Ckian

Oitoua pevyosuHd: GeHTUKOHA30JIy HiTpaT;

1 Kamncyna micTuTth GpeHTHKOHa30iy HiTpaTy 1000 Mr;

OONOMINCHI peyo8uHU: OJlid MiHepasibHa JierKa, mapadin Oinuit M'SIKUM, TEIUTUH
CO€EBUY;

000/10HKA Kancyau: }XeJaTuH, TilepuH, Tutany giokcun (E 171),
HaTpio eTunnaparigpokcubeH30aT, HATPilo mpotminnaparinpokcuden3oat (E 217).

JIikapcbKa ¢dpopMma

Karicynu BarinanbHi M’gKi.

OcHOBHI (pi3uKo-xiMiuHI 81acmuBocmi: M’SIKi XKeJTaTUHOBI KaIllCyJiu OBaJibHOI (popMH,
KOJIbOPY CJIOHOBOI KiCTKH.

dapMaKoTepalneBTUYHA Ipylna

[TpoTUMiKpOOHi Ta aHTUCETITUYHI 3aco0U, 1110 3aCTOCOBYIOThCA Yy TiHeKomnoril. [ToxigHi
imigasomny. Kog ATX GO1A F12.

dapMakogHHaMiKa

JIOMEeKCHH - TPOTUTPUOKOBUI 3acCib ITMPOKOTO CIEKTpa [il.

[Tpemapat BUSBISE€ BUCOKY (DYHTICTAaTUYHY 1 QYHTIIUOHY aKTUBHICTh BiTHOCHO
nepmaTodiTis (yci Bugm Trichophyton, Microsporum, Epidermophyton), Candida
albicans Ta iHIMX TPUOKOBUX iHMEKITiM MIKIiPHUX MOKPUBIB Ta CIIM30BUX 000IOHOK.
[Ipemapart iuridye kucnoTHy npoteinaldy Candida albicans.



[IpenapaT YUHUTH aHTUOAKTEPiaJIbHY Mii0
BIJHOCHO IpaMIIO3UTUBHUX MIKPOOPTraHi3MiB.

[TpunyckaioTh, III0 MeXaHi3M [il GeHTUKOHAa30Jy HiTpaTy MOIsaTrae
y iHriOyBaHHi OKHCII€HHS €H3MMiB HAaKOIIMYEHUM IIEPOKCUAOM Ta Yy HEKPO3i rpruOKOBUX
KJTITHH, III0 BUSIBIIAETHCSA y Oe3mocepenHil aii Ha MeMOpaHU.

JIoOMeKCHH TaKOXK BUSBJISIE aKTUBHICTH BIiTHOCHO Trichomonas vaginalis in vivo Ta in
vitro.

dapMaKOKiHeTHKa

dapMaKOKiHETUYHI OOCIiAKEeHHS BUSBUJIM HEe3HAUHY abcopOliito yepes LIKipy y
TBapUH Ta JIIOOEN.

Hes3nauHa KinbKicTh (peHTHUKOHA301/y HiTpaTy abcopOyBanacs depe3 CIN30BY
000JIOHKY BariHu y XKiHOK.

Y xomi mOoKiHIYHUX OOCHiaXKeHb 'IHOKCUH He BUSIBUB MyTareHHOT'O IIOTEHIliany, He
CIIPUSB MiABUIIEHHIO Yy TJINBOCTi, POTOTOKCUYHOCTI Ta ¢oToasepril.

Iocnigy Ha TBapuHaX He BUSBUIIM BOIUBY (PEeHTUKOHA30Iy HiTpaTy Ha QYyHKIIil
YO0JIOBIiUMX UM XKiHOYMX CTaTEBUX 3ajI03 Ta Ha MepIli (pa3u penpomyKIlil.

IToxka3aHHA

e ['eHiTanbHUM KaHONOO03 (MOJIOYHUIISA), BYJIbBOBATIHITH, KOIBIIITH, 3MilllaHi
iHdeKIIil c1130B1UX 000JIOHOK CTAaTEBUX IIIISIXIiB;

e BariHanmpHUYM TPUXOMOHIa3 Ta 3MilllaHi BariHanabHi iHQeKIIi, BUKITHKaHi
Trichomonas vaginalis Ta Candida albicans.

ITporunnoka3aHHs

e TTigBHUINlEHA YYTIUBICTH A0 MiI040l pe4oBUHU ab0 [0 Oyab-sIKOl 3 JOTIOMIiKHUX
PEYOBUH IIpernapary.



e ['IHOKCUH, KaIllCcy/u BariHamabHiI M’'sgKi 1o 1000 Mr, MiCTUTh COEBUM JIELITUTHUH.
dAxio y Bac € aneprist Ha apaxic abo coi0 - He 3aCTOCOBYHTe el JTiKapChKUM
3acio.

B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIiH

2KupoBMicHi pedyoBUHH, 1110 BXOIOSATH A0 CKJIaAy KallCyJ BariHaJlIbHUX M’SKUX, MOXKYTb
MMOITKOOUTY KOHTPAIIEIITUBHU 3 JIATEKCY.

[TaieETaM peKOMEHOy€EThCSI BUKOPUCTOBYBaTU ajlbTepHaTUBHI METOOU
KOHTpAaIeIIlil/BXKUBaTH 3amo00iKHNX 3aX0/IiB IPHU 3aCTOCYBaHHI IIbOT0 JIIKAPCHKOTO
3aco0y.

Oc00/1MBOCTi 3aCTOCYyBaHHSA

IesiKi momoMiKHi pe4YoBUHM KallCyJl BariHaJIbHUX M’ SIKUX (MaparigpokcubeH30aTH)
MOXKYTh BUKJIMKATH aJepriufi peakirii (MOXKIMBO, BiOKIaaeHi).

Y pa3i BUHUKHEHHS MiCIIeBOi MigBUIIeHO1 YyTIUBOCTI abo ajiepriuynol peakiril
JIIKYBaHHS CJIiJl IPUIIVHUTH.

[TamieHTy CIIifg IPOKOHCYJIBTYBATUCS 3 JIIKapeM, SKIIO:

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

e CUMIITOMU BUHMKIIM ITOBTOPHO (OinbIn HiXK 2 iH(eKIIil MpoTIromM oCTaHHIX IIeCTH
MiCsIIIiB);

e B MUHYJIOMY IIepeHeCeH] 3aXBOPIOBAHHS, 110 IIepefatThCs CTaTEBUM IIIJISIXOM,
abo y pasi iHpikyBaHHS ITapTHEPa 3aXBOPIOBAHHSMH, 1110 ITIePeNaloThCsI CTaTEBUM
LIJIAXOM;

e BiK mailfieHTa mo 16 pokiB Ta nmoHan 60 poKis;

e BilOMa TinmepuYyTAUBICTH A0 iMiga30iiB ab0 iHIINX BariHaJIbHUX NIPOTUTPUOKOBUX
pernaparis;

e HasiBHaA Oy[b-siKa aHOMaJlbHa a0 HeperynasipHa BariHalbHa KPOBOTeYa;

e HasiBHi OyOb-siKi BariHaibHi BUAIIEHHS 3 KPOB'STHUMU BKJTIOUEHHSIMU;

e HasiBHi OyOb-siKi ByJIbBOBariHambHi 0071i, BUpa3Ku abo IIyXuplli;

e HasIBHUU OyOb-AKUM OiNib Y HUKHIM YaCTUHI )KUBOTa, IKUU MOXKe OyTH
acolIliioBaHUM 3 3aXBOPIOBAHHSAM, IO JIIKYE€ThCS, abo Oilb TP CEYOBUITYCKAHHI;

e cIiocTepiraimoThcs OyOb-siKi moOiuHi eeKTH, TakKi IK epuTeMa, cBepbizk abo BUCHII,
sIKi MOXKYTh OyTHU acollifioBaHi 3 JIIKyBaHHSM.



Karmcynu BariHanbHi M'SIKi He CJTil BUKOPHUCTOBYBaTHU B OEOHAHHI 3 Oap’epHUMU
KOHTpalleIITUBaMU. AKIIIO CTaTEeBUM IIapTHEP TaKOXK iH(iKOBaHUU, TOKa3aHe
BifIOBigHE JIIKyBaHHS.

3maTHiCTh BIUDIMBATH HA IMIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

[IpemapaT He BI/IMBA€E Ha MIBUOKICTh peakilil pu KepyBaHHi aBTOTpPaHCIIOPTOM abo
POOOTi 3 iHIIMMU MeXaHi3MaMHU.

3acTocyBaHHSA y nepioa BariTHoCTi a00 rogmyBaHHS Ipyaaio

He crig 3acTocoByBaTu IIpemnaparT y Iepion BariTHOCTI abo rogyBaHHS IPYOIIo,
OCKIJIBKY BifICYTHI JaHl JOCIiAXKEHb 11040 3aCTOCYBaHHA IIpenapary UM rpynam
TAIli€HTIB.

Cmocid 3acTocyBaHHs Ta J03H

3acTocoByBaTH iIHTpaBariHaJlbHO.

1 Kamcyny BBoOouTu r1u0OOKO Y BariHy B ITOJIOXKEHHI JIesKa4yu yBedepi Imepej CHOM.

JlikyBaHHA iH(peKLiN, BUKIUKaHux Trichomonas vaginalis, Ta 3mimasux iHGeKLin (
Trichomonas + Candida): 3actocoByBaTu 1 Kancyny 1000 mr. [Tpu HeoOXimHOCTI
IIPOBECTHU IOBTOPHE 3aCTOCYBaHHA dyepe3 24 TOOUHMU.

JIikyBaHHA iH(peK1il, BukKnukKauux Candida albicans: 1 kancymny 1000 mr
3aCTOCOBYBaTU OHOKPATHO BBeudepi. AKIo cuMnToMu 30epiraloThCsi, IOBTOPHE
3actocyBaHH4 Karcynu 1000 Mr mpoBoguTu 4yepe3 3 OHI.

itk
[IpemmapaT He 3aCTOCOBYBATH OIiTAM.
Ilepemo3yBaHHs

[ToBimomiieHb PO Iepeno3yBaHHSA IIpenapaTy He HagXoauiao. ['THOKCUH IpUu3HadyeHuu
IJI MICLIEBOT'O 3aCTOCYBaHHS, a He [JId IIepopasibHOr0 3aCTOCYBaHHA. Y pa3si



BHUIIQAKOBOI'O II€POPAJIbHOI0 3aCTOCYBAHHS ITpernapaTy Moxke BUHHUKHYTH Oiflb y
JKUBOTI Ta OJIFOBaHHS.

IToOiunHi peakmii

[Tpu 3acToCcyBaHHI BilIOBIiAHO OO peKOMeHaali ['IHOKCUH IPaKTUYHO He
BCMOKTYETBLCSI, TOMY CHUCTeMHi HeOaxKaHi peakilil He o4ikyioThCs. [Ticist 3acToCyBaHHS
MOXKe BUHUKHYTU IIOMipHe TUM4YacoBe BiNuyTTd IlediHHA. TpuBaje Micliese
3aCTOCYBaHHS IIpenapaTy MOXKe BUKJIUKATH IIiIBUIIIEHY Yy TIIUBICTh.

B TaGnuii HUK4Ye BKalaHi mo0iuHi peakiiil, Mpo SKi MOBimOMIISIIIOCS Mif Yac KITiHIYHUX
mociipgxkeHb abo y mepiof micnsipeecTpallifHOro 3aCTOCYBaHHS IIperapary, BiIlloBimHO
oo knacudikaiiil opraxiB Ta cucteM MedDRA Ta 4acTOTH BUHUKHEHHS: Oy2Ke 49acTi (=
1/10); vacTi (Bim = 1/100 mo < 1/10); HeuacTi (Bim = 1/1000 mo < 1/100); moomuHOKIi
(Big = 1/10000 mo < 1/1000); pigkicHi (< 1/10000) Ta yacTtoTa HeBimoMa (y BUIIagKax,
KOJIM YaCTOTYy peakllil He MOXKHa po3paxyBaTH 3a HassBHUMU JaHUMMU).

YacToTa o
Opran abo cucreMa [ToGiuHi peakiii
BUHUKHEHHS
3 OOKYy
PEenpoayKTUBHOIL . [TeuiHHST CIN30BO1
. PigkicHi .
CHUCTEMH i 000JIOHKH ITiXBU
MOJIOYHMX 3aJ103
3 OOKY IIKipu Ta _
. . . o [TouepBOHIHHA,
MiOmIKipHOI PigkicHi i
, cBep0ixK, BUCUIIAHHS
KJIITKOBUHU

TepMiH NpHIATHOCTI
3 POKHU.

VYMmoBHu 30epiranas



36epiraTu mmpu Temnepartypi He Buiile 25 2C. 36epiratu y HeOOCTYIITHOMY [JIsI OiTek
MiCI1i.

YoakoBka

ITo 1 kancymni B [IBX/TIBIIX/antominieBomy 6ticTepi. [To 1 6icTepy B KapTOHHIN
KOPOOIIi.

KaTeropis Bignycky
3a penemnTomM.
BupooHHK

Catalent Italy S.p.A.

Micue3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPOBaaKeHHsI
IisITBLHOCTI

Bia Hettynence Km. 20, 100 - 04011, Anpinia (JIT), ITamis/

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

[HCTPYKIIiio TiKapChKOro 3aco0y B3siTO 3 oQilliiiHOro mxkepesa — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aCc00iB YKpalHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

