IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

FIHOKCWH
(GYNOXIN)

Cknag:

Aitoya pevyoBrHa: PeHTUKOHA30MY HITpar;

1 Karicyna MiCTUTb (peHTMKOHa3ony HiTpaTy 1000 mr;

[ONOMI>KHI PeYOBUHU: 0Nis MiHepasibHa nerka, napaiH 6inin M’SKWIn, NELLUTUH COEBUIA;

060/10HKa Kancynu: xenaTuH, rniuepviH, TutaHy giokeng (E 171), HaTpito eTuinaparigpokcmbeH3oart, HaTpito nponinnaparigpokcnbeHsoar (E 217).

Jlikapcbka thopma. Kancynuv BariHasibHi M’iKi.
OcCHOBHI (hi3MKO-XIMiYHI BNaCTUBOCTI: M’AKI XXenaTuHOBI Karcy/i 0Ba/lbHOT (DOPMU, KObOPY C/IOHOBOI KICTKW.

dapmakoTepaneBTUYHa rpyna.
MPOTUMIKPOGOHI Ta aHTUCENTUYHI 3aC00M, L0 3aCTOCOBYHOTLCA Y FiHEKoNOoril. MoxigHi imigasony.
Kog ATX GO1A F12.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

MHOKCWH — NPOTUIPMOKOBWIA 3aCi6 LUMPOKOro CnekTpa Ail.

Mpenapat BUABNSE BUCOKY (OYHTiCTaTUYHY i PYHriUMAHY aKTUBHICTb BifHOCHO AepmatodqiTis (yci Bugm Trichophyton, Microsporum, Epidermophyton), Candida
albicans Ta iHLWMX FPMOKOBMX TH(EKLIN LLKIPHMX MOKPMBIB Ta CM30BMX 060/10HOK. [MNpenapar iHribye kucnoTHy npoTeiHaly Candida albicans.

MpenapaT YHUTL aHTUbaKTepiaibHy Ait0 BiZHOCHO rpamMno3vTUBHUX MIKPOOPraHi3misB.

MpunycKaroTb, L0 MeXaHi3M AiT PeHTUKOHa301y HITPaTy NONArae y iHribyBaHHI OKMCNEHHS eH3MMIB HaKOMMYEHMM NEPOKCUAOM Ta Y HEKPO3i FPUOKOBMX KNITWH, WO
BUABNAETLCA Y 6e3nocepeHint ail Ha MembpaHu.

MHOKCWH TaKOX BUSB/SE aKTUBHICTb BigHOCHO Trichomonasvaginalisin vivo Ta in vitro.

PapmakoKiHe TuKa.

dapMaKoKiHETUYHI JOCNIIKEHHS BUSBUIN HE3HAYHY abCcopOLito Yepes LWKipy Y TBapuH Ta Ntogei.

He3HauHa KiflbKiCTb (DeHTUKOHA30/1y HiTpaTy abcopbyBanacs Yepes CNn30BYy 060/I0HKY BariHU Y XKIHOK.

Y xofi 4OKNIHIYHMX focnigpKeHb MHOKCUH He BMSBMB MyTareHHOro rnoTeHuiany, He CrpusaB NigBULLEHHIO Yy TIMBOCTI, (DOTOTOKCMYHOCTI Ta (hoToanepril.

Jocnigy Ha TBapMHax He BUABWIW BMNINBY (DEHTUKOHA30/Y HITPATY Ha PYHKLIT YOTOBIYMX UM XIHOYMX CTATEBMX 3a/103 Ta Ha NepLui (asu penposyKLii.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
- TeHiTanbHWUIA KaHAMA03 (MONOYHULA), BYIbBOBATiHITI, KONbMITKW, 3MiLLUaHI iHPeKLiT CNM30BUX 060/10HOK CTaTEBMX LUMSXIB;



- BariHa/IbHUIA TPUXOMOHIa3 Ta 3MiLLaHi BariHa/bHi iH(eKLiT, BUKnkaHi Trichomonasvaginalis Ta Candida albicans.

IMpoTnnoKasaHHA.
MigBuLLEHA YYTAMBICTb [0 Ait0YOT pe4YOoBUHM abo 40 6yAb-AKOI 3 4OMOMIKHUX PeYOBMH Mpenapary.
MHOKCKWH, Kancynu BariHasibHi M’sKi no 1000 mMr, MiCTUTb COEBUIA NeUMTUH. AKLWO Y Bac € anepris Ha apaxic abo COt0 — He 3aCTOCOBYITe Lieit NikapCbKuiA 3acio.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.
YK1pOBMICHI peyoBMHM, LLIO BXOAATb A0 CKNagy Kancyn BariHabHUX M’KUX, MOXXYTb NOLIKOAUTU KOHTPALENTMBM 3 NaTekcy.
MayieHTaM peKoOMeHAYETbCA BUKOPUCTOBYBATM a/lbTEPHATMBHI METOAM KOHTPALLENLiT/BXMBATU 3anM00DKHNX 3aXO0/iB MPK 3aCTOCYBaHHI LibOro iKapcbKoro 3acooy.

Oco6MBOCTI 3aCTOCYBaHHS.
[esKi [ONOMDKHI PEYOBMHW Kancy/ BariHaibHUX M’AK1X (naparigpoKCcMbeH30aT) MOXYTb BUK/IMKATY anepridHi peakuii (MOXIMBO, BifKNaAeHI).
Y pasi BUHUKHEHHS MiCLIEBOT MiABULLIEHOT Yy TNIMBOCTI ab0 aneprivyHol peakLil NikyBaHHS cig NPUNUHUTHA.
MauieHTy cnif NPOKOHCYbTYBATMUCA3 NiKapeMm, AKLLO:
- MNposBY CUMMNTOMIB He 3MEHLUNINCA NPOTATOM OLHOIO TUXKHS;
CUMMTOMU BUHWK/IN NOBTOPHO (6iNbLU HIXX 2 IHEKLLIT NPOTArOM OCTaHHIX LLIECTU MicsLiB);
- B MUHYJIOMY MEPEHECEH] 3aXBOPHOBAHHS, L0 NMepesatoTbCs CTATEBUM LUIAXOM, ab0 Y pasi iH(iKyBaHHA NapTHepa 3aXBOPHOBAHHAMM, LLLO NepesaroToCs CTaTeBUM
LLUSIAXOM;
- BiK mayieHTa o 16 pokis Ta noHag 60 pokis;
- BigOMa rinepyyTamMBiCTb A0 iMifa30/iB abo IHLIMX BariHabHUX NPOTUrPUOKOBKX Npenaparis;
- HasBHa Oy[pb-sika aHOMa/lbHa abo HeperynspHa BariHa/lbHa KpoBOTeuYa;
- HasBHI Oy[b-Ki BariHa/bHi BUAINIEHHA 3 KPOB’AHVMU BK/THOUEHHAMMY,
- HasiBHI OyAb-5Ki By/ibBOBariHasibHi 60/i, BUpasky abo nyxupLi;
- HasiBHUI BYy[b-AKWNIA 6iflb Y HUXKHI YaCTUHI XMNBOTA, SKMUIA MOXKe Oy TW acoLinioBaHWNIA 3 3aXBOPHOBAHHAM, LLLO NiKYETbCS, ab0 6iNb MPU CEYOBUMYCKAHHI;
- cnocTepiratTbes 6yab-AKi N06iYHI edeKTH, Taki SK epuTeMa, cBepbiXK abo B1CKN, SKi MOXYTb OYTKW acoLiiioBaHi 3 NiKyBaHHSM.
Kancynu BariHanbHi M’SKi He Cnifi BUKOPUCTOBYBATU B MOEAHAHHI 3 6ap’epHMMM KOHTpauenTMBaMu. AKLO CTaTeBWiA MapTHEP TaKOX iH(iKOBaHWI, NokasaHe
BIAMOBIAHE NIKYBaHHS.

3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHs rpyaato.
He cnif 3acTocoByBaTu npenapar y nepiog BariTHOCTi abo rofyBaHHSA rpyAaro, OCKIifIbKU BIACYTHI AaHi JOCNIAXKeHb W00 3aCTOCYBaHHA NpenapaTy uuM rpynam
nawieHTiB.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.
Mpenapat He BM/MBAE Ha LUBUAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM abo Po60Ti 3 IHWMMK MeXaHi3MaMM.

Cnocib 3acTocyBaHHA Ta A03Mu.
3acTocoByBaty iHTpaBariHa/1bHO.



1 Kancyny BBOAUTU rMMOOKO Y BariHy B MOJIOXKEHHI iIeXaun yBeyepi nepes CHOM.

JlikyBaHHS iH(eKUiin, BUKIMKaHuX Trichomonas vaginalis, Ta 3amiwwaHux iHgekuin (Trichomonas+ Candida): 3actocoByBaTtu 1 Kancyny 1000 mr. IMpu HeobXiAHOCTI
MPOBECTM NOBTOPHE 3aCTOCYBaHHSA Yepes 24 roguHu.

NikyBaHHA iH(eKuin, BuknukaHmx Candida albicans: 1 kancyny 1000 Mr 3acTOCOBYBaTM OAHOKpPATHO BBeYepi. FAKWO0 CUMNTOMW 36epiratoTbCsi, MOBTOPHE
3acTocyBaHHA Karncynvi 1000 Mr npoBognTK Yepes 3 AHi.

aiTn.
Mpenapart He 3aCTOCOBYBATU AiTAM.

Nepeno3yBaHHS.
MoBigoMNeHbL NPO Mepesfo3yBaHHA Mpenaparty He Hagxoamno. MHOKCUH NPU3HAYeHWn 419 MICLLEBOrO 3aCTOCYBaHHS, a He [/19 NepopasibHOro 3acToCyBaHHSA. Y pasi
BMMaAKOBOI0 NepopasibHOr0 3aCTOCYBaHHSA MpenapaTy MoXe BUHUKHYTU 6ifib Y XKMBOTI Ta 6/1K0BaHHS.

Mo6iuHi peakuii.

Mpn 3aCTF(;0yBI;HHi BI4NOBIAHO [0 pekoMeHJaLiin MHOKCMH NPaKTUYHO He BCMOKTYETLCS, TOMY CUCTEMHI HebaXKaHi peakLii He O4ikytoTbCs. [1icns 3acTocyBaHHS
MO>XXE BUHUKHYTW NOMipHe TMMYacoBe BifUyTTA NeyiHHA. TpuBasie MicLeBE 3aCTOCYBaHHA Npenapary MOXe BUKINKATU NiABULLEHY YYTUBICTb.

B Tabnuui HMKYe BKasaHi NO6IYHI peakuii, MPo AKi NOBILOMAANOCA Mif Yac KNiHIYHMX AOCNigkeHb abo y nepiog NicnspeecTpayiiHoro 3actocyBaHHs npenapaty,
BIAMOBIAHO 40 Knacudikayii opraHis Ta cucteM MedDRA Ta 4aCTOTU BUHUKHEHHS: ayxe yacTi (= 1/10); vacTi (Big = 1/100 go < 1/10); HeuvacTi (Big = 1/1000 go < 1
/100); nooguHoki (Big = 1/10000 o < 1/1000); pigkicHi (< 1/10000) Ta yacToTa HeBigoma (Y BMNaAKax, KoM 4acToTy peakuil He MOXHa po3paxyBaTu 3a HasgsBHUMU
JaHumn).

OpraH abo cuctema YacToTa BUHUKHEHHS MoGiyHi peakuit
3 60Ky penpoAyKTUBHOI CUCTEMU | MOJIOYHUX PigKicHi [MeyiHHA cM30B0OT 060TIOHKN MiXBK
3a/103
3 60Ky LUKipK Ta NiAWKIPHOT KNITKOBUHW PifKicHi [MoYepBOHIHHSA, CBEPOIX, BUCUMAHHS

TepMiH NpUAATHOCTI. 3 poKMK.

YMoBW 36epiraHHs.
36epirat npu TemnepaTypi He BuLle 25 °C. 36epiratv y HeAOCTYNMHOMY ANs AiTel micui.

YnakoBKa.
Mo 1 a6o no 2 kancynuy NBX/MNBAX/antomiHieBoMy 6nicTepi. Mo 1 6nicTepy B KAPTOHHI KOpooL,i.

Karteropis Bignycky. 3a peLenTom.
BupobHuK.

KartaneHT Itani C.n.A./
Catalent Italy S.p.A.
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