THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

TAMHEKC® ®OPTE

(GYNEX® FORTE)

Cknao:
Oitoui pevyoguHu: MeTpoOHifa301 (metronidazole), MikoHa30my HiTpaT (miconazole);
1 cyno3uTopiit MicTUTh MeTpOHiga3omy 750 Mr, MikoHa30iy HitpaTty 200 MrT;

0ONOMIJCHA Pe40BUHA: TBEPOUU XKHUP.

Jlikapcbka ¢popMa. Cyno3uTopil BariHasbHi.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: Cymo3uTopil Bif 6i710T0 IO CBIiTIIO-2KOBTOTO KOILOPY,
TOPIETONONi0HO0I (hopMHU.

dapMakoTepaneBTHYHA rpyna. [IpoTUMikKpoOHi, TPOTUIIPOTO30MHi, TPOTUTPHUOKOBI 3aco0H.

Koxm ATX GO1A F20.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Taitaekc”® ®opTe - KOMOIHOBAHMH MIPOTUMIKPOOHHI IpemnapaT, i IKOro 3yMOBJIeHa METPOHIZAa30710M
Ta MiKOHA30JI0M, 1110 BXOASATH [0 KOT0 CKIIaAy.

MikoHa301y HiTpaT - MiclleBUii MPOTUTPUOKOBUY Ta aHTUOAKTEpialbHUM 3aCi0 MIMPOKOTO CIIeKTpa [ii
rpymnu iMigasony. MikoHa3o1 iHTiOye 6i0CHHTE3 eprocTepoily i 3MiHIOE NMiMigHUN CKlay MeMOpaHH,
CIIPUYMHSI0YY 3arubenb KIiTHHY rpuba. YnHUTL QyHTIIUAHY Aifo Ha gepMmaTtoditu (Trichophyton
rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum, Microsporum canis), opi2KI»XO0Bi
i mpixmxononi6ui rpubu (Candida albicans, Candida glabrata Ta inmi Bupu Candida), a TakoX Ha
inmi natorensi rpubu (Malassezia furtur, Aspergilus niger, Penicillium crustaceum). MikoHa3o0y
HiTpaT YMHUTHL aHTUOAKTepianbHY Aifo, OiNbIl BUpaXKeHy I0A0 IPaMIIO3UTHBHUX GaKTepii.

MeTpoHina3oim, moxigHe 5-HiTpoimima3ony, € aHTuOaKTepialbHUM Ta aHTUIIPOTO30MHUM 3acoboM. Bin
epeKTUBHUY 1I0M10 iH(EKITiH, CIPUYNHEHUX aHaepoOHUMY OaKTePisIMK Ta HAUIIPOCTIIINMH,
BK/II04aiouu Trichomonas vaginalis, Gardnerella vaginalis Ta aHaepoOHi CTPENITOKOKH.



MikoHa301y HiTpaT i METPOHIAA30J1 He Mal0Th CHHEPTiYHUX Ta @aHTArOHICTUYHUX e(eKTiB.

YacToTa KIiHIYHOT0 BUJIIKOBYBaHHS, sIKy OyJI0 JOCATHYTO y BiIKPUTOMY OaraToLeHTPOBOMY
HEKOHTPOJILOBAHOMY KJIiHIYHOMY AOCTiAkKeHH] e(eKTUBHOCTI Ta 6e3MeKu 3aCTOCYBaHHS CYIIO3UTOPIIB
3 MEeTPOHIa30JI0M Ta MiKOHA30JI0M, [IpU CeMUAEeHHOMY JiKyBaHHI 104 marieHTiB i3
KJTiHiYHUM/MiKP0OOioIoTiYHUM IiarHO30M BariHiTy cTaHOBHMIA 96,6 % IIPU KaHOUIO3HOMY
BYyJIbBOBariHiti, 98,1 % mpu 6akTepianbHOMY BariHosi, 97,3 % mpu TpHXOMOHAOHOMY BariHiTi Ta 98,5
% TIpu 3MillIaHUX BariHalbHUX iHpeKLigx. YacToTa MiKpo6ionoriyHoro BUIiKOBYBaHHS CTaHOBUIIA
89,8 %, 96,2 % 100 %, 91,7 % nonsa KoXKHOTO BUAY iH(MeKLil BigIOBiAHO.

Y paHI0OMi30BaHOMY BiIKPHUTOMY IIOPiBHSAIBHOMY OOCIigKeHHi e(eKTUBHOCTI, 6e31eKu Ta
IIePEeHOCHUMOCTI CYTIO3UTOPIiB 3 METPOHIZA30JI0M Ta MiKOHA30JI0M YacTOTa KJIiHIYHOTO Ta
MiKpoO6ioJioriyHOT0 BUTiIKOBYBaHHS cTaHOBUIIA 84 % Ta 76 % BifmoBimHO.

dapmakoKiHemuxka.
Abcopbuis.

MikoHa3omny HiTpaT. A6copO1isi MiKOHa30Jly HiTpaTy Yepe3 CTiHKH IiXBU € HE3HaYHOI0 (TpubIU3HO
1,4 % po3u). MikOHa30J1y HiTpaT He BU3HAYAETHCSA Y IIJIa3Mi KPOBi IPY iHTpaBariHaJbHOMY BBEI€HHI.

MeTpoHifgazon

BiomocTynHiCTE METPOHIA30/1y IPY iHTpaBariHajabHOMY BBeIeHHI CTaHOBUTH 20 % MOPIBHAHO 3 MOT0
GiomocTymHICTIO IPU IIepopabHOMY 3aCTOCYBaHHi. PiBHOBaXKHa KOHIIEHTPAIlisl METPOHIIa30Jy y
171a3Mi KPOBi CTaHOBUTE 1,6-7,2 MKI/MJI ITic/ig iHTpaBariHaabHOTO 3aCTOCYBaHHS NO00BOI 103U
npenaparty [aitHekc® Qopre.

Po3nodia.

MiKoHa301y HiTpaT. 3B'I3yBaHHA 3 6iNKaMu MIa3My KpoBi cTaHoBUTh 90-93 %. Horo IpoHUKHEHHS ¥
CIIMHHOMO3KOBY PiIWHY € HU3bKUM, ajie BiH IIMPOKO PO3MONiNAEThCS B iHIINX TKaHUHaxX. 06’eM
poamnoginy craHoButh 1400 1.

Mertponina3son. [IpoHrKae y TKaHVHY Ta PIOUHY Tijla, BKIIIOYAKOYU KOBY, KICTKH, MOJIOKO,
1epebpanbHi abciiecu, CIHHHOMO3KOBY PiiUHY, MTEYiHKY Ta MeYiHKOBi abcliecu, CIUHY, CiM'IHYy
pimuHYy i BariHaIbHUN CEKPET, Ta CATA€ KOHIEHTpPAIlil, momiOHUX OO0 THX, IO € y IIa3Mi KpoBi. Bin
Iojae MaleHTapHu 6ap’ep Ta MIBUAKO IIPOHUKAE Y KPOBOTIK iofa. 3 GinkamMu maa3Mu KpoBi
3B’s3yeThcs He Ginbine 20 %. O6’eM posmnopiny ctaHoBuTh 0,25-0,85 n/Kr.

biompaHcgpopmauis.

Mikona3ony HiTpaT. MeTabomni3yeThCcs B mediHlli. Bu3HavaloThCs IBa HeaKTUBHI MeTabosiTu (2,4-
nuxnopdenin-1 H-imigazon-eTanon Ta 2,4-0uxJIOpMUTOaneBa KUCIOTA).

MeTtpoHiga3on. MeTabomi3y€eThCs y MEeYiHIl MIJITXOM OKUCTIEHHS, TifpOKCUMEeTa0O0IiT € aKTUBHUM.
OcHOBHi MeTa0o0JTiTH METPOHITA30/1y - TIHPOKCUIIOXiAHI Ta MOXiIHI OIITOBOI KMCJIOTH - BUMINISIIOTHCS 3
ceuelo. ['inpokcumeTtabomiT BusBnsie 30 % GionoriyHoi akTUBHOCTI METPOHIZA30MY.

BuseodeHHs.

Mikona3ony HiTpart. [lepion HamiBBUBeeHHS CTAaHOBUTH 24 rogunu. Menie 1 % BUBOOUTHCA 3
ceuero. [Tpubmau3uo 50 %, mepeBaxkHO y HE3MiHEHOMY BUTJISIAI, BUBOAUTHCS 3 KaJlOM.



MertpoHnina3on. [Tepion HaniBBUBeOeHHS CTaHOBUTH 6-11 rogun. [Tpubnusuo 6-15 % mo3u
METPOHIa30/1y BUBOOUTHLCS 3 KajioM. bnu3sko 60-80 % MeTpoHiga30/1y BUBOOUTHCS i3 CEUEI0 ¥
HE3MiHEHOMY BUTJISAML Ta Y BUTTIAAI MeTabosiTiB. [Tpubnusno 20 % MeTPOHiga30/1y BUBOOUTHCS 3
ceyelo y He3MIHEHOMY BUTJTIAL].

IlaHi MOKTiIHIYHUX MOCHIIXeHb.

Pe3ynbraTu CTaHOAPTHUX OOKITIHIYHUX OOCTIXKEHb TOKCUYHOCTI TPy 6araTopa3oBOMy 3aCTOCYBaHHI,
TeHOTOKCUYHOCTI, KAHIIEPOTeHHOCTi Ta PEIPONYKTUBHOI TOKCUYHOCTI HE BKa3yIOTh Ha iCHyBaHHS
crienudivHOT0 PU3UKY [AJIS JIIOOCHKOTO OPraHi3my.

YV mikpobionorignomy mociigxkeHHi in vitro He 0y10 BUSBIEHO CUHEPTiYyHOI ab0 aHTAarOHiCTUYHOI
B3aEMOJil MiXK Hif0YMMU PeYOBHMHAMH, 1110 BXOASTE [0 CKIaAy Ipemnapary, npu fii mpotu Candida
albicans, Streptococcus (rpam B 3a Lancefield), Gardnerella vajinalis Ta Trichomonas vaginalis.

Hokminiuni gocnimxenHs KoMmOiHatii 750 Mr MeTpoHigasony Ta 200 Mr MiKOHa30JTy HiTpaTy
TI0Ka3aJIy, 10 HeMa€ MOCUIeHHS abo CUHEPri3My JleTanbHUX ab0 TOKCUYHUX e(peKTiB 060X CKIafOBUX

y CaMUllp IIypiB.

Y mocnifKeHHIi ToApa3HeHHS CIM30BO1 000JI0HKY MiXBU Y caMUIlb co0aK moponu Oiryib Ti€r XK caMoio
KoMOiHalli€to Ipenaparis 0yJio BU3HAUYEHO, 1[0 BOHA HE CIIPUYMHSE TOAPa3HEeHHS CIM30B01 000JIOHKU
IiXBY i He IPU3BOAUTD [0 KIiHIYHUX, 6i0XIMiYHUX Ta reMaTOJIOTiYHUX IOPYIIEHb. Y TOMY XK
IOCITiIKeHH] MiCLIeBUX i CHCTEMHUX TOKCUYHUX e(peKTiB BUSBIIEHO He OYII0.

KriniyHi xapaKTepUCTHKH.
Iloka3anns.

Ilns mikyBaHHSI KaHOUOO3HUX BYJIbBOBATiHITIB, cipuunHeHux Candida albicans, 6akTepialbHUX
BariHosiB, cnpu4YnHeHUX aHaepoObHuMu 6akTepisiMmu Ta Gardnerella vaginalis, TPUXOMOHaTHUX
BariHiTiB, cnpuyuHeHux Trichomonas vaginalis, Ta 3MilllaHUX BariHaIbHUX iHPEKIIIA.

IIpomunoka3aHHs.
- linepuyTnusicTs mo 6ymb-sAKOI 3 Oil0YMX PEUOBHH IpemnapaTy abo o ix moxigHux.

- BKuBaHHS aJKOTOJIBHUX HATIOIB IIifl Yyac JIiKyBaHHS a00 mMpOTSIroM 3 OHIB IIiC/Is 3aBepIIeHHS
JIIKyBaHHS.

- [Tpuitom pucynbdipaMy mig yac miKyBaHHS ab0 MPOTSATOM 2 THXKHIB ITiC/Ist 3aBepIIeHHS
JIIKyBaHHS.

- [Tepunit TpUMeECTpP BariTHOCTI.
- [Topoipis.
- Eninencis.

- TaxKi nopymenHs QyHKIN] NeYiHKY.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

IToB’g3aHi 3 METPOHINA30JI0M (BHACTILOK #oro abcopoirii).

A/IK0201b: B3a€EMO[IiI METPOHINA30J1y 3 aJIKOr0JIeM MOXKe CIPUYMHUTH peaklliio, aHaJIoTiuHy
B3aeMofiii 3 gucynbhipamom. He MoXHa BXKMBATHU aJlKOT0JIb IPOTSATOM Teparlii Ta BIPOIOBK

3 OHIB Micyg 3aBeplleHHs Kypcy (AuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

AMmioOapoH: TiABUIEHHS PU3UKY KapaiOTOKCUYHOCTI (rIponoHrauid inTepBany QT, TpinoTiHHSA-
MePEeXTiHHA IUIYHOYKIB, 3yIIMHKA CepL).

Acmemizon ma mepgpeHaduH: MeETPOHIIa30J MPUTHiYye MeTabo1i3M KX JIiKiB Ta 30inbiIye IXHIO
KOHIIEHTPAIII0 y IJ1a3Mi KPOBI.

KapbamaseniH: 36inpiIyeThCs KOHIIEHTPAIsT KapbaMa3eminy B KPOBi.

ITumemuOuH: 36inMbIIyETHCS PiBEHb METPOHIZA30/1y B KPOBi Ta PU3UK BUHUKHEHHS HEBPOJIOTiYHUX
n00iYHUX e(eKTiB.

IukaocnopuH: 30iMbIIYETHCSA PU3UK TOKCUYHOCTI IUKIIOCIIOPUHY .

[ucyavpipam: epektu 3 60Ky IeHTPaIbHOI HEPBOBOI CUCTEMHU (HAaIIPUKIIaM, IICUXOTUYHI peakiril).
JIimitl: ninBUIIeHHS TOKCUYHOCTI JIiTiI0.

DeHimoiH: 30inbIIy€eThCS piBeHb (EHITOIHY B KPOBi, 3HUKYETHCS PiBEHb METPOHINA30JTy B KPOBI.
deHobapbiman: 3HUKYETLCSA PiBeHb METPOHIIa30/1y B KPOB.

®mopypauua: 36iNbIIYETHCS PiBEHDb Y KPOBi Ta TOKCUYHICTh DTOPYpPALIUIY.

IlepopaavHi aHmukoaz2yaaHmMu: IOCUIIOETHCA [isd aHTUKOATYJISHTIB, IIABUILYETLCSI PU3UK KPOBOTEY
(muB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

[Tig yac nmikyBaHHS METPOHIZA30I0M CIIOCTEPiraBCcs MOTO BIIMB Ha PiBeHb Y KPOBi pepMeHTiB
MeYiHKY, ITI0KO3M (TeKCOKiHa3HUM MeTofl), Teo(iniHy Ta mpoKaiHaMifdy.

[1oB’g3aHi i3 MiKOHAa30IV HiTpaTOM (BHACIOOK 0COOIMBOCTEH Horo abcopOirii).

AueHoKkymapos, aHicuHOioH, OuKymapos, ¢peHidioH, peHNPOKYMOH, 8aphapuH: MiABUILIEHHS PU3UKY
BUHUKHEHHS KPOBOTEUi.

Acmemizos, yusanpud ma mepgpeHaduH: MiKOHa30JI IPUTHIYYy€e MeTaboIi3M IUX JIiKiB Ta 30i/blIye
IXHIO KOHIIEHTPAIIil0 y T1a3Mi KpoBi.

KapbamaseniH: 3HUKY€ETbCSI MeTabo1i3M KapOaMaseriny.

LlukaocnopuH: 36GiNbITyEThCS PU3UK TOKCUYHOCTI IUKITOCTIOPUHY (IUCOYHKIIIS HUPOK, X0IIeCcTas,
mapecTesii).

®eHmania: 36inbIIyeTHCS ab0 MIPOJIOHTYETHCSA [is OMiOifAiB (MPUTHIYeHHS LIeHTPaIbHOI HEPBOBOI



CUCTEeMH, [IeNpecisi, IpUTHiYeHHS PYHKINI JUXaHHT).

®eHimoiH ma ¢oceHimoiH: 30imbIIyETHCS PU3UK TOKCUYHOCTI (GEHITOIHY (aTaKcis, rimeprexcis,
HicTarMm, TpeMop).

I'nimenipu0: 30inbIIyeTHCSA TinOrIiKeMidHa [id.

OxcubymuHiH: 30iNbINyETHCS KOHIIEHTPALIiS V T1a3Mi KpoBi abo mist OKCuOyTUHIHY (CYXiCTh y POTi,
3aropu, TOJI0BHUM Oifb).

OxcuKkoOoH: 30inbIIyeThCS KOHIIEHTPAIIisI OKCUKOMIOHY V IJIa3Mi KPOBi Ta 3HUKYETHCS HOTO
BUBEMIEHHS.

ITimo3u0: 30iNbLUIYeThCS PU3UK KapAiOTOKCUYHOCTI (mposoHratig inTepsany QT, TpinoTiHHS-
MEePEXTiHHS IIIYHOYKIB, 3yIIMHKA CEpIIs).

TonamepoOuH: 36inbIIyeThCS 6i0MOCTYTIHICTL TOITEPOAUHY B 0Ci0 3 HEIOCTATHICTIO Mil IUTOXPOMY
P450 2D6.

Tpumempekcam: 30inbIIeHHS TOKCUYHOCTI TPUMETPeKcaTy (MpUTHIYeHHS KiCTKOBOTO MO3KY,
NOpYyIIeHHS (PYHKI[il HUPOK i IeYiHKW Ta YTBOPEHHS BUPA30K Y IMUIYHKY Ta KUIIEYHUKY).

Oco06.1ueocmi 3acmocyeaHHs1.
AK02010b

Crig momepeuTH MaIliEHTKY IIPO Te, 1[0 He MOXKHA BXKMBATH aJIKOTOJIb IPOTITOM Teparlil Ta
yrpomoBxK 3 mib micnist 3aBepIeHHs KypCy JTiKyBaHHS, OCKiTbKYM MOXKJIMBE BUHUKHEHHS Peakilif 3
00Ky IIeHTpaJIbHOI HEPBOBOI CUCTEMH, aHAIOTiYHUX Oil mrucynbdipaMy (OuB. po3nin «Blaemopmis 3
iHITMIMY NTiKapChbKUMM 3aco0aMu Ta iHIIN BUOYM B3aEMOIiii»).

Tpuease 3acmocy8aHHA

Bucoki mo3u npemnaparty Ta TpUBaIuU TEPMiH 3aCTOCYBaHHS MOXKYTh CIIPUYUHATU IEPUPEPUIHY
HeUpomnariio Ta CyAOMH.

OO0HouacHe niky8aHHA cmamesux napmuepis

CraTeBi mapTHepH MAalLliEHTOK, XBOPUX HAa TPUXOMOHAJHUY BariHIiT, TAaKOXK MalOTh IPOUTHU KypC
nikyBaHHS. CTaTeBi MapTHEPH, y AKUX BUSIBIIeHO Trichomonas vaginalis, TOBAHHI OMHOYACHO 3
MAIiEHTKOI0 IIPOUTHU KypC JTiKyBaHHS.

Hupkoea ma neuiHkosa HedocmamHicmb
[Tpu HUPKOBiM HEIOCTATHOCTI O3y METPOHINA30/Ty HEOOXiZHO 3MEHIITUTH.

[Tpu TAXKKiM Ie4YiHKOBiM HEOOCTATHOCTI MOXe OyTH 3MiHEeHUH KITipeHC MEeTPOHiAa301y.
MeTpoHifAa301 MOXKe IIOCUITIOBAaTA CUMIITOMHU eHlledanonaril y 3B’43Ky 3 MOT0 MiABUIIEHUM PiBHEM y
na3Mi KpoBi. TakuM 4YMHOM, METPOHiIa30J1 He0OXiTHO 3aCTOCOBYBATH 3 00€PEXKHICTIO MallieHTKaM i3
Ne4iHKOBOIO eHIledanomnaTielo. [J060By 003y A TaKUX MallieHTOK CJIif 3MeHInuTH fo 1/3.

3acmocyBaHHA NAUIEHMKAM Pi3HUX BIKOBUX 2pyn



Ilnst malieHToK JIiTHBOTO BiKY (Bif 65 poKiB) Taki XK peKoOMeHAallii, IK i [JIs peIlTy NalliEeHTOK.

[IpenapaT He peKOMEHIOBaHO 3aCTOCOBYBaTH He3alMaHUM [iBYaTaM Ta MOJIOOUM IallieHTKaM, SIKi He
[OCSATIIM CTAaTeBOl 3PisIOCTi.

O0HouacHe 3acmMoCyB8aHHA i3 NepPoOPALbHUMU AHMUKOARYAAHMAMU

MeTpoHiga3o1 MoxKe MigBUINYBaTH PiBHI OicynbdaHy y mi1a3Mi KpoBi, 110 MOXKe MIPU3BECTH 10
3HAYHOT'0 TOKCUYHOTO BIIUBY Oicynbdany. HeoOximHO YacTimie KOHTPOJIIOBATH PiBHI TPOTpoMOiHy Ta
MHB (MixHapogHe HOpMaJli30BaHe BifHOLIEHHS) IIPY OOHOYaCHOMY 3aCTOCYBaHHI IepopaaibHUX
QHTUKOATYJISHTIB IIif] YaCc 3aCTOCYBaHHS METPOHIAA30/1y Ta IPOTAroM 8 OHIB IiCJg BigMiHU.

IHwi ocobausocmi 3acmocy8aHHs
He crig KoBTaTH Cyno3uTopii abo 3aCTOCOByBaTH IpemnapaT Oyab-IKUM iHIITNM IIJITXOM BBEEHHS.

OcHoOBa Cyno3uTopisi Moxe HeOakaHUM YMHOM B3a€MOMIATH 3 'yMOI0 ab0 TaTeKCoM, 3 IKUX
BUTOTOBJIAIOTECS KOHTPALENITUBHI AiadparMu Ta Ipe3epBaTUBU, TOMY 1X ODHOYACHE BUKOPUCTaHHS 3
CYIIO3UTOPisIMU He PEKOMEHIY€EThCS.

[H11i 3ac00u [JIsT iHTpPaBariHaIbHOTO 3aCTOCYBaHHS (HAMPUKIIaM, TAMIIOHH, CIPHUHIIOBAHHS a0o
CIIepMIlLMOX) HE CIIifi 3aCTOCOBYBATH OOHOYACHO 3 TiKYBaHHSIM.

Y pasi BUHUKHEHHS TSXKKOTO0 IOfIpa3HeHH MixBU (IediHHs, cBepbixk) HeoOXimHO MPUIUHUTH
nikysaHHs npernapatoM [aitHekc” ®opre (quB. po3nin «ITo6iuHi peakii»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.
BazimHicmb
BaritHicTs - KaTeropis C.

OCKinbKY HEIOCTATHBO JAaHUX 100 BiCYTHOCTI HEraTUBHOTO BIIJIUBY Ha IJIi[ Ta PO3BUTOK
HOBOHAPOMXKEHUX IIPY iHTpaBariHaJbHOMY 3aCTOCYBaHHI CYIIO3UTOPIiB, 1[0 MICTSITh METPOHIAA30I Ta
MIKOHA30JIy HITpaT, XKIiHKaM PenpogyKTUBHOI'O BIKY CJIifj YHUKATH BariTHOCTI IPOTATOM 3aCTOCYBaHHSA
npenaparty [aitHekc® Qopre.

3acrocysaHHs npenaparty [aitHekc” ®opre y I TpuMecTpi BariTHOCTI IPOTUIIOKa3aHe.

Y II Ta IIl TpuMecTpax BariTHOCTI IpenapaT 3aCTOCOBYBATH JIUILIE 3a IPU3HAYEHHSM JIiKaps y
BUIAJKaX, KOJIU O4iKyBaHa KOPUCTH AJISI MaTepi IepeBUIllye MOTEHIIINHNAN PU3UK AJIS IJI0OHA.

TI'odyesaHHA 2pydoio.

Ha nepion 3acTocyBaHHS IpenapaTy CiIif IPUIUHUTY I'OAYBaHHS IPYOI0, OCKIIBKY MEeTPOHIIa30I1
IIPOHUKAE Y IPyOHE MOJIOKO. ['omyBaHHS rpyaAio MOXKHA BITHOBUTH 4epe3
1-2 moOwu micysg 3aKiHYeHHS JTiKyBaHHS.

depmuabHicmMb

HeMmae mokasiB MIKimIMBOTO BIINIMBY Ha (ePTUIBHICTL IIPH 3aCTOCYBaHHI OKPEMO MEeTPOHiga3omy abo
MiKOHAa30J1y HiTpaTy.



30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

CucteMHe 3aCTOCyBaHHSI METPOHIIa30Jly MOXKe MaTH BIIUB Ha 3[0aTHICTh KepyBaTu
aBTOTPAHCIOPTOM a00 MpaIlloBaTH 3 IHIMMMHU MexaHi3Mamu. [I0piBHSIHO 3 CHCTEMHUM
3aCTOCyBaHHSIM, IIpH BariHaJIbHOMY BBefleHHi aOcopOiIlisi MeTpoHiga30/1y 3Ha4HO HUX4a. [cHye
iMOBipHICTh BUHUKHEHHS 3allaMOPOYeHHs, aTaKcCii, ICUX0eMOLiNHUX po3namiB. [Ipu HasgBHOCTI TaKuX
CHMIITOMIB He PEKOMEHIOBAaHO KEPYBATH aBTOTPAHCIOPTOM abo0 IMpaIfioBaTH 3 iHIIMMHU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

IlopocnuM 3aCTOCOBYBaTH iHTpaBariHaJbHO BBeYEpi meper CHOM I10 1 CyIIO3UTOPio Ha Hi4 IPOTATrOM
7 mHiB.

[Tpu peluaouBax 3aXBOPIOBaHHS ab0 BariHiTax, pe3uCTEHTHUX M0 iHINOTO JTiIKyBaHHS, Ipenapar CIif
3aCTOCOBYBaTU BBeUEpi llepeq CHOM 110 1 cymo3uTopito Ha Hiu npoTdaroM 14 gHis.

He pekomenpayeThcs 3acTocoByBath [aiiHekc® ®opTe y mepiof MeHCTpyallii yepe3 3HMXKEHHS
e(eKTUBHOCTI IIpenapaTy i MOXKJIUBICTh AeIKUX YCKIagHEeHb [P BBEJEHHI.

BarinanbHi Cymo3uTopil CTil BBOOUTH B JIe3KaYOMY II0JIOKEHHi, TTTMO0KO Y ImiXBy. fAKIIO MOXKIIMBO, He
CJIif IpUUAMaTH BepTUKaJIbHE IIOJI0XKEHHS IIPOTATOM L[0OHAWMEHIIIe IIiBrOAWHY IIiC/Is BBEOEeHHS
cymno3uTtopis. He 3acTocoByBaTu MOABIMHUX 003 [/ KOMIIEHCYBaHHS IIPOMYIIEHOl TO3H.

Himu.

[IpemapaT He PeKOMEHAYETLCS 3aCTOCOBYBATHU HiTSM.

Ilepedo3yeanHsi.

[Ipenapat npru3HauYeHUM BUHATKOBO [JIs1 BariHa/JIbHOTO 3aCTOCYBaHHS. HeMae qaHux 1m0m0
Ilepefo3yBaHHS METPOHIAA30/ly IPU BariHalbHOMY BBefleHHi. IIpu BBeleHH] y MiXBYy METPOHIAA301
MOXK€ BCMOKTYBATHCS Y KiJTbKOCTi, HOCTATHIN IJISI TOTO, 1100 CIIPUYMHUTH CUCTEMHI epekTu. [Tpu
3aCTOCyBaHHI HaIMipHOI KiJIbKOCTi CYIIO3UTOPiiB MOXKYTh BUHUKATH CUCTEMHI e(deKTH, OB A3aHi 3
METPOHIa30JI0M, IIPOTE IIPU IHTpaBariHaJlbHOMY BBE[JeHHI METPOHIA30J He CIPUUYNHATUME
3arpo3JIUBUX AJIS1 KUTTS CUMIITOMIB.

ZKI10 BUMIaIKOBO Y TPABHY CUCTEMY IIOTPAIUTh BeJlMKa KiJIbKiCTh IIpernapary, y pa3i HeoOXimHOCTI
CJIi[l 3aCTOCYBaTH BifNIOBIZHUY MeTOL IIPOMUBAHHS IUTyHKA. JIiKyBaHHS Tpeba MPOBOTUTH Y
BUIIA[KaX, KOJU y TPaBHY CUCTeMy IOoTpanusio 12 r MmeTpoHiga3ony.

CrnenudiyHOr0 aHTUOOTY He iCHYE, PEKOMEHAYEThCS CUMIITOMaTUYHe JTiKyBaHHs. [Ipu mepemo3yBaHHi
METPOHIAa30J1y CIIOCTEPIraloThCS TaKi CUMIITOMMU: HYIOTa, O/1f0BaHHS, abgoMiHanpHUM 6inb, miapes,
cBepOixk, MeTaJleBUH IIPUCMaK y POTi, aTaKCisi, BEPTUTO, IIapecTesisi, CyAOMH, JIEHKOIIeHis,



noTeMHIHHA cedi. [Ipy nepeno3yBaHHi MiKOHA30JIy HITPaTy CIIOCTEPIral0ThCA TaKi CUMITOMU:
HynoTa, O/1t0BaHHS, 3aMajieHHs ropjla Ta POTOBOI MOPOXKHUHY, aHOPEKCis, ToNoBHUM 6inb, giapes.

MeTponigaso:n i 1oro MmetabomiTu qobpe eniMiHyIOThCS 3a JOTIOMOTOI0 FeMOIiami3y.

ITobiuni peakuii.
YacToTa nepeniyeHNX HUKYe MOOIYHUX SIBUIIl BU3HAYAETHCS TAKUM YHHOM:

nyxke 4dacTto (=1/10); gyacto (Big =1/100 go <1/10); HewacTo (Bim =1/1000 mo <1/100), pimko (Bim
=>1/10000 go <1/1000); my=xe pigko (<1/10000), HeBifoMO (He MOXKHa OLIIHUTHU 3 HaIBHUX HAHUX).

YacTtoTa BUHUKHEHHS CUCTEMHUX N00iYHNX edeKTiB € HE3HAYHOI0 Yepe3 OyKe HU3bKUU PiBeHb
MEeTPOHIIa30/1y y mja3Mi KpOBi IpK BariHaJbHOMY 3aCTOCYBaHHI npemnapaty (2-12 % Big piBHSA, 110
MOCATAETHCS NIPU IIepOpabHOMY 3aCTOCYBaHHI METPOHia3011y). [HIIa fiifo4a pe4oBUHa IIpenapary,
MiKOHA30JTy HiTpaT, MOXKe CIIPUYUHSATH Togpa3HeHHs MMiXBU (MediHHs, cBepOixk), AK i BCi iHIIi
IPOTUTPHUOKOBI 3ac00M 3 BMiCTOM IOXiIHUX iMifla3011y, 110 BBOOATLCS iHTpaBariHanbHO (2-6 %). [Ipu
BariHiTax 3aCTOCYBaHHS MpelapaTy MOXe CIPUYUHUATH 3alajieHHs CJIM30BOl MiXBU. TOMY MEeYiHHS i
cBepOixX y MmiXBi MOXKYTb CIIOCTEpiraTUCS Bifl MOYATKy [0 TPETHOTO AHS Teparii. BkazaHi cuMnToMu
3HAYHO 3HMKYIOTHCS BIIPOMOBXK JIiKyBaHHSA. Y pa3i BUHMKHEHHS TSKKOTO Iogpa3HeHHs a0o iHIIuX
aJiepriyHUX peakiliil (BUCUII, aHTiIOHEBPOTUYHUY HaOPSK B OiNgHIl 00nuyys, ry0, s3uKa, ropTaHi Ta
OponxocmnasM) HeoOXiIHO IPUIMHUTHU JIiKyBaHHS.

[ToGiyHi peakiiii BHACHIIOK MicIIeBOi il IifounX PeYOBUH IperapaTy Taitnekc” ®opre.

Memponida3o: peakiiii rinepyyTnuBocTi (Y TOMY YKCIIi BUCUIIAHHS Ha MIKipi), 6ib y 4epeBHii
TTOPOXKHWHI, TOJTOBHUM 6intb, CBepOixK, MeUiHHS i Mogpa3HeHHs IiXBH.

MikoHa3oay Himpam: Iogpa3HeHHs MixXBY (MedinHs, cBepOixK).

[To6iyHi peaxii BHACTIZOK CHCTEMHOI [il mirourx peyosuH npenaparty Laiinekc® Qopre.
3 6oky Kpoei ma aimpamuyHoi cucmemu

IyXe pigKo: arpaHyJIONUTO3, HEUTPOIIEeHis, TPOMOOIMTONEHiq, TAHIIUTOIEHis.
Hesimomo: nenkonexis.

3 boky imyHHOI cucmemu

Pigko: anadinakKTUYHUM ITIOK.

HeBimomo: peakiiii rimepuyTauBOCTi, anepriydi peaxiiii, aHTiOHEBPOTUYHUY HaOPSK, KPOIUB'THKA,
rapsdka.

3 60Ky ncuxiku
Iyxe pigko: po3nafu CBiIOMOCTI, ralolMHAIIl.
HesigoMmo: gempecis.

3 boky Hepeogoi cucmemu



YacTo: 3anaMopoYeHHs, TOJIOBHUY Oib.
Iyxe pigko: eHlledanonaTis* (HapuKian CIIyTaHICTh CBIMOMOCTI, IiABUILIIeHHS TeMIepaTypH Tifla,
migBUIIleHA YYTIUBICTh OO CBiT/IA, KPUBOIIKS, TaIIOIMHALII, Tapaid, po3lagu 30py Ta Pyxy) Ta

MiArOCTPUY MO30YKOBUY CUHAPOM* (HallpuKIaf aTaKcCisd, AU3apTpisd, MOPYyIIeHHS X0OU, HiCTarM,
TPEeMop).

Hesigomo: migBuInieHa BTOMITIOBaHICTh ab0 citabkicTh, cymomu, nepudepruyHa HEHpPOIaTis BHACITIIOK
iHTeHCUBHOI Ta/ab0 TpuBajoi Tepalii MEeTPOHIOa30I0M, ACENTUYHUM MEHIHTIT.

3 60Ky opaaHis 30py

Iye pigKo: TUMYacOBi IOPYIIEHHS 30py, Take K OUIIIONISA, MiOIis, HEYiTKICTh 30py, 3HUXKEHHS
TOCTPOTH 30DPY, 3MiHU Y CIPUUHATI KOIBOPIB.

HeBigoMo: onTMYHa HEWPOTATisA/HEBPUT.

I'enamobiaiapHi po3aadu

[ye pigko: MiABUINEHHS PiBHIB Ie4iHKOBUX (pepMeHTiB (acnapTaraMiHoTpaHcdepa3sa (ACT),
anaHiHaMiHoTpaHcdepasa (AJIT), nyxkHa pocdarasa), xomecTaTUYHUM ab0 3MilllaHUM TEMATUT Ta
ypaXKeHHS KJITUH MeYiHKY (TelaTOIUTIB), iHOMi 3 XKOBTSIHHUIIEIO; TOBIJOMIISIN IIPO BUIIAAKH

IIeYiHKOBOI HEIOCTATHOCTI, 110 moTpeOyBaia TPAHCIIAHTAllil MeYiHKY Y MallieHTiB, SKi TiKyBanucs
METPOHIIa30JI0M Ta iHIIUMH aHTUOIOTUKAMH.

3 60Ky wkipu ma nidwKipHoOi KAimKo8uHU

[lyXe pigKo: BUCUIIAaHHS, BKII0OYAIO4H TaKi, 1[0 MOXKYTh CyIPOBOAXKYBAaTUCh MPOIIACHUIIEIO,
IPUIIINBY, TimepeMisi, cBepOix.

Hesigomo: monmiMmopdHa eputeMa, cuaapoM CTiBeHCca-I[2KOHCOHA, TOKCUYHUM eliflepMalbHuN
HEKpPOITi3, KOHTaKTHUY JePMaTHUT.

3 60Ky onopHO-pyx08020 anapamy i cnoAy4YHOi MKAHUHU

[yxe pigko: Mianris, apTpanris.

3 60Ky HUPOK Ma 0p2aHie ceyosunyCKaHHs

IyXe pigko: MOTEMHIHHS cedi (3a paxyHOK MeTab0J1i3My METPOHiga30my).
3 60Ky WAYHKOBO-KUWKOBO20 MPAKmMy

HeBimomo: aHOpEKCisi, mOpyIlIeHHs CMaKy, 3allajieHHs CIM30B01 000JIOHKU ITOPOXKHUHHU POTa,
MeTaJliYHuY IpUCMakK y POTi, 00KIafgeHul I31UK, CTOMaTUT, TJIOCUT, Hy#oTa, O/1t0BaHHS, 3amop, 6inb B
eliracTpasbHil OiNSHII, Aiapes, CyXiCTh Y POTi, 3HWXKEHHS aleTUTy, Oilb ¥ JKUBOTI Ta CIIa3MH.

3azanvHi nopyweHHA ma peakuii y Micui e8e0eHHs
Ily>Ke 4yacTo: BariHaJIbHI BUMIIEHHS.
YacTo: BariHiT, ByJIbBOBariHajabHe IOAPa3HEeHHs, JUCKOMDOPT y AiSHII Maioro Ta3a.

HeuacTo: BiguyTTsa crpary.



Pigko: BiguyTTs nedinHs y mixsi, cBepOixK, mofpa3HEeHHS.
HesigoMo: MiclieBe noapa3HeHHs Ta rinepyyT/IUBICTh, IPUIIJIUBY, iABUAILIEHHS TeMIIepaTypH Tiia.

Bka3zaHi mo6iuHi peakiiil cmocTepiraroThCs PifKo, OCKiNMbKY KOHIIEHTpPAllisi METPOHIAa30/1y B KPOBi Ipu
IHTpaBariHaJibHOMY BBE[IEHHI € HEBUCOKOIO.

* MoXyTh MUHATH IiCJIg IPUNKUHEHHS IPUIOMY IIpemnapary.

[ToBimoMIIEHHS IIPO Him03pPIOBaHi m06iYHI peaxirii.

[ToBimomIeHHs PO Migo3poBaHi MOGiYHI peakii micis peecTpariil 1ikapchbKOro 3aco0y € BaxKIUBOIO
npouenyporo. Lle mae 3Mory nNpogoBXKyBaTH KOHTPOJIIOBATH CIIBBIAHOIIEHHS KOPUCTh/PU3UK IIPU
3aCTOCYBaHHI LIbOTO JIiKapchKOro 3aco0y. MenuyHi mpalliBHUKY ITOBUHHI ITOBIIOMIISATH IIPO BCi
nimo3pioBaHi MoOiuHi peakilil Yepe3 HalliOHaIbHY CUCTEMY 3BiTHOCTI Ta 3aIBHUKY dyepe3 GopMy
3BOPOTHOTO 3B’s13KYy Ha BeOcaiiTi: https://kusum.ua/pharmacovigilance/.

Tepmin npudamHocmi.

3 pPOKH.

YmMmoBH 30epiranssi.
30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIlepaTypi He Buile 25 °C.

30epiratu y HegOCTYIIHOMY OJIS1 OiTeM MiCIIi.

YnakoBka.

[To 7 cyno3sutopiiB y ctputi. [To 1 cTpumny y KapTOHHIN yIIaKOBIIi.

Kareropis Bignycky.

3a pelemnToM.

BupoOHHUK.
Kycywm Xentxkep [IBT JITH/

Kusum Healthcare Pvt Ltd.



Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIKeHHs MOro JisIbHOCTI.
CII-289 (A), PIIKO Inpmactpian apea, YomaHki, bxiBagi, [Iict. AnBap (PagxkacTan), Inmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



