THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

TAMHEKC®

(GYNEX")

Cknao:
Oitoui pevyoguHu: MeTpoOHifa301 (metronidazole), MikoHa30my HiTpaT (miconazole);
1 cyno3uTopiit MicTuTh MeTpoHiga3oay 500 mr, mikoHa3o0my HitpaTty 100 Mmr;

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.

TaitHekc® - KOMOiHOBaHHUI IPOTUMIKPOOHUH IIpenapar, fisd SKOro 3yMOBJIeHa METPOHIa30JI0M Ta
MiKOHA30JI0M, III0 BXOOATh OO MOT0 CKIafmy.

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
penapary.

Po3nodin.

MiKoHa3051y HiTpaT. 3B'g3yBaHHA 3 6iNKaMu MIa3My KpoBi cTaHoBUTE 90-93 %. Horo IpoHUKHEHHS
CIIMHHOMO3KOBY PiAWHY € HU3bKUM, ajie BiH IIMPOKO PO3MONiNAEThCS B iHIINX TKaHUHaxX. 06’'eM
poamnoginy craHoBuTh 1400 1.

MertpoHniga3on. IIUpoKo po3NOKiNgeThCSA Y TKAHNHAX Ta PiIUHAX Tijla, BKJII0OYA0UU KOBY, KiCTKOBY
TKaHUHY, MOJIOYHI 3aJ103U, MOJIOKO, abCliecu r0JIOBHOT'O MO3KY, CIMHHOMO3KOBY PiKHY, TEYiHKY Ta
abcriecu mevinKy, CAUHY, CiM'SHY PiguHY i BariHaJbHUN CEKPEeT, Ta CAra€ KOHIIEHTpPAllii, MomibHuX o0
THUX, ITI0 € y MJIa3Mi KpoBi. MeTpoHiga301 MpoHUKae yepe3 IjlalleHTapHui 6ap’ep Ta MBUIKO
norafia€ y KpoBOTIK Ijtofa. 3 6iikamMu 1mia3Mu KpPoBi 3B’s13yeThest He Oinbine 20 %. O6’eM po3nominy
cranoButh 0,25-0,85 n/kr.

biompaHcgpopmauis.

MikoHa3ony HiTpaT. MeTabomi3yeThcs y nedinili. BusHaualoThCs ABa HeaKTUBHI MeTabostiTu (2,4-
ouxnopdenin-1 H-imigazon-etanon Ta 2,4-OguXJIOpMUTOaneBa KUCIOTa).

MeTpoHiga3on. MeTabomi3y€eThCs y MEeYiHIl MIJITXOM OKUCIEHHS, TiIpOKCUMEeTabO0IiT € aKTHBHUM.
OcHOBHi MeTa0o0JIiTH METPOHITA301y - TiHPOKCUIIOXiAHI Ta MOXiIHI OIITOBOI KMCJIOTH - BUAINISIOTHCS 3
ceueto. I'impokcumeTabomit BusiBnsie 30 % 6ionoriyHoOl aKTUBHOCTI METPOHIAA30ITy.

BusedeHHs.

MikoHa3ony HiTpat. [Tepion HamiBBUBeOeHHS CTaHOBUTH 24 rogunu. MeHuie 1 % BUBOOUTHCS 3



ceueto. [Tpubnusno 50 %, mepeBaxkHO Y HE3MiHEHOMY BUTJISAMi, BABOOUTHLCS 3 KAJIOM.

MertpoHnina3on. [Tepion HaniBBUBemeHHS CTaHOBUTH 6-11 rogun. ITpubnusuo 6-15 % no3u
METPOHIa30/Iy BUBOOUTHLCS 3 KajioM. bnu3sko 60-80 % MeTpoHima30/1y BUBOOUTHCS i3 CEYEI0 ¥
He3MiHEHOMY BUTJISAL Ta y BUTTAAi MeTabomiTiB. [Tpubnmusno 20 % MeTpoHia30/1y BUBOOUTLCS 3
ceyero y He3MiHeHOMY BUTJIALIL.

[NaHi JOKIiHIYHUX OOCHIIKEeHb.

Pe3ynbTaTy CTaHOAPTHUX OOKIiHIYHUX AOCIIIXKEHb TOKCUYHOCTI ITpu 6araTopa3oBOMY 3aCTOCYBaHHI,
TeHOTOKCHUYHOCTI, KaHIIEPOTEHHOCTi Ta PeIPOAYKTUBHOI TOKCUYHOCTI HE BKa3yl0Th Ha iCHYBaHHS
crieruivHOTO0 PU3UKY [AJIS JTIOACHKOTO OpPraHi3my.

Y mikpoGionoriunoMy mociifzkeHHi in vitro He 0yJ10 BUSIBIEHO CUHEPTriyHOI ab0 aHTaroHiCTUYHOI
B3a€EMOi] MiX [il0UMMHU pPe4OBUHAMH, 110 BXOASATH [0 CKIafy Ipemnaparty, npu fil npotu Candida
albicans, Streptococcus (rpam B 3a Lancefield), Gardnerella vajinalis Ta Trichomonas vaginalis.

Hoxkmniniuni gocnimxenus komOiHaii 750 Mr MeTpoHigasony Ta 200 Mr MiKOHa30JTy HiTpaTy
II0Ka3aJjIy, 10 HeMa€ MOCUIeHHS abo CUHEPri3My JleTanbHUX ab0 TOKCUYHUX edeKTiB 060X CKIIafOBUX
y CaMHIb IIypiB.

Y mocnifKeHHIi Togpa3HeHHs CIM30BOI 000I0HKY MiXBU Y caMUIlb co0aK moponu Oirnb Ti€r XK caMolio
KoMOiHallieto mpenapartis 0yJio BU3HAUEHO, 1[0 BOHA HEe CIIPAYUHSIE MTOAPa3HEeHHS CIM30B01 000JI0OHKH
IiXBY i He IPU3BOOUTH [0 KIiHIYHMX, 610XiMiYHUX Ta TeMaTOJIOTiYHUX MOPYIIeHb. Y TOMY XK
MOCTiAKEeHH] MiCIIeBUX i CHCTEMHUX TOKCUYHUX e(dEeKTiB BUSIBIIEHO He OyII0.

KiiniuyHi XxapaKTepHUCTHKH.
Iloka3aHnHus.

g niKyBaHHSI KAHAKWOO3HUX BYJIbBOBATIHITIB, cipuunHeHux Candida albicans, 6akTepianbHUX
BariHo3iB, cIpu4YMHEHUX aHaepoObHuMu 6akTepisimu Ta Gardnerella vaginalis, TPUXOMOHaTHUX
BariHiTis, cnpuunHeHux Trichomonas vaginalis, Ta 3MillIaHUX BariHalIbHUX iHQEKIIIN.

IIpomunoka3aHHs.
- l'inepuyTnusicTs mo Oymb-sKOI 3 Oil0YMX PEYOBHH MpemapaTy abo o ix moxigHux.

- BXXuBaHHS aTKOTOJIbHUX HAIIOIB IIif Yac JiKyBaHHS ab0 mpoTsaroM 3 OHIB IiCys 3aBepIIeHHS
JIiKyBaHHS.

- [Tpuitom pucynbdipaMy mig yac MiKyBaHHS ab0 MPOTSATOM 2 THXKHIB ITiC/IsT 3aBepIIEHHS
JIIKyBaHHS.

- [Tepuinii TPUMeECTp BariTHOCTI.
- [Topoipis.

- Eninerncig.



- TskKi mopymeHHs QyHKIIII TeYiHKHU.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

[ToB’s13aHi 3 METPOHIIa30JI0M (BHACIIOOK #0Oro abcopOiii).

AK0201b: B3a€EMOi METPOHIA30J1y 3 aJIKOTr0JIeM MOXKe CIIPUYUHUTH Peakliito, aHaJIoTiuHy
B3aeMofil 3 gucynbdhipamMmoM. He MoKHa BXKUBATH aJIKOTOJIb IIPOTITOM Tepallil Ta BIPOLOBXK

3 mHIB micg 3aBepllieHHs Kypcy (AuB. po3nin «OcobIUBOCTI 3aCTOCYBAHHS»).

AMmioOapoH: TiABUIIEHHS PU3UKY KapAiOTOKCUYHOCTI (ponoHrauid inTepBany QT, TpinoTiHHS-
MePEeXTiHHA IUIYHOYKIB, 3yIIMHKA CEpIs).

Acmemizon ma mepgpeHaduH: METPOHIIa30J MPUTrHiYye MeTabo1i3M KX JIiKiB Ta 30inbiye IXHIO
KOHIIEHTpALI0 Y I1JIa3Mi KPOBI.

Kapbama3seniH: 36inpIIyeThCs KOHIIEHTPAIlsT KapbaMa3eminy B KPOBi.

ITumemuouH: 36inmbIIYETHCS PiBEHb METPOHIZA30/1y B KPOBi Ta PU3UK BUHUKHEHHS HEBPOJIOTIYHUX
mo6iuHuX eheKTiB.

LukaocnopuH: 30iMbIIYETHCS PU3UK TOKCUYHOCTI IIUKIIOCIIOPUHY .

[ucyavpipam: epextu 3 60Ky IEeHTPaIbHOI HEPBOBOI CUCTEMHU (HAIIPUKIIAM, IICUXOTUYHI peakiril).
JIimiii: migBUIIEHHS TOKCUYHOCTI JIITii0.

deHimoiH: 36inbIny€eThCS piBeHb GEHITOIHY B KPOBi, 3HUKYETHCS PiBEHb METPOHIAA30JTy B KPOBI.
deHobapbiman: 3HUKYETHCSA PiBeHb METPOHIIA30/1y B KPOBi.

®mopypavus: 30iMbIIYETHCS PiBEHDb ¥ KPOBi Ta TOKCHYHICTh (PTOPYpPALUIIY.

ITepopaavHi aHmukoaz2yasHmMu: MOCUIIOETHCS [isd aHTUKOATYJISHTIB, IMIABUIIYETLCSI PU3UK KPOBOTEY
(ouB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

[Tig 9ac nmikyBaHHS METPOHIAA30JI0M CIIOCTEPiraBCs UOro BIJIUB Ha PiBEHb Y KPOBi pepMEHTIB
NIeYiHKH, TII0KO03H (TeKCOKiHa3HUM MeTof), Teodiiny Ta IpoKaiHaMify.

[ToB’s3aHi i3 MiKOHA30JIY HiTpaTOM (BHACIIIOK 0COOIUBOCTEH Horo abcopoirii).

AueHoKymapos, aHicuHOioH, OuKymapos, ¢peHidioH, peHNPOKYMOH, 8aphapuH: TiABUILIEHHS PU3UKY
BUHUKHEHHS KPOBOTEYi.

Acmemizoa, yusanpud ma mepgpeHaduH: MiKOHa30JI IPUTHIYY€e MeTaboTi3M IIUX JIiKiB Ta 30inblIye
iXHIO KOHIIEHTpALlil0 y IJIa3Mi KpPOBi.

KapbamaseniH: 3HUKY€ETbCSI MeTab01i3M KapOaMaseiny.

Lluka0cnopuH: 36iNbITYEThCS PU3UK TOKCHYHOCTI IUKIIOCTIOPUHY (IUCOYHKIIIS HUPOK, XOIIeCTas,
mapecTesii).



®eHmanin: 30iMbIITyETHCS ab0 MPOJOHTYETHCA [is OMiOifAiB (MPUTHIYEHHS LIeHTPaIbHOl HEPBOBO1
CUCTeMHU, [Ielpecisi, IpUTHiYeHHS (PYHKI1 OUXaHHT).

®eHimoiH ma ¢ocheHimoiH: 30iMbIIyETHCS PU3UK TOKCUYHOCTI (GEHITOIHY (aTaKcis, rimepriexcis,
HicTarM, TpeMop).

I'aimenipu0: 30iMbIIyETHCA TiMOTIiKEMiYHa Tis.

OxcubymuHiH: 36inbUIyeThCS KOHLIEHTPAIS ¥ I1a3Mi KpoBi abo fisg okcuOyTuHiHY (CyXiCTb Y POTi,
3aropu, TOJI0BHUM Oifb).

OxcuKoOoH: 30iNbIIyeThCS KOHIIEHTPAIlisl OKCUKOMOHY V IJIa3Mi KPOBi Ta 3HUKYETHCS HOTO
BUBEIEHHSI.

ITimo3u0: 30iNbLUIYEThCS PU3UK KapAIOTOKCUYHOCTI (mposoHratig inTepsany QT, TpinoTiHHS-
MepPeXTiHHA IUIYHOYKIB, 3yIIUHKa Cepls).

ToamepoOuH: 30inbIyETHCS 0i0OMOCTYIIHICTh TONTEPOAUHY B 0Ci0 3 HEAOCTATHICTIO il IIUTOXPOMY
P450 2D6.

Tpumempekcam: 30inbIIeHHS TOKCUYHOCTI TPUMETPeKcaTy (IpUTHIYeHHS KiCTKOBOTO MO3KY,
NOpYIIeHHS (PYHKI[il HUPOK i IeUiHKY Ta YTBOPEHHS BUPA30K Y MUIYHKY Ta KUIIEYHUKY).

Oco6.1ueocmi 3acmocyeaHHsi.
A K020/

Crip momepenuTH MaIliEHTKY IIPO Te, 10 He MOXKHA BXKMBATH aJIKOTOJIb IPOTSITOM Teparllil Ta
ympomoBxK 3 mib micnist 3aBepIeHHs Kypcy JTiKyBaHHS, OCKiTbKY MOXKJIMBE BUHUKHEHHS Peakilii 3
00Ky IleHTpa/IbHOI HEPBOBOI CUCTEMH, aHaJIOTiYHUX Hil AucynbdipaMy (OuB. po3min «B3aemopmis 3
iHITMMY NTiKapCbKUMM 3aco0aMu Ta iHII BUOYM B3aEMOIiit»).

Tpusase 3acmocy8aHHA

Bucoki no3u npenapaty Ta TPUBaIUU TEPMiH 3aCTOCYBaHHS MOXYTh CIIDUYUHATY NEPUGEPUIHY
HeUpomnario Ta CyAOMH.

OO0HouacHe niKy8aHHA cmamesux napmuepis

CraTeBi napTHepHU MallieHTOK, XBOPUX Ha TPUXOMOHAAHUY BariHiT, TaKOXK MalOTh IPOUTH KypPC
nikyBaHHS. CTaTeBi MapTHEPH, y AKUX BUSIBIIeHO Trichomonas vaginalis, TOBAHHI OMHOYACHO 3
NalliEHTKOI0 IIPOUTH KyPC JTiKyBaHHS.

Hupkoea ma neuiHko8a HedocmamHicmb
[Tpu HUPKOBiY HEOCTATHOCTI J03y METPOHiNa30/Ty HEOOXiZHO 3MEHIIIUTH.

[Tpu TAXKKiM Me4YiHKOBiM HEJOCTATHOCTI MOXe OyTH 3MiHEeHUY KITipeHC MeTPOHiAa301y.
MeTpoHiga30/1 MoxKe ITOCUIIOBATU CUMIITOMU eHIledarionaTii y 3B’S3Ky 3 HOTO IiABUIIIEHUM PiBHEM Y
na3Mi KpoBi. TakuM 4MHOM, METPOHiIa3071 He0OXiIHO 3aCTOCOBYBATH 3 00€PEXKHICTIO MalieHTKaM i3
eYiHKOBOMO eHIledanomnarTie. [J060By 03y [ TaKUX MAIliEHTOK CJIig 3MEeHIUTH 10 1/3.



3acmocy8aHHA nauieHmMKam pizHUX 8iK08UX 2pyn
II7g nmalieHToK MTHROTO BiKY (Big 65 pOKiB) Taki K peKoMeHpallil, K i 719 pelnTy NallieHToK.

[IpenapaT He peKOMEHIOBaHO 3aCTOCOBYBaTH He3aliMaHUM [JiBYaTaM Ta MOJIOAUM IallieHTKaM, SIKi He
[OCSATIIM CTAaTeBOl 3PisIoCTi.

O0HouacHe 3acmMocyB8aHHA i3 NepopPasbHUMU AHMUKOAR2YASAHMAMU

MeTpoHiga3o1 MoxKe MigBUIYyBaTH PiBHI OicynbdaHy y mi1a3Mi KpoBsi, 110 MOXKe IPU3BECTH 10
3HAYHOT'0 TOKCUYHOTO BIIUBY Oicynbdany. HeoOximHo yacTimie KOHTPOJIIOBAaTH PiBHI MpoTpoMOiHy Ta
MHB (MixXHapogHe HOpPMaJli30BaHe BiHOILIEHHS) IIPX OOHOYaCHOMY 3aCTOCYBaHHI IepopabHUX
QHTUKOATYJISHTIB IIif YaCc 3aCTOCYBaHHS METPOHIAA30/Iy Ta IPOTAroM 8 OHIB IiCiid BigMiHU.

THWi ocobausocmi 3acmocyB8aHHs
He crig KoBTaTH Cymno3uTopii abo 3aCTOCOBYBaTH IpemnapaT Oyab-IKUM iHIINM IIJISXOM BBEJEeHHS.

OcHoBa Cy1o3uTopis Moxke HebGakaHUM YHHOM B3aEMOMIATH 3 TYMOI0 ab0 TaTeKCOM, 3 IKUX
BUTOTOBJITIOTHCS KOHTPALIENITUBHI AiadparMu Ta mpe3epBaTUBH, TOMY IX OHHOYACHE BUKOPUCTAHHS 3
CYIIO3UTOPisIMU He PEKOMEHIYETHCH.

[nmi 3acobu [A7g iHTpaBariHaabHOTO 3aCTOCYBaHHS (HAlpHKial, TaAMIIOHHU, CIIPHHIIOBaHHS a0
CIIEPMIIIMOX) HE CITifi 3aCTOCOBYBaTH OOHOYACHO 3 TiKyBaHHSIM.

Y pasi BUHUKHEHHS TSXKKOTO0 IOfIpa3HeHHS MixBU (IediHHs, cBepbixk) HeoOXimHO MPUIUHUTH
JIIKyBaHHA IIpernapaToM Taiinexc® (OuB. po3min «ITo6iuHi peakirii»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyod0to.
BazimHicmb
BaritHicTs - KaTeropis C.

OcCkKinbKY HEZOCTATHLO JAHUX IIOA0 BiICYTHOCTI HEraTUBHOIO BIIJIUBY Ha IJIifl TA PO3BUTOK
HOBOHapPOAKEHUX IIPYU iHTpaBariHaJIbHOMY 3aCTOCYBaHHI CYIIO3UTOPIiB, IO MiCTSITh METPOHIAA30II Ta
MIKOHA30J1y HiTpaT, XKiHKaM PenpofyKTUBHOIO BiKY CJIifj YHUKATH BariTHOCTI IPOTATOM 3aCTOCYBaHHSA
npenapaty [aiiHexc®.

3acTocyBaHHs npenapaTy [aitHekc® y I TpuMecTpi BariTHOCTI IPOTUIIOKa3aHe.

Y II Ta IIl TpuMecTpax BariTHOCTI IpenapaT 3aCTOCOBYBATH JIUILE 3a IPU3HAYEHHAM JIiKapsd y
BUTIA[KaX, KOJIU O4iKyBaHa KOPUCTH AJI MaTepi IepeBUIllye MOTEHIINHNAY PU3UK AJIS IJI0OHA.

I'odyesaHHA 2pydoro.

Ha nepion 3acTocyBaHHS npenapary CIIif IPUIUHUTY TOAYBaHHS IPYALI0, OCKIIBKYA MEeTPOHIAa30I1
IIPOHUKAE Y TPyIHE MOJIOKO. ['omyBaHHS IPYAOI0 MOXHA BiTHOBUTH Yepes3
1-2 goOwu micnsg 3aKiHYeHHS JTiKyBaHHS.

depmuabHicmMb



Hemae mokasiB mKigmuBOro BIIMBY Ha (PePTUIBHICTH IIPYU 3aCTOCYBaHHI OKPEMO METPOHiAa30y abo
MiKOHAa30JTy HiTpaTy.

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

CucteMHe 3aCTOCyBaHHSI METPOHIIa30Jly MOXKe MaTH BIIUB Ha 3[0ATHICTh KepyBaTU
aBTOTPAHCIOPTOM a0o0 MpaIlloBaTH 3 iHIMMMHU MexaHi3MaMmu. [I0piBHSIHO 3 CHCTEMHUM
3aCTOCyBaHHSIM, IIpH BariHaJIbHOMY BBefleHHi aOcopOilisi MeTpoHiga30/1y 3Ha4HO HUX4a. IcHye
iMOBipHiICTh BUHMKHEHHS 3allaMOPOYeHHS, aTaKCii, ICUX0eMOLiNHUX po3iamiB. [Ipu HasgBHOCTI TaKUX
CHMIITOMIB He PEKOMEHI0BAaHO KEPYBAaTH aBTOTPAHCIOPTOM ab0 IMpaIfioBaTH 3 iHIIMMHU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHsi ma do3u.

IlopocnuM 3aCTOCOBYBaTH iIHTpaBariHaJbHO BBeUepi nepen CHOM 110 1 cymo3uTopito Ha Hid Ta no 1
BPaHIIi IPOTSATOM 7 IHIB.

[Tpu peluaouBax 3aXBOPIOBaHHS ab0 BariHiTax, pe3uCTEHTHUX M0 iHINOTO JIiIKyBaHHS, IIpenaparT CIif
3aCTOCOBYBaTU BBeUepi lepen CHOM 110 1 cynmo3uTopito Ha Hid Ta no 1 BpaHui npotarom 14 nHis.

He pekoMeHyeThCs 3aCTOCOBYBATH afiHeKc® y mepion MeHCTpyarlil yepe3 3HUXeHHS e(eKTUBHOCTI
mpernapaTy i MOXKJIMBICTh OesKUX YCKIafHEeHb IIPU BBEEHHI.

BarinanbHi Cymo3uTopil ctig BBOOUTH B JIeXKa4yOMy II0JI0KEeHHi, TTUO0KO y MiXBy. AKIIO0 MOXKINBO, HE
CJIiff IPUMMaTH BepTUKaJIbHE OJI0KEHHS IPOTAroM I[OHaMEeHIle MiBrOJUHY IiCJIg BBEEHHS
cyno3uTopis. He 3acTocoByBaTH MOABIMHUX 003 [JIsT KOMIIEHCYBaHHS IIPOMYIIEHOI JO3M.

Himu.

[IpemapaT He PeKOMEHAYETLCS 3aCTOCOBYBATHU HiTSM.

Ilepedo3yeanHsi.

[IpenapaTt npr3HaUYEeHUM BUHATKOBO [JIs1 BariHa/JIbHOTO 3aCTOCYyBaHHS. HeMae qaHux 1010
Iepeno3yBaHHS METPOHIAA30/Iy IPU BariHalbHOMY BBefleHHi. [Ipu BBeleHH] y MiXBy METPOHIAA301
MOXK€ BCMOKTYBATHCS Y KiTbKOCTi, HOCTATHIN IJIST TOTO, 1100 CIIPUYMHUTH CUCTEMHI epekTu. ITpu
3aCTOCYBaHHI HAAMIipHOI KiJTbKOCTi CyIIO3UTOPilB MOXKYTh BUHUKATU CUCTEMHI e(eKTH, II0B A3aHi 3
METPOHIIa30JI0M, IIPOTE IIPU IHTpaBariHaJlbHOMY BBE[eHHI METPOHIIA30J1 HEe CIPUUYNHATUME
3arpo3JIUBUX AJIS1 KUTTS CUMIITOMIB.

fKI110 BUTIaIKOBO Y TPaBHY CUCTEMY IIOTPAIUTh BeJlMKa KiNbKiCTh IIpernapary, v pa3i HeoOximHOCTI
CJIi[l 3aCTOCYBaTH BifTIOBIZHUY MeTON IIPOMUBAHHS IUTyHKA. JIiKyBaHHS Tpeba MpOBOTUTH Y
BUMAJKAaX, KOJIU y TPAaBHY CUCTeMy IIOTpanuso 12 r MmeTpoHiga3ony.

Croenu@iyHOT0o aHTUAOTY He iCHY€E, PEKOMEHIYEThCSI CUMIITOMATUYHE JTiKyBaHHS. [Ipu mepeno3yBaHHi
METPOHIAa30J1y CIIOCTEPIraloThCS TaKi CHMIITOMMU: HYIOTa, O/1I0BaHHS, abgoMiHanpHUM 6inb, miapes,



cBepbixk, MeTasieBU# IPUCMaK y POTi, aTaKCisl, BEPTUTO, ITAPECTE3isl, CyIOMHU, JIEUKOTIEHIS,
noTeMHIHHA ceui. [Ipy nepeno3yBaHHi MiKOHA30JIy HITpaTy CIIOCTEPITal0ThCA TaKi CUMIITOMU:
HymoTa, OJ1I0BaHHS, 3allajieHHs Topjia Ta POTOBOI TOPOXKHUHYU, aHOPEKCis, TOJI0BHUM 6ifnb, miapes.

MeTpoHiga3on i oro MetabosiTu goOpe eniMiHyIOTECS 3a OITOMOTO0I0 TeMOIiai3y.

ITo6iuni peakuii.
YacToTa nepeniyeHNX HUKYe MOOIYHUX SIBUIIl BU3HAYAETHCS TAKUM YHHOM:

nyxe 4dacTto (=1/10); gyacto (Big =1/100 go <1/10); HewacTo (Bix =1/1000 mo <1/100), pigko (Bix
=1/10000 go <1/1000); myxe pigko (<1/10000), HeBifoMO (He MOXKHa OLIHUTHU 3 HaIBHUX JAHUX).

YacToTa BUHUKHEHHSI CUCTEMHUX I00iYHUX e(eKTiB € He3HAYHOIO Yepe3 JyxKe HU3bKUU piBeHb
METPOHIa30/1y y I1a3Mi KpOBi IpK BariHaJbHOMY 3aCTOCYBaHHI npemnapaty (2-12 % Big piBHSA, 110
NOCATaETHCS NIPU IIepOpabHOMY 3aCTOCYyBaHHI METPOHia30i1y). [HIIa firo4a pe4oBUHa IIpenapary,
MiKOHAa30JTy HiTpaT, MOXKe CIPUYNHSATH OOpPa3HeHH MiXBYU (ediHHs, cBepOixk), AK i BCi iHII
IPOTUrPUOKOBi 3aC00M 3 BMiCTOM IOXiTHUX iMiga301y, 110 BBOAATHCS iHTpaBarinanbHo (2-6 %). Ilpu
BariHiTax 3aCTOCyBaHHS IIpelapaTty MOXe CIPUYUHUTY 3alajleHHs CIU30BOl MiXBU. TOMy NEeYiHHA i
cBepOixX y MmiXBi MOXKYTb CIIOCTepiraTUCs Biff MOYATKy 10 TPETHOTO AHS Teparii. BkazaHi cuMnToMu
3HAYHO 3HMKYIOTHCS BIIPOMOBXK JIiKyBaHHA. Y pa3i BUHMKHEHHS TSKKOTO Iogpa3HeHHs a0o iHIIuX
aJiepriyHUX peakiliil (BUCUI, aHTiIOHEBPOTUYHUY HaOpSK y AiNgHIi o0nuyys, Ty0, 13uKa, ropTaHi Ta
OpoHx0oCcma3M) HeoOXiIHO IPUNTUHUTHU JIIKYBaHHS.

[To6iyHi peakilii BHACHIIOK MicIIeBOi Iil Iifounx PeYOBUH IpemapaTy TaiiHekc®.

MempoHida3o.: peakiii rinepuyTaUBOCTI (y TOMY YUCIIi BUCUIIAHHSA Ha ILIKipi), Oinb y yepeBHil
ITOPOXKHWHI, TOTOBHUM 6intb, CBePOixK, MediHHS i mogpa3HeHHS IIiXBH.

MikoHa3o1y Himpam: IOgpPa3HeHHs MMiXBY (MeuinHs, cBepOixk).

IToGiyHi peaxilil BHACIiNOK CHCTEMHOI [iii [if0unx peyoBuH npenapary LaitHekc®.
3 boky Kpoei ma aimpamuyHoi cucmemu

IyXe pigKo: arpaHyJIOIUTO3, HEUTPOIIeHis, TPOMOOIMTONIEHis, TAHIIUTOIIeHis.
Hegigomo: neuikomeHis.

3 6oky imyHHOI cucmemu

Pigko: aHa¢inakTUYHUN LIOK.

Hesigomo: peakiiil rinep4yTaUBOCTI, anepriydi peakiiii, aHTi0OHEBPOTUYHUY HaOpSK, KPOIUB'IHKA,
rapsyka.

3 6oky ncuxiku
IyXe pigKo: po3/afu CBiIOMOCTI, rajonuHaIril.

Hegigomo: mempecis.



3 60Ky Hepsosoi cucmemu

YacTo: 3anmaMopoOYeHHs, TOJIOBHUY Oib.

Iyxe pigko: eHlledanonaTis* (HapuKiaj CIUIyTaHICTh CBiMOMOCTI, IiABUIIIEeHHS TeMIepaTypH Tifla,
IifABHUINeHa YyTIUBICT IO CBiT/Ia, KPUBOIINS, TasOIMHAllil, Tapajiy, po3yagy 30py Ta pyxy) Ta
HOiATOCTPUY MO30YKOBUY CUHAPOM* (HalpuKIaz aTakCisd, qu3apTpis, IOPYILIEHHS XOOU, HiCTary,

TPeMop).

HeBimoMo: migBuilieHa BTOMIIOBaHICTh ab0 ctabKicTh, cymoMu, epudepryHa HENPOMIaTish BHACTIIOK
iHTeHCHBHOI Ta/ab0 TpUBaOl Teparii METPOHINA30JI0M, aCEeNTUYHUN MEHIHTIT.

3 60Ky opaaHis 30py

[lyXe pigKo: TUMYaCOBi [IOPYIIEHHS 30PY, Take K OUILIONIs, MiOIifl, HeYiTKICTE 30Py, 3HUKEHHS
TOCTPOTH 30DPY, 3MiHU Y CIPUUHATI KOJIBOPIB.

HesBigoMo: onTr4Ha HEXPOIIATiA/HEBPUT.

I'enamobiaiapHi po3aadu

[ye pigko: MiABUINEHHS PiBHIB Ie4iHKOBUX (pepMeHTiB (acnapTaraMiHoTpaHcdepa3sa (ACT),
ana"iHaMminoTpaHcdepasa (AJIT), nyxkHa ¢ocdaTasa), XxoecTaTUUHUM ab0 3MilllaHW TeTIaTUT Ta
ypaXKeHHS KIITUH NeYiHKHY (TemaToIXTiB), iHOAl 3 JKOBTSIHUIEI0; ITOBIIOMIISIN IIPO BUIIaAKU

Ne4YiHKOBOI HEIOCTATHOCTI, 1110 moTpeOyBaja TpaHCIJIaHTallii MeYiHKY Y NaLieHTiB, SKi TiKyBanucs
METPOHIIa30JI0M Ta iHIIMMY aHTHOIOTHKAMH.

3 60Ky wkipu ma nidwkKipHOi KAimKo8uHuU

IyXe pifKo: BUCUIIAHHS, BKITIOYAIOYHX TaKi, III0 MOXKYTh CYIIPOBOMKYBATHUCS ITPOIACHUIIEO,
IPUILIUBY, TiepeMis, cBepOixK.

Hesimomo: monmiMopdHa eputeMma, cuaapoM CTiBeHca-[[2KOHCOHA, TOKCUYHUM elliflepMalbHuN
HEKpOJIi3, KOHTAaKTHUYU NepMaTurt.

3 60Ky 0nopHO-pyx08020 anapamy i cnoAy4YHOi MKAHUHU

[yxe pigko: Mianris, apTpanris.

3 60Ky HUPOK Ma 0p2aHi8 ceyos8unyCKaHHs

IyXe pigko: MTOTEMHIHHS cedi (3a paxyHOK MeTabo0J1i3My MEeTPOHiga30my).
3 60Ky WayHK0B80-KUWKOB020 MpaKmy

HeBimomo: aHOpEeKCisi, mOpYyIIeHHs CMaKy, 3alajieHHs CIM30B01 000JIOHKY ITOPOXKHUHU POTa,
MeTaiyHuY IPHUCMaK y POTi, 00KIafeHuil I3UK, CTOMATUT, TJIOCUT, HyHOoTa, 6JIl0BaHHs, 3anop, Oifb B
eliracTpasbHil OiNSHII, Aiapes, CyXiCTh Y POTi, 3HWKEHHS aleTUTy, Oilb ¥ JKUBOTIi Ta CIIa3MHU.

3azanvHi nopyweHHA ma peakuii y micui 88e0eHHA
Ily>Ke 4acTo: BariHaJIbHi BUMIIEHHS.

YacTo: BariHiT, ByJIbBOBariHajabHe IOAPa3HEeHHs, JUCKOMDOPT y AiNSHII Maloro Ta3a.



HeuacrTo: BiguyTTs criparu.
Pinko: Big4yTTs ne4iHHS y mixBi, cBep0OiX, NOApa3HEHHS.
HesigoMo: MiclieBe IoApa3HeHHs Ta rinepyyT/IUBICTh, IPUIIJIUBY, iABUILIEHHS TeMIIepaTypH Tija.

Bka3zaHi mo6iuHi peakiiii cmocTepiraloThCs PifKo, OCKiNMbKK KOHIIEHTpPAllisi METPOHIAa30/1y B KPOBi IIpu
IHTpaBariHaJibHOMY BBE[IEHHI € HEBHUCOKOIO.

* MoXyTb MUHATH IIiCJI IPUNMHEHHS IPUUOMY IIpernapary.

[ToBimoMIeHHS PO Mimo3pioBaHi M06GiYHI peakiiii.

[ToBimomIIeHHS PO Migo3poBaHi mo6GiYHI peakii micis peecTpariil 1iKapChKOTo 3aco0y € BaxKTHUBOO
npouenyporo. Lle mae 3Mory NpogoBXKyBaTHA KOHTPOJIIOBATH CIIiBBIAHOIIEHHS KOPUCTh/PU3UK IIPU
3aCTOCYBaHHI 1IbOTO JiKapchKOro 3aco0y. MenuyHi mpaliBHUKY [TOBUHHI ITOBIIOMISTH IIPO BCi
nimo3pioBaHi MoOiuHi peakilil Yepe3 HalliOHaIbHY CHCTEMY 3BiTHOCTI Ta 3asIBHUKY dyepe3 hopMy
3BOPOTHOTO 3B’A3KYy Ha BebcaliTi: https://kusum.ua/pharmacovigilance/.

Tepmin npudamHocmi.

3 POKH.

YmMmoBH 30epiranns.
30epiraTtu B OpuriHaabHiY yIAKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HegOCTYIIHOMY OJIS1 OiTeH MiCIIi.

YnakoBka.

[To 7 cyno3uTopiiB y cTputi. [1o 2 cTpunu y KapTOHHIM yIaKOBIIi.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.

Kycywm Xentxkep [IBT JITH/



Kusum Healthcare Pvt Ltd.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Miclsi MpoBaIXKeHHS HOTr0 Tis/TbHOCTI.
CII-289 (A), PIIKO Inpactpian apea, Yomauki, bxiBani, [lict. AnBap (PagxacTtan), [Hmis/

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



