IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Bigopa

(Vidora)

CKn1ao0:
Oitoua peuosuHa: drospirenone, ethinylestradiol;

1 6mictep micTuTh 28 TabneTok (21 akTUBHY TabIE€TKY KOBTOT'0 KOJTHOPY Ta 7 TabmeTok miane6o
6i710T0 KOJIBLOPY);

1 TabneTka, BKpUTa IUTIBKOBOIO 000JIOHKOI0, KOBTOT'0 KOJIBOPY MiCTHTH ApocmipeHoHy 3,0 Mr Ta
eTuHinectpagiony 0,03 mr;

0onoMidCHI pe4oB8UHU: TAKTO3W MOHOTIAPAT, KpOXMalb KyKypyA3sSHUM, KpOXMallb
npexkenaTuHi3oBaHuM, KpocnoBinoH Plasdone XL-10, kpocmoBigon Plasdone XL, mosimon K-30,
nosnicopbaT 80, MarHiio cteapaT, Opadry® K0OBTHi (IIOTi€TUIEHTIIIKOJIb, CIUPT IOJTiBiHIIOBUH,
tutany piokcup (E 171), tanek, 3ami3a okcup xostuud (E 172)).

1 TabGneTka, BKpUTa IIiBKOBOIO 000JI0HKOI0, 6isToro Konbopy (1mane6o) MiCTUTh:

donoMidcHi pevosuHu: TaKTo3a Oe3BonmHa, moBimoH K-30, MarHito cteapat, Opadry® II Ginuit (cnupT
IOJIiBiHiNIOBUY (Tigposi3oBaHa yacTuHa), TuTany giokcup (E 171), makporon 3350, Tansk (E 553b)).

JIikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHosHi ¢i3uko-xiMiyHi 8aacmusocmi: AKTUBHI TaOGneTKu: KPyTili TabIeTKH, BKPUTI IIJIiBKOBOIO
000JI0HKOI0, JKOBTOT0 KOJIbOpY. TabneTku mnaiebo: Kpyrii TabneTKy, BKPUTI IIiBKOBOIO 000JI0HKOIO,
6i710T0 KOJBODY.

dapMakoTepaneBTHYHA rpyna. [opMoHaIbHi KOHTPALEIITUBY OJIS CUCTEMHOI'O 3aCTOCYBAHHS.
IIpocmipeHoH Ta etuHinecTpanion. Kog ATX GO3A Al2.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

Inpekc Ilepnst KOHTpaLENTUBHUX HeBAAy 1151 mpemnapaty ctaHoBuTh 0,09 (BepxHilt mBobGiuHuM 95 %
noBipuui intepsan ([II) - 0,32).



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

[TpotusanmifHa mis KoMOiHOBaHUX OopanbHUX KOHTpauenTuBiB (KOK) 6a3yeThcsi Ha B3a€MOZIl pisHUX
YUMHHUKIB, HallBaXK/INBIIIUMHY 3 SIKUX € IPUTHIYeHHS OBYJIALIl i 3MiHU I[epBiKalbHOL CEKpelil.

INpemapart Bigopa - 11e KOK 3 eTuHimecTpamionoM Ta IpOrecTOreHoM APOCHipeHOHOM. Y
TepalneBTUYHUX J03aX OIPOCIIiPEHOH BUSABIISAE aHTUAHAPOTEHHI Ta MOMIipHi
AHTMMiHEePaJOKOPTUKOIAHI BIaCTUBOCTIL. BiH HEe Ma€e eCTPOTeHHO], TJIIOKOKOPTUKOIAHOI Ta
QHTHUTIIIOKOKOPTHUKOITHOI aKTUBHOCTI. OTKe, ApOCHipeHOH Ma€ CXOXKUH (hapMaKOIOTiuHuH
podink i3 IPUPOTHUM IIPOreCTEPOHOM.

3rigHO 3 JAHUMHU KJIiHIYHUX AOCIiXKeHb IIOMipHi aHTUMiIHEPaJIOKOPTUKOIHI BITIaCTUBOCTI IIpenapaTy
Bimopa mpu3BOASTH 4O TOMIPHOTO aHTUMiHEPAIOKOPTUKOIZHOTO BILJIUBY.

dapmaxkoKiHemuxka.

OCITIipeHOH

Abcopbuis. ITepopanbHO IPUNHATHM OIPOCIIPEHOH LIBUAKO i MOBHICTI0O BCMOKTY€EThCS. [TiKOBa
KOHIIEHTPAIlis ¥ CHPOBATII, III0 CTAHOBUTH 38 HI/MJI, IOCATAETHCS MPUONIU3HO Yyepe3 1-2 romuHu
IicJI OGHOPa30BOI0 TepPOPabHOTO 3aCTOCYBaHHSA. BiogoOCTYIHICTh JOpiBHIOE TPUONINU3HO 76-85 %.
OnHouacHe BXKUBAHHS 1Ki He BIIJTUBA€E Ha 0i0MOCTYMHICTh APOCIipEeHOHY.

Po3nodia. Iicns nepopanbHOr0 MPUMOMY KOHIIEHTPAIlisl POCIipeHOHY B CHPOBATII KPOBi
3HUXKYETHCS, CEPeNHil KiHIeBUY nepio HaMiBBUBEEHHS CTAHOBUTH NpUONMuU3Ho 31 roguny.
IpocmipeHoH 3B’I3Y€ETHCS 3i CHPOBATKOBUM aTbOyMiHOM, ajie He 3B’I3YETHCS 3 TI00yIiHOM, 110
3B’a3ye craTesi crepoigu (I'3CC), i 3 rmobymninoM, 1mo 3B’s13ye Koptukoinu (I'3K). Y Burnsapmi BinbHOTO
CTepoifly B CHPOBATIIi KPOBi HasiBHi TiibkU 3-5 % 3arayibHOI KOHLIEHTPAIlil APOCIipEeHOHY.
[Tigsuuienns piBHg [3CC, iHOAyKOBaHe eTUHINIECTPALioIOM, He BIIJIUBA€E Ha 3B'I3yBaHHSA
npocrmipeHony 3 6inmkamMu cupoBaTku. CepenHiit ysiBHUM 00’€M PO3IOAiNY APOCIipEHOHY CTAaHOBUTh
3,7 + 1,21 n/kr.

Memaboism. ITicnst mepopasbHOIO0 MPHUEOMY OPOCIiPeHOH 3HAYHOI0 Mipoo MeTaboIi3yeThCs.
OcHoBHUME MeTabomiTaMu y 11a3Mi KPOBi € KUCTIOTHaA (hopMa OPOCIipeHOHY, 1110 YTBOPIOETHCS
BHACJIiOK PO3KPUTTS JIaKTOHOBOTO KiJIbIIS, @ TAKOXK 4,5-IUTifpoapocIipeHoH-3-cyabdaT, SKuu
(bopMy€eThCS IIISIXOM TifipaTallil 3 IOganbIIuM CyTbdaTyBaHHIM. [JpoCIipeHOH TaK0X € 00’€KTOM
OKHCHIOBAJIbHOT0 MeTaboni3My, o KaTanidyerbcss CYP3A4. In vitro gpocripeHOH Moxke cabko abo
OMipHO ImpurHivyBaTu hepmeHTH nutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BusedeHHs. MeTabomiuyHuii KIipeHC OPOCIipeHOHY i3 CUPOBaTKM KPOBi CTaHOBUTH 1,5 + 0,2 M/XB/KT.
Jluire He3HaYHA KiNTbKiCTh APOCIIPEHOHY EKCKPETYEThCS Y HE3MiHEHOMY BUTIsAAi. MeTabomiTu
IPOCIIipeHOHY BUBOMSTLCS 3 KaJIOM Ta Cedelo y CriBBifHOmeHHI mpubnusHo 1,2:1,4. Ilepion
HalliBBUBEIEeHHS MeTaboIiTiB i3 ceuero i KanoM - mpubnu3Ho 40 romuH.

PigHoBadcHa koHUueHmpauia. ITig 4ac nUKIy Tepalil MaKCHMallbHa PiBHOBaXKHaA KOHI[EHTpPallis
IPOCIIiPEHOHY V CUPOBATII KPOBi mpubnu3Ho 70 HI/MIT JOCSATAETHCS TPUOIHU3HO Yepe3 8 oHiB
nmikyBaHHs. KOHIIEHTpaIlis ApOCIipeHOHY Y CUPOBaTIli KpoBi 30ibIyBanacs npubau3Ho y 3 pa3u
BHACJIIIOK CIIiBBIIHOIIEHHS KiHIIEBOI'0 IIePioy HAlliBBUBEIEHHS Ta iHTepBasly JO3YBaHHA.

Ocobauei kameezopii x8opux



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 3acTtocyBanHs 30 MKT MiKoBa cupoBaTKoBa KOoHIeHTPaLid 100 nIKr/Ma gocsAraeThCs
npotsaroM 1-2 roguH. ETuHinecTpamion migga€ThCs €KCTEHCUBHOMY e(heKTy MepIIoro
MIPOXOMXKEHHS, 10 3a/IeXKUTh Bil iIHAUBiOyanbHUX BiIMIHHOCTEH.

A6comoTHa 6i0IOCTYMHICTh CTAHOBUTD MpUOIN3HO 45 %.

Po3nodia. OuikyBaHUii 006’'€M pO3MOMiTy eTUHINECTPaiony CTaHOBUTH IPUOIU3HO 5 JI/KT, a
3B’A3yBaHH4A 3 OiTKaMu IyIa3Mu KpoBi - npubnu3no 98 %. ETuHinecTpamion iHAyKye CUHTE3 Y eYiHIl
rno0yminy, 110 3B’s3ye crateBi ropmonu (I'3CI), a TakoX rio0yIliHiB, 1110 3B’ SI3yI0Th KOPTUKOIIHI
ropMmonu. [Ipu 3acTocyBanHi 30 MKT eTHHiIeCTpafiony mna3MoBa KoHeHTpauis I'3CT 36inbiyeTbest
Big 70 mo mpu6mu3Ho 350 HMOJIB/TI.

ETuHinecTpanion y HeBeIuKil KinTbKOCTI BULINAETHCS y IpygHe MoioKo (0,02 % mo3u).

Memaboaism. ETuninectpanion saHauHoio Mipoio MeTtabomizyeTses y IIKT Ta npu mepiomy
IIPOXO/I2KEeHH] uepe3 nevinky. ETuHinecTpamion ronoBHUM YMHOM MeTa00Ti3yeThCS MIIIXOM
apOMaTHYHOTO TiIPOKCHIIIOBAaHHS i3 (POPMYyBaHHSM BEJIMKOI KiJTbKOCTI TiIPOKCUILOBAHUX Ta
eTUJIbOBAHUX MeTaboiTiB, SKi HasIBHi SIK BijbHI MeTabo0IiTH Ta KOH'IOTaTH 3 TJIIOKYPOHilaMu Ta
cynbdaTamu. MeTabomiuHuM NI71a3MOBUY KIIipEeHC €TUHINEeCTPagiony CTaHOBUTD IPHUOIN3HO

5 My1/xB/KT. In vitro eTuHinectpagion € 3sopotHuM iHridiropom CYP2C19, CYP1A1 ta CYP1A2, a
TAKOX Ha OCHOBi MexaHi3My aii - inribitopom CYP3A4/5, CYP2C8 ta CYP2]2.

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.

OpasnbHa KOHTpalenIlis.

IIpomunoka3aHHA.

Komb6inoBaHi ropmonanbHi KoHTpauenTtuBu (KI'K) He ciifi 3acTOCOBYBaTH 3a HasIBHOCTI xo4a 0 OIHOTO
3 HMXK4e3a3HayeHUX CTaHiB. Y pasi akio Oyab-sKuii i3 I[UX CTaHiB BUHUKAE BIEPIIIe TIif Yac
3actocyBaHHA KI'K, mpuiioM npenaparTy Cilif HEralHO NPUIIUHUTH.

HasaBHicTh a60 pU3UK PO3BUTKY BeHO3HOI TpoMOoeMOoil (BTE):

0 BTE Ha pmaHwuii yac, 30KpeMa BHACJIIOK Teparii aHTUKoaryiasiHTamMu, abo B aHaMHe3i (Hanpukiag,
TpoM603 rinubokux BeH (TT'B) abo Tpomboembortis nerenesoi aptepii (TEJTA));

0 Bimoma cmagkoBa abo HaOyTa cxumnbHiCTh 0o BTE, Taka K pe3uCTeHTHICTh A0 aKTUBOBAHOTO
npoteiny C (y Tomy uucii myTallis ¢akropa V Jleiimena), meginut antutpom6iny-III, medinut

nporeiny C, nedinut mpoTeiny S;

0 BeJIMKi ollepaTHBHI BTPY4YaHHS i3 TpuBaoio iMMobinizanieo (auB. po3min «OcobnuBocTi
3aCTOCYBaHHS»);

0 Bucokuii pusuk BTE yepes3 HasfABHICTH MHOKHUHHUX (AKTOPiB pU3UKY (OuB. po3gin «Oco0auBOCTI
3aCTOCYBAHHS»).

HasiBHiCTh @60 pU3UK PO3BUTKY apTepianbHOl TpoMOoemboii (ATE):

0 HagBHicTh ATE Ha maHuil 4ac abo B aHaMHe3i (Hanpukiaf, iHhapKT Miokapia) abo HasIBHICTh
IIPOOPOMaIbHUX CUMIITOMIB (HallpPUKia, CTeHOKaPIis);

0 TIOpYIIEHHS MO3KOBOT'O KPOBOOOITYy Ha maHuM 4ac abo B aHaMHe3i, HasgBHICTh TPOIPOMaTbHUX
CUMIITOMIB (HaIlpuKafd, TPaH3UTOPHA imeMiuHa 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.

HasBHICTh TS2KKOT'0 3aXBOPIOBAHHS MMEYiHKK Ha JaHUM 4ac a00 B aHaMHe3i, ITI0KU
ITOKA3HUKU (PYHKIIil TeYiHKK He ITOBEPHYJIUCS B MEXKi HOPMH.

HasBHUM paK MOJIOYHOI 3aJ1034, MOTOYHUHM a0 B aHaMHe3i, SKuit Moxe OyTu
TOPMOHOYYTIUBUM (OUB. Po3min «OcoOnMMBOCTi 3aCTOCYBaHHS», MiAPO3Mdin «3n0gKicHi
HOBOYTBOPEHHS»).

HupkoBa HENOCTATHICTh TSIKKOTO CTyIeHs abo rocTpa HUPKOBA HEJOCTATHICTh.

HastBHiCTb MyX/IMH MediHky Ha HaHuM 4ac abo B aHaMHe3i (moOposkicHux abo
37I0SIKICHUX).

Bimomi abo migo3proBaHi 3105IKiCHI MyxNMUHY (HAIPUKIIal, CTaTeBUX OPraHiB), 110 €
3aJIeXKHUMHU Bifl CTaTEBUX TOPMOHIB.

BarinanbpHa KpoBOTe4a He3'SICOBAHOI €TiOJNOril.

[TifBullleHa YyTIUBICTH [0 [Ail0UYUX PedoBUH a0d0 00 OyOb-IKOT0 3 KOMIIOHEHTIB
Ipernapary.

[Timo3proBaHa a0o migTBEepOKeHa BaTiTHICTE.

Jlikapcekuii 3acib Bigopa npoTunokasaHui Ipyu 0HHOYACHOMY 3aCTOCYBaHHi 3 TiKapChbKUMHI
3acobamu, 110 MicTSTh oMOiTacBip/napuTanpeBip/pUuToHaBip Ta gacalyBip (AUB. PO3Ainu
«Oco6IuBOCTi 3aCTOCYyBaHHS» Ta «B3aeMopis 3 iHIKMMHU JTiKapChKUMM 3ac06aMu Ta iHIIN BUOK
B3aEMOJIIN»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Cnip o3HaoMuTHCS 3 iH(OpPMaIIieto 00 JTiKapChKOro 3aco0y, 110 3aCTOCOBYETLCS OMHOYACHO, MIJIS
BUSIBJIEHHS IOTEHIIMHNX B3a€EMOIIN.

e BrimuB iHmux nmikapchKux 3aco0iB Ha mpenapat Bigopa

B3aemonmii MoxnuBi 3 TikapchKuMHU 3acobami, 110 iHAYKYI0Th MiKpocoMalbHi hepmenTu. Le
pu3Bene 10 30ibleHHs KIipeHCYy CTaTeBUX TOPMOHIB, 110 3i CBOT0 00KY BUK/IMKA€E 3MiHU XapaKTepy
MEHCTPYaJIbHOI KpoBOTeYi Ta/ab0 BTpaTu eheKTUBHOCTI KOHTPALIETITURY.



Tepania

[HoyKLig eH3uMiB MoxKe OyTH BHSIBIIeHa Yepe3 [IeKifibKa OHiB JiKyBaHHS. MaKcuMalbHa iHAYKIiS
(hepMeHTIB 3arajioM CIIOCTEPIraeThCA Yepe3 meKinbkKa TUXKHiB. [Ticiis BiTMiHM TiKyBaHHS iHTYKIIis
bepMeHTiB MOXKe TPUBATH MPUOIU3HO 4 TUXKHI.

Kopomkocmpokose niKyeaHHs

2KinKu, sSKi IpuiMaroTh JIiKapchKi 3aco0H, 110 iHAYKYIOTh PepMeHTH, IOBUHHI TUMYaCOBO
BUKOPUCTOBYBaTU Oap’epHU MeTox alo iHIIuY MeTon KOHTpanentil fogatkoso 1o KOK. Bap’epuuii
MeTO[ CJIi BUKOPUCTOBYBATH IIPOTATOM YChOI'0 TEPMiHY JIIKYBaHHS BiAIIOBIIHUM IIpenapaToM i Iie
IIPOTAroM 28 [HIB IMiC/g NPUIKHEHHS UOr0 3aCTOCYBaHHA. KIO Tepalis pO3I0YMHAETHCS Y IIepiof
3acTocyBaHHS ocTaHHiX TabneTok KOK 3 ymmakoBKH, TO IpHiioM TabIeTOK 3 HacTymHol ynakoBku KOK
CJIif ToYaTH ofpa3y Miciis monepenHbol 6e3 3BUYHOT0 iHTepBaty 6e3 3aCToCyBaHHS TaOIETOK.

Lloseocmpokoge niKy8aHHA

KiHKaM py AOBTOCTPOKOBIiM Teparllil Jil0UMMU PeYOBUHAMH, IO iHAYKYIOTh (EPMEHTH IEYiHKH,
peKoMeHayeThcst Oap’epHuii abo iHIIMI BiIMOBIAHUIN HETOPMOHAIBHUM METOM KOHTpPALeIIii.

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

Iiroui pevosuHu, wo 36insvwyroms KaipeHc KOK (3HudcenHs epexkmuasHocmi KOK uepe3 iHOyKUit0
(hepmeHmig), HaNPuUKAao:

6apbiTypaTu, 603eHTaH, KapOaMa3eliH, GeHiTOiH, MPpUMiToH, pudaMITillvH; IpenapaTH, 110
3acTocoByoThCs npu BlJI-iH(ekil: puTOHABIpP, HEBipalliH Ta edaBipeHl; TaKOXK, MOXKIINBO,
¢denbamat, rpu3eodyabBiH, OKCKapOaseliH, TomipaMar i pOCIMHHI TiKapchKi 3aco0H, 110 MiCTATh
eKCTPaKT 3BipoOoio (Hypericum perfiratum).

Litoui peuosuHU 3 HENOCMIiUHUM 8nAUBOM Ha KiaipeHc KOK:

[Tpu opHO4yacHOMY 3acTocyBanHi 3 KOK Benuka KinmbkicTh KoMOiHaltiit inribitopis BIJI-mpoTea3u Ta
HEHYKJIe03UJHUX iHTi0iTOPiB 3BOPOTHOI TPaHCKPUIITA3H, BKIoYaouu KoMOiHarii 3 inribitopamMu
Bipycy renatuty C (BI'C), MOXyTb migBUIyBaTH a00 3HUXKYBATH KOHIIEHTPAIIil0 eCTpPoreHy abo
IIPOTECTHUHIB y m1a3Mi KpoBi. CyKyIIHUM BIIMB TAKKUX 3MiH MOKe OyTH KITiHIYHO 3HAUYIIUM V AEeTKUX
BUTIAJKaX.

Tomy misi BUSIBIIEHHS IIOTEHIIINHUX B3a€EMOIiN Ta Oyab-IKUX iHIINX peKOMeH/allil ciin
03HAUOMUTHCS i3 iHpOpMaIli€lo MO0 METUYHOT0 3aCTOCYBAHHS JTIKAPCHKOTO 3ac00y Mg TiKyBaHHS
BIJI/BI'C, 110 npuiiMa€eThCa OMHOYACHO. 3a HaIBHOCTI Oy[b-IKUX CYMHIiBiB XKiHKaM [I0OATKOBO CJIif
BUKOPUCTOBYBaTH Gap’epHUY MeTO[ KOHTpALENLil mpu Teparii iHribiTopamu npoTteasu abo
inri6iTopaMu HEHYKI€03UIHOI 3BOPOTHOI TPAHCKPHUIITA3H.

Iiroui pewosuHu, wo 3HudAcyromo KaipeHc KOK (iHeibimopu ¢pepmermis)
KniniyHa 3HA4yUIicTh MOTEHIIINHOI B3a€MOpii 3 iHriGiTopamMu pepMeHTIB 3aIUINaEThCS He3' ICOBAHOIO.

OpHoYacHe 3aCTOCyBaHHS CUNbHUX iHTiOiTOPiB CYP3A4 MOXKe NiABUIIUTY 11J1a3MOBi KOHIIEHTpAIlil
ecTporeny abo mporectury, abo 000X KOMIIOHEHTIB.

Y mocnigxenHi 6araropa3oBux 003 KoMOiHalii mpocmipeHoH (3 Mr/mo0y)/eTuHinectpamion
(0,002 mMr/mo6y) Ta cunbHoro inridiTopa CYP3A4 KeTOKOHA30/y, 110 3aCTOCOBYBABCS OMHOYACHO,



npotsaroM 10 pHiB 30inburyBanocs 3sadeHHss AUC 4, APOCIIPEHOHY Ta €THHINIECTPaAiony y
2,7 ta 1,4 pa3a BifmoOBimHO.

ETopukokcub y go3ax Big 60 no 120 Mr/mo6y mpomeMOoHCTPYBaB MiABUINEHHS I171a3MOBUX
KOHIIEHTpallii eTHHiNecTpaniony y 1,4-1,6 pasa BignmoBigHO Ipu 0OfHOYaCHOMY 3acTocyBaHHI 3 KOK,
mo Mictuth 0,035 Mr eTuHiNIeCTpagiomny.

e BrituB npemnapaty Bigopa Ha iHmi nmikapchki 3acobu

OpasbHi KOHTPALEITUBH MOXKYTh BIUIMBATH Ha MeTa00Ii3M [IesKUX [Iil0UuuX pe4oBUH. BimmoBinHo,
KOHIIEHTpaIlil y JIa3Mi KPOBi Ta y TKAHWHAX MOXKYTh ab0 MigBUIIyBaTUCS (HAIPUKIIA[,
ITUKJIOCIIOPHH), @60 3HUKYBATUCS (HAIPUKIIA[, TaMOTPULKHUH).

Ha migcTaBi mocmimkeHb B3aEMO{Iii in vivo y XKiHOK-TOOPOBOJIBIIB, SKi 3aCTOCOBYBAJIA OMEIIPA30JI,
CHMBACTaTHH Ta Miga3ojiaM K cyOCTpaTU-MapKepH, BCTAHOBIIEHO, 10 KJIIHIYHO 3HAYYIa B3aEMOIis
OPOCIIipEHOHY B 1031 3 MT 3 iHIMMMYU aKTUBHUMU CyOCTaHIIsIMHU, 110 iHOYKYIOThCS UTOXpoMoM P450,
MaJIOMMOBipHa.

Kniniyni mani cBiggath mpo Te, 110 eTUHiNecTpagion mpurHivye kiipenc cyocTpatiB CYP1A2, 1o 3i
cBoro 60Ky BUKIUKaE cabke (Hanpukiap, Teodinid) abo momipHe (Hanpukiaf, TU3aHiOUH)
TiABHUINEHHS IX TIa3MOBUX KOHIIEHTPAIIH.

dapMakomMHAMIYHI B3aEMOil

OpHoYacHe 3aCTOCYBaHHS €CTPafioI0OBMiCHUX JIiKapChKUX 3aC00iB 3 MPOTHUBIPYCHUMU JTiKaPChKUMU
3acobamu mmpsaMol fIil, 1m0 MicTaTs oMOiTacBip, mapuTanpesip abo macabysip Ta ix

KoMOiHa1iii, 36inbIy€e pU3UK NiABUIIEHHS PiBHS anaHiHaMiHoTpaHchepasu (AJIT) Ginbire HixK y 20
pasiB BUIlle BEPXHHO1 MeXKi HOPMU y 3[0POBUX MAI[IEHTOK Ta Yy MallieHTOK 3 BipyCHUM renatutoM C
(muB. po3gin «IIpoTunoka3aHHg»).

OpmHOYaCHe 3aCTOCYBaHHS 3 JTiKapPChKUMH 3ac00aMHu, II0 MiCTSTh
oMmbiTacBip/mapuTanpeBip/puToOHaBIp Ta macalyBip 3 mogaBaHHSIM pubaBipuHy ab60 6€3 Takoro,
36inbinye pu3uk nigBuineHHs piBHsA AJIT (muB. po3ninu «IIpoTunoka3aHHs» Ta «OcoOIUBOCTI
3aCTOCYBaHHS»).

Tomy kiHKaM, 5IKi 3aCTOCOBYIOTh JliKapChKuii 3aci6 Bimopa, HeoOXimHO BUKOPUCTOBYBATH
anbTEePHATUBHUY MeTON KOHTpallenlii (Hanpukyaz, KOHTPAIeNTUBY, 1[0 MiCTATh TiJIbKH
nporecTareH, abo HeropMoHa/IbHI METOMIM) Ilepef T0YaTKOM Teparlii i3 3aCTOCyBaHHSAM 3a3Ha4eHol
koMOiHanii mikapchkux 3aco6iB. 3acToCyBaHHS JIiKapchKOTo 3aco0y Bimopa MoxKHa BigHOBUTH Yepes 2
TUXKHI ITiC/Is1 3aBeplIeHHs Tepalil 3a3HaueHoI0 KoMOiHali€ro.

THwi popmu 83aemo0ii

Y maiieHTiB i3 HOpMaIbHOIO (PYHKIIEI0 HUPOK ONHOYACHE 3aCTOCYBAHHS OPOCIiPEHOHY Ta iHTiOiTOpiB
ATI® abo HecTepoimHUX NMpoTU3ananbHuUX npenapatiB (HII3I1) He moKa3ano 3HAYYILIOTO BIJIUBY Ha
piBeHb Kaliio cupoBaTKu KpoBi. OfHaK OfHOYACHE 3aCTOCYBaHHS IIpenapaTy Bigopa Ta aHTaroHICTIB
anboocTepoHy abo Kanii30epiraiouux AiypeTHKIB He HOCTiAKyBaocs. Y IIbOMYy BUIIAOKY PiBEHb
KaJIilo ¥ CHpOBAaTIli KPOBi MOTPiOGHO [OCTiXKYBaTH IPOTSATOM IIEPIIOr0 LUUKIY JTiKyBaHHS (OUB. TAKOXK
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

JlabopamopHi aHani3u

3acToCcyBaHHS KOHTPALIENITUBHUX CTEPOIiB MOXKe BIIMBATU Ha Pe3y/IbTaTH AESKUX 1a00paTOPHUX



aHaui3iB, Takux SK GioxiMiuHi mapameTpu QyHKIII eYiHKY, MKUTOBAOHOL 321031, HAAHUPKOBUX 3aJ103
i HUPOK, Ha KOHILIEHTpAllil0 Y Ij1a3Mi TPaHCIOPTHUX OiNKiB, TakKUX SK r00yIIiH, 110 3B'S3y€
KOPTUKOCTEPOIAM, HAa KOHIIEHTPALIil0 y Iy1a3Mi (GpakIiiil JimigiB/minonpoTeiniB, Ha MOKa3HUKU
BYTJIEBOOHOTO 00MiHYy, Koarynsiii Ta ¢pi6prHomi3y. 3a3BMyall Taki 3MiHu 1epebyBaoTh y Mexkax
HOPMaJIbHUX 3HAYEHb.

IpocnipeHoH 36inbIlye aKTUBHICTL PEHIHY Ta allbAOCTEPOHY B IJIa3Mi, II0 iHAYKY€EThCS MOT0
IIOMiPHOIO aHTUMiIHEPATIOKOPTUKOIIHOI aKTUBHICTIO.

Oco6 1ueocmi 3acmocyeaHHsi.

Pimenns npo npu3HavyeHHs IpenapaTy Bigopa ciifg npuiiMaTy 3 ypaxyBaHHAM IHOUBIIyaIbHUX
(baxToOpiB PU3UKY KIiHKY, 10 iCHYIOTh Ha aHUY MOMEHT, ¥ TOMY 4uCJIi (aKTOPiB PU3UKY PO3BUTKY
BTE, a Takox pusuky BTE, nos’si3anoro 3 npuitomMoMm Ipernaparty Bimopa, nmopiBagHO 3 iHmmMu KI'K
(ouB. po3minu «IIpoTunoka3aHHsI» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

Ilonepen:xenHus

3a HasIBHOCTI Oymb-sIKMX CTaHiB ab0 (paKTOpiB pU3UKY, 3a3HAUEHUX HUXKYeE, CITif 0OTOBOPUTH 3
JKIHKOIO JOLIIbHICTh 3aCTOCYBaHHA Iipenaparty Bigopa.

Y pasi 3arocTpenHst abo Mpu NepIIKUX MPosiBax OyOb-IKUX i3 BKa3aHUX CTaHiB abo (hakTopiB
PU3UKY XKiHKaM PEKOMEHOYEThCS 3BEPHYTUCS OO JIiKaps Ta BU3HAYUTU HEOOXiAHICTh IPUIHUHEHHS
IpuUioMy Ipenaparty Bigopa.

Y pagzi nigo3pioBanoi abo migTepaxkeHol BTE abo ATE cip npunuauTty 3actocyBanusa KI'K.
fAKm1o po3noyaTa aHTUKOATYISTHTHA Tepais, ciig 3a0e3rme4yuTy aJbTepHAaTUBHY afleKBaTHY
KOHTpALEIIil0 Yyepe3 TepaTOTeHHUM BIIJIUB aHTUKOATyJISHTIB (KyMapuHu).

LIupKyIATOPHI po3/1agu.
Pu3uk po3sutky BTE

3acTocyBanHs Oynb-sikux KI'K migBurye pusuk po3Butky BTE y XiHOK, 5IKi IX 3aCTOCOBYIOTE,
TIOPiBHSIHO 3 TUMH, IKi IX He 3aCTOCOBYI0Th. [IpenapaTH, 1o MiCTAThH I€eBOHOPrecTpe,
HOpPrecTuMar ab00 HOPEeTHUCTEPOH, aCONiIITHCA 3 HHKYUM pu3uKoM BTE. 3acrocyBanHs
iHmmx mikapchbKHX 3ac00iB, Takux sIK Bimopa, Moxke NpU3BOIHUTH [0 MiIBUIIIEHHSI PU3HUKY
yaBiui. PilmeHHs Mpo 3aCTOCYyBaHHA NpenapariB, OKPiM THX, III0 MalOTh HAMHUKYHH PH3UK
po3Butky BTE, ciig npuiMaTH jIHIie Imic/isi 00roBopeHHs 3 kiHkor. HeooxigHo
NmepeKOHATHCsI, [0 BOHA YCBimoM/Ii0€ pu3uK po3BuTKY BTE, aconifioBanui i3
3aCTOCYBaHHSIM npenapary Bigopa, cTynmiHb BIUTMBY HasiBHHX Y Hel (paKTOpPiB PU3HKY Ta
TOH (pakT, o pu3uK BTE € HaUBHIIIUM IPOTSATOM IMEPIIOr0 POKY 3aCTOCYBaHHA. 3a
nesskuMu JaHUMH pu3uK BTE Moxke 3pocraTu npu BimHOB/IeHHi 3acTocyBaHHA KT'K micns
nepepBH y 4 THKHi a00 moBIIe.

Y 213 10 000 xinoK, ski He npuiimMaiTs KI'K Ta He € BariTHuUMHU, po3BUBAEThCSA BTE mpoTarom poky.
OpnHak y KOXKHOI 0KpeMol XKiHKY PU3UK MOXKe OyTH 3HAYHO BUIIMH 3a/IeXKHO Bif HagBHUX Y Hel
(bakTopiB PU3UKY (HUB. HUKYIE).

BcraroBneno', mo i3 10 000 xiHOK, siKi 3acTocoByoTh KI'K, 110 MicTATH ApocmipeHoH, y 9-12 XiHOK



po3BuHeThCA BTE mpoTsarom ogHOro poky. Lle mopiBHIOETHCA 3 TOKA3HUKOM 6 y XIiHOK, fKi
3acTocoByoTh KT'K, 1110 MiCTATE IEBOHOPTEeCTPET.

B 06ox Bunazgxax KinbkicTs Bunankis BTE 3a pik Oyna MeHIIIOH0, HiXK 3a3BUYail 049iKyeThCS IIPOTATOM
BariTHOCTi a0 y MiC/IsAMOI0roBOMY IEepiofi.

BTE MoxXe npu3BOOUTHU [0 JleTalbHUX HACHIAKIB v 1-2 % Bumagxis.

KinekicTs Bunagkis BTE #a 10 000 xiHOK 3a ofuH pik

'1Ii moka3HUKH OTPHMaHO Ha OCHOBI BCiX JaHUX eMifeMiONOoTiYHUX AOCHIAXKEHb 3 YpaxyBaHHAM
BIIHOCHUX PU3UKIB, IT0B’s13aHuUX i3 npurioMoM pizHux KI'K, nopiBHsAHO i3 3acTocyBanuaM KI'K, 1o
MICTSATb JIEBOHOPTECTPETL.

*V cepemaboMy 5-7 Bumazkis Ha 10 000 XiHKO-POKiB Ha OCHOBI PO3paxyHKy BifHOCHOTO PH3HKY
3actocyBaHHSA KI'K, 1110 MICTSATE T€BOHOPreCTpes], IIOPIBHAHO 3 TAKKUM Y XKiHOK, SIKi HE 3aCTOCOBYIOTh
KIT'K (mpubmnusso 2,3 - 3,6 BUIAOKY).

Hapg3BruyaliHO pigKo MOBiMOMIISIOCS ITPO BUHUKHEHHS TPOMOO3Y B iHIIMX KPOBOHOCHUX CYOMHAX,
HaIlpUKJIa[ apTepidax i BeHax IeYiHKYU, HUPOK, Me3eHTepialbHUX CyAuHaX, CyOUHaX IT'OJIOBHOTO MO3KY
abo CiTKiBKH, y XKiHOK, 5IKi 3aCcTOCOBYIOTh KT'K.

®axkTopu puU3UKY po3BUTKY BTE

Pu3uk po3BUTKY BeHO3HUX TPOMOOEeMOOTiUHNX YCKIIafHEHD Y XKiHOK, sKi 3acTocoByioTh KI'K, Moxke
OyTu 3HAaYHO BUIIUM 3a HasSIBHOCTI IOIaTKOBUX (PAaKTOPiB PU3UKY, 0COOINBO MHOKUHHUX

(muB. Tabmumo 1).

3acTocyBaHHS Ipemnaparty Bimopa npoTtunoka3aHe XKiHKaM i3 MHOXKUHHUMEU (aKTOpaMU PU3UKY, 110
MOXKe MiIBUIIUTH PU3UK PO3BUTKY BEHO3HOT0 TPOoMOO03y (OuB. po3min «[IpoTunokasaHus»). AKIIo
XKiHKa Mae Oinbie ogHOTo PpaKTOpa PU3UKY, 3POCTAaHHS PU3UKY MoxKe OyTH OiNblIuM, HiK cyMa
PHU3UKiB, aCOLiM0OBaHUX i3 KOXXHUM OKpeMUM (HaKTOPOM, TOMY CJIifi BpaxyBaTH 3arajlbHUI PU3UK
po3Butky BTE. fKimo criBBifHOIIEHHA KOPUCTH/PU3UK HECIPUATIINUBE, He CIif npudHadatu KI'K
(muB. po3min «IIpoTunoKkasaHHI»).

Tabnuis 1
dakTopu pu3UKy po3BUTKY BTE
DakTOp PUBUKY [IpuMmiTka
OxwupiuHs (iHOeKC Macu Tina Pu3uK 3HAYHO MiABUIIYETHCS IPU 30iNbINEeHH] iHOEKCY
nepesumye 30 Kr/m%) MacH Tifa.

Oco6nuBo oTpPedye 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,
CJIil IPUNIMHUTH 1X 3aCTOCYBaHHA. FKIIO Lie JOLibHO, 3acTocyBaHHSI KOK MOXKHA BiJTHOBUTH MiCTA
NOCSATHEHHS HOPMOTOHII 3a [OITOMOT0I0 aHTUTINEePTeH3UBHOI Tepartil.

[ToBimoMsiyiocst Tpo BUHUKHEHHS a00 3aTOCTPEHHS 3a3HaueHUX HUXKYe 3aXBOPIOBaHb IIif] Yac
BariTHOCTI Ta npu 3actocyBaHHiI KOK, arne X B3aEM03B’30K i3 3aCTOCYBaHHSIM
€CTPOTeHiB/IIPOreCTHHIB OCTAaTOYHO He 3'SCOBAHUM: JKOBTSIHUIIS Ta/ab0 cBepOixK, OB I3aHUM i3
X0J1eCTa30M, YTBOPEHHS KOBUYHUX KaMeHiB, TOpQipisi, CUCTEeMHUN YePBOHUY BOBYAK, T€MOJIITUKO-
ypeMmiuHuU cuHApPOM, xopes CimeHxama, Tepliec BariTHUX, BTpaTa CIyXy, OB g3aHa 3 0TOCKIEPO30M.

Y XKiHOK 3i CITaIKOBUM aHTi0HEBPOTHYHUM HaOPSIKOM €K30TeHHi eCTPOTeHN MOXKYTh iHOYKyBaTH abo
IIOCHUIIOBATHA CUMIITOMU @HTiOHEBPOTUYHOTO HAOPSKY.

MeTa6o011i3M CTEPOIZHUX TOPMOHIB M0oKe OyTH c/1a0KUM y NAli€eHTiB i3 MOpyUIeHHAMYU QYHKIIIl
neuinky. ['ocTpi abo xpoHivyHi po3nagu QyHKIIl TeYiHKY MOXKYTh IOTPeOyBaTh NIPUINHEHHS
3actocyBaHHS KOK, moku moka3HuKY QyHKIIl TeYiHKY He IOBEPHYTHCS B MeXi HOPMU Ta NPUUYUHHUN
3B's130K i3 KOK Oynme BUKITIOUEHUH.

[Tpu peruauBi X0IeCTaTUYHOI XKOBTSIHUIII Ta/a0o cBepbexy, OB I3aHOI0 3 X0JIECTa30M, III0
paHillle BUHUKAJIH IIifl YacC BariTHOCTI ab0 momepeqHbOro MPUHMAHHS CTaTeBUX TOPMOHIB,
3acrocyBaHHA KOK crig npunuHuTH.

Xoua KOK MoxyTh BIITMBaTH Ha NepudepruyuHy iHCYTiHOPE3UCTEHTHICTh Ta TOJIEPAHTHICTD [0
TJIIOKO3H, HeMa€ JaHUX MO0 MOTpe6r 3MiHIOBATH TePAleBTHYHUN PEXKUM KiHKaM i3 miabeToM, sKi
npuiiMaoTh Hu3bKomo30BaHi KOK (<0,05 Mr etuHinectpapiony). [IpoTe XKiHKH, SIKi CTpaXkaaloTh Ha
IIyKpOBUii miabeT, MOBUHHI peTebHO 00CTeXKyBaTUCS MPOTIroM 3actocyBaHHs KOK, oco6nuBo Ha
[I0YaTKYy JIIKyBaHHS.

Bunagku 3arocTpeHHs eHJ0TeHHOI fernpecii, eminerncii, xBopodu KpoHa Ta BUPa3KOBOI'0 KOJIITy
TaAKOXK CIIOCTepiranucs mifg dyac 3actocyBaHHs KOK.

[HOMi MOXke BUHHUKATHU XJI0a3Ma, 0COOIMBO Y XKiHOK i3 XJ10a3MOI0 BaTriTHUX B aHaMHe3i. 2KiHKH,



CXUJIbHI 10 BUHUKHEHHS XJ10a3MH, IOBUHHI YHUKATHU [il MIPSIMUX COHAYHUX IPOMEHiB abo
yIbTPagioneTOBOro OIIPOMiHIOBaHHS Mif 9ac 3acTtocyBaHHS KOK.

1 TabneTka nmpemnapaTy MiCTUTb 46 MT JTaKTO34. 3@ HASBHOCTI PiAKiCHUX CIAaJKOBUX CTaHiB
HEeMepeHOCUMOCTi rajlakTo3u, nediluTy naktasu Jlamnma a6o ManbaObcopOIil TTI0KO3U-TalaKTo3H, Y
pasi mepeOyBaHHs Ha 0e371aKTO3HiM [i€Ti CITig BpaxoByBaTH 3a3HaueHY KilbKiCTh JTaKTO3M.

ITinBumenns piBasa AJIT

Y xopi KiIiHIYHUX AOCHIAXKEHD 3a YYacCTIo IallieHTiB, Ki OTpUMYyBaJIX Tepallilo [Jis TiKyBaHHSI
BipycHoro rematuty C nikapchbKuMu 3aco6aMi, 110 MiCTATh oMOiTacBip/mapuTanpeBip/puToOHaBIp Ta
nacaOyBip 3 gomaBaHHSIM puOaBipuHy ab60 6€3 Takoro, IifBUIleHHS piBHSA TpaHcaMina3 (AJIT) y moHag
5 pasiB Bullle BepxHHO1 Mexki HopMu (BMH) crioctepiranocst 3Ha4HO YacTillle ¥ XiHOK, SKi
3aCTOCOBYBaJIM JIiKapChKi 3ac00H, 1110 MiCTSTh €THHINECTPanion, Taki sk KoMOiHOBaHi rOpMOHaIbHI
KoHTpanentusu (KI'K) (muB. po3minu «IIpoTunokalaHHsa» Ta «B3aeMomis 3 iHITMMU TiKapChbKUMU
3aco0aMHu Ta iHIII BUOU B3a€EMOMIN»).

Koncynbranii/MennyHe 06CTeKeHHS

[Tepen moyaTkoM a0o BigHOBIIEHHSIM IPUHOMY IIpemnapary Bimopa peKoMeHAYEeThCs 3i0paTu MOBHUMN
MeIWYHHM aHaMHe3 (BK/TI0Yalyyu CiMeHHWI aHaMHe3), IPONTH IIOBHE Megu4YHe 00CTeXeHHS Ta
BUKJTIOUMTH BariTHiCTh. He0OXimHO BUMIPSATH apTepialbHUM TUCK Ta IPOBECTH MeIUYHe 00CTEeKEeHHS,
BPaxOBYIOUM IIPOTUIIOKa3aHHs (OuB. po3min «[IpoTumnoka3aHHS») Ta 0COOIUBOCTI 3aCTOCYBaHHS (IUB.
po3min «Ocob6auBOCTI 3acToCyBaHHS»). CIIil 3B€PHYTHU yBary XkiHKM Ha iH(opMallio IIog0 BeHO3HOT0
Ta apTepianbHOro TPoMO03y, Y TOMY YKCIIi Ha PU3UK, SIKUH OB’ I3aHUM i3 3aCTOCYBAaHHSIM IpernapaTy
Bigopa, nopiBHsHO 3 TakuM npu 3actocyBaHHi iHmux KI'K, mopo cumnTomiB BTE ta ATE, BimoMux
bakTopiB PU3UKY Ta Hil, SKi He0OXiMHO 3MiMCHUTH IIPH MMigo3pi Ha TPoMOO03.

[TamieHTKaM peKOMEHYETHCS YBaKHO IPOYUTATU IHCTPYKLIiIO OJIsT MEAUYHOI'0 3aCTOCYBaHHS
JiKapChbKOT0 3ac00y Ta HOTPUMYyBATUCS peKOMeHaliii, siKi MicTAThCs y Hill.

YacToTa i XxapakTep OIJISIfiB TOBUHHI I'PYHTYBATUCS HA iCHYIOUUX HOpMaX MeOUYHOl TPAKTUKH 3
ypaxyBaHHSM iHOUBiAyanIbHUX 0COOTMBOCTEH KOKHOI KiHKH.

[TamieHTOK MOTPiOHO MMONEePeNUTH, 1[0 TOPMOHAIbHI KOHTPALIEITUBY He 3aXHUIIA0Th Bif 3apaxKeHHS
BlJT-indexkuieto (CHIoM) Ta Oyab-IKUM iHIIMM 3aXBOPIOBAHHSM, IO ITIePEfA€EThCS CTATEBUM IIISIXOM.

3HnXeHHS eeKTUBHOCTI

EdektusnicTs KOK MoXe 3HHKYBATHUCH Y Pasi MPOmycKy npuitoMy TabmeTku (OUB. po3min «Crmociod
3acToCyBaHHS Ta mo3u»), po3nafiB KT (mus. po3min «Crmoci6 3acTocyBaHHs Ta f031») a00 mpu
OOHOYACHOMY 3aCTOCYBaHHI iHIIKX JTiKapChKUX 3acobiB (IUB. po3min «B3aeMofis 3 iHIMUMH
miKapchKUMU 3aco0aMu Ta iHIIi BUOU B3AEMOIiii»).

[IopylleHHS IUKITY

[Tpu npuiiomi KOK M0OXKYyTh CIIOCTEpIiraTHCS HeperyasapHi KpoBoTedi (KpoBoMa3aHHS ab0 MpOpPuBHi
KPOBOTEYi), 0COOIMBO IPOTITOM TEPIINX KiJTbKOX MicsiiB. AKIIO micyisg 3 MEHCTPYabHUX LUKIIIB TaKi
KPOBOTEYi ITPOMIOBKYIOTHCS, IX CIIiJ] BBaXKaTH CEPHO3HUMH.

AKI10 HeperynsapHi KPOB'STHUCTI BUAiNIEHHS 30epiraloThcs a00 3'IBIAI0THCS IIiCIIs Mepiofy perynsapHux
KPOBOTEY, TOTPiOHO PO3T/ISHYTH HETOPMOHAIbHI IPUYMHU KPOBOTEY Ta BiATOBiOHI AiarHOCTUYHI



3aX0JH, BKIIIO49al4Hu 00CTeKEeHHST 3 METOI0 BUK/IIOUEHHS HasBHOCTI IIyXJIKH Ta BariTHoOCTi. [0
OiarHOCTUYHMX 3aXO0MiB MOXKHAa BKIIIOUUTH KIOpeTax.

Y meskux XKiHOK MOXKe He HacTaT{ KpOBOTeda BiIMiHMU IIifi 4Yac IepepBU y IPUKUOMi Iipenapary. Y pasi
npuiiomy KOK BignosigHo mo Bka3iBok po3niny «Cmoci6 3acTocyBaHHS Ta OO3U» BaTiTHICTbH
MasoMoBipHa. IIpoTe sikimo npuitom KOK BinOyBaBcst HeperyisIpHO [0 BiICYTHOCTI IepIoi
KPOBOTeYi BigMiHK ab0 SIKIII0 KPOBOTEUi BigMiHU BiICYTHI MPOTSATOM ABOX LIUKJIIB, IIepe[
npofoBxKeHHAM 3acTocyBaHHSI KOK He0o0XigHO BUKJTIOUYUTH BaTiTHICTS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

BaritHicTe. [IpenapaT NpoTUNOKa3aHUM A0 3aCTOCYBaHHA Yy NEPiOf BariTHOCTI. Y pa3i BUHUKHEHHS
BariTHOCTI IIif 4ac 3acTOCyBaHHS IpenapaTy Bimopa #oro mpuiioM HeoOXifHO IPUINHUTHA HEralHo.
[IpoTe pe3ynbTaTU emigeMionoTiYHUX OOCTigXKeHb He BKa3yl0Th Ha MiABUILEHHS PU3UKY MOSIBU
BPOOKEHUX Bafl y AiTeu, MaTepi skux npurManu KOK 0o BariTHOCTI, Tak caMo, K 1 Ha iCHyBaHHS
TepaTOTreHHO1 fil mpu HeHaBMUCHOMY npuiioMi KOK mpoTsarom BariTHOCT.

HocnigXeHHS Ha TBapyWHaX I0Ka3ajiu HasgBHICTL HebaxkaHUX e(PeKTiB MPOTSATOM BariTHOCTI Ta
mepiogy rogyBaHHS rpynanio (OuB. po3ain «@apMaKoiIoTriyHi BIaCTUBOCTI»). Ha 0CHOBI 1IUx
IOCIIIXKeHbh Ha TBApPUHAX He MOXKHA BUK/IIOYATH HebaXKaHi e(eKTH BHACIINOK TOPMOHAJBHOI Iil
nirouux pe4oBuH. OgHakK 3aranbHuy 0oCBif 3acTocyBaHHS KOK mif yac BariTHOCTI He CBITYUTH IIPO
icHytounit HeOakaHUY BIJIUB y TIOAUHU.

HasiBHIi gaHi oo npuitoMy mpenapary IIif 9ac BariTHOCTi 3aHaATO 00MeKeHi AJIs TOTo, 11100
3p0o0UTH BHCHOBKH IIIOA0 HETATUBHOIO BIIMBY IIpenapaTy Bimopa Ha mepe0ir BariTHOCTI, 3[0POB’s
IIJI0fa Ta HOBOHAPOMAXKEHOoro. JJoTerep HeMa€e XKOOHUX BifMIOBIIHUX €IiIeMiOJIOTiYHNX JaHUX.

[Tpu BimHOBJIEHHI 3aCTOCYBaHHA IIpenapaTy Bigopa ciif BpaxoByBaTu MifBUIIEHHS PU3UKY PO3BUTKY
BTE y micnsimonoroBomy nepiopi (muB. po3ginu «Oco6auBOCTI 3aCTOCYyBaHHS» Ta «Crocid
3aCTOCYBaHHS Ta JO3M»).

[Mepion romyBauusa rpyono. KOK MoXyTh BIIMBATH Ha TOOYBAHHS T'PYOII0, OCKIIBKY IIifl iX BIIMBOM
MO2Ke 3MEHIIYBaTUCS KiJTbKiCTh I'PYIHOTO MOJIOKA, & TaKOXK 3MiHIOBATHUCS MOTO CKJaf. 3BaXKawuyy Ha
11e, KOK He peKOMeHIyeThCs IpUiMaTH Y Iepion romyBauHs rpynonoo. HeBenuki KiTbKOCTI
KOHTPAIIEITUBHUX CTEPOIMiB Ta/abo ix MeTaboIiTH MOXKYTh IIPOHUKATH Y TPYNHE MOJIOKO ITifT 4ac
3actocyBaHHs KOK. LIi KiTbKOCTI MOXKYTh BIUIMHYTU Ha OUTHHY.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He mpoBoauiu JOCHiAXKeHD IIOA0 BIJIMBY Ha 30aTHICTh KEPyBaTU aBTOTPAHCIOPTOM abo
IIpaloBaTy 3 iHIMMMU MeXaHi3MaMu. Y XiHOK, gKi npuiiMaioTh KOK, He 3adikcoBaHO BIIUBY
Ha 3[1aTHICTh KePyBaTU aBTOTPAHCIIOPTOM a0o0 MmpalloBaTH 3 iHIIKMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.



[IepoparnsHoO.
llo3ysaHHA

TabneTku cyig npuiMaTH PEeryasapHO IPUOIN3HO B OOUWH i TOM caMuii 4ac, 3aIKMBalOYH MIPH
HeoOXiTHOCTI HeBEIMKOIO KibKiCTIO PifuHY, ¥ MOPSAAKY, 3a3HauyeHoMy Ha Ormictepi. [IpenapaT
npuiiMaioTh o 1 Tabnetii Ha fo0Oy npoTtaroM 21 gHs mocmoink. IIpuitoM TabIeTOK 3 KOKHOI HACTYIIHOI
YIIaKOBKY CJIifi PO3MOYMHATH TiC/IS 3aKiHUEHHS 7-IeHHOI IepepBU y IPUIOMI ITpenapary, mif 4ac
KOl 3a3BUYal HaCTa€ KpoBOTeda BigMiHU. 3a3BUYall BOHA MOYMHAETLCA Ha 2-3-U OeHb MicNg
IPUHOMY OCTaHHBOI TaOJIETKY i MOXKe He 3aKiHYUTHUCS [0 IT0YaTKy NPUioMy TabJIeTOK 3 HaCTYIIHOI
YIIaKOBKW.

Sk po3noyamu 3acmocysaHHsa npenapamy Bidopa

['opMOHamNbHI KOHTPALENTUBY Y IONIePEeAHIN epiof (MUHYIUY MiCALb) HE
3aCTOCOBYBaJIUCS

[Tpuiiom TabneToK Ciif po3nodynHaTu y 1-i feHb IPUPOTHOTO UKy (To6TO ¥ 1-i meHb
MEHCTPYaJIbHOI KPOBOTEUi).

[Tepexin i3 KOK, BariHanbHOTO Kinblis ab0 TpaHCAEPMabHOL CUCTEMU

BaxkaHo IPUUHATHU MEePIIy TableTKy IpemnapaTy Bimopa HaCTymHOTO [HS IiC/IsS MPHIOMY OCTAHHBOI
aKTUBHOI TabeTKu (TabIeTKy, 0 MiCTUTH Hil09y PeYOBUHY), ajle He Ii3Hillle HAaCTYIIHOI0 JHS
Iicys IepepBy y mpuiioMi TabaeToK. Y pasi BUKOPUCTAaHHS BaTriHaIbHOTO KibId a0
TpaHCAepMaJIbHOTO IJIaCTUPY CJIif po3movyaTy IpuiMarty IpenapaT Bigopa y feHb BUmaneHHs
3acoby, ajie He Mi3Hillle OHS, KOJIU HeoOXigHe HACTYIIHEe 3aCTOCYBaHHS L[UX [IPeIaparis.

[Tepexin i3 MeTony, 110 6a3yeThCsl Ha 3aCTOCYBaHHI JIUIIE MTPOTECTOTeHY («MiHi-Iii»,
in’exnii, iMmnmanTy) a60 BHYTPIIIHEOMATKOBOI CUCTEMU 3 IIPOTe€CTOT€HOM

MoxHa po3moyaTyu NpuiioM mpenapary Bimopa y Oynb-sKuii feHb IMic/Is MPUNUHEHHS 3aCTOCYBaHHS
«MiHi-nini» (y BUMapgKy iMnnaHTy abo BHYTPITHOMATKOBOI CUCTEMHU - y OEeHb IX BUaleHHS, ¥
BUTIAOKY iH’€KIil - 3aMiCTh HAacTymHOI iH’eKIril). OgHaK y BCiX BUITafKaX PEKOMEHIYETHCS NOIaTKOBO
BUKOPUCTOBYBaTHU Oap’epHUYN METO KOHTPALEILil IPOTATrOM IepuIux 7 gHiB mpuitoMy mpemapary.

[Ticriss aGOPTY B IEPIIOMY TPUMECTPi BariTHOCTI

MoxHa OYMHATH IPUKUOM IIpenapaTy oapa3y XK. Y TaKoMy BUNAAKy HeMa€ HeoOXimHOCTI
3aCTOCOBYBATH [IOIaTKOBi 3aco0u KOHTpALIeTILIii.

[Ticns monoriB abo abopTy B OPyroMy TpEMecCTpi

PexoMeHOy€eThCSI pO3NOUNHATH NIPUiOM Ipenapaty Bigopa 3 21-28-ro gu4 micis mojoris abo abopTty
B IPYTOMY TPUMECTPi BariTHOCTi. [Ipu mi3HiloMy nodaTky npuiioMy TabIeTOK PEKOMEHOYEThCS
IOoOaTKOBO BUKOPUCTOBYBATH Oap’€pHUIM METOM KOHTPAIEIIii MPOTATOM IIepIINX 7 AHIB MpUiioMy
TabneTok. [IpoTe IKIIO CTaTeBUU akKT yxkKe BifOyBCs, TO Imepel I04aTKOM 3aCTOCYBaHHS IIpenaparTy
CJIi[l BUKJIIOUXUTH MOKJIMBY BariTHICTh @00 JOYeKaTUCS HaCTaHHS IepIIol MeHCTpyallil.

Ilnist XKiHOK, sIKi TOMYIOTh TPYAMIO0, OUB. PO3MiN «3aCTOCYBaHHS Yy MepPiof BariTHOCTI abo
TOAyBaHHSA I'PYOII0».



o pobumu y sunadky nponycky npuiiomy mabiemxu

AK1o 3ami3HeHHs y npuiioMi Oyab-siKoi TabneTk He nepeBuInye 12 roguH, KOHTpaleNTUBHA [Iis
Ipernapary He 3HUXKYETbCS. [Iponyiieny TabneTKy MOTPiOHO IPUMHATH Opa3y, SK TiJIbKU I1e
3’sicyBanocs. Hactynuy TabneTKy 3 1iei ymakoBKU He0OXiqHO MpUAMATH Y 3BUYHUN Yac.

fKI10 3ami3HeHHs 3 TpUHoOMOM TabIeTKy mepeBUINY€E 12 roauH, KOHTPAIENTUBHUM 3aXUCT MOXKe
3HU3UTHUCS. Y TAaKOMY pa3i MOXKHa KePyBaTUCS ABOMa OCHOBHUMHU IIpaBUJIaMU:

1. Tlepepsa y npuiiomi TabeToK HIKOTHM He MOXKe CTaHOBUTH OifbIlle HiXK 7 OHIB.

2.  ApekBaTHe IPUTHIYEHHS CUCTEMH TimoTanaMyc-rinodi3-seuHUKY J0CATAETHCSI Oe3mepepBHUM
IpUHAOMOM TabJIeTOK IIPOTSATOM 7 THIB.

BiagmoBigHO D0 IIBOTO ¥ MOBCAKAEHHOMY KUTTI CJIif KEPYBaTUCS HUXK4Ye3a3HauYeHUMU
PEKOMeHOAaITi IMHU:

§ 1 -1l muotcOeHb

Cnig mpuiHSATH OCTAHHIO MPOMYIIeHY TabIeTKy ssTKoMora LIBU/IIE, HaBiTh SKIIO JOBEAEThHCS
IPUMHATY OBi TabmeTKU ogHOYacHO. ITicyg 1bOT0 MTPOMOBXKYIOTh IPUMMaTH TableTKy y 3BUYHUM Yac.
Kpim TOTO0, TPOTSATOM HACTYMHUX 7 OHIB CJIif BUKOPHCTOBYBATH 0ap €pHUN MeTOJ KOHTpAIeImIlil,
HaIpUKJIaf IIpe3epBaTuB. Y pasi SKIIo y monepeaHi 7 AHiB BiIOyBCS cTaTeBUM aKT, CIIi[l BpaXOBYBaTH
MOXKJIMBICTh HaCTaHHS BariTHOCTi. YuM Oinbilie TabNeTOK MPOMYIIEHO i unM OIuXK4e mepepsa y
IpUKOMi Ipenaparty, TUM OibIINY PU3UK BaTiTHOCTI.

§ 2-U mudkoOeHb

Cnip mpuUHSATH OCTAHHIO IIPOIyIIeHy TabJeTKy sSIKoMora LIBUAIIe, K TiMbKM XKiHKa 3rafae 1Ipo
IIPOIIYCK, HaBiTh IKIIIO HOBEHEThCS MPUUHATH [Bi TabIeTKU OofHOYacHO. [1icsg Iboro NpOmOBXKYIOTh
npuiMaTy TabeTKX y 3BUYHUYN Yac. 3a YMOBH IIPABUJIBHOTO IIPUOMY TablIeTOK IIPOTATOM 7 OHIB
nepeq MPoNycKoM HeMa€e HeoOXiTHOCTI BUKOPUCTOBYBaTH JOJATKOBI MpoTHU3artigHi 3acobu. OpHak
IIPU IIPOMYCKY Oinblile HiXK ofHiel TabneTKU PEKOMEHOYETHCS NOJATKOBO BUKOPUCTOBYBATH Oap’ epHUN
MeTOJl KOHTpAIeMii MpoTsaroM 7 OHiB.

§ 3-U muowoOeHb

Pr3uK 3HMKEHHS HaOiMHOCTI 3pOCTaE Ipu HAOIUKeHHi 7-IeHHOI TepepBy y mpuiioMi TabIeToK.
OpHak NMpu JOTPUMaHHI HUXKYe3a3HaueHol CXeMH MpHUioMy TabIeTOK MOXKHA VHUKHYTH 3HUKEHHS
KOHTPALIENITUBHOTO 3aXUCTy. AKII0 JOTPUMYBATHACS OOHOTO 3 HUKYeHaBe[leHUX BapiaHTiB, TO He
BUHUKHE HEOOXiZHOCTI BUKOPHCTaHHS [O[aTKOBUX KOHTPALIENITUBHUX 3aC00iB 3@ YMOBU IIPaBUJIbHOTO
npuioMy TabJIeTOK IPOTATOM 7 OHIB IO IPOMYCKY. fAKINO Ile He TaK, PEKOMEHAYEThCS
OOTPUMYBATUCS IIEPLIOTO 3 HUKUYEeHaBeIeHUX BapiaHTiB | BAKOPUCTOBYBATU HONATKOBI 3aCTepexXHi
METOAY NIPOTATOM HaCTYIIHUX 7 [OHIB.

1. Crnig IpUWHSTU OCTAHHIO NIPOMYIIEeHY TabIeTKy SKoMora IIBU/IIE, K TiIbKY XKiHKa
3rafia€ Mpo IPOIYCK, HaBiTh SKIIO MOBEOEThCS MPUUHATH ABi TabIeTKH OfHOYACHO. [Ticisa mporo
IIPOMOBXKYIOTH IpUUMaTU TabNeTKN y 3BUUHUM Yac. TabmeTKy 3 HaCTYIIHOI YIIaKOBKY CIIif I0YaTu
IpUKRMaTH OOpa3y XK Iicis 3aKiH4eHHS MonepefHbol, TOOTO He TIOBUHHO OyTH IIepepBH y NpUitoMi
TalbJeTOK i3 JBOX yIIaKOBOK. ManoiMOBipHO, 10 V XKiHKU TOYHETHCS KPOBOTEYa BiAMiHU 10
3aKiH4YeHHs NpuioMy TabJIeTOK 3 OAPYrol YIakKoBKH, X04a IIif 4ac nmpuiioMy TabIeToK MOXe
CIocTepiraTucs KpoBoMa3aHHs abo MpOpHUBHA KPOBOTEYA.



2. MoxHa Tak0XkK IPUIMHUTY IPUIOM TabIeTOK i3 TOTOYHOI yIakoBKU. B TakoMy pasi
IlepepBa y 3aCTOCyBaHHI IIperniapaTy IIOBUHHA CTAHOBUTHU [0 7 OHIB, BKIIOYAKYU JHI IPOMYCKY
npuiioMy Tab1eToK; IPUioM TabIeTOK CIlif IoYaTy 3 HACTYIHOI YIIaKOBKHY.

K10 micg MPOMyCKy B IpuitoMi TabIeTOK BifCyTHS KPOBOTEYA BigMiHM IIPOTSATOM IE€PIIOi
IIJIAaHOBOI IIePEPBU B IPUUOMI ITpenapaTry, TO UMOBipHA BariTHICTE.

Pexomendauii y pasi po3aadis 3 6oky IIIKT

V pasi Taxkux posnagis 3 60ky KT (Takux K 6/1:0BaHHS a00 miapesi) MOXK/IMBE HEIIOBHE
BCMOKTYBaHHS IIpenapaTy; y TaKOMy pa3i CIifl 3aCTOCOBYBaTH NOOATKOBI 3acobu
KOHTpAIeMIIil. dKiro 6/II0BaHHS PO3M0YaoCcs YIPONOBXK 3-4 TOMUH IiC/Is MPHIOMY IIperapary,
SIKHaAUIIBUIIIe HeOOXiMHO MPUUHSTH HOBY (3aMicHYy) TabneTKy. HacTymHy TaGneTKy, SIKII0 MOXKJIIUBO,
CHifl IPUMHSATH IPOTIroM 12 roguH y paMKax pexkuMy 3BUYaiHOI0 IpuitoMy TabneTku. AKI0 MUHYIO0
Oinbizie 12 ropuH, IPUMHSATHOIO € PpEKOMEeHIallis, HaBefleHa BHIle Y po3aiii «Crocid 3acTocyBaHHS Ta
no3u» mianyHKT «[1lo poOuTH y BUIAOKY IIPOIYCKY IPUHOMY TabIeTKu». fAKINo XKiHKa He Xxo4e
3MiHIOBATH CBiit rpadik 3acTocyBaHHs TaONeTOK, 1t HeOOXiIHO IPUIHATY JOOATKOBY TabneTKy(u) 3
HACTYIHO! YIIaKOBKHY.

A ei0mepMmiHyBamu HACMaHHA Kposomeui 8iOMiHU

[ITo6 3aTpuMaTH KPOBOTEUY BigMiHH, CJIifl POMOBXKYBATH IPUAMaTH TaOIeTKH IpemapaTy Bigopa 3
HOBOI YIIaKOBKY i He poOUTH IepepBU y 3aCTOCyBaHHi npenapaTy. 3a 6axkXaHHIM TEPMIH IpUOMy
MOXKHa ITPOMOBXKUTY aX M0 3aKiHYeHHs Tab/IeToK i3 Apyroi ymakoBku. [Ipu 1iboMy MoXKe
CIOCTepiraTucs IpopuBHA KPoBOoTeda ab0 KpoBOMa3aHHS. 3a3BHUYail 3aCTOCYBaHHS IpenaparTy
Bimopa BigHOBIIOIOTH MiCIIsS 7-HEHHOI IepepBU y IPUoMi TabIeTOK.

[ITo6 3mMicTUTH Yac HaCTAHHS KPOBOTeYi BiAMiHM Ha iHIIUYM [IeHb TUXKHS, PEKOMEHIYETbCS CKOPOTUTHU
IIepepBy B IpuiioMi TaGlIeTOK Ha CTiMbKM [HIB, Ha CKillbKY OaxkaHo. Citifg 3a3HAYUTH, III0 YUM
KOPOTIIIOI0 Oyfie mepepBa, TUM YacTillle CIIOCTePiraEThCs BiICYTHICTh KPOBOTEU BiIMiHM Ta IPOpPHUBHA
KpoBoTeYa ab0 KpoBOMa3aHHS IIPOTSATOM IIPUoMy TabIeToK i3 Apyroi ynakoBKH (K i y pasi
3aTPUMKU HaCTaHHS KPOBOTEYi BiIMiHHU).

ITayieHmu AiMHbO20 BIKY.

[IpemapaT He IIpU3HaYalOTh IIiC/I HACTAHHSA MEHOIay3u.

Himu.

[Tpenapart Bimopa mokasaHu# Oy 3aCTOCYBaHHS TilbKY ITiC/IsS HAaCTaHHS IePIIol
MeHCTpYyallii. Ha ocHOBi emigemionoriynux ganux, 3i6panux Oinbie Hixk y 2000 migmiTKiB BikoM 10
18 pokiB, HEMa€ maHUX, 110 MOKA3yI0Th Pi3HUIIIO 100 Oe3MeKy Ta e(peKTUBHOCTI 3aCTOCYBaHHS ITif
rpyIi NalieHTOK MIOPIBHAHO 13 XKiHKaMu BiKOM Bifi 18 pokis.

Ilepedo3yeanHsi.

IoTenep HEMAE XKOOHUX OAaHUX KIIHIYHUX DOCIiIXKEHb 100 ITepeao3yBaHHs Ta0IeTOK ImpenapaTy
Bigopa. Ha mipcTaBi 3aranpHOro AocBigy 3actocyBaHHS KOK mpu mepeno3yBaHHI MOXKe



crocTepiraTucs HyfoTa, 6;ioBaHHS OJTI0BaHHS Ta KpoBoTeda BigMiHu. KpoBoTeda BigMiHK MOXKe
CIIOCTepIraTUCA y AiBYaT HaBiTh [0 HACTaHHS MeHapXe y BUIagKy HeHaBMUCHOI'0/BUIIAJKOBOT'O
3aCTOCYBaHHS JIiKapCchKoro 3aco0y. CreliaribHOT0 aHTUIOTY He iCHYE, JTiKyBaHHS IIOBUHHO
OyTH CUMIITOMaTUYHUM.

ITobiuni peakuii.

[ITozo cepito3HUX MOGIYHMX peakllill y malieHToK, sKi 3acTocoByoTh KOK, IUB. TaKOXK pO3Min
«OcobIMBOCTI 3acTOCyBaHHA». HuKue3a3HaueHi mobiyHi peakilil criocTepiramucs mig yac
3aCTOCYBaHHS Ipemnaparty Bimopa (ouB. Tabnuio 3).

Tabnuus 3

[ToOiyHi peakilil, III0 CIIOCTEpPIraNuCcs Mif Yac 3aCTOCyBaHHS IpemnapaTy Bigopa.

[ToOiyHi peaxiiii 3a 4aCTOTOI0

KTacH CHCTEM JacTto _ HeuacTto ' Pigko _
. (31/100i < 1/10) (31/10001 <1/100) (31/100001i < 1/1000)
opraHis
3 00Ky iMyHHOI [inepyyTnuBICTE,
crcTeMa acTMa
3 OOKY ICUXiKK [TpurHiueHHs HacTpoio [[ligBuIeHHs mibigo,
BHUKEHHS 1i0imo
3 60Ky HEPBOBOI [omoBHUM OiNTh
CUCTEMU
3 00Ky OpraHiB [imoakys3is
CIIyXy
3 00Ky CynouH MirpeHb ApTepianbHa rinepten3id, [BTE, ATE
apTepianbHa TiMoTeH3id
3 6oky IIIKT HymoTta BiroBaHHS, miapest
3 OOKy 1IKipu Ta AkHe, ek3eMa, cBepOixk, |ByanyBaTa epurema,
MigIIKipHOI aIonenis MyIbTH(DOPMHA
KJIITKOBUHU epuTeMa
3 00Ky MeHCTpyanbHi 30iNbIIIEHHST MOJIOYHUX  [BupmineHHs i3
PETTPOTYKTUBHOI po3rany, 3a7103, BariHaIbHi MOJIOYHMX 3aJ103
CUCTEMU Ta MIXXMEHCTPYyaJIbHi iHpexil
MOJIOYHMX 3aJ103 KPOBOTEYi, 60JTI0UiCTh
MOJIOYHUX 3aJ103,
HarpyOaHHS MOJIOYHUX
3aJ103, BariHasbHi
BHIIJICHHS,
BYJIbBOBariHaIbHUL
KaHOUO03
3aranbHi po3nagu 3aTpuMKa piguHY,
30iIbIIeHHS MacH Tifna,
3MEHIIEHHS MacCH Tijla

Omnuc oKpeMux MoOiYHUX peakilin

YV xiHoK, ki nputiMmanu KI'K, cnocTepiraBcs migBuilleHUN PU3UK PO3BUTKY BEHO3HUX abo
apTepiaNbHUX TPOMOOTHYHUX/TPOMO0OEMOOTIYHIX SBUII, V TOMY YKCIi iHGapKTy MioKapaa,

incynsTy, TIA, BeHO3HOTO TpoM6O03y Ta TEJIA, gKi meTanbHillle onucaHi y po3mini
«Oc0obIMBOCTi 3aCTOCYBAHHS ».




Huxx4ye3a3HadeHi cepro3Hi MoOiYHi peakilil crmocTepiranucs y XKiHOK, SKi 3aCTOCOBYBaJu
KOK, 1m0 Takox Oynu onucaHni y po3fini «Oco0IuBOCTi 3aCTOCYBaHHSI»:

e BeHO3Hi TpomOoeMOOTiuHi po3manu;

e apTepianbHi TPOMOOEMOOTIUHI po3nagy;

e apTepiajibHa rinepTeHsis;

* NyXJINHU [1E€YiHKY;

¢ PO3BUTOK a0 3arOCTPEHHS 3aXBOPIOBaHb, M1 IKUX 3B'130K i3 mpuiiomoM KOK He 3’sicoBaHUM
0CTaTo4HO: xBopoOa KpoHa, HecmenudiyHUM BUPA3KOBUH KOJIIT, €Iifienciss, MioMa MaTKH,
nop@ipis, cuCTeMHUY YePBOHUU BOBYAK, repliec BaritHux, xopes CigeHxaMa, reMOJIiTUKO-
YPEMIUHUY CUHAPOM, XOJIeCTaTHYHA XKOBTSIHULIS;

* XJI0a3Ma;

e ToCcTpi ab0 xpoHiyHi po3naau QyHKINI Meyinky, M0 MOXKYTh MOTPeO0yBaTH IPUIUHEHHS
3actocyBaHHS KOK, Moku MoKa3HUKY (QYHKIIII TeYiHKY He TOBEPHYTHLCS 10 HOPMU;

e y XIiHOK 3i CITaIKOBOIO CXMJIBHICTIO IO aHTiIOHEBPOTUYHOI'0 HAOPSAKY €K30TeHHi eCTPOreHu
MOXKYTh BUKJIUKATH a00 ITOCUIIOBATA CUMIITOMM aHTiOHEBPOTUYHOTO HAOPSIKY.

[To6iuHi peaktii, 1110 CIIOCTepPiraaucs y Nali€HTOK, sKi 3acTocoByBanu KOK: eMortritiHa mabinbHICTB,
mermpecisi; BTpaTta nibifo; BeHO3Hi Ta apTepianbHi TpoMb60oeMOO0IiuHI SBUIIa, 110 BK/II0YA0Th OKJTI03i10
nepudepuyHuxX rIuO0KUX BeH, TpoM003 Ta eM0O0Iiio TereHeBux CyauH, iHpapKT Miokapma, iHCyNnbT (y
T.4. FeMopariyuui, imemiuynui incynst, TIA); epureMa.

[nmi mo6ivHi peakmii, moB’s3aHi 3 rpymoio KOK, Takox 3a3HaueHi y po3minax «ITpoTumnokasaHHsS» Ta
«0Oco6uBOCTi 3aCTOCyBaHHS» (Y T.4. BTpaTa CIyXy, IIOB’sI3aHa 3 OTOCKJIEPO30M,
TimepTpUriIilepupeMis Ta MiABUIIEHUN PU3UK PO3BUTKY ITaHKPEATUTY, YTBOPEHHS XKOBYHUX KaMEHiB,
3MiHU TOJIEPAHTHOCTI O TJII0KO3U ab0 BIUIMB Ha NepudepruyHy Pe3UCTEHTHICTh OO0 iHCYIIiHY,
JKOBTSIHUIIS Ta/abo cBepOixkK, IMOB'I3aHMI i3 X07I€CTa30M, pPeakKIlil rinepyyTIuBOCTI, BKITIOUAIOYH
BUACHUIIaHHS, KPOIIUB AHKY).

YacToTa [iarHOCTyBaHHS PaKy MOJIOYHOI 3a/I031 [Iell0 MigBUIIYETLCS Cepeql XKiHOK, SKi
3actocoByoTh KOK. OcKinbKu paK MOJIOYHOI 3aJI03¥ Y XKiHOK BikoM 10 40 pPOKiB 3yCTpida€eThC PimKo,
30inbINIeHHS KiTbKOCTI BUIAMKIB MiarHOCTYBAHHS PaKy MOJIOYHOI 3271031 Y XKiHOK, SKi 3aCTOCOBYIOTh
HUHi ab0 HemogaBHO 3acTocoByBanu KOK, He3HauHe 111010 PiBHA 3arajlbHOT0 PU3UKY PaKy MOJIOUHOI
3ano3u. B3aeMo3B’s130K i3 3acTtocyBaHHAM KOK HeBimoMuii. [Jus. TakoX po3ginu «IIpoTunoka3aHHS»
Ta «OCcoOMMBOCTI 3aCTOCYBAHHSI».

B3zaemodii

[TpopuBHi KpoBOTedi Ta/ab0 3HMKEHHS KOHTPALIEIITUBHOI [Iii MOKe BUHMKHYTH BHACJIiIOK B3a€MOZIl
iHmMX nMiKapchKUx 3aco0iB (iHAYKTOPIB (hepMEHTIB) 3 OpaJbHUMK KOHTpaleNTHBaMu (OUB. PO3Mis
«B3aeMopis 3 iHIMMMY NTiKapChbKUMHU 3aco0aMu Ta iHIII BUAM B3aEMOIii»).

ITocmmapkemuHeosi OaHi. (3acmepesiceHHA onpuatoOHeHi LIeHmpoMm ouiHku ma 00CAi0HCeHHA
qikapcvkux 3acobis (CDER) FDA).

[T'aTh mOCHiAXKeHD, Y IKUX OPiBHIOBANIM PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3271031 MiXK TUMH, XTO
KoIu-HeOyIb 3aCTOCOBYBaB (Ha maHuit yac abo B munynomy) KOK, i Tumu, xTo He 3acTocoByBaB KOK,
IIOBIAOMJISAJIUA IIPO BiACYTHICTH 3B’43Ky MixX 3acTocyBaHHAM KOK Ta pu3MKOM BUHUKHEHHS PaKy
MOJIOYHOI 3a7103H, 3 oniHkaMu edekTy Bifg 0,90 mo 1,12.

Y TpBOX HOCHiAXKEHHSAX OPiBHIOBAIM PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3a/103U MiX THUMH, XTO
3apaas npuimMae, i TuMu, xTo HeulomaBHo npuiiMaB KOK (< 6 MicsLiB 3 MOMEHTY OCTaHHbOT'O



3aCTOCyBaHHS), i TUMH, XTO HIKOJIM IX HE 3aCTOCOBYBaB. B ogHOMY 3 ITMX AOCTiAKEHb IOBigOMIISIIIOCS
IIPO BifCYTHICTH 3B’3Ky MiXK PM3UKOM BUHUKHEHHS paKy MOJIOUHOI 3a/103u Ta 3acTtocyBaHHAM KOK.
IIBa iHIMMX JOCHIMXKEHHS BUSBUIHY MigBUINEHUN BigTHOCHUY pu3ukK 1,19-1,33 npu notouyHoMmy abo
Hel[oJaBHbOMY 3acToCyBaHHi. OOKOBA 11i OOCIioXKeHHS BUSBUIM IiIBUIIEHUN PU3UK BUHUKHEHHS
pakKy MOJIOUHOI 321034 IIPU TPXBAJIIOMY 3aCTOCYBaHHi, IPUYOMY BiTHOCHUY PU3UK KOJIUBAETHCS Bifl
1,03 npu 3actocyBanHi KOK npoTaroMm MeHIlle 0gHOTO POKY Ao npubnu3Ho 1,4 mpu 3acTOCyBaHHI
KOK 6inbme Hixk 8-10 pokis.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii

[ToBimoMIeHHS IIPO Mig03pioBaHi MOGiYHI peakil y mepiof MOCTMapKETUHTOBOTO CIIOCTEPEXKEHHS €
OyXKe BaxX/IUBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIiBBIAHOIIEHHIM KOPUCTH/PU3UK
71 TiKapChKUX 3aco0iB. MenuyHi mMpalliBHUKY TOBUHHI ITOBIMOMISATH PO Migo3pioBaHi mobiuHi
peaxiiil.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY IJ1s [iTel MicIli mpu TeMiiepaTypi He Buine 25 °C.

YnakoBka.

[To 28 TabneTok y GiicTepi (21 TabneTka )KOBTOTO KOLOPY Ta 7 TabneTok 6inoro Konbopy), mo 1 abo
3 6icTepu B KapTOHHIN KOPOOITi.

Kareropis Bignycky.

3a peLemnToM.

BupoOHHUK.

JTa6opatopioc Jleon ®apma, C.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsl MPoBaIKeHHsI HOT0 TisIbHOCTI.

C/Jla Bannina c/u, [Tonirono Iagyctpian HaBaTemxkepa, Binnakinam6pe, 24008 JleoH, IcmaHis.



