Ckian

Oitoua pevyosuHd: GeHTUKOHA30JIy HiTpaT;
1 kanicyna mictTuth peHTUKOHa305y HiTpaTty 1000 Mmr;

OONOMIJICHI peuoB8uHU: OJIisi MiHepaJibHa Jerka, napadid 6inui M SKUM, TeUTUH
COEBUH;

000/10HKa Kancyau: ¥)eJnaTuH, riainepud, Tutany giokcun (E 171), HaTpiio
eTUNNaparigpokcubeH30aT, HaTpito mponinnaparigpokcuden3zoat (E 217).

JIikapcbKa ¢popmMa

Karicynu BariHanbHI M’sKi.

OcCHOBHI (pi3uKO-xiMiuHI 81acmuBoCcmi: M’SIKi XKeJTaTUHOBI KaIlCyJi OBaJIbHOL (popMH,
KOJIbOPY CJIOHOBOI KiCTKH.

®dapMaKoTepalneBTHYHA Irpymna

[TpoTuMikpoOHi Ta aHTHUCENITUYHI 3ac00H, 1110 3aCTOCOBYIOThCS y TiHekosorii. [ToxigHi
iMimasomny.

Kog ATX GO1A F12.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.
'iHOKCUH - TPOTUTPUOKOBUM 3aci0d HIMPOKOTO CIIeKTpa [ii.

[Tpemapat BUSBIsI€ BUCOKY (DYHTICTAaTUYHY 1 PYHTIIUOHY aKTUBHICTh BIiTHOCHO
nepmaTtogiTti (yci Bugm Trichophyton, Microsporum, Epidermophyton), Candida
albicans Ta iHmIMX rpuOKOBUX iHPEKIIil IMKipHUX IIOKPUBIB Ta CIU30BUX 000JIOHOK.
[Ipemapart iHridye KucnoTHy npoteinaldy Candida albicans.

[IpenapaT YMHUTH aHTUOAKTEPiaIbHY [il0 BITHOCHO IpaMIIO3UTUBHUX
MIiKpOOpraHi3Mmis.

[TpunyckaioTh, 10 MexXaHi3M fiil GeHTUKOHAa30/Iy HiTpaTy Ioidarae y iHrioyBaHHi
OKHUCJIEHHS €H3UMiB HaKOMMMYEeHUM IIEePOKCUAOM Ta Yy HEeKp0o3i rpuOKOBUX KJIITUH, 110
BUSBJIIETLCS y Oe3mocepenHil il Ha MeMOpaHu.



['HOKCHMH TaKOzK BUSBJISIE aKTUBHICTh BifHOCHO Trichomonas vaginalis in vivo Ta in
vitro.

dapmakokiHemukKa.

dapMaKOKiHETUYHI JOCITiNXKEeHHS BUSBUIU He3HAUHY aOcopOilito yepe3 MIKipy y
TBApPUH Ta MIOOEN.

Hes3nauHa KinbKicTh GeHTUKOHA30JIy HiTpaTy abcopOyBanacs Yepes3 CIN30BYy
000JIOHKY BariHU y KiHOK.

Y xomi moKIiHIYHUX OOCiaXKeHb ['IHOKCUH He BUSIBUB MyTareHHOI'O IIOTEHIliany, He
CIIPUSIB ITiABUILEHHIO Yy TIUBOCTi, GOTOTOKCUYHOCTI Ta poToaneprii.

Iocnigy Ha TBapuHaX He BUSBUIIM BOIUBY (PeHTUKOHA30Jy HiTpaTy Ha QYyHKIIil
YOJIOBIiUMX UM XKiHOYMX CTaTEBUX 3aJI03 Ta Ha MepIli (pa3u penpomyKIlil.

IToka3aHHSA

e ['eHiTAaNIbHUM KaHANOO03 (MOJIOYHUIISA), BY/IbBOBATIHITH, KOIBIIITH, 3MilllaHi
iHdeKIIil c1130B1UX 000JIOHOK CTAaTEBUX IIIISIXIiB;

e BariHaJIbLHUM TPUXOMOHIia3 Ta 3MilllaHi BariHanbHi iHQeKIIil, BUKITUKaHi
Trichomonas vaginalis Ta Candida albicans.

ITporunnoka3aHHs

[TigBullleHa YyTJMBICTh OO Ail0YO0l pe4OBHUHU ab0 A0 OyOb-IKOl 3 HOIIOMiXKHUX PEYOBUH
Impenapary.

l'iHOKCcuH, Karncynu BariHanbHi M'sgKi 1o 1000 Mr, MiCTUTh COEBUM JIELIUTUH. AKIIO ¥
Bac € aneprisa Ha apaxic abo coio - He 3aCTOCOBYUTe lLiel TiKapChbKUM 3acil.

B3aemonisi 3 iHOIMMH JTiKapChbKHMH 3aC00aMHu

2KUpOBMICHI pe4OBUHY, 110 BXOOATH 00 CKJIaAy KaIlCyJI BariHaJIbLHUX M’SIKUX, MOXYTh
MHOIIKOOAUTYH KOHTPAILEIITUBU 3 JIaTEKCY.

[TanieHTaM peKOMEHOy€EThCS BUKOPUCTOBYBaTHU albTepPHAaTUBHI METOOU
KOHTpPAIeIIlil/BXKUBaTH 3a00iKHNX 3aX0/IiB IPU 3aCTOCYBaHHI IILOTO JIIKAPCHKOT'O
3aco0y.

Oco00/1MBOCTi MO0 3aCTOCYBaHHSA



Iesiki mOTIOMiKHi pe4YoBUHU KaIlCyJl BariHaJlbHUX M IKUX (MTaparigpokcubeH30aTH)
MOXKYTh BUKJIMKATHU aJIepridHi peakilil (MOXKJIMBO, BiOKJaOeHi).

Y pa3si BUHUKHEHHS MiClleBOl MigBUIIIEHOI YyTINUBOCTi ab0 ajepriuyHol peakiril
JIIKYBaHHS CJIi IPUIIUHUTH.

[TamieHTy CIIi IPOKOHCYJIBTYBATUCA 3 JIIKAPEM, AKIIO:

e IIPOSIBU CUMIITOMIB HE 3MEHIIUJIUCS IIPOTATOM OOHOI'O TUXKHS;

e CHUMIITOMU BUHUKIIU IIOBTOPHO (OinbI HixK 2 iHGEKIIiI TPOTSITroM OCTaHHIX IIeCTH
MicsI1iB);

e B MUHYJIOMY [IepeHeCeH] 3aXBOPIOBAHHS, 110 ITIepefalThCsd CTaTEBUM IIIISIXOM,
abo y pasi iHpikyBaHHS ITapTHEPa 3aXBOPIOBAHHSAMH, III0 ITIePEeNaloThCS CTaTEBUM
LIIJITXOM;

e BiK mallieHTa 0o 16 pokiB Ta moHapn 60 poKis;

e BiZOMa rinepuyTiauBICTh J0 iMima30iB ab0 iHIIUX BariHaJIbHUX IPOTUTPUOKOBUX
pemnaparis;

e HasiBHa OyOb-sKa aHOMa/ibHa ab0 HeperysipHa BariHaJbHa KPOBOTEYa;

e HasBHi OyOb-sKi BariHa/ibHi BUAIIEHHS 3 KPOB' THUMU BKJTIOYEHHSIMU;

e HasIBHi OyOb-AKi ByJIbBOBariHasbHi 60JIi, BUpa3Ku abo IMyXupli;

e HasIBHUYM OyOb-siKuM Oifib Y HU2KHIM YaCTUHI )KUBOTa, IKUM MoXKe OyTH
acollifioBaHUM 3 3aXBOPIOBAHHAM, IO JIIKYETHCS, abo Oilb IPKU CEYOBUITYCKaHHI;

e criocTepiraroThcs OyOb-sKi mobiuHi epekTH, Taki IK epuTeMa, cBepbikK abo BUCHII,
sIKi MOXKYTh OYTH acollilioBaHi 3 JIIKyBaHHSIM.

Karnicynu BariHanbHi M’SIKi He CJIil BUKOPHUCTOBYBAaTU B MOEAHAHHI 3 0ap’€pHUMU
KOHTpaAIleIITUBaMU. SKIIO CTaTEeBUM IIapTHEP TaKoXK iH(iKoBaHUM, ITOKa3aHe
BiOBigHE JIIKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

He crig 3acTocoByBaTu IIpemnaparT y Iepion BariTHOCTI abo rogyBaHHS TPYOIIo,
OCKIJIBKY BifICYTHI [JaHl JOCIiAXKEHD L1040 3aCTOCYBaHHA IIperapaTry UM rpynamMm
TAIllEHTIB.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuUMu mMexaHiamamu.

[IpemapaT He BIIJIMBA€E Ha MIBUOKICTH peakilil Npu KepyBaHHi aBTOTPaHCIIOPTOM abo
PoOOTi 3 iHIIMMU MeXaHi3MaMHU.

Cmocid 3acTocyBaHHs Ta I03H

3acToCcoByBaTHU iHTpaBariHaabHO.



1 karcyny BBOOUTU T'TMOOKO y BariHy B IIOJI0XKEHHI 1exKa4yu yBeuepi mepen CHOM.

JIikyBaHH4 iH(peKIIil, BUKIUKaHuX Trichomonas vaginalis, Ta 3MimaHux iHQeKin (
Trichomonas + Candida): 3actocoByBaTu 1 kancyny 1000 mr. ITpu HeoOXigHOCTI
ITPOBECTU MTOBTOPHE 3aCTOCYBaHHSA Yepe3 24 TOOMHHU.

JlikyBaHH4 iHpeKUil, BuKnukauux Candida albicans: 1 kancymny 1000 mr
3aCTOCOBYBATH OOQHOKPATHO BBeuepi. AKIIO cCUMIITOMU 30€epiraloThCsi, IIOBTOPHE
3acTtocyBaHH4 Kancynu 1000 Mr npoBogutu yepe3 3 OHI.

Iimu.

IIpemapaT He 3aCTOCOBYBaTHU OIiTAM.
Ilepeno3yBaHHA

[ToBimomiieHb PO Iepeao3yBaHHSA IIpenapaTy He HagXoauiao0. [[1HOKCUH NpUu3HadYeHuun
IJIS MICLIEBOT'O 3aCTOCYBaHHS, a He [Jid IepopasibHOIr0 3aCTOCYBaHHA. Y pa3si
BUIIQAKOBOI'O II€POPAJIbHOI0 3aCTOCYBaHHS IIperapaTy MOKe BUHUKHYTH Oinlb y
JKUBOTi Ta OIIOBAaHHSI.

ITo0iuni edpexTH

[Tpu 3acToCyBaHHI BigIOBIAHO OO0 peKOMeHOalliy ['iIHOKCUH IPaKTU4YHO He
BCMOKTYETBLCSI, TOMY CUCTEeMHi HeOaxkKaHi peakilil He o4iKyroTbcs. [Ticist 3acToCyBaHHS
MOXKe BUHUKHYTHU IIOMipHE TUMYacCOBe BiIuyTTs Ie4YiHHA. TpuBajyie MicueBe
3aCTOCyBaHH IpenapaTy MOXKe BUKJIMKATH IIiABUILEHY Yy TJIUBICTb.

B Tabnuili HuK4e BKalaHi moOiuHiI peakilii, Mpo SKi MoBigoMIIsAsIocs I Yac KIiHiYHUX

mocipgzkeHb abo y mepiof micnsipeecTpallilHOro 3aCTOCYBaHHS IIpelapary, BiIlloBimHO
oo knacudikaiil opraniB Ta cucteM MedDRA Ta 4acTOTH BUHUKHEHHS: OyzKe 49acTi

(= 1/10); gacri (8ig = 1/100 mo < 1/10); mewacrTi (Big = 1/1000 go < 1/100); nooguHOKI
(Bim = 1/10000 mo < 1/1000); pipkicHi (< 1/10000) Ta yacTtoTa HeBigoMa (y BUIlagKax,

KOJIM YaCTOTy peakllil He MOXKHa po3paxyBaTH 3a HaSsBHUMU JaHUMMU).

Opran abo cucreMa YacToTa BUHUKHEHHS [ToGiuHi peaxiii
3 00Ky penpoayKTUBHOL PigkicHi [TediHHS CIM30BO1 0OOJIOHKU
CUCTEMHM 1 MOJIOYUHUX 3aJI03 MiXBHU
3 OOKY IIKipu Ta PigkicHi [TouepBOHiIHHS, CBEPOIiXK,
ITiOIIKiIPHOI KITITKOBUHU BHUCHUIIaHHS

TepMiH NpHIATHOCTI



3 POKH.
VYMoBHM 30epiranus

30epiraTu nipu Temnepartypi He Buiie 25 2C. 36epiratu y HegOCTYITHOMY [JIs OiTel
MiCLIi.

YnakoBKa

ITo 1 abo mo 2 kancynu y [IBX/TIBIX/antominieBomy 6ticTepi. [To 1 6micTepy B
KapTOHHIiN KOPOOIIi.

KaTeropis Bignycky
3a pelenTom.
BupoOHUK

KaTtanenTt Itamni C.m.A./

Catalent Italy S.p.A.



