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.

[IpemapaT BUSBISE BUCOKY QYHTIiCTAaTUYHY i QYHTIIMOHY aKTUBHICTh BiTHOCHO
nepMato@itis (yci Bugu Trichophyton, Microsporum, Epidermophyton), Candida
albicans Ta iHIMX rPUOKOBUX iHMEKITiM MIKIipHUX MOKPUBIB Ta CIIM30BUX 000IOHOK.
[Ipemnapart iuridye kucnoTHy npoTteinaldy Candida albicans.

[IpemapaT YUHUTL aHTUOAKTEpPiaIbHY [if0
BIJHOCHO I'paMIIO3UTUBHUX MIKPOOPTraHi3MiB.



[TpunyckaioTs, III0 MeXaHi3M il (GeHTUKOHA30JIy HiTpaTy IMOoIsarae
y iHriOyBaHHi OKMCII€HHS €H3UMiB HAaKOIIMYEHUM ITIEPOKCUIOM Ta Yy HEKPOo3i rpubKoBUX
KJIiTUH, 1110 BUSIBISIETHCS Y Oe31ocepenHiu mii Ha MeMOpaHU.

JIOMEeKCHUH TaKOXK BUSBJII€ aKTUBHICTh BifHOCHO Trichomonas vaginalis in vivo Ta in
vitro.

dapMaKkoKiHEeTHKA

dapMaKOKiHETUYHI OOCIiAXKEeHHS BUSBUJIN HEe3HaYHY abcopOliito uepes LIKipy y
TBAPUH Ta ITIOOEN.

Hes3nauHa KinbKicTh GeHTUKOHA30JIy HiTpaTy abcopOyBaacs Yepes3 CIIU30BYy
000JIOHKY BariHU y XKiHOK.

Y xomi mOoKmiHIYHUX OOCHiaXKeHb 'IHOKCUH He BUSIBUB MyTareHHOTO MOTEHIliany, He
CIIPUSB MiABUIIEHHIO Yy TJINBOCTi, POTOTOKCUYHOCTI Ta ¢oToasepril.

Iocrnigy Ha TBapUHaX He BUSBUJIN BIJIMBY (PEeHTUKOHA30JIy HiTpaTy Ha QyHKIIil
YOJIOBIiUMX UM KiHOYMX CTaTEBUX 3aJI03 Ta Ha IepIli (pa3u penpomyKIlii.

IToxa3aHHSA

e ['eHiTanbHU KaHANOO03 (MOJIOYHUIIS), By/IbBOBATiHITH, KOJBIIITH, 3MilIaHi
iHdexKIrii c1n30B1UX 000JIOHOK CTAaTEBUX IIIJISIXIB;

e BariHanpHUYM TPUXOMOHIa3 Ta 3MilllaHi BariHanabHi iHGeKIIil, BUKITHKaHi
Trichomonas vaginalis Ta Candida albicans.

HpOTHHOKaSaHHﬂ

e ITigBHUINlEHA YYTIUBICTD OO0 Mit040l peuyoBUHU ab0 M0 OyOb-sIKOI 3 HOIOMIiKHUX
PEYOBUH IIpemnapary.

e ['iHOKCHUH, Kancyau BariHanbHi M'gKi 1o 1000 Mr, MiCTUTh COEBUU JIEITUTHH.
k1o y Bac € aneprisi Ha apaxic abo Ccoi0 - He 3aCTOCOBYHTe el JTiKapChKUM
3acib.

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH Ta iHIIIi BHOH B3a€MoOain

2KUpoOBMICHI pe4OBUHY, 110 BXOOATH 00 CKJIaAy KallCyJI BariHaJIbLHUX M’SIKUX, MOXKYTh
MIOIKOOUTY KOHTPALIEIITUBU 3 JIaTEKCY.

[TaieHTaM peKOMEHOy€EThCSI BUKOPUCTOBYBaTH albTepPHAaTUBHI MEeTOOU
KOHTpPAIEIIlil/BXKUBaTH 3a00iKHNX 3aX0/iB IPU 3aCTOCYBaHHI IILOT0 JIIKAPCHKOT'O



3aco0y.
Oc006/1MBOCTi 3aCTOCYBaHHS

IesKi momoMiKHi pedYOoBUHU KallCyJl BariHaJIbHUX M’ SIKUX (MaparigpokcubeH30aTH)
MOXKYTh BUKJIMKATH aJepriufi peakiril (MOXKINBO, BiOKIaAeHi).

Y pa3i BUHMKHEHHS MiCIIeBOi MigBUIIeHO0]l YyTIUBOCTi abo ajiepriuyHol peakilil
JIIKYBaHHS CJIi IPUIIVHUTH.

[TarieHTy CIIi IPOKOHCYJIBTYBATUCA 3 JIIKAPEM, AKIIO:

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

e CHUMIITOMU BUHUKIIU ITOBTOPHO (Oinbi HixK 2 iHGEKIIiI MPOTSITroM OCTaHHIX IIeCTH
MicsI1iB);

e B MUHYJIOMY IIepEeHeCeH] 3aXBOPIOBAHHS, 110 ITIepefalThCs CTaTEBUM IIIJISIXOM,
abo y pasi iHpikyBaHHS ITapTHEPa 3aXBOPIOBAHHSMU, III0 ITIEPENal0ThCS CTaTEBUM
IIJISIXOM;

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

e BiZOMa rinepuyTiauBICTh 0 iMima301iB ab0 iHIINX BariHaJIbHUX IPOTUTPUOKOBUX
pemnaparis;

e HasiBHa OyOb-sKa aHOMaJibHa abo HeperyspHa BariHaJbHa KPOBOTEYa;

e HasBHi OyOb-sKi BariHa/nbHi BUAIIEHHS 3 KPOB' THUMU BKJIIOYEHHSIMU;

e HasBHI OyOb-gKi ByJibBOBariHaiabHi 0011, BUpa3ku abo IMyXuplli;

e HasIBHUY OyOb-siKuM Oifb y HUKHIM YaCTUHI )KUBOTa, IKUM MoxXKe OyTHU
acollilioBaHUM 3 3aXBOPIOBAHHAM, IO JIIKYETHCS, abo Oilb TP CEYOBUITYCKaHHI;

e cIriocTepiraroThcs OyOb-sKi mobiuHi epekTH, Taki IK epuTeMa, cBepbik abo BUCHI],
sIKi MOXKYyTh OYTH acollilioBaHi 3 JIIKYBaHHSM.

Karicynu BariHanbHi M’SIKi He CJIil BUKOPHUCTOBYBATU B MOEAHAHHI 3 0ap’€pHUMU
KOHTpaAIIeIITUBaMU. fKIIO CTaTEBUM IIapTHEP TaKOXK iH(iKoBaHUM, ITOKa3aHe
BigOBigHE JTIKyBaHHS.

3maTHiCTH BIUIMBATH Ha HIBHAKICTHh peaklil mpu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHIMMMHu MexaHi3ZMaMu

[IpenapaT He BIJIMBA€E Ha IMIBUOKICTh peakllil Mpu KepyBaHHI aBTOTPaHCIIOPTOM abo
POOOTi 3 iHIIMMK MeXaHi3MaMH.



3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

He crig 3acTocoByBaTu IIpemnaparT y mepion BariTHOCTi abo rogyBaHHS TPYOIIO,
OCKIJIbKY BiCYTHI JaHi JOCIIAXKEeHb 1000 3aCTOCYBaHHs IIpernapaTy UM IrpyrnaMm
MalieHTiB.

Cmocid 3acTocyBaHHsS Ta I03H

3acToCcoByBaTHU iHTpaBariHajbHO.

1 kancyny BBOOUTH I'TMOOKO y BariHy B IIOJI02KEHHI 1exka4yu yBedepi Imepen CHOM.

JIikyBaHHA iH(peKI1IiM, BUKIUKaHux Trichomonas vaginalis, Ta 3Mimaaux iHpeKLin (
Trichomonas + Candida): 3actocoByBaTu 1 kKancymny 1000 mr. ITpu HeoOXigHOCTI
ITPOBECTU IOBTOPHE 3aCTOCYBaHHSA uepe3 24 TOOUHMU.

JlikyBaHH4 iH(peKI1il, BuKnIuKauux Candida albicans: 1 kancymny 1000 Mmr
3aCTOCOBYBaTU OJHOKPATHO BBeuepi. AKIo cumMnTomMu 30epiraloThbCsi, IOBTOPHE
3acTtocyBaHH4 Kancynu 1000 Mr npoBogutu yepe3 3 OHi.

itk
[IpemapaT He 3aCTOCOBYBaTU OiTAM.
Ilepeno3yBaHHA

[ToBimoMiieHBb PO MEepPemo3yBaHHS IIperapaTy He Haaxonuyao. ['THOKCHUH ITpu3HadYeHun
OJIsI MiCIIEBOT'O 3aCTOCYBaHHSI, a He [JIs IepopajibHOT0 3aCTOCYyBaHHsA. Y pa3i
BUIIQAKOBOI'O II€POPAIbHOI0 3aCTOCYBaHHS IIperapaTy MoxKe BUHUKHYTH Oiflb y
JKUBOTi Ta OJIIOBaHHS.

IToO6iuni peakmii

[Tpu 3acTocyBaHHI BIIIOBIOHO OO peKOMeHaanii ['IHOKCUH IPaKTUYHO He
BCMOKTYETBLCSI, TOMY CHUCTeMHi HeOaxKaHi peakilil He 04ikytoThcs. [1icsiss 3acTOCyBaHHSA
MOXKe BUHUKHYTHU I[IOMipHEe TUMYacCoOBe BiIUyTTsd Ie4YiHHA. TpuBajyie MicueBe
3aCTOCyBaHHA IpenapaTy MOXKe BUKJIMKATH IIiABUILEHY YYyTJIUBICTb.



B Tabnmuii HuxK4Ye BKalaHi 1M00iYHI peaxiiii, mpo siKi MOBiMOMIISIIIOCS ITifl Yac KIiHIYHUX
mociimxeHb ab0 y mepiof micnsapeecTpaliiHOro 3aCTOCYBaHHS ITpelapaTy, BiIoBigHO
mo knacudgikariii opraniB Ta cucteM MedDRA Ta yacTOTH BUHMKHEHHS: IyKe 4YacTi (=
1/10); gacTi (Big = 1/100 mo < 1/10); HeuacTi (Big = 1/1000 go < 1/100); mooguHOKi
(Bim = 1/10000 mo < 1/1000); pigkicHi (< 1/10000) Ta wacTtoTa HeBigoMa (y BUIagKax,
KOJIM 9aCTOTy peakllil He MOXKHa po3paxyBaTH 3a HaSBHUMU JaHUMMU).

Opran abo cucrteMa YacToTa BuHUKHeHHsI|[ToOiuHi peakirii

3 OOKy
penpoayKTUBHOIL L [TeuiHHS CIU30BO1
) PigkicHi .

CHCTEMH i MOJIOYHUX 00OJIOHKMU ITiXBU
3a103
3 OOKY IIKipu Ta , ,

) _ . L ITouepBOHiIHHS, CBEPOiXK,
MiOIKipHOI Pigkichi

. BHUCHUIIaHHSA
KJIITKOBUHHU

TepMmin npuagaTHOCTI
3 POKHU.
VYMoBHM 30epiranas

30epiraTu npu Temnepartypi He Bunle 25 2C. 36epiratu y HeJOCTYITHOMY [JIs OiTel
MiCIIi.

YnakoBKa

ITo 2 kamnicynu y I[IBX/TIBIIX/antominieBomy 6ticTepi. [To 1 6micTepy B KapTOHHIN
KOPOOIIi.

KaTeropis Bignycky
3a peLenTom.

BupoOHUK



Catalent Italy S.p.A.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaXKeHHsI
IJistIbHOCTI

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

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

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 odiIliiHOro gxkepena — J[epKaBHOIO PEECTPY

JIiKapchKUX 3aco0iB YKpaiHu.



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

