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 (pi3uKo-xiMiuHi BIacTUBOCTi: TaOleTKH BariHalbHi JOBracTol (GOopMHU 3 JBOOITYKIIOIO
IIOBEPXHEI0, ONUMH KiHellb 3a0KPYTJIeHUN, IPyTuil - piBHUM, 0il0T0 KOJIBbOPY.

QapmaKOTepaneBTHqHa rpyma.

[TpoTuMikpoOHi Ta aHTHCENTHYHI 3ac00H, 110 3aCTOCOBYIOTHCS B FiHEKOJIOTI], 32 BUHATKOM
KOoMOiHOBaHUX IIpemnaparis, SKi MiCTITh KopTUKOcTepoinu. [ToxigHi iMiga3ony.

Kom ATX GO1A F02.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3M aHTUMIKOTUYHOI il MOXigHUX iMiga30Jy MOB’I3aHUM 3 IPUTHIYEHHSIM CUHTE3Y
€procTepoIly, 0 MPU3BOAUTE 0 CTPYKTYPHOTO Ta (PYHKIIOHATHHOTO MOIIKOAKEHH T
IIUTOIIJIa3MaTUYHOI MeMOpaHHu.

KnoTpuMa3on Ma€e MUPOKUY CIIEKTP aHTUMIKOTUYHOI aKTUBHOCTI. MexaHi3M fil KI0TpuMa3oiy
TIOB’SI3aHUY 3 IePBUHHOI0 PyHTicTaTU4YHO ab0 QYHTIIMAHOI0 aKTUBHICTIO, 3aJIeXKHO Bifl
KOHIIeHTPaIlil KJIOTPUMAa301y y Micli iH}eKIIii.



IogaTKoOBO IO aHTUMIKOTUYHOI aKTUBHOCTI KJIOTPUMAa30JI TaKoXK mi€ Ha Trichomonas vaginalis,
rPaMIIO3UTHBHI MiKpOOPraHi3Mu (CTPENTOKOKY, CTadilOKOKH) Ta TpaMHETaTUBHI MiKpOOpraHi3Mu
(Bacteroids, Gardnerella vaginalis).

KnorpuMazon npuruiuye po3mMHoxKeHHs Corynebacteria Ta rpaMIO3UTHBHUX KOKIB (3a BUHATKOM
Enterococci).

dapmakokiHemuxka.

Bigomo, 110 nuie He3Ha4YHa KimbKiCTh KI0TpuMa3omny (3-10 %) BcMOKTyeThCs. AGcopOoBaHMMI
KJIOTPUMA30JI IIBUAKO MeTab0Ii3yEThCS B IEYiHIll 0 HeaKTUBHUX MeTabomiTiB. ToMy ik mima3moBoi
KOHIIEHTpAallil KTOTPUMa30J1y IIiCJIg BariHalIbHOT0 3aCTOCYBaHHS y [03i 500 Mr cTaHOBUTH MeHIIe 10
ur/mi. Ile o3Ha4vae, 1110 BUHUKHEHHST BUMIPDHUX CUCTEMHUX eheKTiB abo mobivHoi mil micis
BariHaJIbHOT'0 3aCTOCYBaHHS KJIOTPUMAa30Jly € MaJTOMMOBIPDHUM.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHHs.

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

IIpomunoka3aHHA.

[TigBuIeHa YyTIUBICTD [0 KJIOTPHUMA30iy abo [0 iHIIUX KOMIIOHEHTIB JIiKapChKOT0 3ac00y.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
[Tpu ogHOYACHOMY 3aCTOCYBaHHI 3 iHIIMMHU JTiIKAPCHKUMHU 3aco0aMy MOKJIMBI TaKi B3aeMOfil:

3 makpoaimycom nepopanavho (FK-506; imyHoOenpecaHm) - MigBUILIeHHS PiBHS OCTaHHBOTO y IIJIa3Mi
KPOBI; y pa3i 0MHOYaCHOI'0 3aCTOCYBaHHSA 3 KJIOTPUMA30JI0M CJIifi 3A1MCHIOBATU PETENIbHUM
MOHITOPHUHT CTaHy XBOPOTO [AJIs1 BUSABJIEHHS CHMIITOMIB Ilepefo3yBaHHS TaKpPOJIiMyCy, IIpU
HeoOXiTHOCTI - IIISIXOM IIepeBipKM MOTro PiBHSA y I1a3Mi KPOBi;

3 HICMAamuHOM - 3HAXKEHHS aKTUBHOCTI KJIOTPUMAa30J1y;
3 am¢pomepuuyuHom B ma iHwumu nosieHogumu aHmubiomukamu - 3HUKEHHS aKTUBHOCTI OCTaHHIX.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI KJIOTPUMAa30J1y 3 JaTEeKCHUMU KOHTPALIEIITUBAMU MOXKIIMBE
IIOIIKOMKEHHS OCTaHHIX, TOMy e(eKTHBHICTb JaHNX KOHTPAIENITUBIB MOXKe 3HUKYBaTUCS.
[TamieHTaM peKOMEHI0BaHO BUKOPUCTOBYBATH albTePHATHBHI METONX KOHTPAIENIii MpuHaiMHi
npoTsaroM 5 mib micnis 3acTOoCyBaHHS LIBOTO JIiKapChKOT0 3aco0y.

Oco06.1u8ocmi 3acmocyeaHHsi.



Crig yHMKaTH KOHTaKTy 3 ouuMa. He KOBTaTH.

XBOPOMY PEKOMEHOYETHCS IPOKOHCYJIBTYBATUCS 3 JIiIKapeM:
IIPHU TIEPIIUX ITPOsSBaX XBOPOOH;
SIKITIO CUMIITOMH 30epirarThcs moBIme 7 mib;
SIKII[0 CUMIITOMHU 3’SIBJISIFOTHCSL 3HOBY IIPOTSATOM 2 MICSLIiB;

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

IIPY HASIBHOCTI Oisble 2-X emi3odiB KaHAUIO3HOTO BariHiTy BIPOOOBXK OCTAaHHIX 6 MiCSIIiB;
y pasi BariTHOCTi a00 migo3pu Ha BaTiTHICTh;
SIKIIO BiK IMallieHTKX nmoHan 60 poxkis;

IIPY BUSBJIEHIH TillepuyTIUBOCTI 10 Oyab-IKUX IPOTUTPUOKOBUX 3aCc06iB ab0 MOXiqHUX
imigazomny.

He pexomeHayeThcsl 0€3 KOHCYTIbTalll JTikaps 3aCTOCOBYBaTH JiKapchKui 3acid KnorpruMaszon mpu:

HeperyJspHUX BariHaJlbHUX KPOBOTeYaX, aHOMAJIbHUX BariHaJIbHUX KPOBOTEYaX UM BariHaJIbHUX
KPOBOTEYaX, 110 CYIIPOBOIKYIOTLCA O0JIEM Y Iyiedax, IIPX BUIIIEHHSIX 3TyCTKiB KPOBI;

BYyJIbBa/IbHUX a00 BariHaMbHUX BUPa3KaxX, YTBOPEHHI paH;
THIMHUX BariHaJbHUX BUOITEHHSIX 3 HEIIPUEMHUM 3amaxoM;
00110 y HUKHIM OiNsSHIN XKUBOTA, Y CIUHI Ta pU OU3Ypii;

Oymb-KUX MOOIYHUX Peakllisgx, TAKUX SK IIOYEePBOHIHHS, ToApa3HeHHs abo HaOPSIK,
acoLi0BaHUX 3 JIIKyBaHHSIM;

nigBuieHHi TeMmnepatypu (38 2C Ta Buile);
HYOOTi 4u GJII0BaHHi;
miapel.

[TpoTsiroM MeHCTpYyallil TiKyBaHHS IIPOBOOUTH He ciif. JIiIKyBaHHS CJIifi 3aKiHYUTH [0 TOYaTKy
MeHCTpYallii.

OcCkinbKy 3BUYalHO ypaXKXy€eThCA 5K IiXBa, Tak i 30BHIIIHI cTaTeBi opraHu (cTaTeBi rybu Ta mpunermii
OiNSTHKM), CITiJl 3aCTOCOBYBaTH KOMOiHOBaHE JTiKyBaHHS 000X MiJITHOK.

[Tig gyac Teparmil nikapchbKuM 3aco60M KnoTprMa3os peKoOMeHI0BaHO JIiKyBaHHS 000X ITapTHEPIB i3
3aCTOCYBaHHSM BiJIOBIIHUX JTiIKAPCHKUX (POPM.

[Tig yac 3acTocyBaHHS LILOTO JTiKapChKOT0 3aco0y CJIifi YHUKATU CTaTeBUX KOHTAKTiB, OCKiTbKU
indekIris MoXKe mepemaTUCs IapTHEDY.

Moxe 3HUXKYBATUCSA e(l)eKTI/IBHiCTB Ta 0e3meKa JaTeKCHUX 3aco0iB (TaKI/IX K IIPEe3ePBATHUBU Ta



miadparmu).

He BUKOPHUCTOBYBaTH TaMIIOHH, iHTpaBariHasbHi 3pOILIEeHHS, ciepMinuau abo iHmti 3acobu s
BariHAIbHOTO 3aCTOCYBAHHS ITiJl Yac Teparlii TlikapcbKuM 3aco6oM KnoTpumasor.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyod0to.

KriHiuHi mocmigKeHHS 100 BIJIUBY KJIOTPUMa30J1y Ha GePTUIbHICTh ¥ XKIHOK He IIPOBONUIINCS,
IIpOTe OOCTiAKEeHHS Ha TBapuHaX He BUSBUJIM BIIJIUBY KJIOTPUMAa30Jly Ha (PePTUIbHICTD.

HocnimKeHHS Ha TBApPMHAX He BUSBUJIM NIPSIMOT0 ab0 HEMPSMOTO IIKiIJIMBOTO BIJIUBY 3 TOUKU 30PY
PENpPOAYKTUBHOI TOKCUYHOCTI. KiNbKicTh JOCIigKeHb 3aCTOCYBaHHS KJIOTPHMAa30JTy y Iepiof
BariTHOCTi 0OMeXkeHa, TOMy PEKOMEHI0BaHO YHUKATU 3aCTOCYBaHHS JIIKapChKOT0 3aCo0y
KrnoTpuMa3zon BIpomoBxXK I TpuMeCcTpy BariTHOCTI.

BrponoBxk BariTHOCTI CIifi 3aCTOCOBYyBaTH TablleTKM BariHasbHI €3 3aCTOCYBaHHS alljliKaTopa.

Y pasi 3acTocyBaHHS JikapCchKoro 3aco0y KioTpuMasos ciiif NIpUnuHUTY TOOyBaHHS T'PYALIIO.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MeXaHi3Mamu.

He BrnnuBae.

Cnoci6 3acmocyeaHHss ma do3u.

1 TabneTKy BariHambHy 3aCTOCOBYIOTH BBeuepi. Kypc nmikyBanHs TabneTkaMu BariHambHUMU 100 Mr
CTAHOBUTH 6 IHIB.

Hitsim BikoM Bif 12 pokiB nikapcekuit 3acid KnoTprMa3oi 3aCTOCOBYBATH Iic/ig KOHCY/IbTAILil 3
JliKapeM.

TabmeTKy BariHaJbHI CJIil BBOOUTH Y MiXBY SKOMOTa IulIe, HACKiIbKM MOXKJIMBO, YBEUYEDi,
Hal3pYuHille BBOAUTHU JIeXKayHy Ha CIIMHI 3i 371erKa 3irHyTUMU HOTaMU, BUKOPUCTOBYIOUH arIikaTop.
Hitstm BikoM Bifm 12 pokiB nmikapcekuit 3aci6 KinoTprMasos 3acTocoByBaTH 0e3 armtikaTopa.

Knorpuma3zors, TabneTKy BariHaibHi IOBUHHI TOBHICTIO PO3YMHSTHUCS V MiXBi, iHaKIlle HEPO3YNHEHI
IIMaTOYKM TabJIeTKYU BariHaabHOI MOXKYTh BUIIafaTH 3 MixBU. [1115 IONepeKeHHs IbOTO BaXKJINBO
BBOJIUTH JIiKAPChKHUI 3acib y mixBy Tak ri1u00KO0, HAaCKiNMbKY 1Ie MOXKJIMBO, ITepef CHOM. fAKIIo
Ta0NeTKU BariHalbHi He PO3UMHSAIOTHCS IIOBHICTIO MMPOTATOM OfHi€el HOYi, CHifl pO3TNIHYTH
MOXKJIMBICTh 3aCTOCYBaHHS iHIINX JIIKaPChKUX (HOpPM.

Himu.

Jlikapcekuii 3aci6 KnoTprMa3on He MoKa3aHUM 00 HaCTaHHS MeHapxe.



He 3acTocoByBaTu miTdM Bikom [0 12 pokiB.

HiTsiM BikoM Bif 12 poKiB 3aCTOCOBYBaTH JTikKapchKui 3acid KnoTprMa3sor miciisg KOHCYIbTallil 3
JIikapeM; He BUKOPUCTOBYBATH aIljlikaTop.

Ilepedo3yeanHs.

KogHOT0 pU3MKY IOCTPOI iHTOKCHUKALll HEMa€, OCKiTbKM MaJIOMMOBIipHO, III0 IEpef03yBaHHSI
MOXKJIMBE IIiCJIsT Pa30BOi BariHa/MbHOI 103U a00 HaHeCeHHS Ha LIKipy (3acToCyBaHHS Ha BEJNUKi
OiISHKY IKipY 3@ YMOB, IO CIPUSAIOTH IiABUIIEHOMY BCMOKTYBaHHIO), @ TAKOXK IIiCJIsT BUTIAJKOBOTO
IIepopajbHOTO 3aCTOCyBaHHS. Crenn(iuHOr0 aHTUAOTY HeE iCHYE.

[Tpu BUIIafIKOBOMY II€POPaIbHOMY 3aCTOCYBaHHI PiIKO MOXKe BUHUKHYTHU ITOTpeba y MpoBeeHHi
IIPOMUBAHHS IUIYHKA, SKIIO [03a, Ka 3arPOXKYe XKUTTIO, Oy/la 3aCTOCOBaHA IIPOTSITOM IIONIEPEeAHbO1
roguHy abo SKINO HasgBHI BUAUMI CUMIITOMY ITepefo3yBaHHs (HalpUKIaZ 3allaMOPOYeHHSs, HyoTa
abo 61roBaHHS). [IpoMUBaHHS IIJTYHKA CJIi[l TPOBOOUTH JIUIIE 3@ YMOBY HASIBHOCTI HAJIeXKHOTO
3aXUCTy AUXaJIbHUX LIJIAXIB.

ITobiuni peakuii.

3 boky iMmyHHOI cucmemu: anepriyHi peakilii, y TOMy 9HCIi BTpaTa CBifOMOCTi, apTepianabHa
TinoTeHs3is, 3afuIlKa, KPOIUB SHKaA.

3 60ky penpodyKkmueHoi cucmemMu ma MO/A0YHUX 3d/103: MYIIEHHS MIKiPHU Y AiNISTHII CTaTEeBUX OPraHiB,
cBepbix, BucuIll, HAOPSK, epuTeEMa, DUCKOMMOPT, BiIUYTTs NeviHHs, TOApa3HeHHs, Ta30BUH 6inb,
BariHajbHa KpOBOTEYa.

3 60Ky WAYHKOBO-KUWKO0B020 Mpakmy: OiJib y KUBOTI.

Tepmin npudamuocmi. 4 PoKu.

YMmoBH 30epiranssi.

30epiratu B OpuriHanbHi{ yIIaKOBIi B HEIOCTYITHOMY [JIS AiTel Miclli mpu Temnepartypi He Buie 30
°C

Ynakoska.
[To 6 BariHanbHUX TabJIETOK Yy CTPHUII, IT0 1 CTPHUILY 3 anIiKaTOPOM y KapTOHHIi ImayIli.

[To 6 BariHanbHUX TabIeTOK y 61icTepi, mo 1 GricTepy 3 amIikaTopoM y KapTOHHIN Mayili.



Kareropis Bignmycky. be3s penenra.

BupoOHHK.

EBeptomxen Jlaid Caencus Jlimiten / Evertogen Life Sciences Limited.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

[Irmot Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/I1i Ti Ec Au A Ci, ®apma Ec I 3eT, I'pin Iagactpian I1apk,
[Tonenanni (Bi), Equepna (Em), Maxaby6uarap, 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.



