IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

I'THOKCHUH

(GYNOXIN)

Cknao:

Oitoua pevosuHa: HGeHTUKOHA30Jy HITpaT;

1 kamncyna Mictuth peHTHKOHA301y HiTpaTy 1000 MT;

0ONOMIJCHI peyo8uUHU: o1lisi MiHepasbHa Jerka, napadin Oimui M KW, JIEIUTUH COEBHIA;

000/10HKA KANCYAU: XKeNaTuH, Taineput, TuTany miokcus (E 171), HaTpito
eTUJNaparigpokcubeH30aT, HaTpilo npominnaparigpokcudbensoar (E 217).

JIikapcbka ¢opma. Karicynu BariHajibHI M'4Ki.

OcHo8HI (i3uko-ximMiuHi 81acmusocmi: M’sIKi JKeJJaTUHOBI KaIICy/IX 0BaIbHOI (OPMHU, KOJIBOPY
CJIOHOBOI KiCTKH.

®apMakoTepaneBTHYHA Ipyla.
[TpoTuMiKpOOHi Ta aHTHCENTHUYHI 3aco0H, 1110 3aCTOCOBYIOTLCS Y riHekosoril. IToxigHi iMima3omy.

Kom ATX GO1A F12.

dPapmakonoziuHi e1acmueocmi.
dapmakoduHamika.
['iHOKCHUH - mpOTUTPUOKOBUY 3acCi0 MIMPOKOTO CIEKTpa Aii.

[TpemapaT BUSBISAE BUCOKY (QYHTICTaTUYHY i PYHTIMAHY aKTUBHICTh BiTHOCHO mepMaTodiTiB (yci
Bunu Trichophyton, Microsporum, Epidermophyton), Candida albicans Ta iHmmx rpu0KoBuX iHpeKIin
IMKipHUX TOKPUBIB Ta CTM30BUX 000510HOK. [Ipemapar iHribye kucnotHy nporteinasy Candida
albicans.

[TpemapaT YMHUTH aHTHOAKTEPialbHY Mil0 BiTHOCHO IPaMIIO3UTUBHUX MiKPOOPTaHi3MiB.

[TpunyckaloTs, 110 MeXaHi3M il peHTHKOHAa30Iy HiTpaTy mojisarae y iHribyBaHHi OKMCIEeHHS eH3UMiB



HAKOMTMYEHUM MTEePOKCHUIOM Ta Y HEKPO3i rpuOKOBUX KITITHH, 110 BUSBISETLCS ¥ 6e3mocepenHin il Ha
MeMOpaHHU.

[iHOKCUH TaKOXK BUSABSE aKTUBHICTb BigHOCHO Trichomonas vaginalis in vivo Ta in vitro.
dapmakoKiHemuxka.
dapMakoKiHeTHYHI OOCTiIKeHHS BUSBUIN He3HaYHYy abcopOilito yepe3 MIKipy y TBapUH Ta JIIOJEH.

He3HayHa KinbKicTh GEHTUKOHA30/1y HiTpaTy abcopOyBanacs dyepe3 CIu30By 000JIOHKY BariHU y
XKIHOK.

Y xopi DOoKITiHIYHUX JOCIiAXeHb ['ITHOKCHH He BUSIBUB MyTareHHOTr 0 [IOTEHIialy, He CIIPUSB
IiABUIIEHHIO YYTIUBOCTI, GOTOTOKCUYHOCTI Ta (oToaneprii.

Hocninyu Ha TBapuHaX He BUSBUIY BIIUBY PEHTUKOHA30Iy HiTpaTy Ha QYHKIII YOIOBIUUX UK
JKIHOYWX CTAaTEBUX 3aJ103 Ta Ha Nepii a3y pempomyKIiiii.

KriniuHi xapaKTepUCTHKH.
Iloka3anns.

- ['eHiTaNnbHUM KaHOUMO3 (MONIOYHMIIS), BYIbBOBATIHITH, KOJIBIIITH, 3MilaHi iHbeKIii cmu30BuUx
000JI0HOK CTAaTEeBUX IIJISIXiB;

- BariHaJbHUM TPUXOMOHIa3 Ta 3MilllaHi BariHanbHi iHQeKIil, BUKnuKaHi Trichomonas vaginalis
ta Candida albicans.

IIpomunoka3aHHs.
[TigBuIIleHa YYTIUBICTE [0 Oil04Y0l peuoBUHU ab0 [0 OyOb-IKOI 3 IOMOMiXKHUX PEYOBUH IIpemapary.

l'iHokcuH, Kancynu BariHanbpHi Mgkl 1o 1000 Mr, MicTUTh CoeBUM enuTUH. AKIo y Bac € aneprisa Ha
apaxic abo co1o - He 3aCTOCOBYHTe IIel JTiKapChbKui 3acil.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

2KVpOBMICHI peUYOBUHY, 1110 BXOAATH OO CKJIaAy KallCyJsl BariHaJIbHUX M IKUX, MOXKYTh IIOIIKOLUTH
KOHTPALIENITUBU 3 JIaTEKCY.

[TamieHTaM peKOMEHOYEThCSI BUKOPUCTOBYBATH ajlbTePHATHBHI METOMY KOHTPAIEIIlii/BXK1UBaTH
3ano6iKHUX 3aX0fiB IIPU 3aCTOCYBaHHI IOTO JIiIKapChKOT0 3ac00y.

Oco06.1ueocmi 3acmocyeaHHsi.

IesiKi HOTIOMiKHI pe4OBUHM KaIICyJl BaTiHaIbHUX M'IKUX (MaparigpokcubeH30aTH) MOXKYTh



BUKJIMKATH alepriuHi peakiii (MOXKIHUBO, BiIKIafieHi).

Y pasi BUHUKHEHHS MiCIleBO] MiIBUILIeHOl YyTIUBOCTI ab0 anepriyHoi peakiiil TiKyBaHHS CJIif
IPUTIUHUTH.

[larmieHTy Cif IPOKOHCYIBTYBATUCA 3 JIIKApeM, AKIIO:
- IIPOSIBU CUMIITOMIB HE 3MEHIIUIUCS MPOTITOM OOHOTO THUXKHS;
- CHMIITOMHY BUHUKIIU ITOBTOPHO (OinbI HixK 2 iHEKIIii MPOTIroM OCTaHHIX IIECTH MICSIIiB);

- B MUHYJIOMY [IepPeHeCeHi 3aXBOPIOBAHHS, ITI0 IePeIa0ThCsI CTaTeBUM IIISIX0M, a0o y pasi
iH(l)iKYBaHHH INIapTHEPa 3aXBOPIOBAHHAMHU, IO II€PEOAI0TECA CTAaTEBUM IIJIIAXO0OM;

- Bik martfieHTa mo 16 pokiB Ta moHap 60 poKiB;

- BiZloMa rinepuyTauBicTh g0 iMima3oiB abo iHIIKMX BariHaabHUX TPOTUTPUOKOBUX IPENAaparTis;
- HasiBHa Oygb-sIKa aHOMasbHa abo HeperyspHa BariHajlbHa KPOBOTEYa;

- HasiBHI OYIb-sKi BariHa/lbHi BUOIIEHHS 3 KPOB'SHUMY BKIIOYEHHSIMH;

- HasiBHi OyOb-gKi ByJIbBOBariHasmbHi 00J1i, BUpa3ku abo MyXupili;

- HasIBHUM Oyab-IKUM Oi/1b y HUXKHIN YaCTUHI XKUBOTA, IKUU MOXkKe OyTH acolliiioBaHUM 3
3axXBOPIOBAHHSAM, IO JTIKyeThCs, a0 6ifib MpU CEeYOBUITYCKAHHI;

- crocTepiramTbcs Oyab-sKi MobiuHi eeKTH, Taki IK epuTeMa, cBepOiK ab0 BUCHUII, TKi MOXKYThb
OyTu acolifioBaHi 3 JTiKyBaHHSIM.

Karcynu BariHanbHi M’SIKi He CITiJ BUKOPUCTOBYBATH B IMOENHAHHI 3 0ap’€pHUMU KOHTPALlEIITUBAMH.
fAK110 cTaTeBUi MapTHEP TaKOX iH(pIKOBaHUM, IT0OKa3aHe BIANOBiAHE JTiKyBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

He crnig 3acToCOByBaTH IMpemnapar y nepiofd BariTHOCTI abo romyBaHHS IPYAOI0, OCKiTbKY
BI[ICYTHI [aHi JOCIIAXKeEHD IIOA0 3aCTOCYBaHHA IIperapaTy IUM IrpyliaM IIali€HTiB.

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

[TpemapaT He BIUIMBAE Ha IIBUIKICTh Peakiiii Mpy KepyBaHHI aBTOTPAHCIOPTOM a60 poOoTi 3 iHmmMMu
MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHs1 ma do3u.

3acTOCOBYBaTH IHTpPaBariHalbHO.



1 kancyny BBoguTH I'TOOKO Y BaTiHy B ITOIOXKEHHI JIe2Ka4yy yBeuepi mepe CHOM.

JlikyBaHHs iHbeKIIi#, BUKTuKauux Trichomonas vaginalis, Ta 3miltanux iHdekiii (Trichomonas
Candida): 3actocoByBaTu 1 Kancyny 1000 mr. ITpu HeoOXigHOCTI TPOBECTHU ITOBTOPHE
3aCTOCYBaHHA 4yepe3 24 roouHu.

JlikyBauus indekii, Buknukauux Candida albicans: 1 xamcyny 1000 Mr 3aCcTOCOBYBaTH OJHOKPATHO
BBeuepi. AKIo cuMnToMu 36epiraloThCs, MOBTOPHE 3acTocyBaHHs Karncynu 1000 Mr mpoBOoUTH
yepe3 3 OHi.

Himu.

[IpemapaT He 3aCTOCOBYBATU AiTAM.

IlIepedo3yeanHsi.

[ToBimoMIieHb PO Ilepefo3yBaHHS NIpellapaTy He Haaxoouso. 'IHOKCUH Ipu3HadYeHun A1 MiCIIeBOTr0
3aCTOCYBaHHS, a He [JId [IepopaIbHOI0 3aCTOCYBaHHA. Y pa3i BUIIafKOBOI'0 IIePOPaIbHOI0
3aCTOCYBaHHS IIpenaparty MoXe BUHUKHYTH 0isib y KUBOTI Ta GJTI0BaHHS.

ITobiuni peakuii.

[Ipu 3acToCcyBaHHi BiANOBIAHO [0 peKOMeHpalil ['ITHOKCUH IPaKTUYHO He BCMOKTYETHCS, TOMY
cucreMHi HeOaxkaHi peakuii He 0uiKylThCA. ITicna 3aCcTOCyBaHHSA MOXKe BUHUKHYTU ITOMipHe
TAMYacCoBe BifUyTTS IediHHSA. TprBajie MiclleBe 3aCTOCyBaHHS IIpernapary MOXe BUKJIMKATH
IiBUIIEHY YYTJIUBICTE.

B TaGnuiri HUXKYe BKa3aHi mobGiuHi peakiiii, Mpo SKi MOBIMOMIISIOCS il 4ac KIiHIYHUX
mociigxkeHb abo y mepiof micnsipeecTpalifHOro 3aCTOCYBAaHHS ITpemnapaTy, BidIoBigHO 10
knacugikanii opranis ta cucteM MedDRA Ta 4acTOTH BUHHKHEHHS: myxke dacTi (= 1/10); gacTi (Big
= 1/100 mo < 1/10); meuacrTi (Big = 1/1000 mo < 1/100); mooguHOKI (Big = 1/10000 mo < 1/1000);
pigkicHi (< 1/10000) Ta yacToTa HeBifmoMa (y BUllagkax, KOJIM YaCTOTY pPeakilii He MOXKHa
poO3paxyBaTH 3a HasBHUMHU JAHUMMU).

Opras abo cucrema [JacToTa BUHUKHEHHS [To6iuni peakiii

3 60Ky penpooyKTHBHOI PigkicHi [TeyiHHS CTM30BOI 0O0IOHKY ITiXBU
CHCTEMHU 1 MOJIOYHHX 3aJ103

3 OoKy WIKipu Ta mimmkipHoi  [PigkicHi [TouepBOHiIHHS, CBEPOIXK,
KJTiTKOBUHU BUCHUIIAHHS

Tepmin npudamuocmi. 3 POKH.

YmoBH 30epiranns.



30epiraTu npu TemnepaTtypi He Buile 25 °C. 30epiraTu y HEOOCTYITHOMY IJIs OiT€W MicCIIi.

YnakosBka.

[To 1 abo mo 2 kancynu y [IBX/TIBIX/antominieBomy Omictepi. ITo 1 6micTepy B KapTOHHI! KOPOOIIi.

Kareropis Bignmycky. 3a perentom.

BupoOHUK.
Karanesnt Itami C.m.A./

Catalent Italy S.p.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.
Bia Hertynence Km. 20, 100 - 04011, Anpinia (JIT), Itamisa/

Via Nettunense Km. 20, 100 - 04011, Aprilia (LT), Italy.

3asIBHHK.
Pexkopparti Aineup Jito/

Recordati Ireland Ltd.

Micue3HaxooKeHHsI 3asiBHHKA.
Pexin3 Ict, Pinreckinmi, Ko.Kopk, Ipnaumis/

Raheens East, Ringaskiddy, Co.Cork, Ireland.



