IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

KJIOTPUMA30.JI

(CLOTRIMAZOLE)
Cknao:
ditoua peuosuna: clotrimazole;
1 TabneTka MiCTUTh KiIoTpumMazoiry 100 mr;
O00NOMINCHI peyosunu: KpOXMaib KyYKypyA3siHUH, TakTo3a, noBioH (K-30), marito
cTeapaT, KPeMHII0 JIOKCH]I KOJIOiqHUI 0€3BOIHUHN, HATPIIO KPOXMATBIIIIKOMAT (THIT
A).
Jlikapcbka ¢gopma. TaGneTky BariHaibHI.

OcHogni ¢hizuko-ximiyni éracmusocmi: TaOIETKU BariHalbHI JOBractoi (gopmu 3
JIBOOITYKJIOI0 TIOBEPXHEI0, OJMH KiHEllb 3a0KPYTJIEHUH, IPYTHil — piBHUH, Oi10TO
KOJIbODY.

dapmakoTepaneBTHYHA rpyna.

ITpoTuMikpoOHI Ta aHTHCENTHYHI 3acO0M, 11O 3aCTOCOBYIOTHCS B TiIHEKOJIOTii, 3a
BUHSTKOM KOMOIHOBaHMX IpemnapariB, sfKi MICTATh KopTUKocTepoinu. IloximHi
iMigazony.

Kon ATX GO1A FO02.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

MexaHi3M aHTUMIKOTHYHOI [ii MOXIAHUX 1Mi/1a30J1y MOB’S3aHUNA 3 MPUTHIYEHHSIM
CHHTE3y €procrepoiy, L0 MPHU3BOJIUTH JO CTPYKTYPHOTO Ta (YHKIIOHAJIBHOTO
MOIIKOJKEHHS IIUTOIIa3MAaTHUYHOI MEMOpaHH.

Knorpumason Mae MUPOKUI CIIEKTp aHTUMIKOTUYHOI aKTHMBHOCTI. MexaHi3M Aii
KJIOTPUMA30Jly MOB’S3aHUN 3 MEPBHUHHOIO (DYHrICTATUYHOIO abo0 (YHTIIMIHOIO
aKTUBHICTIO, 3aJIE)KHO BiJ] KOHIIEHTpAIIil KIOTPUMAa30i1y y Micii iH(peKmii.
J101aTKOBO /10 aHTUMIKOTUYHOT aKTUBHOCTI KJIOTPUMA30J1 TAaKOX i€ Ha Trichomonas
vaginalis, TPaMIIO3UTHBHI MIKPOOpPTraHi3MH (CTPENTOKOKH, CTa(iIOKOKH) Ta
rpaMHeraTHBHI MikpoopraHizmu (Bacteroids, Gardnerella vaginalis).
Knorpumazoun npurhniuye po3smaoxxennsi Corynebacteria Ta TpaMIO3UTUBHUX KOKIB
(3a BUHATKOM Enterococci).

Dapmaxoxinemuxa.

Bimomo, mo nuine He3Ha4yHa KUTBKICTh KioTpumazony (3—10 %) BCMOKTyeThCS.
AOGcopOoBaHMIi KITOTPUMA30JI MIBUAKO METabOMI3y€eThCsl B TIEUiHIIl JO HEAaKTUBHUX
MeTabomiTiB. ToMy Mik M1a3MOBOI KOHLIEHTPALiT KIIOTPUMA30ITy IiCHIs BariHaIbHOTO
3actocyBaHHA y 1031 500 mr cranoBute MeHme 10 Hr/mu. lle o3nauae, mo
BUHUKHEHHS BUMIPHHX CHUCTEMHHUX e(eKTiB a00 moOiyHOI Aii micis BariHaJIbHOTO
3aCTOCYBaHHA KJIOTPUMA30JIy € MaJIOWMOBIPHUM.

KuiniuHi XapakTepucTHKH.

Ilokasanns.

Indexuii y aingHIi cTaTeBUX OpraHiB (BariHiT), CIpUYMHEHI Tpudamu (3a3BUYail
pony Candida), Ta cynepiHdekiii, CIpUYMHEHI OaKTepisiMH, YYTIMBUMHU 10
KJIOTPUMA30ITy.

IIpomunokaszanna.



[TigBuIIeHa Yy TJIMBICTH 10 KJIOTPUMA30Iy a00 0 IHIIUX KOMIIOHEHTIB JIIKapChKOTO
3aco0y.
B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.
ITpu ogHOYaCHOMY 3aCTOCYBaHHI 3 1HIIMMHM JIIKAPCHKUMH 3aC00aMU MOXKITUBI Taki
B3a€MOJIII:
3 makpoaimycom nepopaivro (FK-506, imynoOenpecanm) — TIABUIICHHS DPiBHS
OCTaHHbOTO y IJIa3Mi KpOBIi; y pa3i OJJHOYACHOTO 3aCTOCYBAHHS 3 KIOTPUMA30JI0M
CNiJi 3A1MCHIOBAaTH pETEIbHUM MOHITOPUHI CTaHy XBOpPOTO [UIl BHUSBJICHHS
CHUMIITOMIB MEPE03yBaHHs TaKpOIIMYCY, IPH HEOOXITHOCTI — HUIAXOM NEpEeBIpKU
fioro piBHs y Mjia3Mi KpoBi;
3 HiCMamuHoOM — 3HWKEHHS aKTUBHOCTI KJIIOTPUMA30I1y;
3 amgpomepuyurnom B ma inwumu nonicnosumu ammubiomuxamu — 3HUKEHHS
aKTHUBHOCT1 OCTaHHIX.
ITpu ogHOYACHOMY 3aCTOCYBaHHI KJIOTPUMA30Jy 3 JIATEKCHUMM KOHTpAlleITUBAMU
MOJKJIMBE TOUIKO/UKEHHSI OCTaHHIX, TOMY €()eKTUBHICTb JaHUX KOHTPALENTHBIB
Mo>Ke 3HIKyBaTHcs. [larieHTaM pekoMeHJ0BaHO BUKOPHCTOBYBATH aJIbTEPHATHBHI
METOAM KOHTpAaLeNiii MpuHAMHI MPOTAroM 5 1i0 micias 3aCTOCYBaHHS LbOTO
JKapChKOTo 3aco0y.
Ocobueocmi 3acmocyeanns.
Crin yHUKaTH KOHTaKTy 3 ounMa. He koBTaTH.
XBOpPOMY pEKOMEHTYEThCS IPOKOHCYIBTYBATUCS 3 JIIKapeM:

®  [IpU MEPUINX MPOSBaX XBOPOOH;

®  SKIIIO CUMIITOMH 30€piraroThcs JoBIIe 7 1i0;

®  SKIIO CUMITOMH 3’ SBISIOTHCS 3HOBY MPOTATOM 2 MiCSAIIIB;

o IpU HasBHOCTI BEHEPHMUHHUX 3aXBOPIOBAHb B aHaMHE31 ab0 OOTSHKEHOMY
aHaMHe31 00 BEHEPHUYHUX 3aXBOPIOBAHb Y MApPTHEPA;
° MIPU HAsSBHOCTI Oijibllie 2-X €Mi30/iB KaHIUJA03HOTO BariHIiTy BIPOJOBXK

OCTaHHIX 6 MICAIIIB;

e vy pa3si BariTHOCTI a00 Mi03pH HA BaTriTHICTH;

®  SKIIO BIK MaIli€eHTKH MMOHa7 60 pOKiB;

® [Ipu BUSBJICHIN MEPUyTIIMBOCTI 10 Oy1b-SIKUX MPOTUTPHUOKOBUX 3aC00iB 260
MOXITHUX IMia30ITy.

He pexomenayerbcsi 0e3 KOHCyNbTalii JliKapsi 3aCTOCOBYBATH JIIKAPCHKHUM 3aci0d
Kitorpumason npu:

J HEpPEeryJSIpHUX BariHaJbHUX KpPOBOTEYAaX, AHOMAJIbHHUX BariHaJIbHUX
KpPOBOTEUYaX YM BariHAJIbHUX KPOBOTEYAX, L0 CYNPOBOKYIOTHCS OOIEM y
ieyax, py BUIUIEHHSX 3TYCTKIB KPOBI,;

e ByJIbBaJbHMUX a00 BariHAJbHUX BUPA3KaxX, yTBOPEHHI paH;

® THIWHUX BariHaJbHUX BUIUICHHAX 3 HEIPUEMHUM 3aMIaX0M;

e  0OJII0 Y HIDKHIHM IUISIHIII )KMBOTA, y CIIUHI Ta P TU3Ypii;

®  OyIb-KMX NOOIYHUX peakiisiX, TAKUX sIK OYEPBOHIHHS, OPa3HEHHS a00
HaOpsIK, aCOIIMOBAaHMX 3 JIIKYBaHHSIM;

e miaBumieHHi Temnepatypu (38 °C Ta Buie);

® HyJOTI 4 OJFOBaHHI;

e fiapei.

[TpoTrsrom MeHCTpyaIii JTIKyBaHHS TPOBOAWTH HE Cmijl. JIiKyBaHHS CITij 3aKiHYUTH
710 TIOYaTKy MEHCTPYaIIii.



OcCKibKM 3BUYAaHHO YPaXKy€eThCs SIK MIXBa, TAaK 1 30BHILIHI CTaTeBl OpraHu (CTaTeBi
ryOM Ta MpWJIersi JUISHKH), CIIiJ] 3aCTOCOBYBAaTH KOMOIHOBaHE JIIKyBaHHS 000X
JUISTHOK.

ITig wac Tepamii JikapchbKkuM 3aco6oM KioTprmaszon pekoOMEeHOBaHO JIIKyBaHHS
000X MapTHEPIB 13 3aCTOCYBAHHIM BiJIOBITHUX JIIKAPCHKUX (HOPM.

ITix yac 3acTOCYBaHHS IILOTO JTIKAPCHKOT'0 3aCO0Y CIIiJl yHUKATH CTaTEBUX KOHTAKTIB,
OCKIIBKY 1H(EKIIis MOKEe TIepeIaTUCs TapTHEPY .

Moske 3HMXKyBaTuci €(EeKTHBHICTh Ta Oe3meka JTaTEeKCHUX 3aco0iB (Takux SK
npe3epBaTHBU Ta JiadparmMu).

He BukopucTOBYBaTM TaMIIOHM, IHTpaBariHajbHI 3pOIIEHHS, CrepMiluau abo iHII
3aco0M A BariHaJIbHOTO 3aCTOCYBaHHS IMiJ 4ac Teparii JIKapChbKUM 3aco00M
Knorpumasou.

3acmocysanns y nepioo eacimnocmi abo 200y8anus 2py0oio.

KniHiuHi JoCaiKeHHs 111010 BIUIMBY KJIOTPUMa30iy Ha (hepTUIIBHICT Y KIHOK He
MIPOBOJIMIIMCH, IPOTE AOCII/PKEHHS HAa TBAPUHAX HE BUSBUIN BIUIUBY KJIOTPUMA30ITy
Ha (epTUIIBHICTb.

JlocnmipKeHHsT Ha TBapuWHAX HE BHSBHIM NMPSAMOro abo HENmpsAMOro ILIKiJIMBOTO
BIUIMBY 3 TOUYKHM 30py PENPOAYKTUBHOI TOKCHMYHOCTI. KiBKICTh IOCIIIKEHb
3aCTOCYBaHHA KJIOTPUMA30J1y Y MepioJ] BariTHOCTI OOMeKeHa, TOMY PEKOMEHJOBAHO
YHHUKATH 3aCTOCYBaHHs JiKapchkoro 3aco0y Kiotpumaszon Bnponosx I Tpumectpy
BariTHOCTI.

BriposoB BariTHOCTI Ciii 3aCTOCOBYBATH TaOJIETKU BariHaJlbHI 0€3 3aCTOCYBaHHS
artikaTopa.

V pasi 3acTocyBaHHs Jlikapcbkoro 3aco0y KioTpuma3zon citijf IpuIMHUTY TO1yBaHHS
IpyIUIIo.

30amuicms enaueamu Ha wWEUOKiCMb pearkyii npu KepyeauHi asmompaHcnopmom
abo pobomi 3 IHUUMU MEXAHIZMAMU.

He BruuBae.

Cnoci6 3acmocysannsa ma 0o3u.

1 TabneTky BariHaJbHYy 3aCTOCOBYIOTH BBedepi. Kypc mikyBaHHS TabieTKamu
BariHaabHUMH 100 MT CTaHOBUTE 6 IHIB.

Jitam BikoM Bif 12 pokiB jikapcbkuid 3aci® KioTpumaszon 3acTocoByBaTH MiCis
KOHCYJIBTAIII] 3 JIIKapeM.

TabneTku BariHambpHi CIIiJi BBOAUTH Yy MIXBY SKOMOTA TNIHMOIIIE, HACKITBKU MOKIIHBO,
yBeuepi, Hai3pyuHille BBOAWUTH JIe)Kadl HA CIMHI 31 3JIeTKa 3ITHYTUMH HOTaMH,
BUKOpUCTOBYIOUM arutikatop. Jitsm BikoMm Bix 12 pokiB mikapchKuil 3acid
Knorpumazosn 3actocoByBaTH 0€3 artikaTopa.

Knorpumasosn, TabneTku BariHajgbHI MOBHMHHI TOBHICTIO PO3YMHATUCS Yy IiXBI,
1HaKIIIe HEPO3YMHEH] IIMATOUYKH Ta0JIETKU BariHaJbHOI MOXKYTh BUMAJATH 3 MiXBH.
Jlist mornepepKeHHs [IbOTr0 BaXKJIMBO BBOAMUTH JIIKAPCHKUH 3aCi0 y MiXBY Tak INUO0KO,
HACKUIBKH 1€ MOKJIMBO, IIEpe]] CHOM. SIKII0 TabIeTKH BariHaJbHI HE PO3UMHSIOTHCS
MOBHICTIO IPOTSTOM O/IHI€T HOY1, CI1J1 PO3IJIIHYTH MOKJIMBICTh 3aCTOCYBAHHS 1HIINUX
TKapChbKUX GopMm.

Jimu.

Jlikapcekuit 3aci6 Knorpumasosn He moka3zaHHU 10 HACTaHHS MEHapXe.

He 3actocoByBatu AiTaM BikoM 110 12 pokiB.

Jlitam BikoM Bif 12 pokiB 3acTOcoBYBaTH JiKapchbkuid 3aci®6 KmoTpumazon micis
KOHCYJIbTAIIi] 3 JIKapeM; He BUKOPUCTOBYBATH arlIiKaTop.



Ilepedosyeanns.

KomHoro pu3uKy roctpoi IHTOKCHKALli HEMa€, OCKUIBKM MajOHMOBIpHO, IO
nepe03yBaHHs MOKIIMBE MICIIs pa30BOi BariHaIbHOI 1031 a00 HAHECEHHs Ha HIKIpY
(3acTocyBaHHs Ha BENUKI AUISTHKU IIKIPH 32 YMOB, IIO CIPHSIOTH IiJABHIICHOMY
BCMOKTYBaHHIO), a TaKO)XX IICIs BHIAJKOBOTO IEPOPAIBHOTO 3aCTOCYBaHHS.
CrenniyHOTO aHTUAOTY HE ICHYE.

ITpu BuUNagKoBOMY MEpOPaILHOMY 3aCTOCYBAaHHI PiJIKO MOK€ BUHUKHYTH HOTpeba
y TpOBEJEHHI MPOMMBAHHS NUIYHKA, SKIIO 1033, sIKA 3arpOKye€ JKUTTIO, Oyia
3aCTOCOBAaHA MPOTATOM MOIMEPEIHbOI TOAUHU a00 SKIIO HAasBHI BUIMMI CUMIITOMHU
nepeo3yBaHHs (HaIlpUKIIAJ 3allaMOPOYEHHs, Hy10Ta abo OroBaHHs). [I[poMuBaHHS
IITYHKA CJI1] IPOBOIUTH JIUIIIE 32 YMOBHU HasIBHOCTI HAJIEKHOTO 3aXUCTY TUXATbHUX
IIISAXIB.

Ho6iuni peaxuii.

3 6oky imyHHOI cucmemu: ajepriuyHi peakiii, y TOMy YHCIi BTpara CBiJIOMOCTI,
apTepiaibHa T1IOTeH31s, 3aUIIKa, KPOIIHB SHKA.

3 6oky penpodykmuenoi cucmemuy ma MOJIOYHUX 3a7103: TYIEHHS MIKIPH y JTUISHII
CTaTeBUX OpraHiB, cBepODXK, BUCHUI, HAOpsK, epurema, AUCKOMGOPT, BIAUYTTA
MIEYiHHSI, TOAPA3HEHHs, Ta30BH 0171, BariHaabHa KPOBOTEYA.

3 60Ky WIYHKOBO-KUWKO08020 Mpakmy: O1Ib Y 5KUBOTI.

Tepmin npuoammnocmi. 4 poxu.

YMoBHu 30epiranus.

30epiraTu B OpWTiHAJIBHIN YMAKOBI B HEAOCTYHNHOMY JUId JITEH Micui IpH
temnepatypi He Buie 30 °C.

Ynakoska.

ITo 6 BariHampHHUX TAOJETOK y CTpuUIi, MO 1 CTpUIY 3 aIIiKaTOPOM Yy KapTOHHIH
rmavyii.

ITo 6 BariHanbHUX TabseTOK y OiicTepi, o 1 OxicTepy 3 aluIKaTOpOM Y KapTOHHIH
rmavyii.

Kareropis Binnmycky. bes penenra.

Bupoonuk.

EBepromxen Jlaiip Caencus Jlimiten / Evertogen Life Sciences Limited.
Micue3Haxoa:keHHsI BHMPOOHHMKAa Ta MOro ajpeca Micusi TPOBAJIKEHHS
TiITTBHOCTI.

ITnot Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/I1i Ti Ec At Aii Ci, ®apma Ec I 3er, I'pin
Innactpian Ilapk, [onmenamm (Bi), €nuepna (Em), MaxaOyOnarap, Tenanrana,
IH-509 301, Iagia/

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.



