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Jpeg
IHCTPYKUIA
AN MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKOro 3acoby
Bigopa
(Vidora)

Cknag:

Aitoya peyosuHa: drospirenone, ethinylestradiol;

1 6nictep MICTUTbL 28 TabneToK (21 akTMBHY TabneTKy XXOBTOr0 KONbOPY Ta 7 TabneTok nnauebo 6inoro Konbopy);

1 TabneTka, BKpUTa NiBKOBOK 060/I0HKOLD, XXOBTOI0 KO/IbOPY MICTUTbL ApocnipeHoHy 3,0 Mr Ta eTuHinectpagiony 0,03 mr;

[OMOMIXKHI PEYOBMHU: NTAKTO3M MOHOrIApaT, KpoXMaib KYKYPYA3SHWA, KpOXMaslb NpexxenaTuHi3oBaHuid, KpocnosigoH Plasdone XL-10, kpocnosigoH Plasdone
XL, noBigoH K-30, nonicop6at 80, marHito cteapaT, Opadry® »O0BTWi (MONIeTUNEHTNIKONb, CWMPT NOMIBIHINOBWIA, TUTaHy giokend (E 171), Tanbk, 3anisa oKcup
XoBTuin (E 172)).

1 TabneTka, BKpUTa nniBKoOBOK 060/10HKOI0, 611010 Kobopy (nnaue6o) MiCTUTD:

[ONOMI>KHI peyoBMHU: NakTo3a 6e3BoAHa, NoBigoH K-30, marHito cteapat, Opadry® |1 6inuid (cnupT nonisiHinoBuiA (rigponizoBaHa YyacTunHa), TUTaHy giokeng (E
171), makporon 3350, Tansk (E 553b)).

JlikapcbKka hopma. Tabnetku, BKPUTI NIIBKOBOK 060/I0HKOHO.
OCHOBHI (I3NKO-XIMIYHI BNACTUBOCTI: AKTUBHI TabNMeTKu: Kpyrni Tabnetku, BKPUTI MJIIBKOBOKO OO0/IOHKOI, XXOBTOT0 KONbOPY. Tabnetku nnaue6o: Kpyrni
TabneTkn, BKPUTI NIiBKOBOK 060/10HKOHD, 6i10ro KonbLopy.

dapmakoTepaneBTUYHa rpyna. FopMoHa/IbHi KOHTPaUEenTUBY A/1s CUCTEMHOIO 3aCTOCYBaHHS. IpocnipeHoH Ta eTUHiNnecTpagion.
Kog ATX GO3A A12.

dapMakosoriyHi BnacTmeoCTI.
dapmakogrHamika.


mailto:

IHAeKc Mepns KOHTpaLenTUBHUX HeBAAY AN nNpenapaty cTaHoBUTb 0,09 (BepXHiii AB06iuHMI 95 % posipunii iHTepsan (4l) - 0,32).

3aranbHuin iHgekc Mepns (KOHTpauenTMBHI HeBAaYi + NOMUKN 3 60Ky NaLieHTOK) AN npenapaty ctaHoBuUTb 0,57 (BepxHin ABo6iuHNMiA 95 % Al - 0,90).
MpoTu3annigHa 4is KoM6iHoBaHMX opasibHUX KOHTpauenTueiB (KOK) 6a3yeTbCst Ha B3aEMOAIT Pi3HNX YNHHMKIB, HANBAXKIMBILLMMW 3 SKUX € MPUrHIYEHHS OBYNALLIT
| 3MiHW LiepBIKa/IbHOT CEKpeLlil.

MpenapaT Bigopa — ue KOK 3 eTWHiNecTpagionom Ta nporectoreHoM ApocnipeHOHOM. Y TepaneBTUYHUX [03ax APOCMipeHOH BUSBMAE aHTMaHAPOreHHi Ta
MOMIPHI aHTUMIHEPasIOKOPTUKOILHI BNAaCTUBOCTI. BiH He Mae eCTPOreHHOI, rMHOKOKOPTUKOIAHOITA aHTUTIFOKOKOPTUKOIAHOTaKTUBHOCTI. OTXe, ApOCMipeHOH Mae
CXOXKWIA hapMaKonorivyHmin Npodiinb i3 NPUPOAHNM NPOrecTePOHOM.

3rigHO 3 JaHUMK  KNIHIYHKUX  JOCNifKeHb  MOMIPHI  aHTMMIHEPAIOKOPTMKOIAHI  BNacTMBOCTI  nmpenapaty Bigopa npu3sogAatb [0  NMOMIPHOrO
aHTVMMIHEPa/IOKOPTUKOILAHOIO BMN/INBY .

PapmakoKiHe TuKa.

JpocnipeHoH

Abcopbuis. MepopanbHO NPUAHATWIA APOCMIPEHOH LUBMAKO i MOBHICTHO BCMOKTYEThCA. MMiKOBa KOHLEHTpaLis Y CMpoBaTL, WO CTaHOBUTL 38 HI/M/1, AOCAraETbCA
NpUGAN3HO vepe3 1-2 roanHKn Nicns oHOPa30BOro NnepopasibHoOro 3acTocyBaHHA. BioAOCTYMHICTb AOPIBHIOE NPUBAN3HO 76-85 %. OAHOYaCHe BXXMBaHHSA Ki He
BMN/IMBA€E Ha BIOLOCTYMHICTb APOCMIPEHOHY.

Posnogin. Micng nepopanbHOro NpMinoMy KOHLEHTPaLisi APOCNiPEHOHY B CUMPOBATL|i KPOBI 3HMKYETbCA, CEPeaHili KiHLEeBWIA nepiof HaniBBMBEAEHHS CTAaHOBUTb
npu6nnsHo 31 roguHy. OpocnipeHoH 3B’ A3YETHCA i3 CMPOBATKOBUM aflbOYMIHOM, ane He 3B’S3yeTbCst 3 FN06YNIHOM, WO 3B’A3ye cTateBi cTepoign (F3CC), i 3
rnobyniHom, wo 38’a3ye kopTukoign (M3K). Y Burnagi BifbHOro CTepoify B CMPOBATLi KPOBI MPUCYTHI TiNIbKM 3-5 % 3arasibHOI KOHLEHTpaLii APOCMipeHOoHY.
MigsuieHHs pisHA M3CC, iHAYKOBaHe eTUHINECTPaAioNoM, He BN/IMBAE Ha 3B’ A3yBaHHA APOCMipeHOHY 3 6ifikaMu cnpoBaTku. CepeHit ySBHUIA 06’ €M po3noainy
[pocnipeHOoHy CTaHOBUTL 3,7+1,21 n/Kr.

MeTabonism. Micns nepopanbHOro NPUnoMy APOCMiPEHOH 3HAYHOK MipOoK MeTaboni3yeTbCsi. OCHOBHMMI MeTaboniTaMu y MaasMi KpoBi € KUCNOTHa hopma
APOCMiPeHOHY, L0 YTBOPKETHCA BHACNIAOK PO3KPUTTS NaKTOHOBOIO KiflbLS, a TakoxX 4,5-anrigpoapocnipeHoH-3-cynbdart, AKUin POpPMY€ETLCS LLNSAXOM rigpaTauii 3
nofanblUMM CynbgaTyBaHHAM. [pOCnipeHOH TaKoX € 06’ EKTOM OKMCHIOBA/IbHOTO MeTaboniamy, wo Katanisyetbcss CYP3A4. In vitro 4pocnipeHOH MOXe c/iabko
abo NomipHO NpUrHivyeaty epmeHTM uMToxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BuBeaeHHs. MeTaboniuyHMiA KNipeHc APOCNipeHOHY i3 CMPOBaTKM KPOoBi CTaHOBUTL 1,5+0,2 Mn/XB/Kr. Jlulle He3HayHa KiflbKiCTb APOCMIPEHOHY €KCKPETYETLCA Y
He3MiHeHOMY BUTnIAAl. MeTaboniT ApocnipeHOHY BUBOAATLCA 3 Ka/lOM Ta CeYer0 y ChiBBifHOLIEeHHI NpnbausHo 1,2:1,4. MNepiof HaniBBMBEAEHHS MeTaboNITIB i3
Ceyero i KasloM — npr6/mM3HO 40 rofmH.

PiBHOBa>KHa KOHUeHTpauis. i Yac umkny Tepanii MakcMaibHa PiBHOBaXKHA KOHLEHTpaLisi ApOCnipeHOHY Y CMpoBaTLi KpoBi NpnMoan3Ho 70 HI/mM focAraeTbes
nprban3HO Yepes 8 AHIB NiKyBaHHA. KOHLEHTpaLis 4poCnipeHOHY Yy CMPOBaTL KPOBi 36inbLuyBanacs NpubansHo y 3 pasv BHaC/iAOK CMiBBiLHOLLIEHHS KiHLEBOro
nepiofy HaniBBMBeAEHHA Ta IHTepBa/y [403yBaHHS.

Oco6/m1BiI KaTeropii XBOpux

Bnnve Ha HMPKOBY HEAOCTATHICTb. [py AOCATHEHHI PIBHOBaXKHOr0 CTaHy Nif Yac Tepanii APOCnipeHOHOM Y rpyni XIHOK i3 HUPKOBOK HEOCTaTHICTIO NIErkoro
CTyneHs (KnipeHC KpeaTuHiHy 50-80 Mn/XB) Ta y rpyni XIHOK 6e3 nopyleHHs (MYHKUIT HUPOK CNOCTepirannca aHanoriyHi KOHUEeHTpauii ApoCcnipeHOHY B
CUpPOBATL KPOBI. Y rpyni XIHOK i3 HUPKOBOK HELOCTATHICTIO CepeHbOro CTyrneHs (KnipeHc KpeatuHiHy 30-50 M/1/XB) CMPOBATKOBI KOHLEHTpaL T APOCMipeHoHY
Oynu B cepeflHbOMY Ha 37 % BULLi, HIXK Y TPYyNi XIHOK i3 HOPManbHOK (PYHKLIEH HMPOK. Teparnis ApocripeHOHOM A06pe rnepeHocunacs XiHKamu i3 HUPKOBOKO
HeAOCTaTHICTIO IErKOro Ta MOMIpHOro CTyneHs. Tepanis ApoCnipeHOHOM He nokasana 6yab-SKOro KAiHIYHO 3Ha4vyLoro BrMBY Ha KOHLEHTpaLuito Kanito y
cupoBartL,i KposBi.

Bname Ha neyiHKoBY HeAOCTATHICTb. Y [OCNI[KEHHI 3aCTOCYBaHHA Pa30BOi [03W K/IPEHC APOCMipeHOHY Mpy NepopasibHOMY 3aCTOCYBaHHI 3HUXXYBaBCH
nprn6am3Ho Ha 50 % B 0Ci6 i3 NOMIPHOIO NeYiHKOBOK HEAOCTATHICTIO MOPIBHAHO 31 340POBMMU J06POBO/LLUAMUK. BUABNEHE BIAXWUMNEHHA KTIPEHCY APOCMipPeHOHY B




0Ci6 i3 NOMIpPHOK MEYIHKOBOK HeLOCTAaTHICTIO He 06YMOBNIOBA/IO OYAb-AKUX ABHMX BIAMIHHOCTEN W00 KOHLEHTpaLil Kanito y cmpoBatui KpoBi. HaBiTb 3a
HasBHOCTI LIyKpPOBOro AiabeTy Ta Mpu CynyTHbOMY 3aCTOCYBaHHI CMipOHONAKTOHY (ABa (hakTopK, L0 MOXYTb MPOBOKYBATU rinepKaniemito) He crioctepiranocs
NigBULLEHHS KOHUEHTpauil Kanito B CMpoBaTLi KpOBi BMLLE BepXHbOI MeXi Hopmu. OTXe ApOocnipeHOH [06pe MepeHOCUTbCs ocobamMu 3 MeYiHKOBOH
HeA0CTaTHICTHO IErKoro Ta MOMipHOro cTyneHs (knac B 3a knacudikauieto Yaringa-’to).

ETHiYHa npuHane>kHicTb. He cnoctepiranocs KAiHIYHO 3Ha4YyLWOi PisHULI Y (hapMakKOKIHETULI APOCnipeHOHY abo eTMHINecTpadiony y XXIHOK SAMOHCbKOT
HaLiOHa/IbHOCTi Ta €eBpPONeiiLiB.

ETuHinectpagion

Abcopbuis. Mpu nepopasbHOMY 3aCTOCyBaHHI E€TUHINECTpadion LWBMAKO | MOBHICTIO BCMOKTYeTbCA. [licnsa 3actocyBaHHsi 30 MKI MikoBa CMPOBAaTKOBa
KoHUeHTpauis 100 nkr/mn gocaraetbca npoTarom 1-2 roavH. ETuHInecTpagion nigfacTbCa eKCTEHCMBHOMY e(EKTY MepLIOro MPOXOKEHHS, L0 3a1eXUTb BIf
iHAMBIAYalbHUX BIAMIHHOCTEN.

A6COoM0THA 6i0A0CTYMHICTb CTAHOBUTL NPUOAN3HO 45 %.

Posnogin. OuikyBaHWIA 06’€M po3noginy eTuHINecTpagiony CTaHOBWUTb NPUOGAM3HO 5 n/Kr, a 3B’A3yBaHHA 3 Ginkamu nnasmmy KpoBi — npubnamnsHo 98 %.
ETuHinecTpagion iHAyKYye CMHTE3 Y nediHui rnobyniHy, wo 38’sa3ye ctateBi rapmoHn (M3CIN), a TakoX rnobyniHie, WO 38’ A3Y0Tb KOPTUKOIAHI FOPMOHK. Mpwn
3acTocyBaHHi 30 MKI eTuHiNecTpagiony nnasmosa KoHueHTpauis M3CI 36inbwyeTses Big 70 o npru6am3Ho 350 HMONbL/N.

ETuHinecTpagion y HeBENUKIiA KinbKOCTI BUAINAETLCA Y rpyaHe monoko (0,02 % ao3un).

MeTaboniam. ETUHINecTpagion 3HayHoOK Mipoto MeTabonisyeTbest Y LUKT Ta npy nepliomy NpoXOomXKeHHi Yepe3 nediHKy. ETuHinectTpagion ronoBHUM YMHOM
MeTab0Ni3yeTbCA LIAXOM apOMaTUUHONO TiPOKCUIOBaHHSA i3 (hOPMYBaHHAM BENMKOT KiSIbKOCTI TAPOKCUNbOBAHMX Ta €TU/IbOBAHNX MeTaboniTiB, AKi MPUCYTHI AK
Bi/fIbHI METaboMITK Ta KOH’ toraTu 3 rNOKypoHigamu Ta cynbgatamu. MeTabosniuHMiA N1asmMoBMin KNiPeHC eTUHINeCTpagiony CTaHOBUTb NPUGIM3HO 5 MA/XB/KT. In
Vitro eTuHinecTpagion € 3B8opoTHUM iHriGitopom CYP2C19, CYP1A1l Ta CYP1A2, a TakoX Ha OCHOBI MexaHi3My fii — iHri6itopom CYP3A4/5, CYP2C8 1a
CYP2J2.

BuBeaeHHs. ETUHINecTpadion He BMBOAMTLCA Y HE3MIHEHOMY BUINAL4I Y 3HAYHIM KinbKOCTi. MeTabonith eTUHINECTpadiony BUBOAATLCA i3 CEYEHD Ta XKOBYKO Y
cniBBigHOLLEHHI 4:6. MNepiof HaniBBMBEAEHHA MeTaboNiTiB CTaHOBUTL NpnbnnsHo 1 foby. Mepiog HaniBBMBeAEHHA MeTaboNiTiB CTaHOBUTL 20 rOAuH.
PiBHOBa>KHa KOHLEHTpauis. PiBHOBaXHa KOHLEHTpaLis A0CAraeTbCs MpOTAroM ApYroi NoMOBUMHW UMKy Tepanii, CUPOBATKOBWI piBeHb eTWHinecTpagiony
36iNbLIYETHCA NPUGAN3HO B

1,4-2,1 pa3sa.

[JLOKNiHIYHI faHi 3 6e3neku.

Y nabopatopHUX TBapuUH epeKTV APOCNipeHOHY Ta eTuHinecTpagiony 6ynm obMexxeHi TUMW, AKI acouitoBa/IUCA 3 BILOMOKO (DapMaKkoorivyHow fieto. 30Kpema,
[OCNIAKEHHS 3 BUSAB/IEHHS PENPOAYKTUBHOT TOKCMUYHOCTI Y TBAPWH MOKa3aIn HasiBHICTb BUAOCNELUDIYHOrO eMOPIOTOKCUYHOIO Ta (PETOTOKCUYHOTO BM/MBY. MNpw
eKCMo3uLil, WO nepeBuLLYye Taky Yy TBapuH, KM 3aCTOCOBYBa/IM Nnpenapat Bifopa, y AesaKnxX BUAIB TBAPUH CNOCTEPIrain BNanB Ha CTaTeBY AngepeHLiaLito.

KniHIYHI XapaKTepuUCcTUKMN.
Noka3aHHA.
OpasibHa KOHTpauenu,is.

IMpoTnnoKasaHHA.
Komb6iHoBaHiropMoHanbHi KoHTpauenTuen(KIK) He cnif 3acTOCOBYBaTY 3a HasiBHOCTI X04a 6 0AHOr0 3 HuK4Ye3a3HauyeHMX CTaHiB. Y pasi AKLWO0 Oyab-aKuii i3 LUmx
CTaHiB BUHMKAE BNepLUe nig vac 3actocyBaHHA KK, npuiiom npenaparty cnif HeraiHO NPUNMHUTK.

HasBHiCTb ab0 pu13nK po3BUTKY BEHO3HOT TpoM6oembonii (BTE):



o BTE Ha gaHuii yac, 30Kpema BHacnigoK Tepanii aHTUKoarynsiHtamu, abo B aHamHesi (Hanpuknag, Tpomo6o3 rambokux BeH (TIB) abo Tpomb6oem60nis
nereHesoi apTepii (TENA));
O BifoMa cnajgkoBa abo HabyTa CXunbHICTb 0 BTE, Taka fK pe3nCTeHTHICTb A0 aKTMBOBaHOro npoTeiHy C (y ToMy umchi myTauis taktopa V fleiigeHa),

Aeiunt aHTUTPOMOGIHY-ITT, AediunT npoTeiny C, Aediynt NpoTeiHy S;
O BeNWKi onepaTuBHiI BTPyYaHHS i3 TpMBa/IO iMMOGinisauieto (auB. po3gin «Oco6MBOCTI 3aCTOCYBaHHS);
O BWCOKUIA pn3nK BTE yepes HassBHICTb MHOXMHHUX (hakTopiB pu3nKy (AnB. po3ain «Oco6IMBOCTI 3aCTOCYBaHHSA»).
HasBHiCTb ab0 pr3nK po3BUTKY apTepianbHOT TpoMmb6oeM6onil (ATE):
0 HasBHicTb ATE Ha gaHuii yac abo B aHamHe3i (Hanpuknag, iHhapKT Miokapaa) abo HasiBHICTb MPOAPOMaIbHUX CUMMATOMIB (Hanpuknag, CTeHoKapais);
O MOpYLLEHHA MO3KOBOI0 KPOBOOGIry Ha flaHWin Yac abo B aHaMHe3i, HasABHICTb NPOAPOMa/IbHUX CUMINTOMIB (Hanpuknag, TpaH3UTopHa ilemiyHa ataka (TIA));
O BigoOMa cnajkoBa abo HabyTa CXWnbHICTb A0 ATE, Taka K rinepromouucTeiHeMisi Ta aHTUTINA 4o ocdoninigis (aHTUTINA A0 KapAioniniHiB, BOBYaKOBUM
aHTUKOArynsHr);
O MirpeHb i3 BOTHWLLEBMMW HEBPO/IOTiYHNMMW CUMIMTOMaMUN B aHAMHE3I;
O BUWCOKWUIA pu3nK ATE yepes HasBHICTb MHOXWHHUX (DaKTOPIB pU3NKY (AMB. po3ain «OcobMBOCTI 3aCTOCYBaHHA») ab0 Yepe3 HafABHICTb OAHOr0 CEepio3HOro
(haKTOpa pU3NKy, TaKoro fK:
- UyKpoBwuii fiabeT i3 CyANHHUMUN YCKNAAHEHHAMU;
- THKKa apTepiasibHa rinepTeHsis;
- TSKKa AUCNINONpPoTEIHEMIS.
HasBHICTb TSXKKOr0 3aXBOPHOBaHHS NEYiHKM Ha laHuii yac abo B aHaMHEe3i, MOKMN NOKa3HWUKM PYHKLLIT NeYiHKM He NOBEPHYNCS B MEXi HOPMU.
HvpkoBa HeAOCTaTHICTb TAXKKOMO CTYMeHs abo rocTpa HUPKOBa HeJOCTATHICTb.
HasBHICTb NyX/IMH MeYiHKM Ha AaHuiA Yac abo B aHamHe3i (406pOosAKICHNX abo 3M10AKICHUX).
Bigomi abo nifo3proBaHi 3N108KICHI NYXIUHW (HaNpuKIag, CTaTeBMX OPraHis abo MOJIOYHMX 3a/103), LU0 € 3a/1eXXHUMMU Bif, CTATEBMX FOPMOHIB.
BariHanbHa KpoBOTeYa He3’' icoBaHOl eTioNorii.
MigBuLLEeHa YYTAMBICTb A0 AiF0UMX PEYOBUH abo 10 6y/b-AKOro3 KOMMOHEHTIB Npenapary.
MMigo3proBaHa abo nigTBepAKeHa BariTHICTb.
Nikapcbkuid 3aci6 Bigopa NpoTUNOKa3aHWnNpu 0fHOYaCHOMY 3aCTOCYBaHHI 3 /liKapCbKMMWM 3ac06amu, L0 MICTATbL OMbiTacBip/napuTanpesip/puToHasipra gacadysip
(amB. po3ainu «OcobnMBOCTI3aCTOCYBaHHA»Ta «B3aeM0o/isi3 IHLUMMM NiKapCbKUMM3aco6amim Ta iHLLI BUAM B3aEMOLIN»).

B3aemogisi 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLI BUAW B3aEMOAINA.
Cnig o3HaioMuUTMCS 3 iH(OPMALLiEtO LLOAO NIKAPCbKOr0 3ac06y, L0 3aCTOCOBYETLCA OHOYACHO, A5 BUABNEHHS NOTEHLIMHMX B3aEMOSIA.
e Bnnms iHWKMX NnikapcbKmx 3acobiB Ha npenapat Bigopa
B3aemopii MOXnMBI 3 NiKapCbKMMK 3ac06amMu, L0 IHAYKYHOTb MIKpOCOMasibHI (hepMeHTH. Lie npr3Bee A0 36i/bLIeHHS KIPeHCY CTaTeBUX FOPMOHIB, LLIO 3i CBOrO
OOKY BUK/IMKAE 3MIHW XapaKTepy MeHCTPYa/ibHOI KPOBOTeYi Ta/abo BTpaTV ePEKTUBHOCTI KOHTPALENTUBY.
Tepanis
IHAYKUiS eH31MIB MOXe OYyTW BUsB/IEHA Yepe3 AeKifbKa AHIB NiKyBaHHA. MakcuMaibHa iHAYKLUiIA (DepMeHTIB 3arasiloM CrocTepiraeTbCa vepes AeKifbKa TUXKHIB.
[Micna BigMIHW NiKyBaHHA iHAYKLiS PepMEHTIB MOXKe TPMBATU NPUGAN3HO 4 TUXKHIB.
KOopoTKOCTPOKOBE NliKyBaHHS



XKiHKK, SKi NpUiMaloTb NikapcbKi 3aco6M, WO iHAYKYIOTb (DEPMEHTU, MOBMHHI TMMYacoBO BUKOPWUCTOBYBATM 6ap’ epHUIN MeTOZ, ab0 IHLINIA METOL KOHTpaLenwil
popatkoeo o KOK. bap’epHuii MeToA Cnif 3aCTOCOBYBaTM MPOTArOM YCbOrO TEPMiHY JiKyBaHHA BifnoBiAHMM npenapaToM i e npoTarom 28 AHIB nicns
MPUNUHEHHS NOro 3aCTOCYBaHHA. FAKLLO Tepanis po3noYnMHaETLCA Y Mepiof 3acTocyBaHHA 0CTaHHIX TabneTok KOK 3 ynakoBKu, TO NPUnOM TabneTok 3 HACTYNHOT
ynakoBku KOK cnif noyaTtv ogpa3sy nicns nonepeaHbol 6e3 3BMYHOro iHTepBasy 6e3 3acToCyBaHHSA TabneTok.

[lOBrocTpOKOBe NiKyBaHHS

XKiHKkam npy [LOBrocTpOKOBI Tepanii AitOYMMU pEYOBMHAMMW, L0 IHAYKYIOTb (DEPMEHTU MeYiHKW, peKOMeHAYETbCH 6ap’epHuMiA abo iHWKIA BignoBigHWiI
HEropmMoHasIbHWIA MeTOZ, KOHTpaLenuii.

Hwuykue3asHaueHi B3aemogii 6ynum 3athikcoBaHi 3rigHo 3 0ny61iKoBaHUMW AaHUMU.

[iroui peyosmHK, WO 36inbLY0Tb KnipeHe KOK (3H>KeHHs edpekTuBHOCTI KOK yepes iHAyKLi0 (DepMeHTIB), Hanpukiag;

6apbiTypaTn, 603eHTaH, KapbamaseriH, (eHIiTOTH, MPUMILOH, pudamniynH; npenapaTn, WO 3aCTOCOBYKOTLCA Npu BIJ1-iHeKuii: puToHaBip, HesipaniH Ta
efhaBipeHL,; TakoX, MOX/IMBO, (henbamart, rpnseodynbBiH, OKCkapbasemniH, Tonipamar i POCMHHI NiKapCbKi 3ac06u, WO MICTATb eKCTPaKT 3Bipo6oto (Hypericum
perfiratum).

[ito4i peyoBMHM 3 HEMOCTINHUM BNMBOM Ha KnipeHe KOK:

Mpwn ofHouvacHoMy 3acTocyBaHHI 3 KOK Benmka KifbKicTb KoMGiHaLii iHribiTopis BIJ/1-npoTeasn Ta HEHYK/IE03MAHWUX IHFIGITOPIB 3BOPOTHOT TpaHCKpUNTasw,
BK/ItOYAKOUM KOMBIHaUii 3 iHri6iTopamu Bipycy renatuty C (BI'C), MoXyTb NiABMLLYyBaTK ab0 3HMXYBATWN KOHLIEHTPALiIt0 eCTporeHy abo MporecTUHIB y niasmi
KpoBi. CyKymnHWI BNIMB TakMX 3MiH MOXe 6TV K/iHIYHO 3HAYYLLMM Y [esKUX BUMaAKax.

ToMmy Ans BWUABNEHHSI MOTEHLIHMX B3aEMOAIN Ta Oyfb-AKMX iHWWX peKoMeHAauild cnif Oo3HakoMuUTUCA i3 TH(opMaLiero LWoA0 MeAUYHOro 3acTOCyBaHHS
NikapcbKoro 3acoby ans nikysaHHa BIJI/BIC, Wwo nNpuimaeTbcs OfHOYACHO. 3a HasBHOCTI OyAb-AKMX CYMHIBIB YXiIHKam A0AaTKOBO C/if BWKOPWUCTOBYBATU
6ap’ epHUIA MeTOA KOHTpaLenuil npu Tepanii iHriGitopamu npoTeasun abo iHribiTopaMmmn HeHYKNe03UAHOT 3BOPOTHOT TPAHCKPUMTA3N.

[iroui peyoBmHK, WO 3HMKYITH KiipeHe KOK (iHri6iTopun hepmeHTIB)

KniHiYHa 3HauyLLiCTb MOTEHLiNHOT B3aEMOAIT 3 IHTi6ITOpaMy (hepMEHTIB 3a/IMLLIAETLCS HE3' ICOBAHOHO.

OfiHoYacHe 3aCTOCYBaHHSA CUIbHUX iHri6iTopiB CY P3A4 MOXe MigBULLMTY NNa3MOBI KOHLIEHTpaLLIT ecTporeHy abo nporectuHy, abo 060X KOMMOHEHTIB.

Y pocnifkeHHi 6baraTopasoBux 03 KOMOGiHaLiT gpocnipeHoH (3 Mr/goby)/eTuHinectTpagion

(0,002 mr/go6by) Ta cunbHoro iHri6iTopa CYP3A4 KeTOKOHa30/y, L0 3aCTOCOBYBAaBCS OAHOYACHO, NPoTAroM 10 AHIB 36iNbLUYBanoCs 3HaYeHHS AUC(0.24h)

ApocnipeHOHy Ta eTUHINecTpagiony y
2,7 Ta 1,4 pasa BifnoBigHO.
ETopukokenb y posax Big 60 o 120 mr/goby npoAeMOHCTPYBaB MiABWLLEHHS MNa3MOBUX KOHLEHTpaUiin eTuHinectpagiony y 1,4-1,6 pasa BignoBigHO npu
ofHo4yacHomy 3actocyBaHHi 3 KOK, wo mictutb 0,035 Mr eTUHiNecTpagiony.

» Bnnve npenapaty Bigopa Ha iHWI nikapcbKi 3acobm
Opa/ibHi KOHTPaLEeNnTUBN MOXYTb BMN/IMBATX Ha MeTabo/i3M AesKUX AitoUMX PeqyoBUH. BianoBigHO, KOHUEHTpaLUIT y nnasmi KpPoBi Ta Y TKaHMHAX MOXYTb abo
nigBuLLyBaTUCA (HanpyKnam, LMKI0CMOPUH), abo 3HMKYBaTUCS (HanpuKnag, NamoTPUIKUH).
Ha nigcTtasi JocnifykeHb B3aEMOAIT in Vivo Yy XXIHOK-406POBO/bLIB, AKI 3aCTOCOBYBa/JiM OMeENpasos, CYMBACTaTUH Ta Mifa3onam fIK CybcTpaTu-mapkepw,
BCTAHOB/IEHO, WO KNIHIYHO 3Hauylla B3aeMOfis ApPOCMipeHOHY B f[03i 3 Mr 3 iHLWWUMW aKTMBHMMMK Cy6CTaHUisMKU, WO iHAYKYHTLCA UMTOXpoMOM P450,
MasioiMOBIpHa.
KniHiYHi gaHi ceigyatb Npo Te, WO eTUHINecTpadion npurHivye knipeHc cyoctpartis CYP1A2, wo 3i cBoro 60Ky BMKIMKae cnabke (Hanpuknag, TeodiniH) abo
nomipHe (Hanpuknag, TM3aHiavH) NiABMLLEHHS TX NIa3MOBUX KOHLEHTPALLiiA.
dapmakoamMHaMiyHi B3aeMogil
OfiHOoYaCcHe 3aCTOCYBaHHA eCTPaaioNOBMICHUX NTIKAPCbKMX 3aC006iB 3 NPOTUBIPYCHMMU NTiIKapCbKUMM 3ac06aMu MPAMOT AiT, WO MICTATb OMGITacBip, napuTanpesip




abo fgacabysip Ta ix KOMOiHaLil, 30i/bLUyE PU3MK NIABULLEHHSA PiBHA anaHiHamiHoTpaHcgepasn (AJIT) Ginbwe HiX y 20 pasiB BuLle BEPXHLOT MeXi HOpMU Y
3[10POBUX MaLiEHTOK Ta Y NaLieHTOK 3 BipycHUM renatutoM C (amB. po3ain «poTunokKasaHHs).

OfHoYaCHe 3aCTOCyBaHHS 3 NiKapCbKUMK 3acobamu, WO MICTATb oMbiTacBip/naputanpesip/pUToHaBip Ta facabysip 3 fofaBaHHAM pubaBipuHy 60 6e3 Takoro,
36iMbLUYE pU3MK NigBULLEHHS piBHS AT (auB. po3ginu «poTrunokasaHHs»Ta «OCo6/IMBOCTI3aCTOCYBaHHS»).

Tomy XiHKaMm, fIKi 3aCTOCOBYHOTb JliKapCbKuin 3aci6 Bigopa, He0bXigHO BUKOPUCTOBYBATU a/lbTEPHATUBHMWIA METOA KOHTpauenuil (Hanpuknas KoHTpauenTuBK, Wo
MICTATb TifIbKN nporecTareH, abo HeropMoHaslbHi METOAW) Mepes, NoYaTKOM Tepanii i3 3aCTOCYBaHHAM 3a3HayeHOT KOMOIHaLIT NiKapCbKMX 3ac00iB. 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Bigopa MoXxHa BiAHOBUTY Yepe3 2 TVDKHI NiCNA 3aBepLUeHHs Tepanil 3a3Ha4eHor KOMOIHaLIEO.

IHWI hopmu B3aeMoSiT

Y nauieHTIB i3 HOPMa/IbHOKO (DYHKLIEHD HMPOK OHOYACHEe 3aCTOCYBaHHA APOCMIpPeHOHY Ta iHri6iTopis AMNd abo HecTepoigHUX NpPOTM3anasibHUX NpenapaTis
(HM3I) He noka3ano 3HayyLLOro BM/IMBY Ha PiBeHb Kaslito cMpoBaTku KpoBi. OfHaK 04HOYacHe 3aCTOoCyBaHHSA npenaparty Bigopa Ta aHTaroHICTIiB anbL0CTEPOHY
abo Kaninsbepiratoumx fiypeTukiB He JOCNILKYBaoCs. Y LUbOMY BUNALKY PiBEHb Kanito y cvpoBaTLi KPOBi NOTPIGHO AOCAIAKYBATU NPOTArOM NepLIoro LMKy
NiKyBaHHSA (4MB. TakoX po3gin «OcobiMBOCTI 3aCTOCYBaHHSA»).

JlabopaTopHi aHanism

3acToCyBaHHA KOHTPALENTUBHUX CTEPOIfiB MOXE BMANBATU HA Pe3ynbTaT LeaKuX f1abopaTopHMX aHanisiB, TakMx AK GIOXIMIYHI mapaMeTpy QYHKLUIT MeviHKy,
WMTOBUAHOT 31031, HaAHWPKOBMX 3103 | HMPOK, Ha KOHLEHTpaLilo y nnasmi TPaHCMOPTHMX 6iNKiB, TakMX fK rNo6y/iH, WO 3B'A3ye KOPTUKOCTEPOIAM, Ha
KOHLEHTpaL|ito Yy nnasMi pakuiin ninigis/ninonpoTeiHiB, Ha NOKa3HMKK BYrNEBOAHOI0 0O6MiHY, Koarynsuii Ta qibpmHonisy. 3a3Bumuali Taki 3MiHM nepebyBaroTb Y
MeXKaxX HOpMa/lbHNX 3HaYeHb.

[pocnipeHoH 36i/bLUy€e aKTUBHICTb PeHiHY Ta a/lb0CTEPOHY B N/iasMi, WO iHAYKYETLCS KOro NOMipHOK aHTUMIHePasloKOPTUKOIHOK aKTUBHICTHO.

Oco6MBOCTI 3aCTOCYBaHHSA.
PilLeHHA Npo npu3HayveHHs npenapaty Bigopa cnig npuiiMaty 3 ypaxyBaHHAM iHAMBIAYanbHUX (PAKTOPIB PU3MKY XKIHKK, L0 ICHYHOTb Ha JaHWiA MOMEHT, y TOMY
yncni aktopiB pusnky po3sntky BTE, a Takox pusmky BTE, nos’s3aHoro 3 npuiiomom npenapaty Bigopa, nopiBHsHO 3 iHWwumu KIK (ame. posginu
«[MpoTunokasaHHs» Ta «OCO6/IMBOCTI 3aCTOCYBAHHSA»).
MonepemkeHHA
3a HasABHOCTI Oy/b-AKMX CTaHiB abo (haKTOPiB PU3MKY, 3a3HAYEHMX HIXKYe, Cif 06roBOpUTH 3 XIHKOK JOLiNIbHICTb 3aCTOCYBaHHSA Npenapaty Bigopa.
Y pasi 3aroctpeHHs abo npu neplumx nposiBax OyAb-AKMX i3 BKa3aHMX CTaHIiB abo (hakTopiB PU3NKY XKIHKaM PEKOMEHAYETLCA 3BEPHYTUCA [0 fliKaps Ta
BM3HAYUTN HEOOXIiAHICTb NPUNUHEHHS NpMiloMy NpenapaTy Bigopa.
Y pasi nigo3ptoBaHoi abo nigreepapkeHol BTE a6o ATE cnig npunuHnty 3actocyBaHHsA KIK. AKLL0 po3noyaTta aHTUKoarynsHTHa Tepanis, cnif 3abe3neuntu
aNbTepHATMBHY afieKBaTHY KOHTpaLenL,ito Yepe3 TepaToreHHWiA BMMB aHTUKOAryisHTIB (KyMapuHm).
LIMpKynaTopHi po3nagw.
Pun3unk po3sutky BTE
3acTocyBaHHA 6yab-akux KK nigsuiye pusuk po3sutky BTE y XKIHOK, SKi X 3aCTOCOBYHOTb, NOPIBHAHO 3 TUMM, SiKi TX He 3aCTOCOBYHOTh. Npenapatu, Lo
MICTATb JIEBOHOPrecTpesi, Hoprectumat abo HOPeTUCTEPOH, acOLLIOIOTLCS 3 HMXKUYMM pU3nKoMm BTE. 3acTocyBaHHSA iHLLINX NIKAPCbKUX 3aC00iB, TAKUX AK
Bigopa, Moxe Npmn3BoanTY 40 NiABULLIEHHA PU3NKY YABIYi. PilLleHHA Npo 3acTocyBaHHS npenapariB, OKPIM TUX, L0 MaloTb HAMHXYNIA PUNK PO3BUTKY
BTE, cnig npuinmatn nuwe nicasi 06roBopeHHs 3 XiHKOK. HeobxifHO NepeKoHaTUCH, WO BOHA YCBILOM/IIOE pU3NK po3BUTKY BTE, acouiiioBaHwii i3
3acTocyBaHHAM npenapaty Bigopa, cTyniHb BM/MBY HasiBHUX Y Hel (haKTopiB pU3MKY Ta TOi (hakT, Wo pusnk BTE € HaiBULLMM NPOTArOM MepLioro
POKY 3aCTOCyBaHHS. 3a AesKUMN JaHnMn pusnkK BTE MoXe 3pocTaTi Npu BiAHOB/EHHI 3acTocyBaHHA KITK nicna nepepsu y 4 TMXKHI abo AoBLUE.



Y 213 10 000 XiHOK, fKi He npuitmatoTb KK Ta He € BariTHUMK, po3BMBacTbCs BTE npoTarom poky. OfHaK y KOXHOI OKPEMOT YXIHKW prU3nK MOXe ByTN 3HA4YHO
BULLLMI 3a/1EXXHO Bifl HAasiBHWNX Y HET (DaKTOPIB PU3KKY (ANB. HUXKYE).

BctaHoBneHol, wo i3 10 000 »iHoK, siKi 3acTocoBytoTb KIK, WO MicTATb ApocripeHoH, y 9-12 XiHOK po3BuMHETbCS BTE npoTsrom ogHoro poky. Lle
MOPIBHIOETLCA 3 MOKA3HMKOM 62 Y XiHOK, siKi 3acToCcoBYHOTb KK, LLIO0 MiCTSTb 1€BOHOPrecTpen.

B 060x BMnagkax KifbKicTb BUNagKis BTE 3a pik O6yna MeHLUO0, HiX 3a3BMYaii 04iKyETbCA MPOTArOM BariTHOCTI abo Yy Mic/isnonorosomy nepiogi.

BTE moxe Npu3BoAMTU A0 NeTaslbHUX HacnigkiB y 1-2 % BunafKis.

Kinbkictb Bunagkis BTE Ha 10 000 »iHOK 3a 0fMH piK

1 LLi NoKa3HMKM OTPMMAHO Ha OCHOBI BCiX AaHMX enifeMionoriyHmnx AocnimpkeHb 3 ypaxyBaHHAM BiJHOCHUX pPU3MKiB, NOB’ A3aHMX i3 NpuitomMom pisHnxX KK, nopiBHAHO i3 3acTocyBaHHsM KIK,
LU0 MiCTSTb NIEBOHOPrecTpen.

2y cepefHboMy 5-7 Bunagkis Ha 10 000 >XiHKO-pOKiB Ha OCHOBI PO3paxyHKy BiAHOCHOro pusnky 3actocyBaHHA KIK, L0 MICTATb NEBOHOPrecTpen, MopiBHAHO 3 TakUM Y XIHOK, fKi He
3acTtocoBytoTb KI'K (MpnbnusHo 2,3 - 3,6 Bunagky).

PaKTopn pU3NKy po3suTtky BTE

PU3MK pO3BUTKY BEHO3HMX TPOMOOEMOOMIYHMX YCKIAAHEHb Y XIHOK, AKi 3acTocoBytoTb KK, MOXe 6yTu 3HaYHO BUMLLMM 33 HasBHOCTI LOAATKOBUX (PakTopis
PU3NKY, 0COBNMBO MHOXKUHHUX

(ave. Tabnuuo 1).

3acTocysaHHs npenapaty Bigopa npoTunokasaHe XiHkam i3 MHOXXWHHUMY akTopamMy pyU3nKY, WO MOXe NiABULLUTI PUSUK PO3BUTKY BEHO3HOr0O TPOMOO3Y (4VB.
po3ain «poTUNOKa3aHHs»). AKLLO XIiHKa Mae 6inblue OfHOro (hakTopa PU3nKy, 3pOCTaHHA PU3NKY MOXE OYTU GiNbLUMM, HIDXX Cyma pU3KKiB, acouiinoBaHUX i3
KOXXHUM OKpeMuM (hakTopoM, TOMY C/lif, BpaxyBaTu 3ara/ibHUin prank po3suTKy BTE. FKLLO CNiBBiLHOLEHHS KOPUCTL/PU3NK HECNIPUAT/IMBE, He CNif Npu3HavaTy




KI'K (ams. po3gin «poTunokKasaHHs>).

dakTo

pn pu3nKy po3suTKy BTE

dakTop pU3nNKy

MpumiTKa

OxupiHHa  (iHOekc  macu  Tina
nepesuLlye 30 Kr/m2)

PU3MK 3HA4YHO MIABULLYETLCA MPU 30i/bLUEHHI IHAEKCY
macu Tina.

Ocobneo noTpebye yBarM 3a HasABHOCTI  IHLUMX
(haKTOpiB PU3MKY.

TpuBana  iMmoOGinisauif,  Benuke
oriepaTvBHe BTPyYaHHs, onepauif Ha
HWXXHIX KiHLUiBKax abo opraHax Tasa,
HeMpoxipypriyHi ~ BTpy4yaHHs  abo
06LUIMpHa TpaBMa.

MpumiTka: TMM4yacoBa iMMOGini3awis,
y TOMY 4ucC/li nepensotn >4 roAvH,
TaKOX MOXYTb  OyTM  (haKTOpPOM
pu3nKy po3suTKy BTE, ocobnmeo y
XIHOK 3 IHLIMMM (haKTopaMu pU3mKy.

Y TakMx cuTyauisx peKoOMeHAYETbCA MNPUNUHUTK
3acTocyBaHHA  nperapaty (y  pasi  Mi1aHOBOro
ornepaTMBHOIO BTPYYaHHS LLOHANMEHLLE 3a 4 TUXHI) Ta
He BIZHOBNIOBATM 3aCTOCYBaHHA paHille HiX yepe3 2
TWXKHI MiCNS NOBHOMO BiAHOB/IEHHS PYXOBOI aKTUBHOCTI.
3 METOH YHWKHEHHS HebaxaHOoi BariTHOCTI cnifg
3aCTOCOBYBATU iHLLI METOAM KOHTpaLenLil.

Cnig  po3rnaHyTM  [OUIMbHICTL  aHTUTPOMOOTUYHOT
Tepanii, KO 3aCTOCyBaHHSA npenapaty Bigopa He 6yno
MPUMMHEHO NomnepeaHbLO.

CimeliHunii aHamHe3 (BTE y koroce i3
poaudis abo 6aTbkiB, 0C06/MBO Y
BIAHOCHO MONOAOMY BiLli, Hanpuknag,

Y pa3i HaABHOCTI CMafKoBOi CXWIbHOCTI  nepeq
3aCTOCYBaHHAM Oy Ab-AKNX KIrK XIHKam
PEKOMEHYETHCA NOPaanTUCS 3i cnewianictom.

Tabnuus 1

10 50 pokiB).

IHWI cTaHK, NoB’a3aHi 3 BTE Pak, CUCTEMHMN YepBOHWIA BOBYaK,
remMosliTMKO-ypeMiYHUA CUHAPOM, XPOHiYHe 3anasibHe
3aXBOPHOBAHHA  KMLWeYHUKY (xBopoba KpoHa abo
BUPa3KOBMIA KOMIT) Ta cepronofibHOKMITUHHA aHeEMIS.

Bik Oco6/11Bo Y BiLi NnoHag 35 pokiB

Hemae €AMHOT LyMKU LLOLO MOXMBOIO Br/IMBY BapvKO3HOIO PO3LLMPEHHA BEH Ta NMOBEPXHEBOro TPOMOOMIe6iTY Ha PO3BUTOK Ta NPOrpecyBaHHA BEHO3HOIO
Tpom603y.

HeobxiHO 3BepHY TN yBary Ha NiABULLEHWUIA PU3NK PO3BUTKY TPOMBOEeM6ONIT Nif Yac BariTHOCTI, 0C06MBO NPOTArOM 6 TVXKHIB Micns nonoris (iHpopmawito Woao
BariTHOCTI Ta nepiofy rogyBaHHA rpyaato AUB. Y po34ini «3acToCyBaHHA Yy Nepiof BariTHOCTI abo rofyBaHHA rpyaao»).

CumnTtomu BTE (TI'B Ta TEJIA)

YKiHKaM cnif nopagnT y pasi NosiBY HUXKYEBKa3aHMX CUMNTOMIB HeraiHO 3BePHYTMCA [0 flikapsa Ta NoBiAOMUTM MPO Te, WO BOHK 3acTOCOBYOTh KIK.
Cumntomamut TTB MoXyTb 6yTv: 0AHOGIYHMI HAOPAK HOMM Ta/abo CTynHi abo AiNAHKM Y3[0BX BEHW Ha HO3i; 6islb a60 NijBuLLeHa YYTIUBICTb Y HO3I, WO MOXe
BiMYBaTMCA TiNIbKM NPY CTOSHHI a60 X0Ab6I, BIiAUYTTSA Xapy B YpaXKeHiin HO3i; N0YepBOHIHHA ab0 3MiHa KONbOPY LUKipW Ha HO3i.



Cumntomamyt TEJTA MOXyTb ByTI: panToBa 3afuLlKa He3' AcoBaHOI eTioNorii abo NPUCKOPeHe AMXaHHS; panToBUIA KalleNb, MOX/IMBO 3 KPOB' H0; panToBuWii 6inb y
rPYAHIV KNIiTUI; NepeaHenpUTOMHIUIA CTaH abo 3anamMopoYeHHs; LWBKAKe abo HeperynsipHe cepueouTTs.

[Jeski 3 uux cumnToMiB (Hanpuknag, 3agulka, Kawenb) € HecreunpivyHummn abo MOXYTb 6TV HenpaBWIbHO IHTEPNPETOBaHI AK GiNbl NOWKMPeHi abo MeHLU
TSXKKI ABMLWA (Hanpuknag, SK iHeKuii AuxXanbHUX WNAXiB).

IHLLI NPOABI BACKYNSPHOT OK/THO3iT MOXYTb BKNKOUATK panToBUiA Biflb, HABPAK, FOCTPUIA XMBIT Ta He3HaYHEe NMOCUHIHHSA KiHLIBKMN.

Mpy OKNHO3IT CYMH OKa MOYaTKOBOK CUMMNTOMATMKOK MOXE BY TN HEUITKICTb 30pY, LLLO HE CYNPOBOKYETLCA 60bOBUMY BIAYYTTAMM | K& MOXE NPOrpecyBsaTy [0
BTpaT¥ 30py. IHKOMM BTpaTa 30py PO3BMBAETLCS MaiiXke MUTTEBO.

Pu3sunk po3sutky ATE

3a JaHnMu enifgeMionoriyHnX fOoCigKeHb 3aCToCyBaHHA Oy ab-aknx KIMK acouitoeTbes i3 MigBULLEHUM PUSUKOM apTepia/ibHOT TpoMbB0oeMboiT (IH(hapKT MioKapaa)
ab0 LiepebpoBacKynApPHUX NOAIN (TpaH3UTOPHA iemivyHa ataka (TIA), iHCynbT). ApTepianibHi TPOM60eMOb0/iIUHI SBMLLA MOXYTb MaTu NeTalbHUIA Hac/ifoK.

Mpwu 3acTocyBaHHI KK pun3ank po3BuTKy apTepianbHUX TPOMBOEMOONIYHMX YCKNaAHEHb abo LIepebpoBacKyNAPHNX MOAIN 3p0CTae Y XKIHOK i3 hakTopamu pu3nKy
(ame. Tabnuuto 2). 3actocyBaHHA npenapaTy Bigopa npoTunokasaHe, SKLLO XXIHKU MatoTb OfMH Cepilo3HNIA a0 MHOXMHHI (hakTopu pu3nKy po3suTky ATE, aki
MOXYTb NIABULLMTA PU3MK PO3BUTKY apTepiasibHOro TpoM6o3y (AvB. po3ain «IpoTunokasaHHA»). AKLLO XiHKa Mae bifibLie OAHOro (hakTopa PU3MKY, 3pOCTaHHS
PU3NKY MOXKe BYTK GiNlbLUMM, HIDX CyMa PU3MKIB, acoLinOBaHMX i3 KOXXHUM OKpemMuM (haKTOpoM, TOMY CAif, BpaxyBaTy 3araflbHUiA pu3mnK. HAKLLO0 CNiBBiAHOLIEHHS
KOPUCTL/PU3NK HecnpuaTmee, He cnif npusHadatv KIK (ame. po3gin «MpoTunokasaHH:»).

Tabnuugd 2
dakTopu pu3nKy po3snTKy ATE
dakTop puU3nKy MpumiTKa
36i/bLUEHHS BiKY Oco61BO Y BiLi NoHag 35 pokiB
ManiHHA XKiHkam, aKki  KopucTytoTecd KIK, pekomeHOyeTbes

yTpumyBaTuca Bif naniHHA. XXiHkam Bikom Bif 35 pokis,
AKi  MPOJOBXYIOTb MafMTW, HACTIMHO PEKOMEHAYETHLCA
3aCTOCOBYBATW iHLWINIA METOA KOHTpaLenyii.

ApTepiasibHa rinepreHsis
OXupiHHA  (IHOeKC Macu  Tina|Py3vK 3HAYHO MIiABULLYETLCA MPW 30i/bLUEHHI IHAEKCY
nepesuilye 30 Kr/m2) Macm Tina.

Oco61BO NoTpebye yBaru 3a HasBHOCTI Y XIHOK IHLINX
(hakTopiB PU3MKY.

CimeliHuii aHamHe3 (ATEy korocb|Y  pasi  HasiBHOCTI  CMaAKOBOI  CXWNbHOCTI  nepef
i3 poguyiB abo 6arTbKiB, 0CO6/IMBO | 3aCTOCYBaHHAM 6y ab-AKuX KK XiHKaM pekoMeHAYyeTbeA
y BIQHOCHO  monogomy  BiLi, | nopaguTunca 3i cnewianictom.

Hanpuknag, y Biui go 50 pokiB).




MirpeHb 3pocTaHHA 4acTOTM BUHUKHEHHSI ab0o TSHXKKOCTI nepebiry
MirpeHi mig 4ac 3actocyBaHHA KI'K  (mMoxnusi
NpoApOMasIbHi cTaHun nepeg PO3BUTKOM
LiepebpoBacKyNSPHUX MOAiA) MOXYTb CTaTU NPUUNHOKD
HEeramHoro NpUNUHeHHs npuiiomy Krk.

IHLWI CTaHwu, MoB’ A3aHi 3| LLykpoBuin fiabeT, rineproMoumcTeiHemis, Bagn KnanaHis
HebaxxaHUMM peakuisMn 3 BOKy | cepus, ¢ibpunalis nepeacepib, AUCAINOMNPOTEIHEMIA Ta
CYAVH. CUCTEMHWI YepBOHWI BOBYAK.

Cumntomu ATE

YKiHKaM cnif nopagnT y pasi NosiBY HUXKYe3a3HauYeHUX CUMNTOMIB HeraiHo 3BepHYTUCA A0 Nlikaps Ta NOBiAOMUTM MPO Te, L0 BOHM 3acTOCoBYOTL KIK.
CumnToMamy LiepebpoBacKyNsapHOro posnagy MoXyTb OyTW: panToBe OHIMiHHA 06/1M44s, CnabKicTb abo OHIMIHHA KiHLiIBOK, 0C06/MBO Of4HOGIYHE; panToBe
nopyLUeHHs1 X04b6K, 3anamMopoYeHHs, BTpaTa piBHOBarn abo KoopAvHauii; panToBa CnayTaHICTb CBiAOMOCTI, NMOPYLUEHHS MOB/IEHHA ab0 pO3yMiHHS; panToBe
MoripLUeHHs 30py Ha ofHe abo 06uaBa OKa; PanToOBWI, CUNbHUIA a60 TPUBASIMIA TONOBHMUIA 6iNb 6e3 BU3HAYEHOT NPUYMHKW; BTpaTa CBIZOMOCTI abo 30MAiHHA i3
cyaoMamm abo 6e3 HuX.

TpaH3MTOPHUIA XapaKTep CUMMTOMIB MOXe cBiguMTy npo TIA.

CumnTomMamy iH(apKTy Miokapga MOXyTb OyTu: 6inb, AUCKOMGOPT, BifYYTTA CTUCHEHHA ab0 TAXKKOCTI Yy TFPYAHIA KNiTUi, pyui abo HuYe rpyLHUHU;
AMCKOMAOPTHE BigYyTTS, WO Big4ae y CrMHY, Weneny, ropso, pyKy, WAYHOK; Big4yTTS NMepernoBHEHHS LUTYHKa, MOPYLUEHHS TpaBneHHs abo fayxa; nocusieHe
NOTOBUAINEHHSA, HY0Ta, 6/110BaHHSA ab0o 3anamMopOYeHHs; Haf3BMYaliHa CNabKicTb, TPUBOXHUIA CTaH ab0 3aAMLLIKa; LWBUAKE ab0 HeperynspHe cepueounTTs.
[yxnnHm

Pe3ynbTaTv JesKUX enifemionoriyHux AoCnifkeHb BKa3ylTb Ha [A0AaTKOBE MiABWLLEHHA PU3NKY PO3BUTKY paky LUMAKW MaTKU Mpu [OBroTpusaiomy
3actocyBaHHi KOK (>5 pokiB), npoTe ue TBEPMKEHHS 3a/IMLLAETLCA CYMepeysIMBMM, OCKIJIbKM OCTATOYHO He 3'ACOBAaHO, HaCKi/IbKM pe3ynbTaTh LOC/iIKEHb
BPaxoBYOTb CYyMYTHI (DaKTOPU PU3NKY, HarNpUKnaz cTaTeBy NOBEAIHKY, Ta iHLWI (haKTopK, HanNpuKag naninomMasipyCHY iH(EKL K0 NOANHN.

MeTaaHani3 Ha nigcTtasi 54 enigemionoriyHnX focnigpKeHb BKa3ye Ha He3HayHe NifBULLEHHSA BIAHOCHOMO pu3nky (BP = 1,24) po3BUTKY paKy MOJIOYHOT 3a1031 Y
XIHOK, AKi 3acTocoBytoTb KOK. Lleli nifBMLLEHNIA pU3MK NOCTYNOBO 3HUKae npoTtaroM 10 pokiB nicns 3akiHueHHs 3acTocyBaHHA KOK. OCKi/lbKM pak MOJSIOUHOT
3a1031 Y XIHOK BiKOM 10 40 poKiB 3yCTPIYaeTbCA PifKO, 30iNbLUIEHHA KiIbKOCTI BUNaAKIB AiarHOCTUKM paky MOJIOYHOT 3a/1031 Y XIHOK,

abo HewonaBHo 3actocoByBaM KOK, He3HayHe LLOO PiBHA 3arasbHOr0 pu3vKy paky MOMOYHOI 3a7103U. PesynbTati UMX [OCNI[XKEeHb He HAafaloTb [OKasiB
ICHYBaHHS MPUYMHHOIO B3aEMO3B’ A3KY. MigBULLEHHA PU3NKY MOXe OYyTv 00yMOB/eHe K Biflbll PpaHHLOK AiarHOCTUKOK paKy MOJIOYHOT 3a/1031 Y XKIHOK, SKi
3actocoBytoTb KOK, Tak i 6ionoriyHoto aieto KOK abo noegHaHHsAM 060X (pakTopiB. BiAMiYeHO TEHAEHLiIO, L0 paK MOIOYHOT 3a/1031, BUSIBNEHUI Y XKIHOK, AKi
Konm-Hebyab npuintvann KOK, KNiHIYHO MEeHLL BUPaXXEHWI, HIXX Y TUX, XTO HiKONM He 3acTocoByBaB KOK.

Y NnooAMHOKUX BUMNagKax Y XIiHOK, AKi 3acTocoBytoTb KOK, cnocTepirannca fo6posKicHI, a wwe pigle — 3M10SKICHI MyX/MHW NeYiHKK, WO B OKPEMMX BMNaAKax
NPU3BOAMAN A0 HEOE3MEUHOT AN XKUTTA BHYTPILLIHLOYEPEBHOT KPOBOTEYI. Y pa3i BUHMKHEHHSI CKapr Ha CUIbHWIA Ginb B eniracTpasibHii AinsaHuUi, 36iNbLLEHHS
MeviHK1M abo 03HaKM BHYTPILUHbOYEPEBHOT KPOBOTEYi Mpu AM(EepeHUirHiA AiarHocTuui cnif BpaxoBYBaTU MOX/IMBICTb HafBHOCTI MYyX/MHW MEYiHKA npu
3acTocyBaHHi KOK.

3actocyBaHHA KOK y B1COKMX go3ax (50 MKr eTUHINECTPaaiony) 3HKYE pU3MK paky eHAOMETPIA Ta AEYHUKIB. 3a/MWIAETbCa MIATBEPANUTH, UM Ui AaHI MOXYTb
crocyBatucs i HM3bkogo308Mx KOK.

IHLI cTaHu

MporecTMHOBMIA KOMMNOHEHT npenapaty Bigopa € aHTaroHiCTOM a/lb0CTEPOHY 3 Kanili3bepiratouvmMm B1acTMBOCTAMU. Y BiflbLUOCTI BUNAAKIB 3aCTOCYBaHHSA He
OYiKYETbLCA NiABWLLEHHS PIBHA Kanito. Y npoueci KNiHIYHUX AOCNILKeHb Y AesKMX NalieHTIB i3 IErKOK Ta NOMIPHOK HUPKOBOK HeAOCTaTHICTIO Ta OAHOYaCHUM




3aCTOCyBaHHAM Kaniii3bepiratoumx nikapcbKuMX 3aco6iB piBeHb Kafiildo B CUpOBATL KpOBi AELL0, afie He CYTTeBO, MifBULLYyBaBCS Mif 4Yac 3aCTOCyBaHHS
ApocnipeHoHy. TOMy pPeKOMEHAYETbCA KOHTPONb PIBHA Kanito Nif Yac Meplioro UMKy NiKyBaHHA MauieHTKaM i3 HMPKOBOK HefOCTaTHICTIO. BkasaHum
nalieHTKam TakKoX PeKOMEeHJO0BaHO nepes MovyaTKOM 3aCTOCYBaHHA Npenapaty YTPMMYBATW PiBEHb Kaitd CUMPOBATKM KPOBI He BULLE BEPXHLOI MeXi Hopmu,
0C06/IMBO MNP 0AHOYACHOMY 3aCTOCYBaHHI Kaniiisbepiraoumx nikapcbkux 3acobis (AvB. po3ain «Bs3aemogis 3 iHWMMK NikapcbKuMK 3acobamuy Ta iHWI BMAW
B3aEMOLil»).

XKiHKK 3 rinepTpurniuepuaemieto abo CiMenHMM aHaMHe30M LLOJ0 LibOro NMopyLUEHHS CTaHOBAATL TPYNY PU3UKY PO3BUTKY NaHKpeaTuUTy npu 3actocysaHHi KOK.
Xoua noBigomMAsnoca Npo HesHayHe NiABMLLEHHS apTepiabHOro TUCKY y 6araTboX XiHOK, ki npuiimann KOK, KniHiYHO 3Hauylle NigBULLEHHS apTepianbHOro
TUCKY CMOCTEPIracTbCA y MOOAMHOKMX Bunagkax. HeraiHe npunuHeHHs npuitomy KOK HeoOXxifHe nuile y LMX MOOAMHOKMX BUnafgkax. Y pasi Tpusanol
apTepiaibHOI TinepTeH3iT abo HEeMOX/IMBOCTI KOHTPO/IOBATM MOKA3HUKW apTepiasibHOro TUCKY 3a [JOMOMOrOK aHTUTinepTeH3UBHUX 3aco0iB, XKIHKaM, AKi
npuinmatoTe KOK, cnig npunuHNTK 1X 3aCTOCYBaHHA. AKLLO Le AouinbHO, 3acTocyBaHHA KOK MOXHa BIAHOBUTW MicNs AOCArHEHHS HOPMOTOHIT 3a 40MOMOroH
aHTUrinepTeH3NBHOI Tepanii.

MoBifOMNANOCA NPO BUHWMKHEHHA ab0 3aroCTPeHHs 3a3HauYeHMX HYKYe 3aXBOPHOBaHb Mif yac BariTHOCTI Ta npwu 3actocyBaHHi KOK, ane ix B3aemM03B’ 430K i3
3aCTOCYBaHHSAM ECTPOreHiB/NMPOreCTUHIB OCTAaTOYHO He 3'AICOBAHWA: XXOBTAHUUA Ta/abo cBepbiX, NOB’A3aHWI i3 X0NEeCTa30M, YTBOPEHHS >XOBYHWUX KaMeHIB,
nopqipis, CUCTEMHWIN YePBOHMIN BOBYAK, FeMONITUKO-YpeMidHniA cuHapoMm, xopes CigeHxama, repriec BariTHuX, BTpata Cyxy, NoB’ A3aHa 3 0TOCK/IepO30M.

Y XIHOK 3i CNaIKOBMM aHTiOHEBPOTUUYHM HabPAKOM eK30reHHI eCTPOreHn MOXYTb iIHAYKYBaT abo NoCcUN0BaTV CUMATOMMW aHT iOHEBPOTUYHOTO HabPSKY.
MeTabo/i3M CTePOIAHMX FOPMOHIB MOXE OYTU CNabKNM Y NalieHTIB i3 NOPYLUEHHAMWN (YHKLIT NeYiHKK. ocTpi abo XPOHiYHI po3nagy QyHKUIT NEYIHKN MOXYTb
notpebysatn NpunuHeHHs 3actocyBaHHA KOK, MOKM MOKasHUKW (DYHKLIT MeYiHKU He MOBEpPHYTbCA B MeXi HOpMU Ta MpUYMHHMIA 3B'A30K i3 KOK 6ypge
BUK/TFOUEHWIA.

Mpy peumnamBi X0NeCTaTUYHOI XOBTAHULL Ta/abo cBep6eXxy, NoB’ A3aHOr0 3 X01eCTa3oM, L0 paHille BUHMKaIM Nif Yac BariTHOCTI abo nonepeaHbLOro NPMnMaHHA
CTaTeBMX FOPMOHIB, 3acTocyBaHHA KOK cnig npunuHnATHK.

Xoya KOK MoxyTb BNnMBath Ha nepugepuyHy iHCYNiHOPE3UCTEHTHICTb Ta TOMEPaHTHICTb [0 MH0KO3M, HEMAE AaHuX LWOoA0 NoTpebun 3MiHI0BaTH TepaneBTUUYHWI
PeXUM XXiHKaM i3 fiabeToM, AKi npuiiMatoTb HM3bKoA030BaHI KOK (<0,05 Mr eTuHinecTpagiony). MpoTe XiHKKW, AKi CTpaXK4atoTb Ha LyKPOBUIA AiabeT, NOBUHHI
peTenibHO 06CTeXyBaTUCA NPOTArom 3actocyBaHHs KOK, 0c06/1MBO Ha MOYaTKy NiKyBaHHS.

Bunaziky 3arocTpeHHs eHA0reHHOT Aenpecii, eninencii, XBopobun KpoHa Ta BUPa3KoBOro KOJITY TaKoX crnocTepirannca nig vac 3actocyBaHHs KOK.

IHOAI MOXKe BUHMKATK X/10a3Ma, 0COB/IMBO Y XKIHOK i3 X/10a3MOK0 BariTHUX B aHamHe3i. XKIHKW, CXW/bHI 40 BUHUKHEHHS X/10a3MW1, NMOBUHHI YHUKATK AiT NPAMUX
COHSIYHMX MPOMEHIB ab0 ynbTpadioNeToBOro onpPoMiHKBaHHSA Nif Yac 3actocyBaHHA KOK.

1 Tabnetka npenapary MiCTUTb 46 Mr NakTo3W. 3a HasBHOCTI PiAKICHMX CNafKOBWX CTaHIB HeMepeHOCUMOCTI ranakTosu, Aediyuty nakrtasu Jlanna a6o
MasibabcopoLii rNHOKO3U-ranakTosun,y pasi nepedyBaHHs Ha 6€31aKTO3HIN AIETI CNif BpaxoByBaTW 3a3Ha4€eHY KiflbKiCTb NaKTO3MU.

MigBuweHHs pisHa AJTT

Y Xofi KNiHIYHMX JOCNi[pKEHb 3a Y4yacTio MauieHTiB, AKi OTpMMyBasiM Tepanito ANA NliKkyBaHHA BipycHOro renatuty C flikapcbKUmy 3acobamu, WO MiCTSATb
ombiTacBip/napuTanpeBip/puToHaBip Ta Aacabysip 3 AoAaBaHHAM pubaBipuHy abo 6e3 Takoro, NiABuLLEHHS piBHSA TpaHcamiHa3 (AJIT) y noHad 5 pasiB BuLle
BEPXHbOT Mexi Hopmu (BMH) criocTepiranocs 3Ha4HO YacTille Y XXIHOK, SiKi 3aCTOCOBYBa/IM NiKAPCbKi 3aC00M, L0 MICTATL eTUHINECTPaaion, Taki AK KOMOiHOBaHi
ropmoHasnbHi KoHTpauenTuen (KIFK) (ame. po3ginu «MpoTunokasaHHsa» Ta «B3aemMoAifnz iHLWMMKN NiKapCbKMMM3acobaMm Ta iHLLI BUAW B3aEMOSiN).
KoHcynbTauii/meanyHe 06CTEXKEHHS

Mepen NoyaTkoM abo BigHOBNEHHAM NpuitoMy npenapaTy Bigopa peKoMeHAYETLCS 3i6paT NOBHWIA MeANYHMIA aHaMHe3 (BKNOYa0UumM CiMenHNIA aHaMHe3), NPoTH
MOBHE MeAMuYHe OOCTEXEHHA Ta BUK/OUYUTM BariTHICTb. HeoOXi4HO BMMIPATW apTepiaibHUA TUCK Ta MPOBECTM MefUYHe OOCTEXEHHS, BpPaxoBYHOUM
npoTUNoKasaHHA (4vB. po3ain «poTUnoKas3aHHA») Ta 0CO6/IMBOCTI 3aCTOCYBaHHA (AMB. po3ain «OC06/MBOCTI 3aCTOCYBaHHA»). Cnif 3BEPHYTU yBary >IiHKU Ha




iH(hopMaLito 100 BEHO3HOMO Ta apTepia/ibHOro Tpom603y, y TOMY UMC/i Ha PU3MK, SKUIA NMOB’ A3aHWIA i3 3aCTOCYBaHHAM npenapaTy Bigopa, NOPIBHAHO 3 TakUM
npu 3actocyBaHHi iHWKX KK, wopo cumntomis BTE Ta ATE, Bitomunx hakTopiB pu3nKy Ta Aii, SKi Heo6XigHO 34iIMCHUTY Npu Nigo3pi Ha TPOM603.

MauieHTKamM PeEKOMEHAYETLCA YBAXKHO NPOYMTATU IHCTPYKLiO A8 MeAWYHOr0 3aCTOCYBaHHS NiKapCbKOro 3acoby Ta AOTPUMYBaTUCA PEKOMEHAALIN, AKi MICTATbLCA
Y Hif.

YacToTa | XapakTep Orns4is NOBUHHI IPYHTYBATUCA Ha ICHYHOUMX HOPMaX MeAMYHOT NPaKTUKK 3 ypaxyBaHHAM iHAMBIAYaIbHNUX 0COB/IMBOCTEN KOXHOT XKIHKMN.
MauieHTOK NOTPIGHO nOMnepesuTH, WO TOPMOHa/IbHI KOHTPALENTUBM He 3axuLatoTb Bif 3apaxeHHs BIlJI-iHdekuieto (CHIOom) Ta Oyab-AKMM iHLWIUM
3aXBOPHOBAHHAM, LU0 MepefacTbCs CTaTEBUM LUIAXOM.

SHWKEHHS e(DEKTUBHOCTI

EdpektmsHicTe KOK MOXe 3HMXKYBATUCb Y pasi Mponycky npuitiomy Tabnetkn (ame. po3gin «Cnocib 3acTtocyBaHHA Ta [03u»), posnagis LLUKT (ams. po3gin
«Cnocib 3acTocyBaHHs Ta [1031») abo Npu 0AHOYaCHOMY 3aCTOCYBaHHI IHLLMX NiKapcbKuX 3aco6iB (AnB. po3ain «B3aemogis 3 iHWUMK NiKapCbK1UMK 3acobamu Ta
iHLUI BUAMW B3aEMOSiN).

[NopyLUeHHsS UNMKNY

Mpu npuitomi KOK MOXyTb criocTepiratucs HeperynspHi KpoBoTedi (KpoBOMasaHHS abo MPopvBHI KPOBOTEYI), 0CO6/IMBO NPOTArOM MEPLUMX KiflbKOX MICALLIB.
AKLLO nicns 3 MEHCTPYa/IbHUX LMKITIB TakKi KpOBOTEYI NPOJOBXYIOTHCSA, X CNij, BBAXKATU CEPNO3HUMMU.

AKLLO HeperynsapHi KpoB' SHUCTI BUAINEHHS 306epiraoTbcsa abo 3’ ABNAOTLCA MICNA Nepiofy perynspHuX KpoBoTeY, NOTPIGHO PO3r/IgHYTM HErOPMOHa/IbHI MPUYUHI
KpOBOTEY Ta BIAMNOBIAHI AiarHOCTUYHI 3aX0AM, BKKOYaOUM OOCTEXEHHS 3 METOK BMKIKOUEHHSI HAsiBHOCTI MYyX/MH Ta BariTHOCTI. [l0 AiarHOCTUYHMX 3aX0fiB
MOXHa BKNHOYNTU KIOpEeTaX.

Y [esknx XIHOK MOXKe He HacTaTu KpoBOTeuYa BiIMiHW Mif Yac nepepsun y npuiiomi npenapaty. Y pasi npuiiomy KOK BignoBigHO A0 BKa3iBOK po3gainy «Cnocio
3aCTOCyBaHHS Ta [03u» BariTHICTb MasioimoBipHa. MpoTe fkwo npuitom KOK BigdyBaBcsA HeperynspHo Ao BiACYTHOCTI NepLuol KpoBoTedi BigMiHM abo AKLL0
KpOBOTEYI BIAMIHM BIACYTHI NPOTArOM ABOX LMKNIB, Nepes NpoLoBXKeHHAM 3acTocyBaHHA KOK Heo6XigHO BUKIHOUNTY BariTHICTb.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb. MNpenapaT NpoTMNOKasaHUi A0 3aCTOCYBaHHS Y Mepiof BariTHOCTI. Y pasi BUHMKHEHHS BariTHOCTI Mif Yac 3acTOCyBaHHA nmpenapaTy Bigopa ioro
NPUIAOM HEO6XiAHO NPUNUHUTY HerainHo. MpoTe pe3ynbTaTh enigemioNoriyHnX AoCiKeHb He BKa3ytOTb Ha MiABULLEHHA PU3NKY MOSBM BPOMKEHUX BaL Y AiTeN,
maTepi akux npuiiMann KOK fo BariTHOCTI, Tak camo, K i Ha iCHyBaHHSA TepaToreHHoT 4iT npy HeHaBMUCHOMY npuitomi KOK npoTarom BaritHOCTI.

JocnifpKeHHs Ha TBapuHaxX MoKasaM HasBHICTb HebaaHMX eqieKTiB MPOTAroM BariTHOCTI Ta nepiofy rofgysaHHsA rpyaaro (ave. po3gin «dPapmakonoriyvHi
BIACTMBOCTI»). Ha OCHOBI UMX [LOCNIMKEeHb Ha TBapMHaxX He MOXHa BUK/IHOYATU HebaXKaHi e(eKTW BHACNILOK FOPMOHa/IbHOI Al Aitounx peyvoBuH. OfHak
3araibHWi focsifg 3actocyBaHHA KOK nif yac BariTHOCTI He CBiAUMTb MPO iCHYHUMNIA HeGaXXaHWin BNMB Y IOANHN.

HasBHi gaHi Woo npuiiomy npenapary nif vac BariTHOCTI 3aHaATO 06MeXeHi A1 Toro, o6 3pobuTy BUCHOBKM LLIOZO0 HeraTMBHOIO BN/IMBY npenapaty Bigopa Ha
nepebir BariTHOCTI, 34OPOB’ A N/I0fa Ta HOBOHAPOKEHOT0. [loTenep HeMae XOAHUX BIAMOBIAHWX enigemMionoriyHnX JaHux.

Mpn BigHOBNEHHI 3acToCyBaHHA npenapaTy Bigopa cnig BpaxoByBaTW MiABULLEHHA PuU3MKY po3BUTKY BTE y nicnsnonorosomy nepiogi (aue. posginv
«Oc0611BOCTI 3aCTOCYBaHHS», «Cnoci6 3aCTOCYBaHHA Ta [031»).

Mepiog rogyBaHHa rpyaatn. KOK MoXyTb BNAMBATU Ha rOAYBaHHS FPyAAt0, OCKINbKKX Mif TX BMNAMBOM MOXe 3MEHLLYBATUCA Ki/IbKiCTb IPYyAHOI0 MOJIOKa, a TaKoX
3MIHIOBATMCA MOro cknag. 3saxatoun Ha e, KOK He pekomeHAyeTbCA NpuiAMaT y nepiog rogyBaHHsA rpyaato. HeBenvki KiflbKOCTi KOHTpaLenTUBHUX CTepPOiiB Ta
/ab0 TX MeTaboNiTM MOXYTb MPOHUKATK Y FpyAHe MONOKO Mig Yac 3actocyBaHHsA KOK. LLi KinbKOCTi MOXYTb BIIMHYTU Ha AUTUHY.

34aTHICTb BNAMBATY Ha WUBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
He nposoaunu gocnifpkeHb LWOLO BNUBY Ha 34aTHICTb KepyBaTV aBTOTPAHCNOPTOM ab0 NpaLoBaTh 3 iHLUMMKU MexaHi3maMu. Y XIiHOK, fki npuiiMatoTe KOK, He



3ahikCoBaHO BM/IMBY Ha 3[aTHICTb KepyBaTh aBTOTPAHCNOPTOM ab0 NpawoBaTu 3 iHLWKMMK MexaHi3MaMu.

Cnoci6 3acTocyBaHHs Ta [03W.
MepopasnbHo.
[lo3yBaHHs.
TabneTku cnig npuiiMaTi perynspHo NpMoeansHo B OAMH i TO camuid Yac, 3anmeatoum Npu Heob6XigHOCTI HEBENMKOHKO KiNbKICTIO PiAVMHK, Y NOPSAAKY, 3a3Ha4eHOMY
Ha 6nicTepi. MNpenapat npuitmaroTb No 1 Tabnetyi Ha 4o6y NpoTArom 21 AHS Nocninb. MNprinom TabneTok 3 KOXHOI HAaCTYMNHOT YNakoBKM CAif PO3NOYMHATI Nicns
3aKiHYEHHSA 7-[4eHHOI Mepepsn Y NpuitoMi npenapaty, nNif Yac SKOI 3a3BMYail HacTae KpoBoTeya BigMiHW. 3a3BUyail BOHA MOYMHAETLCA HA 2-3-W fAeHb Micns
MPUINOMY OCTaHHLOT TabNeTKM | MOXe He 3aKIHUUTUCA L0 NoYaTKy NpuiAioMy TabieToK 3 HAaCTYMHOT YNakoBKU.
7K po3noyaTu 3acTOCyBaHHA NpenapaTy Bigopa

"OpMOHasbHI KOHTPaLENTUBW Y NonepeaHiin nepiof (MUHYNNIA MicsLb) He 3aCTOCOBYBa/INCA
Mpuiniom TabneTok cnifg po3novmHaTny 1-i JeHb NpUpogHOro umkny (TobTo y 1-i ieHb MEHCTPYasibHOI KPOBOTeYI).

Mepexig i3 KOK, BariHasbHOro KifnbLs abo TpaHcAepMasibHOT CUCTEMU
BaxxaHo NpunHATK nepLly TabneTky npenapaTy Bigopa HaCTyNHOro AHA Micns NpuinoMy 0CTaHHLOT aKTUBHOT TabneTku (TabneTku, Wo MICTUTb [ito4y PeYOBUHY),
afie He Mi3Hile HaCTyNHOro AHA nicns nepepsu y NPUinOMi TabneToK. Y pasi BUKOPWUCTaHHS BariHalbHOrO KinbUs abo TpaHcAepMasibHOro nnactupy cnig
po3noyaTy NpuiimMaTti npenapat Bigopay AeHb BUAaneHHs 3acoby, ane He Mi3HiLle AHS, KO HeobXigHe HaCTymnHe 3aCTOCYBaHHS LMX npenaparis.

Mepexig i3 MeTody, WO 6a3yeTbCA Ha 3aCTOCYBaHHI NULLE MPOrecToreHy («MiHi-nini», iK' ekuii, iMnnaHT) abo BHYTPILUHLOMATKOBOT CUCTEMM 3

MpPOrecToreHoMm
MokHa po3noyatu npuiiom npenapaty Bigopa y 6yab-s9kuid feHb Nicns NPUNUHEHHS 3aCTOCYBaHHA «MiHi-Mini» (y BUNaAKy iMniaHTy abo BHYTPILUHbOMATKOBOT
CUCTEMU — Y [eHb X BUAAIEHHA, Y BMNAAKY IH'E€KLIT - 3aMICTb HACTYMHOI iH’ekuii). OfHaK y BCIX BUMagKax PeKOMeHAYeTbCH AOAATKOBO BMKOPWUCTOBYBATU
6ap’ epHUIA MeTOA KOHTpaLenui’ NpoTAroM nepLumx 7 AHiB Npuitomy npenapaty.

[Micna abopTy B NepLIOMy TPUMECTPI BariTHOCTI
Mo>)XHa NoYMHaTV NPUInOM NpenapaTty o4pasy X. Y TakoMy BUNaAKy HemMae Heob6XiAHOCTI 3aCTOCOBYBATY A0AATKOBI 3aC06M KOHTpaLenuii.

IMicna nonoris abo abopTy B Apyromy TPUMECTpI
PeKoMeHAYETLCS PO3NoUnHATI NpuitoM npenapaty Bigopa 3 21-28-ro gHA nicns nonoris abo abopTy B ApYroMy TPMMECTPI BariTHOCTI. Mpy Mi3HILOMY noyaTtky
npuiiomMy TabneTok peKOMeHAYETbCA 40AATKOBO BUKOPUCTOBYBATU 6ap’ EPHMIA MeTOZ, KOHTpaLenuii NpoTarom nepwnx 7 AHiB npuiiomy Tabnetok. MNpoTte KL
CTaTeBWIA aKT YKe BifOyBCA, TO Nepes No4aTKOM 3aCTOCYBaHHSA npenapary CAif BUKIUUT MOXK/IMBY BariTHICTb ab0 A0YeKaTUCS HAaCTaHHS NepLUOl MeHCTpYyauii.
L5 XIHOK, SKi rogytoTb rpyAato, AMB. po34in «3acToCyBaHHA Y Nnepiof BariTHOCTI abo rofyBaHHS rpyaato».
LLLo pobuTw y BUNaZAKy Nponycky npuiomy TabneTku
FAKLLO 3ani3HEHHS Yy NpuUAoOMi 6y Ab-AKOT TabneTkn He nepeBuLLye 12 rofuH, KOHTpaUenTMBHA Aia npenapaTty He 3HWXKYETbCS. MponyLuieHy TabneTky noTpibHo
NPUAHATY 0apasy, SK TibKK Le 3'acyBanocs. HacTynHy TabneTky 3 L€l ynakoBKM He0OXifHO NpMUiiMaTi Y 3BUYHWIA Yac.
AKLLO 3aMi3HEHHA 3 NPUIAOMOM TabneTku nepeBULLYE 12 roguH, KOHTPAUENTUBHUIA 3aXUCT MOXE 3HM3UTUCH. Y TakoMy pasi MOXHa KepyBaTuCs ABOMa
OCHOBHUMM Npasuiamu:
1. TepepBay Npuitomi TabNETOK HIKONN HE MOXKE CTAaHOBUTW BiflbLUe HiX 7 [HIB.
2. AjekBaTHe NPUrHIYeHHS CUCTEMM FinoTanamyc-rinoMis-seYHUKN [OCAraETbCS 6e3rnepepBHUM NPUINOMOM TabNeTOK NPOTArOM 7 [HiB.
BignoBigHO [0 LbOro y NOBCAKAEHHOMY XUTTI CNif KePYBaTMUCA HMXKYe3a3HaYeHUMY peKoMeHaauigsMn:
§ 1 - TM>KAEHb



Cnig NPUAHATX OCTaHHIO MPONyLLeHy TabneTKy SKOMOra LBWUALLE, HaBiTb AKLIO A0BEAETbHCA NPUIAHATM ABi TabneTkyM ofHoYacHo. Micnsd LUboro NpoLOBXYHTh
npuinmatmn TabneTkn y 3BMUHMIN Yac. Kpim TOro, NpoTArom HaCTynHMX 7 AHIB CNij BUKOPUCTOBYBATY 6ap’ EpHUIA METOA, KOHTpaLenuii, Hanpuknag npesepsatms. Y
pasi AKWO Yy nornepeaHi 7 AHIB BiAOYBCA CTaTEBMIA aKT, CNij BpaxoByBaTW MOX/MBICTb HACTaHHSA BaritTHOCTI. YuM 6Gifblue TabneToK MNPONyLEHo i Yum 6/mxye
nepepBsa y nNpuinomi npenapaty, TUM GiNbLUWIA PU3NK BariTHOCTI.

8 2- TU>KAeHb

Cnif, NPUAHAT OCTaHHIO NponylLUeHy TabneTKy sKoMora LwBuALle, AK TiIbKW XXIHKa 3rafae npo nponyck, HaBiTb AKWO LOBEAETLCA NMPUAHATU ABi TabneTku
O4HOoYacHo. Iicna Lboro NpPofoBXYHTb NPUIAMAaTK TabMeTKM Y 3BUYHMIA Yac. 3a YMOBM MPaBW/IbHOIO MpUtOMYy TabneTok NPOTAroM 7 AHIB nepes nponyCcKoM
HeMae HeoOXiJHOCTI BMKOPWUCTOBYBATM A0OAATKOBI NMpoTU3annigHi 3acobu. OfgHaK npu nponycky 6inblue HiX OfHIEl TabneTky pekoMeHAYeETbCA [0AAaTKOBO
BUKOPWCTOBYBATW 6ap’ EpHMIA METOA KOHTpaLenyii NpoTaromM 7 AHiB.

§ 3-il TY>KAEHb

PU3MK 3HVKEHHSA HAZIMHOCTI 3poCTae NpU HabMVKeHHI 7-[eHHOI nepepeu y npuitomi Tabnetok. OfHaK Npu AOTPUMAHHI HMdKUYE3a3HaYeHOI CXemMU Mpuinomy
TabNeToOK MOXHA YHUKHYTU 3HUXXEHHSA KOHTPaLUEnTUBHOIO 3aXUCTy. AKLWO AOTPUMYBATUCA OLHOIO 3 HDKYeHaBeAeHMX BapiaHTIiB, TO HE BUHUKHe HeOoOXiAHOCTI
BUKOPUCTaHHA [04aTKOBMX KOHTPAaLenTUBHMX 3ac006iB 3a YMOBM MpPaBWILHOIO MNPUAOMY TabneToK NPOTAroM 7 [HIB 4O NPOMYCKY. HAKWO Ue He Tak,
PEKOMEHAYETLCA LOTPUMYBATUCA MEPLLIOTO 3 HUXKYEeHaBeAEeHNX BapiaHTIB | BUKOPUCTOBYBATU AOAATKOBI 3aCTEPEXKHI METOAM MPOTArOM HaCTYMHUX 7 AHIB.

1. Cnif NPUAHATY OCTaHHIO NponyLLeHy TabneTky sKoMora LBMALLe, SK TiNbKW XIiHKa 3rafae npo nponyck, HaBiTb AKWO A0BeAeTbCA NPUAHATA ABI
TabneTKN 0gHOYacHo. Micns Lboro NPoLOBXYTh NpUiAMaTK TabneTKN Y 3BUYHWIA Yac. TabneTky 3 HaCTYMHOT YNakoBKW CAif noyatu npuiiMaTii ogpasy X nicns
3aKiHYeHHs nonepegHbOT, TO6TO HE MOBMHHO GYTU NepepBy y NpUIAOMi TabMeToK i3 ABOX YNakoBOK. ManioiiMOBIpHO, L0 Y XXiHKM MOYHETLCA KPOBOTeYa BigMiHM
[0 3aKiHYeHHS Npuinomy TabneTok 3 ApYroi ynakoBKK, Xoua nif yac npuiiomy TabnieToK MOXe CnocTepiratucs KpoBomasaHHs abo NMpopuBHa KPOBOTEYA.

2. MOXKHa TakoX NPUMMHUTI NPUIAOM TabneTok i3 NOTOYHOT YNakoBKW. B TakoMy pasi nepepsa y 3aCcTOCyBaHHI npenapaty MoBMHHA CTAHOBUTU [0 7 AHiB,
BK/IHOYAK0UU AHI NponycKy npuitomy TabneTok; NpUitom TabneTok CAif, noyaT 3 HaCTYNHOT YNaKoBKMK.

AKLWO nicnsg NponycKy B NPUIAOMi TabNETOK BiJCYTHS KPOBOTEUABIAMIHM NMPOTArOMMEPLLOT NaHOBOT NepepByM B NPMnoMi NpenapaTy, TO MMOBIpHa BariTHICTb.
PekomeHpauiiy pasi po3nagis 3 60ky LLIKT

Y pasi THKKUX posnagis 3 60ky LLUKT (Takmx K 6/110BaHHS abo Aiapes) MOXMBe HENMOBHE BCMOKTYBAHHSA Mpenapaty; Yy Takomy pasi C/lij 3acToCOBYBaTW
[04aTKOBI 3ac00M KOHTpauenuii. AKWo 610BaHHA po3noYasocs YnpoaoBX 3-4 rofvH nicns npuinomy npenaparty, SKHavwBuAwe HeobXifHO NPUAHATA HOBY
(3amicHy) TabneTky. HacTynHy TabieTky, AKLLO MOX/IMBO, CMif MPUAHATA NPOTAroM 12 rofMH y pamkax pexxmMy 3BMYainHOro npuiomy Tabnetkun. AKLO MUHYIO0
6inblue 12 rognH, NPUAHATHOO € peKOMeHAaLlis, HaBeAeHa BULLE Y po3aini «Crnocib 3acTocyBaHHs Ta [03U» NiANYHKT «LLLo pobuTn y BUNagKy NponycKy npuiomy
TabneTKN». AKLL0 XKIHKa He X04e 3MiHI0BATM CBI rpadik 3aCTOCYBaHHA TabMeToK, i He06XiAHO NPUNHATY 404ATKOBY TabNeTKy(M) 3 HAaCTYNMHOT yNaKoBKMK.

AK BiATEpPMiHyBATU HACTAHHA KPOBOTEUYI BIAMIHM

LLlo6 3aTpumatn KpoBOTeYy BiAMiHW, CAif NPOAOBXYBaTW NpuimaTtn TabneTku npenapaTy Bigopa 3 HOBOI YMakoBKW i He PoOUTWU MepepBu Yy 3aCTOCYBaHHI
npenapary. 3a 6akaHHAM TEPMiH NPUIAOMY MOXHa MPOAOBXMUTU &k A0 3aKiHYeHHS TabneToK i3 Apyrol ynakoBKu. Mpu LbOMy MOXe CnocTepiraTucs npopuBHa
KpoBoTeya abo KpoBOMasaHHS. 3a3Buyari 3aCToCyBaHHS npenapaty Bigopa BigHOBNIOOTL NiCNA 7-AeHHOT Nepepan y NpuiioMi TabieTok.

LLL06 3MICTUTM Yac HacTaHHSi KPOBOTEYI BiIMIHM Ha IHWWIA [eHb TUMXKHS, PEKOMEHAYETLCA CKOPOTUTK NepepBY B NPUIAOMI TabNeToK Ha CTifIbKM AHIB, Ha CKiflbKK
6akaHo. Cnif 3a3HayunTy, WO YMM KOPOTLUOK 6yae nepepsa, TMM YacTille CrOCTepiraeTbCA BIACYTHICTb KPOBOTEYi BiAMIHM Ta MPOpUBHa KpoBOoTeya abo
KpOBOMa3aHHS MPOTArom npuinoMy TabneTok i3 Apyroi ynakoBKM (SK i y pa3i 3aTPUMKIN HaCTaHHS KPOBOTeuYi BigMiHN).

MauieHTy NiTHLOrO BiKY.

MpenapaT He NpW3HAYaroTb MiCNA HACTaHHA MeHOoMay3w.

aiTn.



Mpenapat Bigopa nokasaHwin A1 3aCTOCYBaHHSA TiflbKWU MiCNS HACTaHHA MepLuiol MeHCTpyauii. Ha ocHOBI enifiemionoriyHmx gaHux, 3ibpaHux 6inblue Hix y 2000
NigNiTKiB BiKOM 0 18 poKiB, HEMaE JaHWX, L0 NOKa3yrTb PI3HMLUIO WoA0 6e3nekn Ta ePeKTUBHOCTI 3aCTOCYBaHHA Wi rpyni nauieHTOK NOPIBHAHO i3 XKiHKaMu
BiKOM Bif 18 pokis.

Mepeno3yBaHHA.

[JoTenep Hemae »XXOLHUX AaHUX KNIHIYHUX LOCMIMKEHb LWOA0 Nepefo3yBaHHA TabneTok npenapaty Bigopa. Ha nigcrtasi 3aranbHOro gocsigy 3actocyBaHHA KOK
npu NepeLo3yBaHHI MOXeE CrOCTepiraTucAHyfoTa, 6/110BaHHA 6/10BaHHA Ta KPOBOTEYaBiAMiHWU. KpoBOoTEUaBIAMIHM MOXe CNOCTEpPiraTucay AiByart HaBiTb 0 HACTaHHSA
MeHapxey BUMaAKY HEHaBMUCHOr dBUMALKOBOr03aCTOCYBaHHANIKapCbKOro3acooby. CnewiasbHOroaHTUAOTY He iCHYE, TiIKYBaHHAMOBUHHO Oy TV CUMNTOMATUYHUM.

Mo6iyHiI peakuil.
LLlofo cepiio3HMX No6iYHUX peakuild y nauieHToK, AKi 3acTocoBytoTb KOK, AMB. TakoX po3gin «OcobamBOCTi 3aCTOCYBaHHA». HvkuezasHaveHi nobiyHi peakuil
crnocTepiranmncs nig vac 3actocyBaHHA npenapary Bigopa (ave. Tabnuuto 3).
Tabnuus 3
Mo6iyHi peakuit, WO crnocTepiraimncs nif vac 3acTocyBaHHA npenapaty Bigopa.
Mo6iyHiI peakLiT 3a 4aCTOTOH

Knacu CUCTEM YacTo HeuacTto Pigko

oprais (3 1/200i < 1/10) (3 1/1000 i <1/100) (3 1/20000 i < 1/2000)

3 60Ky  IMYHHOI ["inepuyT/MBICTb, aCTMa
cucTema

3 60Ky NCUXIKU [MpUrHiveHHs HacTporo  [MiABULLEHHS niéigo,

BHVDKEHHSA N1i6if0

3 60Ky  HepBOBOI[l 0/10BHUI 6iflb

CUCTEMM
3 60Ky OpraHiB cnyxy ["inoakysis
3 60Ky CyauH MirpeHb ApTepianibHa  rinepteHsia,BTE, ATE

apTepianbHa rinoTeH3is
3 60Ky LLUKT Hypota bBntoBaHHS, fgiapes
3 60Ky LKipn T4 AKHEe, eK3ema, CBepbiX,By3nyBsara epuTema,
nigWwKipHoT anonewis MyNbTU(OPMHA epuTEMA
KNITKOBUHW
3 60Ky MeHcTpyanbHi  po3naam,36ibLeHHs MOMIOYHMXBUAINEHHS i3 MOTOYHNX
penpoayKTUBHOI MIDKMEHCTPYa/1bHI 3a/103, BariHasbHi IH(eKuiT Banos
cucTemu Ta KpoBoTeYi,  60/OYICTH

A AN AL ILAN, A A AN CIALILII AN, Annna
WIOJTUHRTIVIA STQUT VIUJTUHATIVIA SWTUS,




Harpy6aHHs  MO/OYHIIX

38103, BariHa/IbHi
BUAINEHHS,
BY/lbBOBariHa/lbHUIA
KaH4MA03
3aranbHi po3nagu 3aTpumKa PIAVHN,

BOINbLLUEHHA Macu  Tina,
BMEHLUEHHSA MacK Tina

Onuc oKpeMmx NOGIYHUX PeaKLLi

Y XiHok, ski npuiimann KI'K, cnocTtepirascs NifBULLEHWIA PUSKMK PO3BUTKY BEHO3HUX ab0 apTepia/ibHNX TPOMOOTUUYHUX/TPOMBOEMOONIYHMX ABULL, Y TOMY YmMChi
IH(hapKTy Miokapaa, iHcynbTy, TIA, BeHO3HOro Tpombo3y Ta TEJIA, AKi geTanbHile onucaHi y po3gini «Oco6/MBOCTI 3aCTOCYBaHHSA».

Hwuykue3asHaueHi cepino3Hi NOGIYHI peakLii cnocTepiranuncsa y XiHok, siki 3actocoByBasi KOK, Lo Takox 6ynm onucaHi y po3aini «Oco6/MBOCTI 3aCTOCYBaHHS»:

e BEHO3HI TPOM60eMO0NIYHI po3Naau;

e apTepiasibHi TPOM60EeMOONIYHI po3nagu;

e apTepiasibHa rinepTeHsis;

e MYX/IMHN NEYiHKW;

e PO3BUTOK ab0 3aroCTPeHHS 3axXBOPHOBaHb, A1 AKMX 3B’ A30K i3 npuiioMom KOK He 3'scoBaHMIA OCTaTOYHO: XBopoba KpoHa, HecneunpivyHniA BUPa3KoBUIA
KoniT, eninencid, mioma MaTKu, nopoipisa, CUCTEMHWIA 4YepBOHWIA BOBYaK, reprnec BariTHMX, xoped CigeHxama, reMoNiTUKO-YpeMiYHUIA CUHLPOM,
XONecTaTUYHa XXOBTAHULIS;

* XJ10a3Ma;

e TOCTPI ab0 XPOHIYHI po3nagn (YHKUIT MEYiHKM, Lo MOXYTb NOTpebysBaTV NpunuHeHH 3actocyBaHHS KOK, OOKM MOKa3HUKWM (YHKLIT MEYiHKN He
MOBEPHYTLCA O HOPMU;

ey XIHOK 3i CnagKoBOK CXWNbHICTIO [0 aHriOHeBPOTMYHOIO HabpsKy eK30reHHi ecTPOoreHW MOXYTb BUK/IMKATU abo MoCUIBATU  CUMMTOMM
aHrIOHEBPOTUYHOTO HAOPSAKY.

Mo6iyHi peakuii, WO crnocTepirainca y nauieHToK, sKi 3actocoByBaim KOK: emouiiHa nabinbHiCTb, Aenpecis; BTpaTa Nibifo; BeHO3HI Ta apTepiasibHi
TPOM60eMOONIYHI ABMLLA, O BK/IKOYAKOThL OK/IHO3i0 NepudepnyHmnX rnmboknx BeH, TPOMO03 Ta emMOONit0 NereHeBMUX CyAuH, IHPapKT Miokapaa, iHCynbT (Y T.u.
reMopariuyHui, iluemiyHuia iHcynbsT, TIA); eputema.

IHWI no6iyHi peakuii, nos’s3aHi 3 rpynoto KOK, TakoX 3a3HayeHi y po3ginax «lMpoTunokasaHHsA» Ta «OCO6/MMBOCTI 3aCTOCyBaHHS» (Y T.4. BTpaTa Cnyxy,
MoB’sfi3aHa 3 OTOCK/epOo30M, rinepTpuriilepuiemis Ta MifBULLEHWNIA PU3NK PO3BUTKY MAHKPeaTWUTY, YTBOPEHHS YXOBYHWUX KaMeHiB, 3MiHW TONepPaHTHOCTI [0
FMOKO3M ab0 BNIMB Ha NEPUREPUUHY PE3UCTEHTHICTb A0 IHCYIHY, XXOBTAHMLA Ta/abo cBepbiX, NOB’ A3aHWIA i3 X0NecTa3oM, peakuil rinepyyTanBOCTI, BK/IKOUaKOUn
BUCMNAHHS, KPOMNUB' SHKY).

YacToTa fiarHOCTyBaHHA paKy MOJIOYHOT 3a/1031 AeLo MigBULLYETLCA cepef XIHOK, AKi 3acTocoByoTb KOK. OCKiNbKM pak MOIOYHOT 3a/1031 Y XKIHOK BiKOM [0 40
POKIB 3yCTpIYaeTbCA PifKO, 36iNblUEHHA KiNbKOCTI BMNAAKIB AiarHOCTYBaHHS pPakKy MOJIOYHOI 3a/1031 Y XKIHOK, SIKi 3aCTOCOBYHOTb HWHI ab0 HeLLoAaBHO
3actocoByBai KOK, He3HauHe W00 PiBHSA 3araibHOro pusmnKy paky MOMOYHOI 3a/1031. B3aemo3B’ 430K i3 3acTocyBaHHsAM KOK HeBigoMuiA. [IMB. TakoX po3ainm
«[poTrnokasaHHsa» Ta «OCcobMMBOCTI 3aCTOCYBaHHSA.

Bsaemopii




[MpopwvBHI KpoBOTEYi Ta/abo 3HMXKEHHA KOHTPALENTWBHOI AiT MOXEe BMHWKHYTW BHACMILOK B3aEMOAIT HLUMX NIKAPCbKUX 3aco6iB (IHAYKTOPIB (pepMeHTIB) 3
Opa/lbHUMM KOHTpauenTuBamu (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKUMM 3aco6amm Ta iHLLI BUAW B3aEMOLIN»).

MoBigOMEHHA NPO NiJ03ptoBaHI NOBIYHI peakuit

MoBifOMMEHHA NPO NiA03ptoBaHi NOGIYHI peakLii y nepiof NOCTMAaPKETUHIOBOr0 CMOCTEPEXEHHS € AYy>Ke BXXIMBAMMU. Lie Aa€ MOXMBICTb 34iACHIOBATM KOHTPO/b
3a CNiBBIAHOLLEHHAM KOPUCTL/PU3NK AN15 NiKapCbKuX 3aco6iB. MeanyHi npauiBHMKM NOBUHHI NOBIAOMAATM NPO NiA03pHoBaHi NO6iYHI peakLil.

TepMiH NpUAaTHOCTI.
3 POKMW.

YMoBW 36epiraHHs.
36epiraty HegoCTyNHOMY A4 AiTei Micui npu Temnepatypi He BuLe 25 °C.

YnakoBKa.
Mo 28 Tabnetok y 6icTepi (21 TabneTKa XXOBTOro KOMbopy Ta 7 TabneTok 6inoro Konbopy), no 1 abo 3 6n1icTepy B KAPTOHHIA KOPO6Li.

KaTeropis Bignycky.
3a peuenTom.

Bupo6HMK.
Nabopatopioc JleoH ®apma, C.A.

Micue3HaxomKeHHS BUPOOHMKa Ta agpeca Micusa NPoBafpKeHHS 0ro AisifIbHOCTI.
C/Na BanniHa c/H, MoniroHo IHAycTpian Haeatekepa, Binnakinamépe, 24008 J1eoH, IcnaHis.



