IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KJIOTPUMA3O0J1

(CLOTRIMAZOLE)

CKnao:
ditoua pevosuHa: clotrimazole;
1 Tabnetka MicTuTh KyotTpuMaszony 100 mr;

0ONoMmIdICHI peyo8uHU: KpOXMaJlb KYKYpPYA3siHUY, JTakTo3a, moBifoH (K-30), Marxiio cTeapaT, KpeMHi0
miokcup KonoigHui 6e3BOMHUM, HATPil0 KPOXMaIbIMKOIAT (TUll A).

JlikapcbKa ¢opma. TadseTku BariHaabHi.

OcHoBHi (hi3uKo-XiMiuHi BracTUBOCTI: TAOJETKM BariHaIbHI JOBracToi GOPMHU 3 TBOOMIYKIIOHO
TIOBEPXHEI0, ONUH KiHellb 3a0KPYTIIeHUH, IPYTHil - PiBHUM, 6iT0TO KOILOPY.

QapmaKOTepaneBanHa rpymna.

[TpoTuMiKpoOHi Ta aHTHCENTHYHI 3aco0H, 1110 3aCTOCOBYIOTHCS B FiHEKOJIOT], 32 BUHATKOM
KOMOiHOBaHUX IIpenaparis, sKi MiCTATh KOpTUKOCcTepoigu. [ToxinHi iMigazomny.

Kom ATX GO1A F02.

Papmakono02iuHi e1acmueocmi.
dapmakoOuHamika.

MexaHi3M aHTUMIKOTUYHOI il MOXigHUX iMiga30sy MOB’I3aHUM 3 MPUTHIYEHHSIM CUHTE3Y
€procTepoIly, 10 MPU3BOAUTE 0 CTPYKTYPHOTO Ta (PYHKIIOHATHHOTO MOIIKOAKEHH T
IIUTOTI/Ia3MaTUYHOI MeMOpaHHu.

KnorpuMazon Ma€ MIMPOKUM CIIEKTP aHTUMIKOTUYHOI aKTUBHOCTI in vitro Ta in vivo Ta [i€ Ha
nepMatodiTH, OPiKAKOBI, MTiCHSBI Ta muMopdHi rpubu. I1pu BiAMOBiIHUX YMOBax TECTyBaHHS
MiHiMasbHi iHTi0yI04i KOHIIeHTPaIlil [AJ1S I[UX TUIiB 'PpuOiB CTAHOBIATH MIPUOIU3HO MEHIIIE HiXK
0,062-8,0 MKr/mn cyOcTpary.



MexaHi3M [il KJIOTPUMa30J1y [I0B’A3aHU 3 IEPBUHHOIO PYHTiCTaTUYHOI0 a0 (QYHTILKHIHOIO
aKTHBHICTIO, 3aJ1€3KHO BiJf KOHLIEHTPAIIil KJIOTPUMA30/1y y MicIi iH(peKIil.

In vitro akTUBHICTh 06MeXKeHa elleMeHTaMu Ipuba, 10 ITPoIiGepyoTh; Cropyu rpuba MaloTh JIUIIE
HE3HAYHY YyTIUBICTb.

omaTKOBO IO aHTUMIKOTAYHOI aKTUBHOCTI KJIOTPMMa30JI TakKoX Ai€ Ha Trichomonas vaginalis,
IrPaMIIO3UTHBHI MiKpOOPraHi3Mu (CTPENTOKOKY, CTadilOKOKY) Ta TpaMHETaTUBHI MiKpOOpraHi3Mu
(Bacteroids, Gardnerella vaginalis).

In vitro Knotpumason npursaiuye po3MHoxeHHs Corynebacteria Ta rpaMIIO3UTABHUX KOKIB (3a
BUHSTKOM Enterococci) y kouneHtpaitii 0,5-10 Mkr/mn cy6cTpaty. [IlepBUHHO PE3UCTEHTHI IITaMu
YYT/IMBUX BUAIB rpulbiB 3ycTpivaioThCs Pifiko. PO3BUTOK BTOPHHHOI PE3UCTEHTHOCTI IIPH JTiKyBaHHI y
YyTNIHBUX TPUbiB HOTENeEp CIOCTepiraBcs gyxe pigko. [JOKIiHIYHI JOCTigKeHH, SKi MIPOBOOUINCE 3a
y4acTio 0OOPOBOJIBIIB i3 3aCTOCYBaHHAM OJHOPA30BOi Ta IIOBTOPHOI TOKCUYHOI 03U, HE BUSIBUIIU
MIOIIKOAKYBAJIbHOT0 TOKCUYHOI'0, TEHOTOKCUYHOTI'O BIJIMBY Ta BIIMBY Ha PEIPOOYKIIIIO.

dapmakokiHemuxka.

HocnimxeHHS HapMaKOKiHETHKHM ITiC/IS BariHAJbHOTO 3aCTOCYBaHHS ITOKa3aJsly, II0 Julle He3HayHa
KiNTbKiCTh KoTpruMa3ony (3-10 %) BcMOKTyeThCsl. AOCopOOBaHUY KIOTPHMAa30JI MIBUAKO
MeTabo0Ii3y€eThCs B MEYiHIN 10 HeaKTUBHUX MeTa0o IiTiB. ToMy IiK 71a3MOBOI KOHIIEHTpallii
KJIOTPUMAa30Jly Micis BariHaabHOIO 3aCTOCyBaHHA y 1031 500 mMr craHoBUTh MeHIIe 10 Hr/mi. Le
03HAYaE, 1110 BUHUKHEHHST BUMIPHUX CHUCTEMHUX e(peKTiB abo mobiuHoil mil micys BariHambHOTO
3aCTOCYBaHHS KJIOTPUMAa30J1y € MaJIOMMOBIPDHUM.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

[Hdexkil y minsgHIi cTaTeBUX OpraHiB (BariHiT), cnpuuyuHeHi rpubamu (3a3Budait pony Candida), Ta
cynepindexii, cnpuynHeHi 6aKTepisiMu, YyTIUBUMHU 00 KJIOTPUMAa30Ily.

IIpomunoka3aHHA.

[TigBuIeHa YyTIMBICTD [0 KJIOTPHUMA30/y abo [0 iHIIWX KOMIIOHEHTIB JIiKapChKOT0 3ac00y.

B3aemodin 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 iHIIMMHU JTiIKAPCHKUMHU 3aco0aM¥ MOKJIMBI TaKi B3aeMOil:

3 makpoaimycom nepopaavHo (FK-506; imyHoOenpecanm) abo CHPOJIiMyCOM - IiIBUILIEHHS PiBHS iX y
IIJTa3Mi KPOBI; y pa3i OMHOYACHOT0 3aCTOCYBaHHS 3 KJIOTPUMAa30JI0M CJIiJ 30ilCHIOBATH PETEIbHUU

MOHITOPHHT CTaHY XBOPOTO [IJI BUSBIEHHS CHMIITOMIB ITlepefo3yBaHHs TaKpoiMycy abo cuposiMmycy,
Ipy HeOoOXiHOCTI - IIISIXOM ITepPeBipKH 1X PiBHIB y IJIa3Mi KPOBi;

3 HICMamuHOM - 3HUXKEHHS aKTUBHOCTI KJIOTPUMAa30J1y;



3 ampomepuyuHoM B ma iHwumu nosieHoguMu aHmubiomukamu - 3HUKEHHS aKTUBHOCTI OCTaHHIX.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI KJIOTPUMA30J1y 3 JIaTeKCHUMHU KOHTPALeITUBaMU MOXKIINBE
MOIIKOMXKEHHS OCTaHHiX, TOMy e(eKTHBHICTb JaHUX KOHTPAIENITUBIB MOXKe 3HUKYBATHUCS.
[TamienTaM peKOMeHOOBaHO BUKOPHCTOBYBATH allbTEPHATUBHI METOAM KOHTPAIEMIil TPUHANMHI
npoTsAroM 5 mib miciist 3aCTOCYBAHHS LIBOTO JIiKAPChKOT0 3aC00y.

Oco6.1ueocmi 3acmocyeaHHsi.

Crip yHUKaTH KOHTaKTy 3 ouyuMa. He KoBTatu.

XBOPOMY PEKOMEHIYETHCSA IPOKOHCYIbTYBATUCA 3 JTIKapeM:
IIPU NIEePIINX IPOSBax XBOPooOu;
SIKIIIO CUMIITOMU 30epiraioTecs moBiie 7 mil;

SIKIII0 CUMIITOMHU 3’SIBJISIIOTHCS 3HOBY ITPOTSATOM 2 MicsIiB ab60 6inbI Hixk 4 pa3u BIPOIOBXK
ocTaHHIixX 12 Micsanis;

IIPY HasSIBHOCTI BEHEPHUYHUX 3aXBOPIOBaHbL B aHaMHe3i ab0 06TsIKeHOMY aHaMHe3i 111010
BEHEPUYHUX 3aXBOPIOBaHb Y IapTHEPA;

IIPU HASIBHOCTI Oiblie 2-X emi3odiB KaHOUIO3HOTO BariHiTy BIPOOOBXK OCTAaHHIX 6 MiCSIIiB;
y pa3i BariTHOCTi ab0 migo3pu Ha BariTHICTE;
SIKIITO BiK IMallieHTKX moHam 60 poxkis;

SKIIIO ¥ XBOPOT'0 BUCOKa TeMImepaTypa Tina (38 °C abo Buie), 0inb y HUXKHIM 9aCTUHI KUBOTA,
nu3ypis, Oinb y CIIKHI, THiMHI BariHaIbHI BUAIIEHHS 3 HEIIPUEMHUM 3allaXOM, BUPa3KH BYJIbBU Ta
BariHajabHi BUPa3KH, TOUYEPBOHIHHSA, Oiapes, HyHoTa, 6II0BaHHS, BariHalbHa KPOBOTEYa, sIKa
CYTIPOBOMXKYETHCS 00JIEM V TIIEeYi;

IIPY BUSIBJIEHIN TiMepPYyTIUBOCTI 10 Oyab-aKUX MPOTUTPUOKOBUX 3ac00iB abo MoXimHUX
iMmiga3omy.

He pekomennyeTbcst 6e3 KOHCYIIbTAIlil JTikaps 3aCTOCOBYBATH JlikapchKui 3aci6 Kiorpumason npu:

HeperyasSpHUX BariHalbHUAX KPOBOTEeYaX, aHOMaIbHUX BariHaJIbHUX KPOBOTEUAX YU BariHaIbHUX
KpPOBOTEeYaX, IIPU BUMIIEHHAX 3TYCTKIB KPOBI;

BYJIbBa/IbHUX a00 BariHaIbHUX BUPAa3KaX, YTBOPEHHI paH;
THIMHMX BariHATbHUX BUIIIEHHSX 3 HEIIPUEMHUM 3aIIaXOM;
00110 y HUKHIM HiNMSHI XKUBOTA, y CIUHI Ta IpX OU3Ypii;

Oynmb-KUX MOOIYHUX peakllisgx, TaKUX SK II0OYEePBOHIHHS, ToApa3HeHHs abo HaOPSK,
aColLil0BaHUX 3 JIIKyBaHHSIM;

nigBuieHHi Temnepatypu (38 °C Ta Buine);



HYIOTi u¥ GJII0BaHHI;
miapel.

[TpoTsiroM MeHCTpYyallil TiKyBaHHS IIPOBOOUTH He ciifl. JIiIKyBaHHS CJIifi 3aKiHYUTH [0 ITOYaTKy
MeHCTpYyaliil.

OcCkinbKY 3BUYalHO ypaXkXy€eThCA 5K IiXBa, Tak i 30BHIiIIHI cTaTeBi opranu (cTaTeBi rybu Ta mpunermii
OiJITHKY), CITiJ 3aCTOCOBYBaTH KOMOiHOBaHe JIiKyBaHHS 000X [iITHOK, BKII0YAl0YX MiclieBe
JIIKyBaHHSI KDEMOM [1JI51 30BHIIIHBOTO 3aCTOCYBaHHS.

[Tig gyac Teparil nikapchbKuM 3aco00M KnoTprMa3os peKoOMeHI0BaHO JIiKyBaHHS 000X ITapTHEPIB i3
3aCTOCYBaHHSM BiJIOBIIHUX JTiIKAPCHKUX (POPM.

[Tig yac 3acTocyBaHHS LILOTO JIIKapCHKOT0 3ac00y CJIifi YHUKATU CTaTeBUX KOHTAKTIB, OCKiTbKU
indeKIris MoXKe mepemaTUCs TapTHEDY.

Moxe 3HUKYBaTUCS e(eKTHUBHICTh Ta Oe3meKa IaTeKCHUX 3ac00iB (TaKuX K IIpe3epBaTUBU Ta
miadparmu).

He BUKOpPHUCTOBYBaTH TaMIIOHY, iHTpaBariHaibHi 3POILIEHHS, ciepMinuan abo iHmi 3acobu s
BariHa/JIbHOTO 3aCTOCYBAaHHS IIi[l Yac Teparil TikapchbKuM 3aco6om KinoTprumaszor.

3acmocyeaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyd01o.

KriHiuHi gocmigKeHHS 100 BIJIUBY KJIOTPUMa30Jly Ha (GepPTUIbHICTh ¥ XKIHOK HE IIPOBONUIINCS,
IIPOTe [OCTiAKEeHHS Ha TBApUHaX He BUSBUIM BIUIMBY KJIOTPUMa30Jy Ha GepTUIbHICTE.

HocninXkeHHS Ha TBapUHAaX He BUSBUJIX IIPSMOr0o ab0 HENPSIMOro MIKiJINBOTO BIUIUBY 3 TOYKU 30Dy
PENpPOAYKTUBHOI TOKCUYHOCTI. KiNbKicTh JOCTigKeHb 3aCTOCYBaHHS KJIOTPHMa30JTy y Iepiofn
BariTHOCTi 00MeXeHa, TOMy PEKOMEH/I0BAaHO YHUKATH 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y
KnoTpuMa3zon BIpomoBxXK I TpuMecTpy BariTHOCTI.

BripopmoBxk BariTHOCTI Cyifl 3acTOCOBYyBaTH TableTKX BariHanbHi 663 3aCTOCYBaHHS allylikaTopa.

Y pasi 3acTocyBaHHS IiKapChKOro 3aco0y KimoTpruMas0i i MPUIUHUTH TOyBaHHS IPYILIO.

30amuicmb 8niusamu Ha weudKicme peakuyii npu KkepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MexXaHi3aMamu.

Knorpuma3zor, TabmeTKy BaTriHajbHi, He BIJIMBAIOTh Ha 3[[@aTHICTL KepyBaTu aBToM0oGieM abo
IIpalffoBaTy 3 iHIIMMK MeXaHi3MaMu a00 MalTh JIUIE He3HAYHUM BILJIUB.

Cnoci6 3acmocyeaHHsi ma do3u.

1 TabneTKy BariHa/lbHY 3aCTOCOBYIOThL BBeuepi. Kypc nikyBaHHs TabneTkamMu BariHambHUME 100 Mr
CTAHOBUTL 6 OHIB.



Hitsim BikoM Bif 12 pokiB nmikapcekuit 3acid KnoTprMa3oi 3aCTOCOBYBATH ITic/ig KOHCY/IbTAILil 3
JliKapeM.

TabmeTKy BariHaJbHI CJIil BBOOUTH Y MiXBY SKOMOTa I'ulIe, HACKiIbKM MOXKJIMBO, YBEUYEDi,
HaM3pY4Hille BBOAUTHU JIeXKayHy Ha CIIMHI 3i 371erKa 3irHyTUMU HOTaMU, BUKOPUCTOBYIOUH arIikaTop.
Hitstm BikoM Bif 12 pokiB nmikapcekuit 3acid KinoTprMasos 3acTocoByBaTH 0e3 armtikaTopa.

Knorpuma3zors, TabneTKy BariHaibHi IOBUHHI TOBHICTIO PO3YMHSATHUCS V MiXBi, iHaKIlle HEPO3YNHEHI]
IIMATOYKY TabJIeTKY BariHAIbHOI MOXKYTh BUTIAAATH 3 MiXBU. [IJ15 IOMepeKeHHS IbOT0 BaXKTUBO
BBOJIUTH JIiKAPChKHUI 3acib y MixBy Tak ri1u00KO, HAaCKiNMbKY 1Ie MOXKJIMBO, ITepef CHOM. fAKIIo
TabNeTKU BariHalbHi He PO3UMHSAIOTHCS IMOBHICTIO MIPOTATOM OfHi€l HOYi, CHifl pO3TNIHYTH
MOXKJIMBICTh 3aCTOCYBaHHS iHIINX JIIKapPChKUX (HOpM.

Himu.
Jlikapcekuii 3aci6 KnoTprMa3son He moKa3aHUM 00 HaCTaHHS MeHapxe.
He 3acTtocoByBaTu AiTaMm BikoM [0 12 pokis.

Hitsim BikoM Biff 12 pPoKiB 3aCTOCOBYBaTH JikapchKui 3acid KnoTprMa3sor micisg KOHCYIbTaIllil 3
JIiKapeM; He BUKOPUCTOBYBATH alljIlikaTop.

Ilepedo3yeanHsi.

2KogHOro pu3uKy roCcTpol iHTOKCHUKALlil HEMa€, OCKiTbKM MaJIO¥MOBIpHO, LII0 TIEPe03yBaHHSI
MOZKJIMBe TIiCJI Pa30BOi BariHa/lbHOI 031 a00 HaHECEHHS Ha IIKIpy (3acTOCyBaHHS Ha BEJIMKIi
OiISHKY MIKipY 3@ YMOB, IO CIIPUSIOTH IiABUIIEHOMY BCMOKTYBaHHIO), @ TAKOXK ITiCJIsT BUTIAJKOBOTO
IIepPOpaIbHOTO 3aCTOCyBaHHA. Crienu(piyHOr0 aHTULOTY HE iCHYE.

[Tpu BUIIafIKOBOMY II€POPAIbHOMY 3aCTOCYBaHHI PiKO M0oXKe BUHUKHYTHU ITOTpeba y MpoBedeHHi
IIPOMMBAHHS IIUIYHKA, SKIIO [[03a, KA 3aTrPOXKYye XKUTTIO, Oyla 3aCTOCOBaHa IIPOTSITOM IIONIepPeaHbOl
roguHu abo SKINO HasBHI BUAUMI CUMIITOMY Ilepefo3yBaHHA (HaIpUKIIaZ 3allaMOpPOYeHHs, HyJoTa
abo 6roBaHHS). [IpoMUBaHHS IIIJTYHKA CJIi[l MTPOBOOUTH JIKIIE 3@ YMOBH HASIBHOCTI HAJIEXKHOTO
3aXUCTy OUXaIbHUX LITIXIB.

ITo6iuni peakuii.

3 boky iMyHHOI cucmemu: anepriyHi peakilii, y TOMy YHCIi BTpaTa CBifOMOCTi, apTepiaibHa
TinoTeH3is, 3aguiliKa, KPOIIUB THKa.

3 60Ky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d/103: MYIIEHHS IIKiPHU Y OiNISTHII CTaTEeBUX OPTaHiB,
cBepOixX, BUCHII, HAOPSK, epuTeMa, UCKOMQOPT, Bif4yTTs MeYiHHS, TOAPa3HEeHHS, Ta30BUi Oifb,
BariHaJbHa KpPOBOTEYa.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: Gilb y KUBOTI.

[ToBimomeHHS mpo Mo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle mae 3MOry MPOBOAUTY MOHITOPUHT CIIiBBIHOIIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI LILOTO



JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITPeCTaBHUKAM CJIi[] TOBiTOMJISITH TIPO YCi BUITAAKK MiI03PI0BAaHUX MOOIYHUX Peakiii Ta
BimCyTHOCTI e(peKTHUBHOCTI JTiKapChKOTo 3aco0y yepe3 aBTOMATU30BaHy iHopMalifiHy cCUCTeMY 3
(dbapMaKOHarIsAOy 3a nmocuiaHHgaM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 4 POKH.

YmMmoBH 30epiranns.

30epiratu B OpuriHaabHi{ yIaKOBIi B HELOCTYITHOMY [JIS AiTel Micli mpu TeMmnepartypi He Buile 30
°C

YnakosBka.
[To 6 BariHanpHUX TabJIETOK y CTPHUII, IO 1 CTpUMy 3 amIikaTopoM y KapTOHHIM maytyi.

[To 6 BarinanpHUX TabIeTOK y 61icTepi, mo 1 GricTepy 3 amIikaTOpoM y KapTOHHIY MayIli.

Kareropis Bignycky. bes penenra.

BupoOHUK.

EsepronxeH Jland Caencus Jlimiter / Evertogen Life Sciences Limited.

Micue3HaxoKeHHsI BUPOOHHKA Ta HOro aJgpeca MicClisi IpOBaIXKeHHs Tis/IbHOCTI.

[TmoT Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/I1i Ti Ec Aii Au Ci, ®apma Ec [ 3ert, I'pin Ingactpian I1apk,
[MTonenanni (Bi), Equepna (Em), Maxabybuarap, Tenanrana, IH-509 301, Iamis/

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.


https://aisf.dec.gov.ua

