Ckian

Oitoua pevyosuHd: GeHTUKOHA30JIy HiTpaT;
1 r kpemy MicTuUTh GPeHTUKOHA30iy HiTpaTy 20 MT;

OONOMIJHICHI pe4yo8UHU: IPOMiNIEHTJIIIKOJIb, JIAHOJIIH TigporeHi30BaHuM, OJIist MUTOAa/IbHa,
MOJIIT/IiKOJIeBl eipu KUPHUX KUCJIOT, CIUPT LETUJIOBUY, TJIiIlepOJI MOHOCTeapar,
HaTpilo emeTarT, BOOa OUYUILlEHA.

®dapMaKoTepaneBTHYHA rpymna

[TpoTuMiKpOOHi Ta aHTUCENTUYHI 3aC00H, 110 3aCTOCOBYIOThCS y riHekosoril. [ToxigHi
imigazony. Kog ATX GO1AF12.

JIikapcbKa dpopMma

Kpem BariHanbHUM.

OcHOBHI (pi3uKo-xiMiuHI 81acmuBoCcmi: TOMOTE€HHUU KpeM 0illoro Koabopy.

®dapMaKoJI0riuHi BJIaCTUBOCTI

®

®apmakoduHamika. JIOMEKCHH ~ - IPOTUTPUOKOBUM 3aci0 MIMPOKOTO CIeKTpa [ii.

[IpenapaT Ma€ BUCOKY (QPYHTiCTaTU4YHY i QYyHTILIUOHY aKTUBHICTH BiTHOCHO
nepMaTto@iTiB (yci Bugu Trichophyton, Microsporum, Epidermophyton), Candida
albicans, Ta go iHIKUX rPUOKOBUX iHMEKIIIY IKIPHUX ITOKPUBIB i CTU30BUX 000JIOHOK.
[Tpenapart iuridye KucaoTHy npoTteina3ly Candida albicans.

[IpemapaT YMHUTL aHTUOAKTEpPiaIbHY [i0 BiTHOCHO I'PaMIIO3UTUBHUX
MiKpPOOpPraHi3MiB.

[TpunyckaioTh, III0 MeXaHi3M [il GeHTUKOHAa30J1y HiTpaTy Imondarae y iHrioyBaHHi
OKMCJIEHHSI €H3UMiB HaKOIU4YEeHUM IIEePOKCUIOM Ta HEKPO3i 'pUOKOBUX KJIITHH, IO
BUSIBIISIETLCS y Oe3ImocepenHi il Ha MeMOpaHu.

®

JIoMeKCHH =~ TaKO0XK BUSABJISIE€ aKTUBHICTH 1100 A0 Trichomonas vaginalis in vivo Ta in

vitro.
dapmakokKiHemuka.

dapmMaKOKiHETUYHI JOCITiAXKEeHHS BUSBUIU He3HaAUHYy aOcopOilifo yepe3 mIKipy y
TBApUH Ta JIIOOEu.



Hes3nauHa KinbKicTh (eHTUKOHA30/y HiTpaTy abcopOyBaiacs dyepe3 CIIN30BY
000JIOHKY BariHU y KiHOK.

®

Y DOKIIIHIYHUX OOCIiIXeHHAX JIOMEeKCUH ~ He BUSBUB MyTareHHOI'O IIOTeHIiany, He

CIIPUSIB ITiABUILIEHHIO YYTIUBOCTi, POTOTOKCUYHOCTI Ta poToaneprii.

Hocninu Ha TBapuHaX He BUSBUJIM BIUIUBY (PeHTUKOHA30JIy HiTpaTy Ha QyHKIIii
YOIOBiYMX UM KIiHOYMX CTATEBUX 3aJI03 Ta Ha Iepiii pa3u pPernpomyKIrii.

IToka3aHHA

leHiTanbHUM KaHOUOO3 (MOJIOUYHHIISA);

BYJIBBOBAriHITH;

KOJIBIIITH;

3Mimrani iHpekKIii cIu30BuX 000JI0OHOK CTAaTEeBUX MIJISXIB.
ITporunnoka3aHHs

[TigBuIIeHa YyTJMBICTh OO Ail0Y0l pe4OBHUHU ab0 A0 OyOb-AKO]1 i3 JOMOMiXKHUX PEYOBUH
Ipenapary.

B3aemoaisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMH Ta iHIIi BHIH B3a€Moail

2KupoBMicHiI pedyoBUHU Ta OJIil, 1110 BXOASATH [0 CKJIa[y BariHaJlbHOTO KPEMY, MOXYTh
MOMIKOOUTY KOHTPALEIITUBY 3 JIaTEKCY.

[TaieHTaM peKOMEHOYETHCSA BUKOPHUCTOBYBaTU aJIbTEPHATUBHI MeTOOuU
KOHTpAIIeIIlil/BXKUBaTU 3aM00i2KHUX 3aX0MAiB IPU 3aCTOCYBaHHI IIbOTO JIIKapChKOTO
3aco0y.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

IesgKi JOIOMiXKHI PEYOBMHU BariHaJIbHOTO KpeMy (JIaHOJIIH TigpOoreHi30BaHul,
IIETUJIOBUY CIIMPT) MOXKYTh BUKJIMKATH JIOKAJIbHI IIKipHi peakilil (Halrpukian
KOHTAKTHUU OepPMaTUT), IPOIiJIEHTJIIKOIb MOXKe BUKJIMKATHU NOApa3HeHHS WIKipu. Y
pa3i BUHUKHEHHS MiClleBOl IIigABUIIIEHOl YyTIUBOCTI ab0 anepriuyHol peaxilil JTiKkyBaHHS
CJIig IIPUIIUHUTH.

[TamieHTy CIIi IPOKOHCYJIBTYBATUCA 3 JIIKAPEM, AKIIO:

e IIPOSIBU CUMIITOMIB HE 3MEHIIUJIUCS IIPOTATOM OOHOI'O TUXKHS;
e CUMIITOMU BUHUKIIU ITOBTOPHO (Oinbi HixK 2 iHGEKIIiI MPOTSITroM OCTaHHIX IIeCTH
MicsI1iB);



B MUHYJIOMY II€epeHeCeHi 3aXBOPIOBaHHs, 1110 IIepeJaloThCsA CTaTEBUM IIJIAXOM,

abo y pa3si iHpikyBaHHS ITapTHEPa 3aXBOPIOBAHHSMH, 1110 ITIePeNal0ThCsI CTAaTEBUM

IIIJISIXOM;

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

e BilOMa TinmepuyTIUBICTH A0 iMiga30iiB abo0 iHIINX BariHaJIbHUX IPOTUTPUOKOBUX
penaparis;

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

e HasIBHi OyOb-siKi BariHa/ibHi BUAIIEHHS 3 KPOB'THUMU BKJTIOUEHHSIMU;

e HasiBHI OyOb-gKi ByJibBOBariHaabHi 00J1i, BUpa3ku abo IMyXuplli;

e HasIBHUU OyOb-gKUM OiNib Y HUKHIM YaCTUHI XKUBOTa, IKUU MOXKe OyTH
acoIlili0BaHUY i3 3aXBOPIOBAHHSAM, 110 JIIKYETHCS, a00 OiIb IPU Ce4YOBUNyCKaHHI;

e CIlOCTepirarmThcs Oynb-siKi moOiuHi eeKTH, TaKi IK epuTeMa, cBepbizk abo BHUCHTI,

sIKi MOXKYTh OyTHU acollifioBaHi 3 JIIKyBaHHSM.

BarinanbHu# KpeM He CJIil BAKOPHUCTOBYBATU B MOEAHAHHI 3 Oap’€pHUMU
KOHTpallelITUBaMHU. AKIITO CTaTeBUHM MapTHEP TaKOoXK iHdiKoBaHMWU, MOKa3aHe
BIIIOBIgHE JIIKyBaHHS.

[Tpu 3acToCyBaHHi JTiKapPChKOT0 3ac0o0y CITim MOTPUMYyBaTUCh peKOMEHIallii iel
IHCTPYKIIil.

ITepen 3acTOCyBaHHSAM IIE€PEKOHATUCSH, 1110 AIlJIiKaTOP igearlbHO YHUCTHUMH.
[ToTpi6HO MUTHU amIiKaTOpP y TEIUIill MUJIBbHIN BOMi Mic/Isi KOKHOTO MOT0 BUKOPUCTAHHS.

AnikaTop ciif cTepunidyBaTH, SKIIO 1le PEKOMEHI0BaHO JIikapeM 3 SK0i-HeOyIob
NIPUYUHU. AJle OJI IbOTO He CJIi BUKOPUCTOBYBATH BOAY TeMIepaTyporo noHapn 50 °C
YY1 OpraHiyHi pO3UMHHUKU. BucymuTu ansikatop i 36epiratu y KOHTeHHEpPi, B AKOMY
OyB yIlakKOBaHHUU alljlikaTop.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

OCKUIBKHY BiICYTHI AaHl OOCIIAXKEHD 1100 3aCTOCYBaHHA IIpenapary y nepion
BariTHOCTi abo rogyBaHHS IPyOAi0, MOTO He CJIif Ipu3HavaTH y el Iepio.

30amHicmb 8naueamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
IHWUMuU MexaHiamamu.

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

Cnocid 3acTocyBaHHsI Ta I03H

3acTOCOBYETHCS iHTpPaBariHaIbHO.



I'mu6oKO y IiXBY BBOOUTHCS BMICT OHOTO aljlikaTopa - nmpubiu3Ho 5 r. [Ipemnapat
3aCTOCOBYETLCS IIepel CHOM 3 BUKOPUCTAHHSIM YMCTOT0 OaraTopa3oBOT0 amjlikaTopa,
ITpY HeoOXiMHOCTI ITpemapaT JOOaTKOBO 3aCTOCOBYIOTh 3PAHKY.

[ITo6 yHUKHYTU MOBTOPHOTO iH(MiKyBaHHS, pEeKOMEHIOYETHCSI OOQHOYACHO IIPOBOOUTH
MiclleBe JIIKyBaHHS CTATeBOI'0 TapTHepa IMallieHTKYU IIIIXOM HaHEeCEeHHS KpeMy
Jlomexcut ® Ha roiBKy CTATEBOro YieHa Ta KPAiHbOI [JIOT.

II71s1 3aCTOCYBaHHSA KPEeMy 3 BUKOPHUCTAHHIM allJlikaTopa CJIif:

1. HarBuHTUTH aljIikaTop Ha TyOy y Miclli HarBUHYYBaHHS KPUILIEYKH.

2. JIeTKO CTUCHYTU HUXKHIO YaCTUHY TyOU Tak, 11100 arjrikaTop 3anoBHUBCS. [1pu
BUHUKHEHHI o1opy 00epeXHO NOTATHYTHU IIOPIIEHD aljlikaTopa. 3allOBHUTHA
amJikaTop NOBHICTIO, AKIIO JIiIKapeM He peKOMeHOOBaHe iHIlle HO3yBaHHI.

3. BigrBuHTUTHU aljlikKaTop Ta Bifpa3y 3aKpuUTU TyOy KPUIIIEUKOIO.

4. TlpuiHATYU TOPU30HTAJIbHE [IOJIOKEHHS, HOTY 3irHYTU B KOJIIHaX Ta PO3BECTH,
MOBiNIBHO Ta 00epeXHO BBECTHU alljlikaTop SAKHaurnuobine y mixsy. [IoBHiCTIO
OIyCTUTHU HOplIeHb. BumanuTtu annikaTop, He TOPKal4YUuCh IIOPIIHS.
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[IpenapaT He 3aCTOCOBYIOTH OiTSIM.

Ilepeno3yBaHHsA

[ToBimomiieHb IIPO IMepeao3yBaHHA IIPEeIIlapaTy HEe HadXOOnJIO. HOMeKCI/IH®

MTpU3HAYEHUH [JIsT MiCIIEBOTO 3aCTOCYBaHHS, a He IJIs MepopaIbHOr0 3aCTOCYBAHHS.



Y pa3si BUIagKoBOTro IepopajbHOr0 3aCTOCYBaHHS IpelapaTy MoXKe BUHUKHYTH Oinb y
KUMBOTI Ta OJIIOBaHHS.

IToGiuni epexkTn

ITpu 3acToCyBaHHI BilIOBIiGHO OO peKOMeHOalin JTomexcus ® OpPakKTUYHO HEe

BCMOKTYETBLCSI, TOMY CUCTEMHI HeOakaHi peakilii He 04iKylThcs. [IoMipHe TUMYacoBe
BiIUyTTH IIe4YiHHS MOX€e BUHUKHYTHU IIiCJII 3aCTOCYyBaHHA. TpuBajyie 3aCTOCyBaHHA
IpernapaTy MOXe BUKJIUKaTU IIiIBUIIIEHY Yy TJIUBICTS.

B TtaGnuii HU>X4e BKalaHi mo0iuHi peakiiii, Mpo sSKi MOBimOMIISIIIOCS i Yac KITiHIiYHUX
mociigkKeHb ab0 y mepiof micisgpeecTpaliiHOro 3aCTOCYBaHHS IIpelapaTy, BiIoBigHO
mo knacudikaiiil opraxiB Ta cucteM MedDRA Ta 4acTOTH BUHUKHEHHS: Oy2Ke 4YacTi (=
1/10); vacrTi (Bim = 1/100 mo <1/10); HeuacrTi (Big = 1/1000 mo < 1/100); mooouHOKi
(Bim =1/10000 go < 1/1000) pigkicHi (< 1/10000) Ta wacToTa HeBigoMa (y BHUIIagKaX,
KOJIM YaCTOTYy peakllil He MOXKHa po3paxyBaTH 3a HassBHUMU JTaHUMMU).

YacToTa L

Opran abo cucreMa IMToGiuHi peakiril
BUHUKHEHHS

3 00Ky pPenponyKTHBHOI CUCTEMU i L I[TeyiHHS CIM30BOI1
PigkicHi .

MOJIOYHHUX 3aJI03 000JIOHKH ITiXBU

3 OOKYy IIKip¥ Ta MiAIIKipHOl o I[TouepBOHiIHHS, CBEPOiK,

. PigkicHi
KJIITKOBUHU BUCHUIIQHHS

TepMiH NpHIAaTHOCTI

3 POKHU.

[TpugaTHUN 0O BUKOPUCTaHHS IIiCJIS MEPIIOT0 PO3KPUTTA npoTAaroMm 30 OHiB.
VYMoBHM 30epiranus

30epiraTu npu Temnepartypi He Buile 25°C. 30epiratu y HeJOCTYITHOMY OJIsI OiTeu
MiCIIi.

YnakoBKa



[To 78 r kpeMy B amoMiHieBit Ty6i, mo 1 TyOi B KOMIIIEKTi 3 allJIikaTOpoM,
yImakKOBaHUM B KOHTEHWHED 3 IOJIICTUPOJILY, ¥ KApTOHHiN KOpPOOL1Ii.

KaTeropist Bignycky
Be3s perernta.
BupooHuK

BAM®APMA C.P.JIL., Itania



