEeIHEMIS.

HasiBHIiCTb TS3KKOT0 3aXBOPIOBaHHS IIE€YiHKY Ha JaHUU Yac abo B aHaMHe3i, IOKH
TIOKa3HUKY (QYHKIII Te4iHKY He TOBEPHYJIUCS B MeXi HOPMH.

HasiBHMI paK MOJIOYHOI 3aJ103H, IOTOYHUY ab0 B aHaMHe3i, K1l Moxe 0yTH
TOPMOHOYYTINBUM (AUB. po3min «OcoOnMMBOCTI 3aCTOCYBaHHA», MiAPO3MAiN «3M0gKicHI
HOBOYTBOPEHHS»).

HI/IpKOBa HEIOCTATHICTh TAXKKOTO CTyIIeHsA abo TOCTPa HUPKOBa HEIOCTATHICTE.

HasiBHiCTH MyX/IMH NEeYiHKK Ha MaHUM Yac abo B aHaMHe3i (qoOposikicHux abo
3JI0SIKiCHUX).

Bigomi a0o migo3proBaHi 3/M0SKiCHI MyXTuHY (HAIPUKIIAM, CTAaTEBUX OPTaHiB), IO €
3aJIe’KHUMHU Bifl CTaTEBUX TOPMOHIB.

BariHambHa KpoBOTeYa HE3'sICOBAHOI eTiomorii.
[TinBuiieHa YyTNUBICTH [0 [il0UUX PedoBUH a0 00 OyOb-IKOTr0 3 KOMIIOHEHTIB IIpemnapary.
[Timo3pioBaHa abo mifTBepaXKeHa BaTriTHICTb.

Jlikapcekuii 3acib Bimopa npoTunokasaHui Ipyu OMHOYACHOMY 3aCTOCYBaHHi 3 JTiKapChbKUMU
3acobamu, 110 MicTSTh oMbiTacBip/napuTanpeBip/puToHaBip Ta facalyBip abo MiKapChKUMU
3acobamu, 10 MIiCTSATh IeKanpeBip/miopenTacsip abo copocOyBip/BenmaTacBip/BoKcinanpesip (OuB.
po3min «B3aemois 3 iHIIMMY JTiIKApCHKUMHU 3aco0aMu Ta iHIM BUOU B3aEMOIIN»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Cnip o3HaoMuTHCS 3 iHOpPMalieto oa0 JTiKapChKoro 3acoby, 1110 3aCTOCOBYETLCS OJHOYACHO, [T
BUSBJICHHS IIOTEHIIMHUX B3aEMOIH.

e BrmuB iHmmx mikapchKux 3aco0iB Ha mpemapat Bimopa

B3aemonii MoxnuBi 3 ikapchKuMHU 3acobamy, 110 iHAYKYI0Th MiKpocoMaibHi hepmenTu. Le
npu3Befie 10 30ibIIeHHs KITiPeHCY CTaTeBUX TOPMOHIB, 1110 31 CBOro 00Ky BUKJIMKA€E 3MiHU XapaKTepy
MEHCTPYaJibHOI KpoBOTeYi Ta/abo BTpaTu e)eKTUBHOCTI KOHTPALIETITURY.

Tepanis



[HOyKIlig eH3uMiB MOoxKe OyTH BUSIBIIEHA Yepe3 AeKinbKa JHIB JTiKyBaHHS. MaKcHMaJsbHa iHOYKIIis
(bepMeHTIB 3arajioM CIIOCTepiraeThCsa 4epes geKinbKa TUXKHIB. [1icisa BigMiHU JTiKyBaHHS IHOYKLIS
(dbepMeHTIB MOXKe TPUBATU MPUOINU3HO 4 TUXKHI.

Kopomkocmpokose niKyeaHHs

2KiHKY, 9Ki IpUUMaloTh JIiIKapChKi 3aco0u, 110 iHOYKYIOTh PEPMEHTH, IIOBUHHI TUMYACOBO
BMKOPUCTOBYBaTH 0ap’epHUM MeTox abo iHIIuM MeTon KoHTpateniil momatkoBo no KOK. Bap’epuuit
MeTO[I CJIi[ BUKOPUCTOBYBATH IIPOTATOM YChOI'0 TEPMiHY JIIKYBAaHHS BiATIOBIIHUM IIpenapaToM i Iie
IpOTATOM 28 [OHIB MiCa IPUNMHEHHS MOT0 3aCTOCYBaHHSA. fKIO Tepalis po3M0YMHAEThCSA ¥ IIepiofn
3acTocyBaHHS ocTaHHiX TabneTok KOK 3 ymmakoBKH, TO IpHiioM TablIeToK 3 HacTymHol ynakoBku KOK
CJIi[ ToYaTH ofpa3y Micis monepefHbol 0e3 3BUYHOT0 iHTepBaty 6e3 3aCTOCyBaHHS TaOIETOK.

Lloseocmpokoge niKy8aHHA

2KiHKaM IIpu IOBrOCTPOKOBIi Teparlii Ailo4uMy peuyoBHHAMH, 1110 iHAYKYIOTh GepMEHTH MeYiHKHU,
peKoMeHOyeThcsl Oap’epHuUii abo iHIINI BiAMOBIAHUN HETOPMOHAIBHUM METOM KOHTPALeMIIii.

Huxxue3a3HaueHi B3aeMopii Oyu 3adikcoBaHi 3rigHO 3 0ny0IiKOBAHUMY TaHUMU.

Litoui pevosuHu, wo 36invwyoms KaipeHc KOK (3HudcenHsa epexkmusHocmi KOK uepe3 iHOyKUit0
(hepmeHmMig), HANPUKAAO:

6apbitypaTu, 603eHTaH, KapOaMa3eliH, GeHiTOIH, MPUMiToH, pudaMIIilliH; IpenapaTH, 110
3acToCcoByI0ThCS Ipu BIJI-iH(ekii: pruToHaBip, HeBipariH Ta edaBipeHIl; TaK0XK, MOXKJIIKBO,
¢denbamat, rpu3eodyabBiH, OKCKapOa3eliH, TomipaMar i pOCIMHHI TiKapchKi 3aco0H, 110 MiCTATh
eKCTPaKT 3Bipo6oio (Hypericum perfiratum).

Litoui peuosuHU 3 HenocmiluHuUM 8nau8oM Ha KaipeHc KOK:

[Tpu ogrouyacHOMy 3actocyBaHHi 3 KOK Benuka kinbkicTh KoMOiHamii iHri6iTopiB BIJI-mpoTea3u Ta
HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPaHCKPHUIITa3H, BK/II0OUal0yy KoMOiHalii 3 inribiTopamu
Bipycy rematuty C (BI'C), MOXYTb migBUIIyBaTH a00 3HMKYBaTH KOHIIEHTPAIIil0 eCTPOTeHY a0
IIPOTeCTUHIB ¥ ma3Mi KpoBi. CyKyNHUM BIIJIUB TAKUX 3MiH MOXKe OyTH KIIiHIYHO 3HAUYIIUM Y OEeTKUX
BUIIAKaX.

Tomy mist BUSIBIIEHHS IIOTEHIIITHUX B3aEMOIiN Ta OyIb-IKUX iHIIMX pPeKOMeH/aIl# cia
03HaAMOMUTHCS i3 iHpOpMAaIli€o I0I0 METUYHOI0 3aCTOCYBAHHS JTIKAPCHKOTO 3ac0o0y M7 TiKyBaHHS
BIJI/BI'C, mo mpuiiMa€eThCsi OMHOYACHO. 3a HagBHOCTI Oyb-IKMX CYMHiBiB KiHKaM JOaTKOBO CIIif
BMKOPUCTOBYBaTU Oap’€pHUI MEeTO[ KOHTpallellii mpu Tepatil inriditopamu mpoTeasu abo
inribiTopaMu HEHYKIE03UIHOI 3BOPOTHOI TPAHCKPHUIITA3H.

Iiroui peyosuHu, w,o 3HudHcyroms KaipeHc KOK (iHzibimopu pepmermis)
KniniyHa 3Ha4yLIiCTh IOTEHIIINHOI B3a€MOZIi 3 iHriGiTopamMu pepMeHTIB 3aMuInaeThCs He3’ ICOBAHOIO.

OpHOYacHe 3aCTOCyBaHHS CUJbHUX iHTiIOiTOPiB CYP3A4 MOKe IigBUINUTH I1J1a3MOBI KOHIIEHTpAIlil
ecTporeHy abo mporectury, abo 000X KOMIIOHEHTIB.

Y mocnimkeHHi 6araTopa3oBuxX 003 KoMOiHallil mpocripeHoH (3 Mr/no0y)/eTruHinecTpamion
(0,002 mr/mo0y) Ta cunbHOro iHriditopa CYP3A4 KeTOKOHA3011y, 1[0 3aCTOCOBYBABCS OOHOYACHO,
npotsaroM 10 gHiB 30inburyBanocs 3adeHHss AUC 4, APOCIIPEHOHY Ta €THHINIECTPaAiony y

2,7 ta 1,4 pa3a BimoOBimHO.



ETopukokcub y nosax Big 60 go 120 Mr/mo0y npogeMoHCTPYBaB MiABUINIEHHS 171a3MOBUX
KOHIIeHTpalliil eTuHinectpagiony y 1,4-1,6 pa3a BiAmoBigHO IIpu 0OfHOYAaCcHOMY 3acTocyBaHHI 3 KOK,
10 mictuth 0,035 Mr eTHHINIECTPaAiony.

e BruB npenapaty Bigopa Ha inmi mikapchki 3acobu

OpanbHi KOHTPAIENTUBYA MOXKYTh BIIUBATHA Ha MeTab0/Ii3M OesKUX [ilounX Pe4oBUH. BifmoBinHo,
KOHIIEHTpaIlil y TJIa3Mi KPOBi Ta y TKAHWHAX MOXYTh ab0 MigBUIIyBaTUCS (HAIPUKIIAL,
IIUKJIOCIIOPHH), @60 3HUKYBATUCS (HAIPUKIIA[, TaMOTPUMKHUH).

Ha migcTaBi mocmimzkeHb B3aEMO{Iii in vivo y XKiHOK-TOOPOBOJIBIIB, SKi 3aCTOCOBYBAJIA OMEIIPA30JI,
CHMBACTaTHH Ta Miga3oiaM SK cyOCTpaTU-MapKepH, BCTAHOBIIEHO, 10 KJIiHIYHO 3HAYYIIa B3aEMOIis
OPOCIipEHOHY B 1031 3 MI' 3 iHIIMMU aKTUBHUMU CyOCTaHIIIsIMHU, 110 iHOYKYIOThCS UTOXpoMoM P450,
MaJIOMMOBipHa.

Kniniyni mani cBiggath mpo Te, 110 eTUHiNecTpamion mpurHivye kiipenc cyocTpatiB CYP1A2, 1o 3i
cBoro 60Ky BUKIUKaE cabKe (Hanpukiap, Teodinid) abo moMmipHe (Hanpukiaf, TU3aHIOUH)
MiOBUIIIEHHS 1X IIJTa3MOBUX KOHIIEHTPALIi.

d®apMakomvHaAMiUHi B3aEMOil

[Tig yac KMiHIYHUX DOCTiAXKEHb 3 MallieHTaMu, SIKi OTPUMYyBaJt JIiKapChKi 3aco0u [JIg TiKyBaHHS
indexuit BipycHoro renatuty C (HCV), mo MicTsiTh oM0GiTacBip/mapuTanpeBip/puToHaBip i macadysip
3 pubaBipuHOM ab0 6e3 HbOro, 0YJI0 BUSIBIIEHO IiABUIIIeHHS TpaHcaMmiHa3u (AJIT) Oinbine HiXK y 5
pasiB Buile BepxHbO1 Mexki HopMmu (BMH). Lle BimOyBanocs 3i 3Ha4YHO Oi/bIIIOI0 YACTOTOIO Y XKiHOK, SIKi
3aCTOCOBYBaJIM JTiKapChKi 3acobu, 1110 MIiCTATh eTHHiNTecTpamios, 30KpeMa i KoMOiHOBaHi TOpMOHabHI
koHTpauentusu (KI'K). KpiM Toro, TakoX y nami€HTiB, SKi OTPEMYBaJIH JTiKyBaHHS
riekarnpeBipoM/mibpeHTacBipoM a6o codocOyBipoM/BenaTacBipoM/BOKCinampeBipoM,
crioctepiranocs migsuineHHs AJIT y XiHOK, SIKi MpuiMay JiKapchKi 3aco0u, 110 MiCTSATh
eTuHinectpapnion, taki 9k KI'K (guB. po3ain «IIpoTunoka3aHHI»).

Tomy kiHKaM, 5IKi 3aCTOCOBYIOTH JliKapChKuii 3acib Bimopa, HeoOXifHO BUKOPUCTOBYBaTH
anbTepHATUBHUM METON KOHTpPallenil (Hanpukiaz, KOHTPalelTUBHY, 1[0 MiCTATh TiJIbKU
mporecTareH, abo HeTOPMOHAIbHI METOIM) IIepe[] MOYaTKOM Tepallii i3 3aCTOCYBaHHSIM 3a3Ha4eHO1
kKoMOiHalii mikapcekux 3aco6iB. 3acTocyBaHHS JTiKapChKOTo 3acoby Bimopa MoxkHa BiTHOBUTH Yepe3 2
THUXKHI ITiCJIST 3aBEePIIEHHS Tepalril 3a3HavyeH010 KoMOiHaIli€0.

THwi popmu 83aemo0ii

Y narnieHTiB i3 HOpMaTbHOIO QYHKIIIEI0 HUPOK OfHOYACHE 3aCTOCYBAHHS OPOCIIiPeHOHY Ta iHTiOiTOpiB
ATI® abo HecTepoigHUX MpoTu3ananbHux npenapatis (HII3I1) He moka3ano 3HAYYIIOTO BIUIMBY Ha
piBeHb Kasliio cCupoBaTKu KpoBi. OgHAK OmHOYACHE 3aCTOCYBaHHS IIpenapaTy Bigopa Ta aHTaroHICTiB
anbIoCTepPOoHY abo Kami30epiraoyux AiypeTHKiB He JOCTigXKyBanocs. Y 1IbOMY BUIIQIKy PiBeHb
KaJIil0 y CUpOBATII KPOBi MOTPiOHO HOCTIAKYBATH IPOTATOM IEPILOTO LUKy TiKYyBaHHS (IUB. TAKOXK
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

JlabopamopHi aHani3u

3acToCcyBaHHS KOHTPALIENITUBHUX CTEPOIiB MOXKe BIJIMBATU Ha Pe3y/bTaTU AEIKUX 1a00paTOPHUX
aHasi3iB, Takux K 6ioxiMiuHi mapamMeTpu QyHKIiI NeYiHKY, IUTOBUAHOI 3271031, HAGHUPKOBUX 327103
i HUPOK, HA KOHIIEHTpAllil0 y I1a3Mi TPAHCIOPTHUX OiNKiB, TaKUX K T100YIIiH, 0 3B’ I3Y€
KOPTUKOCTEPOIH, Ha KOHIIEHTPAIil0 Y Iyla3Mi (pakIiil JinmifiB/minonpoTelHiB, Ha TOKa3HUKU
BYTJIEBOOHOTO 00MiHYy, Koarynsuii Ta ¢pibprHOmi3y. 3a3BMyali Taki 3MiHU IepebyBaioTh y Mexkax



HOPMaJIbHUX 3HAYEHb.

I pocnipeHOH 30i/blilye aKTUBHICTh PEHIHY Ta aJbAOCTEPOHY B IJIa3Mi, 10 iHAYKY€ETHCS HOTO
IIOMiPHOX0 aHTUMiHEePaJIOKOPTUKOIAHOK aKTUBHICTIO.

Oco06.1ue8ocmi 3acmocyeaHHsi.

PimienHs npo npu3HayeHHs npenapary Bigopa ciif npuiiMaTi 3 ypaxyBaHHAM iHAMBIOyalIbHUAX
(bakTOpiB PU3UKY XKiHKH, 10 iCHYIOTh Ha JaHUU MOMEHT, Y TOMY YMCJIi (HaKTOPiB PU3UKY PO3BUTKY
BTE, a Takox pu3uky BTE, moB’sg3aHOro 3 MpuitoMOM IIpemnapary Bigopa, MOPiBHSIHO 3 IHIIKUMHU
KI'K (muB. po3minu «I[IpoTumnoka3anHsa» Ta «OcoBIUBOCTI 3aCTOCYBAHHS»).

IlonepenxeHHs1

3a HasIBHOCTI OyIb-IKMX CTaHiB ab0 (paKTOpiB pU3UKY, 3a3HAUEHUX HUXKYe, CIIifi 0OTOBOPUTH 3
JXKIHKOIO JOLIbHICTh 3aCTOCYBaHHA Iipenaparty Bigopa.

Y pazi 3aroctpenHs abo npu mepummx nNposiBax Oyap-gKUX i3 BKa3aHUX CTaHiB abo pakTopis
PU3UKY XKiHKaM PeKOMEHAYETHCS 3BEPHYTHUCS IO JiKaps Ta BU3HAUYUTU HEOOXigHICTh MPUNUHEHHS
IpuroMy Ipemnapaty Bimopa.

Y pa3si nigo3pioBaHoi abo nigTBepaxkenoi BTE abo ATE cnig npununuTu 3actocyBanus KI'K.
fAKm1o po3noyaTa aHTUKOATY/ISTHTHA Teparis, ciig 3a0e3me4YuTy aJbTepPHaTHBHY afeKBaTHY
KOHTpALEIIi0 Yyepe3 TepaTOTeHHUM BIIJIUB @HTUKOATYJISHTIB (KyMapuHu).

LIUpKyJIATOPHI pO3/1agy.
Pu3uk po3sutky BTE

3acrtocyBanHs Oymb-skux KI'K migBurmiye pu3uk po3BuTky BTE y XkiHOK, 5IKi iX 3aCTOCOBYIOTH,
IIOPiBHSIHO 3 TUMHU, IKi IX He 3aCTOCOBYI0Th. [IpenapaTH, 1o MiCTAThH TI€BOHOPrecCTpe,
HOprecTuMaT ab00 HOPETHUCTEPOH, acoNilITHCA 3 HH2KYUM pu3uKoMm BTE. 3acrocyBanHs
iHmMx TikapchbKHX 3ac00iB, Takux sIK Bimopa, Moxke NpU3BOTHUTH [0 MiTBHUIIIEHHSI PU3HUKY
yaBiui. PilmeHHs Mpo 3aCTOCyBaHHSA NpenapariB, OKpiM THX, [0 MalOTh HAHHUKIYHH PH3UK
po3Butky BTE, ciiig npuiMaTH JIMIIe Imic/is 00roBopeHHs1 3 XkiHKo. Heo0xigHo
nmepeKOHaTHCsI, [0 BOHA yCBimomMiIioe pu3uk po3BuTKY BTE, aconiiioBanui i3
3aCTOCYBaHHSM IpenapaTy Bigopa, crynins ByiHBY HasiBHHX Y Hei (GaKTOpiB PH3HKY Ta
ToH (akT, mo pu3uk BTE € HaUBHIIIUM IIPOTSArOM MEPIIOro POKY 3aCTOCYyBaHHsA. 3a
nesskuMu fanuMu pu3uK BTE mozke 3pocraTu npu BimHOBIeHHi 3acTocyBaHHsA KI'K micns
nepepBH y 4 THXKHi a00 moBIIe.

Y 213 10 000 xinox, siKi He npuiiMatoTh KI'K Ta He € BariTHuMHU, po3BUBaEeThCsA BTE mpoTsaroMm poky.
OpHak y KOXKHOI OKpeMol XKiHKU PU3UK MoxKe OyTH 3HaYHO BUILKY 3aJIe’KHO Bifl HASBHUX Y Hel
(bakTopiB pU3UKY (HUB. HUXKYIE).

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

B o6ox Bumaakax KinbkicTs Bunaakis BTE 3a pik 6yna MeHII00, HiXK 3a3BUYall OUiKyETHCS IIPOTITOM



BariTHOCTI a0 y MiCISAIOIOrOBOMY IIepPiofi.

BTE Moxe npu3BOOUTHU [0 JeTalbHUX HACHIAKIB v 1-2 % Bumagkis.

KinekicTs BunagkiB BTE #a 10 000 xiHOK 3a OuH pik

'1Ii moxKa3HUKH OTPUMAHO Ha OCHOBI BCIX JaHUX eMifieMiOJIOTIYHUX [OCIIiAKEHb 3 YpaxyBaHHAM
BiIHOCHUX PU3UKIB, NTOB’s13aHUX i3 nmpurioMoM pidHux KI'K, nopiBHsAHO i3 3acTocyBanHaM KI'K, 1m0
MICTSATh JIEBOHOPTECTPETL.

*V cepennbomy 5-7 Bunaaxis Ha 10 000 XiHKO-POKiB Ha OCHOBI PO3PaxyHKY BiIHOCHOTO PH3HKY
3actocyBaHHA KI'K, 1110 MiCTATE JIeBOHOPreCTpeJl, IOPIBHSAHO 3 TAKUM Y XIiHOK, sKi He 3aCTOCOBYIOTh
KT'K (mpubnusso 2,3 - 3,6 BUIAOKY).

Hap3Bu4aiiHO pifKo MOBiIOMIISIIOCS ITPO BUHUKHEHHS TPOMOO3Y B iHIIMX KPOBOHOCHUX Cy[IHUHAX,
HaIpUKiag apTepisax i BeHaxX eYiHKY, HUPOK, Me3eHTepialbHUX CyaUHaX, CyOUHAaX I'0JIOBHOTO MO3KY
abo CiTKiBKH, y XKiHOK, 5IKi 3aCcTOCOBYIOTh KI'K.

®axTopu pU3KUKY po3BUTKY BTE

Pu3uk po3BUTKY BeHO3HUX TPOMOOeMOOTiUHNX YCKITafHEHD Y XKiHOK, sKi 3acTocoByioTh KI'K, Moxke
OyTu 3HAYHO BUIIUM 3@ HasSIBHOCTI IOaTKOBUX (PaKTOPiB PU3UKY, 0COOINBO MHOKUHHUX

(muB. Tabmumo 1).

3acTocyBaHHS IIpenaparTy Bimopa nmpoTunokasaHe XKiHKaM i3 MHOXUHHUMU (GaKTOpaMU PU3UKY, IO
MOXKe MiIBUIIUTH PU3UK PO3BUTKY BEHO3HOT0 TPOMOO03y (OuB. Po3min «IIpoTumnokasaHHs»). AKIIo
XKiHKa Mae Oinbie ogHOTo GpaKTOpa PU3MKY, 3POCTAHHS PU3UKY MoxKe OyTH OinblIuM, HiK cyMa
PHU3UKiB, aCOLIiMOBaHUX i3 KOXXKHUM OKpeMUM (HaKTOPOM, TOMY CJIifi BpaxyBaTH 3arajibHUI PU3UK
po3Butky BTE. fKimo criBBifHOIIEHHA KOPUCTH/PU3UK HECIIPUATIIUBE, He CIif npudHadatu KI'K
(muB. po3min «IIpoTunoKasaHHI»).

Tabnuis 1
dakTopu pu3uKy po3BUTKY BTE
D®akTOp PUBUKY [TpumiTka
OxupiHHS (IHOEKC Macu Tifla Pu3uK 3HAYHO MigBUINYETHCS IPU 30iNbINeHH] iHOEKCY
nepesuye 30 Kr/M%) MacH Tina.

Oco6nuBo oTpeOye yBaru 3a HasABHOCTI iHIIKX
(haKTOpiB 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.

[HOmi MoXKe BUHMKATH XJ10a3Ma, 0COOIMBO Y KiHOK i3 XJT0a3MOI0 BariTHUX B aHaMHe3i. 2KiHKH,



CXWJTbHI 10 BUHUKHEHHS XJI0a3MU, ITIOBUHHI YHUKATH [Iii MPSIMUX COHIYHUX ITPOMEHIB a0
ynbTpadioneToBOro OMpoMiHIOBaHHS IIif Yac 3actocyBaHHs KOK.

1 TabneTka nmpemnapaTy MiCTUTb 46 MT TaKTO3U. 3@ HASIBHOCTI PiAKiCHUX CIAaJKOBUX CTaHiB
HEeIepeHOCHMOCTI TajlakTo3u, JedinuTy maktasu Jlanma a6o ManbabcopOilii ITI0K03U-TaTakKTo3H, Y
pasi mepeOyBaHHs Ha 0e371aKTO3HiM [i€Ti CITig BpaxoByBaTH 3a3HauyeHY KilTbKiCTh JTAaKTO3M.

KOHCSZJ'[BTaLT,ﬁlMeEI/I‘-IHe 00CTeXEeHHS

[Tepen moyaTkoM ab0 BigHOBIIEHHSM IIPUMOMY IIpenapaTty Bimopa peKoMeHOy€eThCS 3i0paTH MOBHUM
MeIUYHUM aHaMHe3 (BKJII0Yal04yu CiMeHUN aHaMHe3), TPOUTH IIOBHE MeIuYHe 00CTeXKEeHHS Ta
BUKJTIOUMTH BariTHiICTh. He0OXimHO BUMIPSATH apTepialbHUM THCK Ta IPOBECTH MeIUYHEe 00CTEeKEeHHS,
BPaxOBYIOUM IIPOTUIIOKA3aHHs (OUB. po3min «[IpoTumnokasaHHs») Ta 0COOIUBOCTI 3aCTOCYBaHHS (IUB.
po3min «Ocob6auBOCTI 3acTOCyBaHHS»). CIIil 3BepHYTHU yBary XkiHKM Ha iH(opMalliio 1Ioq0 BeHO3HOT0
Ta apTepianbHOr0o TPoMOO3Y, Y TOMY YHCIIi Ha PU3UK, SKUU OB’ SI3aHUM i3 3aCTOCYBaHHSIM IIpenapary
Bimopa, MOPiBHAHO 3 TakKuM Ipu 3acTtocyBaHHi iHmuX KIT'K, mogo cumnromiB BTE Tta ATE,
BigoMux (haKTOpiB PU3UKY Ta Mil, AKi HEOOXiMHO 3OiCHUTY IIPH Mif0o3pi Ha TPoMOO3.

[TarrieHTKaM PeKOMEHAYETHCS YBaXKHO IMIPOYUTATH IHCTPYKIIiO A1 MEAUYHOI0 3aCTOCYBaHHS
JiKapChKOT0 3aCc00y Ta HOTPUMYyBATUCS PEKOMEHallii, sIKi MiCTAThCS y Hil.

YacToTa i XxapakTep OrJsAAiB IOBUHHI I'PYHTYBATUCS Ha iCHYIOYHWX HOpMaxX MEOUYHOI MPAaKTHUKH 3
ypaxyBaHHSM iHOUBiAyalTbHUX 0COOTUBOCTEH KOKHOI KiHKH.

[TamieHTOK MOTPiOHO MONEpPeIUuTH, 1[0 TOPMOHAIbHI KOHTPALIEITUBY He 3aXHUIIAOTh Bif 3apaxKeHHS
BIJT-indexuieto (CHIDoM) Ta Oyab-IKUM iHIIMM 3aXBOPIOBAHHSM, IO ITePEAETHCSI CTATEBUM ILIJISIXOM.

3HMXKeHHS eeKTUBHOCTI

EdextusnicTs KOK MoXe 3HHKYBATHCH Y Pasi MPOMycKy npuiioMy TabmeTku (OUB. po3min «Crmocio
3aCTOCyBaHHS Ta mo3u»), po3napiB KT (guB. po3min «Cmocib 3acTocyBaHHS Ta 0o3u») abo
IIPU OAHOYaCHOMY 3aCTOCYBaHHI iHIIUX JTiKapChbKUX 3aco6iB (muB. po3min «B3aemopmis 3 iHIIUMUI
JMiKapChKUMU 3aco0aMu Ta iHIII BUAYM B3a€MOMiii»).

[TopyIlleHHS UKy

[Tpu npuitomi KOK M0XyTh criocTepiraTucst HeperyisipHi KpoBoTedi (KpoBoMa3aHHS a00 IPOPUBHi
KPOBOTEYi), 0COOIMBO IPOTITOM MEPIINX KiJTbKOX MicsIiB. AKIIO micyis 3 MEHCTPYalbHUX HUKIIIB TaKi
KPOBOTEYi IPOAOBXKYIOTHCSH, 1X CIIiJ] BBaXKaTU CEPUO3HUMHU.

AKIII0 HeperynspHi KPOB'THUCTI BUiIeHHS 30epiratoThest abo 3'SBISIOTHCS IiCTIs Iepiomy
PETYIISIPHUX KPOBOTEY, MOTPiOHO PO3TIISHYTH HETOPMOHAJIbHI TPUYUHYE KPOBOTEY Ta BifIIOBimHI
MiarHOCTUYHI 3aX0MH, BKITI0Yal04y 00CTeXKEHHS 3 MEeTOI0 BUKJTIOYEHHS HasBHOCTI IyXJIUH Ta
BariTHOCTI. [0 OiarHOCTHYHUX 3aXOMAiB MOXKHA BK/IIOUUTH KIOpeTax.

Y meskux XKiHOK MOXKe He HaCcTaT{ KpOBOTedYa BiIMiHHU IIifi 4Yac IepepBU y IPUKXOMI ITpenapary. Y pasi
npuiiomy KOK BifmoBigHO 70 BKa3iBoK po3fminy «Cmocib 3acToCcyBaHHS Ta J03W» BaTiTHICTh
MasoiMoBipHa. IIpoTe sikmo npuitom KOK BinOyBaBcst HEPETyISIPHO [0 BiICYTHOCTI MepIoi
KpOBOTeUi BigMiHK ab0 SIKII0 KPOBOTEYi BiIMiHU BiICyTHI IPOTSATOM OBOX LIUKIIIB, IEpen
npoaoBxKeHHAM 3acTocyBaHHSI KOK HeoO0XigHO BUKITIOUUTH BaTiTHICTS.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00io.

BaritwicTs. [IpenapaT npoTunokasaHuy [0 3aCTOCYBaHHS y IIepiof BariTHOCTI. Y pasi
BAHUKHEHHS BariTHOCTI ITifl Yac 3aCTOCYyBaHHS Ipelapary Bimopa #oro npuiioM HeoOXigHO
IIPUIIMHUTHY HeTakHo. [IpoTe pe3ynbTaTy emifeMionoriyHuX OOCIiAXKeHb He BKa3yl0Th Ha
MigBUILIEHHS PU3UKY [I0SBU BPOOXKEHUX Baf Yy HiTed, Matepi skux npuiiManu KOK mo
BariTHOCTI, TaK caMo, SIK i Ha iCHyBaHHS TepaTOTeHHOI Oil npu HeHaBMUCHOMY mpuitoMi KOK
IIPOTATOM BariTHOCTI.

IocmimXeHHsT Ha TBapHMHAX MOKa3alyd HasgBHICTh HebaXaHUX e(PeKTiB MPOTITOM BariTHOCTI Ta
mepiomy rogyBaHHS rpyanto (ouB. po3min «@apMakooriuyHi BmacTUBOCTI»). Ha 0CHOBI 1iux
IOCTimKeHb Ha TBAapWHAX He MOXKHA BUKJTIOYATH HeOaxkaHi e()eKTH BHACTIIOK TOPMOHAIBHOI il
aitounx peyoBuH. OgHaK 3arajbHUM JOCBiA 3acTocyBaHHA KOK Imif yac BariTHOCTI He CBITUUTH IIPO
icHytounit HeOaKaHUY BIIJIUB y TIOOUHU.

HasiBHi maHi oo nmpuitoMy mpemnapary IIif 9ac BariTHOCTi 3aHaATO oOMeKeHi [JIst TOTo, 11106
3po0uTH BUCHOBKY IIIO[I0 HETATUBHOTI'O BIIJIUBY IIpelapaTy Bigopa Ha mepebir BariTHOCTI, 300POB’s
IIJI0Jla Ta HOBOHAPOAXKEHOro. [oTemnep HeMa€e XXOOHUX BiiTIOBIAHUX eIigeMiONOoTriYHuX JaHuX.

[Ipu BigHOBIIEHH] 3aCTOCYBaHHS IIpenapaTy Bifopa ciifg BpaxoByBaTH IiIBUIIEHHS PU3UKY PO3BUTKY
BTE y micnsinonoroBoMy nepiofi (muB. po3ninu «OcobnuBoCTi 3acTocyBaHHs» Ta «Crocio
3aCTOCYBaHHS Ta AO3W»).

[Tepion romysanus rpynmo. KOK MOXyTh BIIMBATH Ha TOAYBAHHS IPYAMI0, OCKITBKHY i 1X
BIJIMBOM MOXK€e 3MEHIIYBaTUCS KiJIbKICTh I'PYIHOT0 MOJIOKA, & TaKOXK 3MIHIOBATUCS MOT0
CcKinap. 3Baxatouu Ha 11e, KOK He peKOMeHOY€EThCA MIPUKUMaTHU ¥ Iepiof TogyBaHHS TPYOOIO.
HeBenuki KinmbKOCTI KOHTpalleITUBHUX CTEPOiMiB Ta/abo ix MeTaboiTH MOXKYTh IIPOHUKATHU Y
rpynHe MoJI0KO mmifg yac 3actocyBaHHSL KOK. 1li KiTbKOCTI MOXKYTh BIJIMHYTU Ha AUTHUHY.

30amuicmb enausamu Ha weudkicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHiamamu.

He mpoBomuIN HOCITigXKEeHb 1010 BIIJIUBY Ha 3[MaTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM abo
IIpalfoBaTH 3 IHIIMMU MeXaHi3MaMu. Y XKiHOK, AKi npuiiMaioTh KOK, He 3a(ikCOBaHO BIJIUBY
Ha 3[IaTHICTh KEPyBaTH aBTOTPAHCIIOPTOM abo0 IpallloBaTH 3 iHIIMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHs1 ma do3u.
ITepopansHo.
Llo3ysaHHA

TabneTku ciig npuMaTH PeryaspHO IPuOIN3HO B OIUH i TOW caMuil 4ac, 3aUBAIOYY [IPU
HeoOXiTHOCTI HeBETUKOIO KiTbKiCTIO PidMHY, Y MOPSOKY, 3a3HaYyeHoMY Ha Omictepi. [Tpenmapat
npuiimMaioTs o 1 tabmnetii Ha o6y npoTsarom 21 gHs nocmink. [IpuitoMm Tab1eToK 3 KOXKHOI HaCTYIHOI
YIAaKOBKH CJIiJ] PO3MOYMHATH IIiC/Is 3aKiHYeHHs 7-0eHHOI IepepBH y MIPUKOMI IIpenapary, Iif 9ac
SIKOI 3a3BMYail HACTA€ KPOBOTeYa BimMiHN. 3a3BUYal BOHA MMOYMHAETHCS Ha 2-3-U OeHb Micis



IPUIOMY OCTaHHBOI TAONIETKM i MOXKe He 3aKiHYUTHUCS [0 [TOYATKY IIPUoMY TablIeToK 3 HaCTYIIHOI
YTIaKOBKH.

K po3noyamu 3acmocyeaHHsa npenapamy Bidopa

['opMOHamnbHI KOHTPALENTUBY Y IIONePefHiN epiof (MUHYIUNA MiCAIb) HE
3aCTOCOBYBAJIUCS

[Tpuiiom TabeTOK CiIif po3moYnHATH y 1-¥ IeHb TPUPOTHOTO UKy (ToOTO ¥ 1-# meHb
MEeHCTpyaJibHOl KPOBOTEYI).

I[Tepexin i3 KOK, BarinanbHOTro Kinbls abo TpaHCAepPMalbHOI CUCTEMU

BaxaHo mpuiHATH mepiry TabIeTKy mnpenapaTty Bimopa HaCTYIIHOTO JHS IiC/IS MIPUHOMY
OCTaHHBOI aKTHBHOI TabeTKH (TabaeTKH, 110 MICTUTD [Ail04y PeYOBHHY), aje He Mi3Hillle HaCTYIHOTO
[HS TiCJIs TepepBy y IpuiioMi TabneToK. Y pa3i BUKOPUCTAHHS BaTriHaJIbHOTO Kifblig abo
TpaHCAEePMaJbHOI0 IJIACTUPY CIIif pO3IoYaT NIpu¥MaTy npenapat Bigopa y IeHb BULaleHHS
3aco0y, aje He Ti3Hille [AHS, KoM HeoOXifHe HACTYIIHe 3aCTOCYBaHHS I[UX IIperaparis.

[Tepexin i3 MeTony, 1m0 6a3yeThCsl Ha 3aCTOCYBaHHI JIUIIE MPOTECTOTeHY («MiHi-TIisi»,
in’eK1ii, iMmIaHTH) a60 BHYTPIIIHEOMATKOBOI CHCTEMH 3 TPOTECTOTEHOM

MoxHa po3moyaTu puiioM mpenaparty Bimopa y Oyab-saKuii feHb IMic/Is NPUNUHEHHS 3aCTOCYBaHHS
«MiHi-nini» (y BUMapKy iMnnaHTy abo BHYTPIITHOMATKOBOI CUCTEMHU - y OEeHb IX BUaleHHS, ¥
BHUIAAKY iH’eKii - 3aMicTh HacTynHOi iH’ekuii). OfHAK y BCiX BUNAagKaX PEKOMEHYEThCS
IOaTKOBO BUKOPUCTOBYBATU Oap’€pHUYN MeTOH KOHTpALENIil IPOTATroM IeplIux 7 AHiB
[IpUUOMY IIpenapary.

[Ticnst aBGopTy B IePIIOMY TPUMECTPi BariTHOCTI

MoxKHa IOYMHATH MTPUUOM IIpernapaTry ogpa3y XK. Y TaKoMy BUIIAAKy HEMaE HeOOXimHOCTI
3aCTOCOBYBATH NOMATKOBI 3aC00M KOHTpAIIEMIIil.

[Ticng nomnoriB abo abopTy B IpyroMy TPUMeCTDi

PeKOMEHMIYETLCS PO3MOYMHATH IIPUoM npenapaty Bimopa 3 21-28-ro gus micns mosoris abo
abopTy B Apyromy TpuMecTpi BariTHOCTI. [Ipu mi3HinmoMy noyaTky npuiomy TabIeToK
PEKOMeHIYETLCS NONAaTKOBO BUKOPUCTOBYBATH Oap’€pHUM METOM KOHTPAIEIii MPOTATOM IepIIuX 7
nHiB mpuiioMy TabmeTok. [IpoTe SKIO cTaTeBUM aKT yKe BigOyBCs, TO Iepef I04aTKOM
3aCTOCYBaHHS ITpemnapaTy CJIifl BUK/IIOYUTHA MOXKJIUBY BariTHICTh ab0 MoYeKaTHUCS HaCTaHHS
IepIol MeEHCTPYalil.

Ins XKiHOK, SIKi TOOYIOTh I'PYA/I0, OUB. PO3Min «3aCTOCyBaHHS Yy Mepiofn BariTHOCTI abo rogyBaHHS
TPYLATIO».

IIJo pobumu y sunadky nponycky nputiomy mabaiemku

Ak 3ami3HeHHs y npuiiomi Oyab-siKoi TabneTk He nepeBUINye 12 roguH, KOHTpaleNTUBHA [Iis
mpernapary He 3HUXKYETbCS. [Ipomnyieny TabmeTKy moTpiOHO MPUUHSATHA OfpPa3y, SK TiJIbKHU Ie
3’scyBanocs. Hactynuy TabneTKy 3 i€l yIakoBKY HEOOXigHO MpuiiMaTH y 3BUYHUH Yac.

fAKm1o 3ami3HeHHs 3 TpUioMOM TabeTKy mepeBUIIYy€E 12 roguH, KOHTPAIeNTHBHUM 3aXUCT MOXKEe



3HU3UTHUCS. Y TAKOMY Pa3i MOKHa KepyBaTUCS JBOMa OCHOBHUMMU IIpaBUIaMU:
1. [TepepBa y npuitoMi Tab1IeTOK HIKONMKM HE MOXKe CTaHOBUTH Oisbllle HixK 7 OHIB.

2. AnexBaTHe IPUTHIYEHHS CUCTEMH TillOTaNaMycC-Timodi3-a€YHUKYN JOCATAaEThCS Oe3MepepBHUM
IpuK#oMOM TabJIeTOK IPOTSATOM 7 JOHIB.

BiAmoBigHO 00 I[BOTO ¥ MOBCAKAEHHOMY XUTTI CJIi[ KEPyBaTUCS HUX4Ye3a3HayeHUMU
pPeKoOMeHaaliaMu:

§ 1 -t muotcdeHb

Crig TpuUHSITH OCTAHHIO IIPONYIIeHYy Ta0NeTKy SKOMOra LIBUIIE, HAaBiTh SIKIIO TOBENETHCS
IPUUHATH OBi TaOIeTKU 0gqHOYACHO. ITic/s bOT0o MPOJOBKYIOTh IPUIMATH TaOIeTKY Y 3BUYHUIM Yac.
Kpim TOTrO0, MPOTSIroM HACTYMHUX 7 OHIB CJIig BUKOPHUCTOBYBATH Oap’ €pHUM METOM KOHTPAIEIIIi,
HaIPUKa[ IIpe3epBaTuB. Y pasi SKIIo y IonepenHi 7 mHiB BigOyBCS CTaTeBUi aKT, CIIiJ] BpaXOBYBaTH
MOXKJIUBICTb HAaCTAHHS BariTHOCTi. YuMm Ginbire TaONIeTOK MPOMYIIEHO i M 6IuxK4Ye mepepsa y
IpUHOMi IpemnapaTty, TUM OilbIIKi PU3UK BaTiTHOCTI.

§ 2-1 muocdeHv

Cnip mpuWHSATH OCTAHHIO IIPOMyIIeHy TabJeTKy SIKoMora LIBUAIIe, SIK TibKM XKiHKa 3rafae 1Ipo
IIPOTIYCK, HaBiTh SIKIIO OBEHEThCS MPUMHATH [Bi TabIeTKX OfHOYaCHO. [1iciig IhOro MPOIOBKYIOTh
npuiMaTH TablIeTKU y 3BUYHUM Yac. 3a YMOBU IPABUJIbHOTO IPUHOMY TabJIeTOK IPOTIroM 7 OHIB
nepeq IMPonyCcKOM HeMa€E HeoOXiIHOCTI BUKOPUCTOBYBAaTH JOJATKOBI MpoTHU3arutigHi 3acobu. OpHak
IIPU NIPOMYCKY GifnbIlle HiXK OfiHiel TaONeTKX PEKOMEHYEThCS NONAaTKOBO BUKOPUCTOBYBATH Oap’epHUM
MeTOo[ KOHTpaIleNIlii MpoTsATroM 7 OHiB.

§ 3-tt muocdenw

Pu3uK 3HUKEHHS HailHOCTI 3pOCTaE Ipu HaOIUKeHHi 7-IeHHOI TepepBy y puiioMi TabIeToK.
OpHak Npy JOTpPUMaHHI HUXKYe3a3HaueHol CXeMH MpruioMy TabieTOK MOXKHA VHUKHYTHA 3HUKEHHS
KOHTPALEITUBHOI'O 3aXUCTY. fAKIIO AOTPUMYBATUCSI OOHOTO 3 HUXKYEHaBeOeHUX BapiaHTiB, TO He
BUHUKHE HEeOOXigHOCTI BUKOPHUCTAHHS JOMATKOBUX KOHTPALIEIITUBHUX 3aC00iB 3@ YMOBH ITPABUIILHOTO
IpUOMYy TabJIeTOK IIPOTITOoM 7 OHIB 10 IPOIMYCKY. fAKIIO I1e He TaK, PEKOMEHAYEThCS
OOTPUMYBATUCH MEPIIOTO 3 HUXKUYEHaBeOeHUX BapiaHTiB i BUKOPUCTOBYBATU HOAATKOBI 3aCTepexkHi
METOAY NIPOTATOM HAaCTYIIHUX 7 [OHIB.

1. Crnig IpUWHSTY OCTAHHIO NIPOMYIIEeHY TabIeTKy SKoMora IIBUAIIE, K TiTbKY XKiHKa
3rafia€ IIpo IPOIYCK, HABITh SKIIO JOBENEeThCS MPUUHITH ABi Ta0neTKu ogHodacHo. [Ticis 1IbOro
IIPOMIOBXKYIOTh IPUUMATH TaONeTKU y 3BUYHMUM Yac. TabmeTKu 3 HACTYIIHOI yIIaKOBKY CITif
oYaTy IPUUMAaTH OOpPa3y XK IiC/s 3aKiHYeHHS MoIepenHboi, TOOTO He TTOBUHHO OyTH
IepepBy y IpuioMi TabIeTOK i3 IBOX YIAKOBOK. MaJIoOMMOBIpHO, IT0 V XKiHKK MTOYHEThCS
KPOBOTeYa BiIMiHU [0 3aKiHYeHHS IpUiioMy TablIeToK 3 APYrol YIIlaKoBKHU, X04a IIif 9ac
IpuiioMy TabJIeTOK MOXKe CIIOCTepiraTucst KpoBoMa3aHHS abo MpOpuBHA KPOBOTEYa.

2. MoxHa TaK0X IPUIMHUTH IPUIoM Tab/IeToK i3 TOTOYHOI yIakoBKH. B TakoMy pasi
IlepepBa y 3aCTOCYBaHHI IIpenapaTy II0BUHHA CTAHOBUTHU A0 7 OHIB, BKIIIOYAOYU [HI IIPOIYCKY
npuioMy TabIeToK; IpuiioM TabIeTOK CJIif MoYaTy 3 HaCTYITHOI yIIaKOBKHU.

AKI10 mics TpomycKy B mpuiiomi TabneToK BigCyTHSI KpOBOTeYa BifMiHM IIPOTSTOM IIEPIIIO] IJIaHOBOI
IIepepBU B IPUKOMI IIpelnapary, TO UMOBipHa BariTHICTb.



PexomeHOauii y pasi po3aadise 3 60ky IIIKT

Y pagzi Taxkux posnapis 3 60ky KT (Takux sk 61r0BaHHS ab0 miapest) MOXKJIMBe HEIIOBHE
BCMOKTYBaHHS IIpPenaparty; y TaKOMY pa3i CJIii 3aCTOCOByBaTH JOAATKOBI 3aco0u KOHTpalenIii. AKIo
07110BaHHS PO3II0Yasiocs: YIPOOoBXK 3-4 TOOMH IIiC/s MpUuioMy IpemnaparTy, SKHaWIIBUAIIe HeoOXigqHO
IPUMHATH HOBY (3aMicHY) TabneTky. HacTynHy TabneTKy, SKII0 MOXKJIUBO, CJIifl IPUUHATY IPOTSATOM
12 roguH y pamMKax pexXuMy 3BUYaWHOT0 IpuioMy TabaeTku. AKio Munymo Oinbiie 12 rogus,
IPUUHSITHOIO € PEKOMEeHIallisl, HaBe[eHa BUIIe y po3aini «Crocid 3acToCyBaHHS Ta JO3W» MigIyHKT
«[Ilo pobuTy y BUMaKy IPOMYCKY NpuioMy TabneTKu». JKIIO XiHKa He X0ue 3MiHI0BaTH CBil rpadik
3aCTOCyBaHHS TabJIeTOK, it HeoOXigHO MPUMHSATH JONATKOBY TabeTKy (1) 3 HACTYITHOI YITaKOBKHU.

Sx gi0mepmiHy8amu HACMAaHHA Kpogomeui 8i0MiHU

[ITo6 3aTpuMaTH KPOBOTEUY BiIMiHU, CIIif] TPOMOBXKYBaTH NpuiiMaTy TabeTKy mpemnapaty Bigopa 3
HOBOI YIIAaKOBKY i He pOOMTH MePepBH y 3aCTOCYBaHHi npemapary. 3a 6axkaHHSIM TEPMiH IPUAOMY
MOXKHA ITPOJOBXKUTH aX [0 3aKiHYeHHd TabneTok i3 apyroi ymakoBku. [Ipu nboMy Moxke
CIocTepiraTucs IpopuBHA KPoBOoTeda ab0 KpoOBOMa3aHHs. 3a3BrYail 3aCTOCyBaHHS [IperapaTy
Bimopa BimHOBIIOIOTH IiC/s 7-IeHHOI ITepepBU V IPHUiioMi TabIeTOK.

[ITo6 3MicTUTH Yac HaCTaHHS KPOBOTeYi BiIMiHM Ha iHIINHI IeHb TUXKHS, PEKOMEHIYEThCS CKOPOTUTH
IIepepBy B IpuiioMi TablIeTOK Ha CTibKY [HIB, Ha CKiIbKU OazkaHo. CIlifg 3a3Ha4YUTH, 110 YUM
KOPOTIIIOIO OyIe mepepBa, TUM YacTillle CIIOCTePiraeThCst BiiCyTHICTh KPOBOTEYi BiIMiHU Ta MPOpPUBHA
KpoBOoTeda ab0 KpOBOMAa3aHHS IIPOTITOM IpuiioMy TabneToK i3 Apyroi ynakoBKHu (5K i y pasi
3aTPUMKHU HaCTAHHS KPOBOTEYi BiIMiHM).

ITauieHmu AIMHbBO20 BIKY.

[IpemapaT He IIpU3HaAYalOTh IIiCJI HACTaAHHSA MEHONay3u.

Himu.

[Ipemapat Bimopa mokasaHuii 711 3aCTOCYBaHHS TiJIbKU ITiC/Is HACTAHHS MEPIIO]
MeHcTpyauii. Ha ocHOBI emifemionoriunux manux, 3i6panux 6inbire Hixk y 2000 mipmiTkiB
BikoM [10 18 poOKiB, HEMa€ HaHUX, 110 ITOKa3yIOTh Pi3HULIO 100 Oe3rmeKu Ta eheKTUBHOCTI
3aCTOCYBaHHSA 1[i¥ I'PYIIi ITalliEHTOK IOPIBHAHO i3 KiHKaMu BiKOM Bif 18 poxkis.

Ilepedo3yeanHs.

IoTemnep HeMa€E KOMHUX AaHUX KIiHIYHUX OOCTiAXKeHb 00 Iepeio3yBaHHs TaOleToK IpemnaparTy
Bipopa. Ha migcTasi 3aranbHOro gocsiny 3acrtocyBaHHs KOK npu nepeno3yBaHHI MoXe
CriocTepiraTucs HynoTa, 61roBaHHs 61F0BaHHS Ta KpOBOTeYa BigMinu. KpoBoTeua BigMiHM MOXKe
CIoCTepiraTucs y AiBUaT HaBiTh [0 HACTAHHS MeHapxe V BUIaAKy HeHaBMUCHOTO/BUIIaIKOBOI'0
3aCTOCYBaHHS JiKapchKoro 3aco0y. CrelianbHOr0 aHTUAOTY HE iCHYE, NTiKyBaHHS IIOBUHHO
OyTH CUMITOMaTUYHUM.

ITob6iyHi peakuii.

[ITomo cepiio3HUX MOOIYHUX peaklliil y MallieHTOoK, 5IKi 3acTocoBY0Th KOK, I1B. TaK0OXK pO3Min



«OcobMBOCTI 3acTOCyBaHHA». HuKue3a3HaueHi MoOiYHi peakilil cCriocTepiramucs mig yac

3aCTOCYBaHHS Ipenaparty Bimopa (ouB. Tabnuio 3).

Tabnuisa 3

[ToGiuHi peakirii, 110 CIIOCTepiranucs Imim Yac 3aCTOCyBaHHS IpemnapaTy Bigopa.

[To6iuHi peakiiii 3a YaCTOTOIO

MOJIOYHHUX 3aJ103

KPOBOTEYi, 60II0YiCTh
MOJIOYHUX 3aJ103,
HarpyOaHHS MOJIOUHUX
3a7103, BariHa/bHi
BUIiIEHHS,
BYJIbBOBariHaIbHUU
KaHOMO03

Jacto HeuacTo Pinko
Knacu cucrenm (2 1/100 i < 1/10) (3 1/1000 i <1/100) (31/10000 i < 1/1000)
OpraHiB
3 00Ky iMyHHOI [inep4yyT/IuBICTh,
crcTeMa acTMa
3 OOKY IICUXiKH [TpurHiueHHs HacTpolo [[TigBuleHHs nibigo,
SHUKEHHS 1ibigo
3 60Ky HEpPBOBOI [onoBHUM Oinb
CHCTeMU
3 00Ky OpraHiB ['imoaky3is
CIyXy
3 00Ky CynuH MirpeHb ApTepianbHa rineptensid, |BTE, ATE
apTepianibHa TinoTeH3isa
3 6oky IIIKT HymnoTta BrioBaHHS, miapest
3 00Ky LIKipu Ta AKHe, eK3eMa, cBepbixk, |BysnmyBaTa epuTeMma,
MiTIIKipHOI aJonernis MyIbTE(DOPMHA
KITITKOBUHU epuTeMa
3 60Ky MeHCTpyaibHi 30inbIIeHHST MOJIOUHUX  [BumineHHS i3
PENPONYKTUBHOL po31any, 3aJ103, BariHaJibHi MOJIOYHUX 347103
CACTEMHU Ta MIXKMEHCTpYaJslbHi iHbeKIil

3aranbHi po3nagu

3aTpuMKa piguHY,
30i/IBIIEHHS MacH Tifna,

3MEHIIIEHHS MacH Tila

Onuc okpeMux n06iYHKX PeaKIrin

Y xiHoK, ki npuiiManu KI'K, cnocTepiraBcs migBUlleHNN PU3UK PO3BUTKY BEHO3HUX abo
apTepianbHUX TPOMOOTUYHUX/TPOMO0OEMOOTIYHUX SIBUII, Y TOMY YMCIi iHGapKTy MioKapaa,

incynoty, TIA, BeHo3HOTO TpoMO03y Ta TEJIA, siKi meTamnbHille omnucaHi y po3misni
«OcobIMBOCTi 3aCTOCYBAHHSI .

Huxxye3a3HauyeHi cepio3Hi mobiyHi peakiril crmocTepiranucs y XKiHOK, SIKi 3aCTOCOBYBaJX

KOK, 1o Takox Oynu onucani y po3mini «Oco0IMBOCTi 3aCTOCYBaHHS»:

BeHO3Hi TpomMboeMOOTiuHI po3nanu;

e apTepianbHi TPOMOOEeMOOIIUHI Po3TaIy;
* apTepianbHa rinepTeHs3is;

IIyXJIMHY [I€YiHKY;




PO3BUTOK ab0 3arOCTPEeHHS 3aXBOPIOBaHb, IS IKUX 3B’130K i3 mpuiiomom KOK He 3’sicoBaHUM

ocTaTo4yHO: xBopoOa KpoHa, HecrienudiyHuil BUPA3KOBUM KOJIT, eminerncisi, MioMa MaTKH,

nopdipis, CHCTEMHUY YepPBOHUY BOBYAK, repliec BariTHUX, xopes CigeHxama, TeMOJIiTHKO-

YPEMIYHUYU CUHIOPOM, XOJIeCTaTUYHa KOBTSAHULIS;

* XJI0a3Ma;

e TOCTPi a00 XpOHiUHI po3nagy GyHKIII TeUiHKY, [0 MOXKYTh NOTpeOyBaTH NPUNKHEHHS
3actocyBaHHS KOK, HoKM TOKa3HUKY (PYHKITiI T€YiHKY He TOBEPHYTHLCS 10 HOPMU;

e y XKiHOK 3i CITaIKOBOIO CXMJIbHICTIO 10 aHT'IOHEBPOTUYHOT0 HAOPSIKY €K30T€HHI €CTPOTEeHU

MOXKYTh BUKJIUKATU a00 IOCUITIOBATYA CUMIITOMU aHTiOHEBPOTUYHOTO HaOPAKY.

[To6iyHi peaxiiii, 10 crrocTepiranucs y MaiieHTok, ki 3actocopyBanu KOK: emorrifina mabinbHiCTB,
mernpecis; BTpaTa 1i6imo; BeHO3Hi Ta apTepianbHi TpoMO0eMOOTiuHi SBHUIIA, 110 BKIIOYAIOTH OKJTI03i10
nepudepuyHUX rIuO0KUX BeH, TpoM0O03 Ta eM0O0JIiio IereHeBux CyauH, iHpapKT MioKapaa, iHCyNbT (y
T.4. FeMopariynuii, imemiuynui incynst, TIA); epureMa.

[nmi mo6iuHi peakuii, moB’sa3aHi 3 rpymoio KOK, Takox 3a3HaueHi y po3minax «[IpoTumnokasaHHI» Ta
«0Oco0nuBOCTi 3acTOCyBaHHS» (Y T.4. BTpaTa CIyXy, IIOB’si3aHa 3 OTOCKJIEPO30M,
rinepTpuriilepugeMis Ta MiABUIIeHU PU3UK PO3BUTKY MaHKPEATUTY, YTBOPEHHS JKOBYHUX KaMEHiB,
3MiHM TOJEPaHTHOCTI 40 I'/TI0K03U a0 BIIJIUB Ha mepudepruyHy Pe3UCTEHTHICTh 10 iHCYIIiHY,
JKOBTSHHUIA Ta/abo cBepOixk, OB’ I3aHU i3 X07I€CTa30M, peakllil rinepuyTIUBOCTI, BKJIIOUAI0YH
BHACHUIIaHHS, KPOIIUB THKY).

YacToTa [iarHOCTyBaHHS PaKy MOJIOYHOI 3a/I034 [eI0 MigBUILIYETLCS Cepef XKiHOK, SKi
3actocoByioTh KOK. OckinbKy pak MOJIOUHOI 3aJI03H ¥ XKiHOK BikoM 1o 40 pokiB 3ycTpivaeThCs Pifiko,
30inbIIIeHHS KiTbKOCTI BUMAMKIB AiarHOCTYBaHHS PaKy MOJIOYHOI 3a71031 y XKiHOK, SIKi 3aCTOCOBYIOTh
HUHi a00 HelogaBHO 3acTocoByBanu KOK, He3HauHe 1IOA0 PiBHS 3araJbHOTO PU3UKY PaKy MOJIOYHOI
3ao03u. B3aeMo3B’s130K 13 3acTtocyBaHHAM KOK HeBimoMuii. [JuB. TakoXK po3ninu «IIpoTunokasaHHsg»
Ta «OCcoOMMBOCTI 3aCTOCYBAHHS».

Bzaemooii

[TpopuBHi KpoBOTedi Ta/ab0 3HMKEHHS KOHTPALIEIITUBHOI [Iii MOKe BUHMKHYTH BHACJIiIOK B3a€MOZI1
iHmMX miKapchkux 3aco0iB (IHOYKTOPIB (epMEHTIB) 3 OpaJlbHUMU KOHTPALENITUBAaMU (OUB. PO3MiN
«B3aeMopis 3 iHIMMMH JTiIKapChKUMHK 3aC00aMM Ta iHIII BUAM B3aEMOIii»).

ITocmmapkemuHeosi daHi. (3acmepesceHHA onpuatoOHeHi [leHmpoMm OuiHKu ma 00CAIOHCeHHA

Aikapcbkux 3acobie (CDER) FDA).

[T'aTe mOCHiAXKeHD, Y IKUX TOPiBHIOBANIA PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3271031 MiX TUMHU, XTO
Konu-HeOyIb 3aCTOCOBYBaB (Ha maHuii yac abo B munynomy) KOK, i Tumu, xTo He 3acTocoByBaB KOK,
IIOBIIOMJISINIA IIPO BiICYTHICTH 3B’s13Ky MiX 3acTocyBaHHIM KOK Ta pu3MKOM BUHUKHEHHS paKy
MOJIOYHOI 3a7103H, 3 oniHKkamu edekTy Big 0,90 mo 1,12.

Y TpBOX HOCTigKeHHIX IOPiBHIOBAIM PU3UK BUHUKHEHHS paKy MOJIOYHOI 321031 MiXK THMH, XTO
3apaa npuiMae, i TuMu, xT0 HeulofaBHo npuitMaB KOK (< 6 MicsLiB 3 MOMEHTY OCTaHHbOT'O
3aCTOCYBaHHS), i TUMH, XTO HiKOJIM 1X He 3aCTOCOBYBaB. B 0qHOMY 3 ITUX OOCHiXKEHb IOBiIOMIISIIIOCS
IIPO BiACYTHICTH 3B’3Ky MiXK PM3MKOM BUHUKHEHHS paKy MOJIOUHOI 3a/103u Ta 3acTocyBaHHAM KOK.
IIBa iHIMX JOCHIIXKEHHS BUSBUIHY MigBUINEHUN BiTHOCHUY pu3ukK 1,19-1,33 npu notouyHomy abo
Hel[oJlaBHbOMY 3acToCyBaHHi. OOKIBA 11i OOCITiIXKeHHS BUSBUIM IiIBUIIEHUN PU3UK BUHUKHEHHS
PaKy MOJIOUHOI 3aJI03¥ IIPU TPUBAJIOMY 3aCTOCYBaHHi, IPUYOMY BiIHOCHUI PU3UK KOJIMBAETHCS Bif
1,03 npu 3actocyBanHi KOK npoTarom MeHIlle 0gHOTO POKY Ao npubnu3Ho 1,4 mpu 3acTOCyBaHHi
KOK 6inbme wixk 8-10 pokis.



ITogidomaeHHs npo nido3piosaHi nobiuHi peakuii

[ToBimoMIeHHS PO Mif03pioBaHi MOGiYHI peakil y mepiof MOCTMapKEeTUHTOBOTO CIIOCTEPEXKEHHS €
OyXKe BaxXJIUBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIiBBIAHOLIEHHIM KOPUCTH/PU3UK
71 JTiKapChKUX 3aco0iB. MenuyHi mpalliBHUKY TOBUHHI OBIMOMISATH PO Migo3pioBaHi mobiuHi
peaxiiii.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epiraHHsi.

36epiraT y HEHOCTYIIHOMY AJis [iTel Miclii mpu TemnepaTypi He Butie 25 °C.

VnaxoBka.

I[To 28 TabneTtok y 6iicTepi (21 TabneTka KOBTOTO KOJILOPY Ta 7 TabneTok 6inoro kombopy), mo 1 abo
3 6nicTepu B KAaPTOHHIN KOPOOT1I.

Kareropis Bignycky.

3a pelemnToM.

BupoOHUK.

JlabGopaTtopioc JIeon ®apma, C.A.

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca MicCIsi IPpoBaIXKeHHs MOro Tis/IbHOCTI.

C/JIa Banniua c/u, [Tonirono Iamyctpian HaBaTtemxkepa, Binnakinam6pe, 24008 JleoH,
IcriaHis.



