IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

KJIO®AH
(CLOFAN)

Cknag:

Alitova peyosuHa: Knotpmmason (clotrimazole);
1 cynosuTopiin MicTUTb KnoTpumasony 100 mr;
[OMOMI>KHa PeyoBMHA: TBEPANIA XMP.

JlikapcbKa thopma. CynosuTopii BariHa/bHi.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTMBOCTI: CYno3nTOpIT Bif 6i0ro 4o CBITN0-)KOBTOr0KOMbOPY, TOpneLonoai6Hoi hopmu.

dapmakoTepaneBTUYHa rpyna. NpoTMMiKpoOHi Ta aHTUCENTUYHI 3aco0M, L0 3aCTOCO-BYHOTLCS B FiHEKOMOTii, 3a BUHATKOM KOMOGiHaLi/i 3 KOPTUKOCTEPOiAaMM.
KnoTtpumason.
Kog ATX GO1A FO2.

dapmMakosoriyHi BnacTmeoCTI.

dapmakogyHamika.

MexaHi3M aHTUMIKOTUYHOT AiT KJ0TPUMA3ony MOB’A3aHWI i3 MPUTHIYEHHAM CUHTE3Yy eprocTteposly, L0 MNpPU3BOAWUTL O CTPYKTYPHOro Ta (PYHKLiOHaIbHOro
MOLLKOKEHHSA LMTOMNIa3MaTUYHOI MeMBpaHu.

KnoTprmason mae LWMPOKKIA CNEKTP aHTUMIKOTUYHOT aKTUBHOCTI in vitro Ta in vivo, fie Ha fepmatoqiTi, ApiKAXKOBI, NNICHABI Ta AMMOPMHI rprow.

Mpu BiANOBIAHMX YMOBaX TECTYBaHHS MiHIMa/lbHi iHriOYtOUi KOHLEHTpaUIT Ans UumMX TUNiB rpubiB CTaHOBASATL NPUBN3HO MeHLLe HixX 0,062-8,0 MKr/Mn cybcTparTy.
MexaHi3M fii KnoTpumasony noB’s3aHWin i3 NepPBUHHOI (PYHFICTAaTUYHOK ab0 (PYHTILUMAHOK aKTMBHICTIO, 3a/1eXHO Bif KOHLEHTpauil KnoTprmMasony y Micui
IH(eKU,iT.

In vitro akTMBHICTb 0OMeXeHa efleMeHTaMu rpuba, Lo NPosigepyoTh; CNopy rprda MatoTb /IMLLE HE3HAYHY YYT/IMBICTD.

[04aTKOBO A0 aHTUMIKOTMYHOT aKTUBHOCTI K/IOTPUMA30/ TakKoX fi€ Ha rpamno3vMTUBHI MiKpoopraHiamu (CTpenToKoKM, cTadiniokokun, Gardnerella vaginalis) Ta
rpamMmHeraTuBHi MikpoopraHiamu (Bacteroids).

In vitro KnoTpumason NpurHivye posmHoxxeHHs Corynebacteria Ta rpamnosnTUBHUX KOKIB (3a BUHATKOM Enterococci) y kKoHueHTpauii 0,5-10 mkr/mn cy6cTtpary.
[MepBUHHO PE3NCTEHTHI LUTaMU YyTAMBUX BUAIB rpurbiB 3yCcTpivatoTbCA PigKo. PO3BUTOK BTOPUHHOT PE3UCTEHTHOCTI NPW MliKyBaHHI y YyTAuBUX rpubiB goTtenep
CnocTepirascs fy>ke pigko.

LOKNIHIYHI JOCNIIKEHHA, SKi NPOBOAMIN 3 YYacTHO L0OPOBO/bLIB i3 3aCTOCYBaHHAM OA4HOPA30BOT Ta MOBTOPHOI TOKCUYHOT 03U, He BUSABUIW MOLUKOKYBA/IbHOIO
TOKCMYHOr 0, FeHOTOKCUYHOT O BMN/IMBY Ta BM/IMBY Ha PenpoayKLito.

dapmakoKiHe TVKa.

JocnifpkeHHs hapMakoKiHeTUKM MicNs BariHaIbHOMO 3aCTOCYBaHHSA MOKa3asu, LLO NLLEe He3HaUYHa Ki/IbKiCcTb knoTpumasony (3—10 %) BCMOKTYeTbCA. ABcopboBaHuii
KNI0TPMMA30N LIBMAKO MeTaboNi3yeTbCA Y NeYiHui 40 HeaKTUBHMX MeTabosiTiB. TOMY MiK Ni1a3MoBOT KOHLEHTpaLii KNoTPrMasony nicns BariHa/lbHOro 3aCToCyBaHHA
y po3i 500 mr 6y meHwe 10 Hr/mn. Lle o3Havae, WO BUHUKHEHHS BUMIPHUX CUCTEMHMX e(eKTiB abo nob6ivHOi AiT nicnsa iHTpaBariHa/IbHOrO 3aCTOCYBaHHS



KNOTPMMa3osy € MaloMMOBIPHUM.

KniHIYHI XapaKTepUCTUKN.

lNoka3aHHA.

IHeKUiT Yy AiNsHUI cTaTeBMX Opradis (BariHiT), cnpuunHeHi rpubamn (3a3Buyaii pogy Candida), Ta cynepiH(ekLil, CNpUYMHeHi 6akTepiamu, Y4yTAUBUMMK [0
KM0TpUMa3sony.

MpoTuUnokasaHHs.
MigsuLLeHa iHaMBIAYabHA YYTAMBICTb A0 KAOTPUMa30/y abo A0 IHLWIMX KOMMOHEHTIB npenapary.

B3aemogis 3 iHLLUMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

OfiHOoYacHe NliKyBaHHA KIOTPMMA30/10M, L0 3aCTOCOBYETLCA BariHa/lbHO, Ta Takponimycom nepopanbHo (FK-506; iMyHogenpecaHT) abo CUMpO/iMycOM MOXKe
npu3BOAUTN A0 NIABULLEHHS PIBHA Takponimycy/cuponimycy y nnasmi KpoBi. TakuMM YMHOM, CNif PeTeflbHO KOHTPOOBATU CTaH Maui€EHTKU ANA BUAB/IEHHS
CYMNTOMIB Nepeso3yBaHHA TakpoiiMycy abo cuponimycy, npu Heo6XiAHOCTI — LLUAXOM NMepeBipKy X PIBHIB Y MiasMi KPoBi.

OfiHoYaCHe 3aCTOCYBaHHS CYMo3UTOPIiB BariHa/IbHUX 3 TATEKCHUMIW KOHTpaLenTMBamu (TaKMMu K npesepsBaTuB Ta fiagparmMa) Moxe CnpUUMHUTY MOLLKOLXKEHHS
OCTaHHiX, TOMY e)eKTUBHICTb JaHNX KOHTPALENTMBIB MOXE 3HMXYBATUCA. BKasaHMIn e(heKT TUMYacOBUIA | MOXE BUHUKATW TiNbKKU Nif vac NikyBaHHS. MNauieHTKam
PeKOMeH/I0BaHO BUKOPUCTOBYBATV a/lbTEPHATVBHI METOAM KOHTPALENLii NpuHaimi NpoTaroM 5 fiHIB Nicns 3aCToCyBaHHS LbOro npenapary.

Oco6MBOCTI 3aCTOCYBaHHS.

Cnip yHVMKaTn KOHTaKTy 3 ounMa. He koBTaTw.

MauieHTUi peKOMeHAYETLCA MPOKOHCYNbTYBATUCA3 NiKapeM:

Mpu NepLUnX Nposisax Xsopoou;

AKLLO CUMMTOMU 36epiratoTbCs JOBLUE 7 [HIB;

AKLLO CUMNTOMM 3’ IBNSAKOTLCSA 3HOBY BMPOAOBXK 2 MicsiliB abo 6ifbLu HiXK 4 pa3v BNPOAOBX OCTaHHIX 12 MicsuiB;

npy BUSIB/EHI rinepuyTaMBOCTI J0 Oy Ab-AKUX NPOTUIPUOKOBKX 3ac06iB a60 NOXigHWX iMigasony;

MPY HasABHOCTI BEHEPUYHMX 3aXBOPKOBaHb B aHaMHe3i ab0 06TSXKeHOro aHamMHe3Y LLI0J0 BEHEPUYHIMX 3aXBOPKOBaHb Y NapTHepa;

NpW HassBHOCTI GinbLUe ABOX eni304iB KaHANAO3HOro BariHiTy BNPOLOBX OCTaHHIX 6 MiCALiB;

SKLLO Y MauieHTKn BUCoKa Temnepatypa Tina (Big 38 °C), 6inb Y HMXKHIN YacTUHI XMBOTA, AM3Ypis, 6iNb Y CMWHI, THIVHI BariHanbHi BUAINEHHA 3 HEMPUEMHUM
3anaxom, B1pa3Ku BY/IbBM Ta BariHa/ibHi BUPa3Ku, MOYEPBOHIHHSA, iapesi, Hy0Ta, 6/1l0BaHHS, BariHa/lbHa KpOBOTEYa, fiKa CYNPOBOLKYETLCA 60NeM Y nuiedi.

Mg yac 3acTocyBaHHA npenapary Chif YHUKaTV CTaTeBMX KOHTAKTIB, OCKI/IbKM TH(EKLiA MOXe nepefaTucs napTHepy. Moxe 3HXYBaTMCA e()eKTUBHICTL Ta 6e3neka
NaTeKCHMX NPOAYKTIB (TakMX SK Npe3epeaTnBM Ta giadparmm) (ave. po3ain «B3aemogis 3 iHWMMKU NiKapcbKUMK 3aco6ami Ta iHLLI BUAW B3aEMOLIN»).

OcCKIifIbKM 3a3BUYail ypaXKyeTbCA AK MiXBa, Tak i 30BHIiLLUHI CTaTeBi opraHu (CTaTeBi ryou Ta nNpunerni AinsHkW), cnif 3actocoByBaT! KOMOIHOBaHe MliKyBaHHA 060X
[INAHOK, BK/IHOYaKOUM MICLEBE NIKYBaHHSA KPEMOM /151 30BHILLIHLOT 0 3aCTOCYBaHHS.

IMig yac nikyBaHHs npenapaToM KnotaH, cyno3uTopii BariHa/ibHi, peKoOMeHA0BaHO NiKyBaHHS 060X NapTHEPIB i3 3aCTOCYBaHHAM Kpemy.

[MpoTArom meHCTpyauil NikyBaHHSA NPOBOAUTU He cAif. JTiKyBaHHA CAif 3aKiHYUTK [0 NOYaTKy MeHCTpYauil.

He BMKOpPUCTOBYBaTV TAMMOHMK, iIHTPaBariHa/ibHI 3POLLEHHS, cnepMiuunam abo iHWi BariHaibHI NPOAYKTY Mif, Yac 3aCTOCYBaHHSA LbOro npenapary.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.



KniHIYHMX foCnimKeHb W40 BNMBY KIOTPUMA301y Ha (DepPTU/IbHICTL Y XXIHOK He MPOBOAWAN, MPOTE AOCNIIKEHHA Ha TBApMHAX He BUSBWUIWN BINJIMBY KNOTPUMA30y
Ha (DepPTU/bHICTb.

JocnifpkeHHA Ha TBapuHaX He BUSABWAM MPAMOro abo HenpsaMoro LUKiAMBOro BMAMBY 3 TOYKM 30pY PEnpofyKTUBHOT TOKCUMYHOCTI. KifbKiCTb fOCNIAXeHb i3
3aCTOCYBaHHAM K/IOTpKUMasonly y nepiof BariTHOCTI O6MeXeHa, TOMY PEKOMEHAO0BaHO YHMKaTW BUKOpPWUCTaHHA KnotaH cynosuTopii BariHa/ibHi ynpogoBx |

TPUMECTPY BariTHOCTI.
Y niepiog nikyBaHHA npenapatom KnodaH, cyno3ntopii BariHasnbHi, Cig NPUNMHUTY FOAYBaHHA rpyAsto.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMu.
Mpenapart He BNinBae abo Mae He3HaYHWI BNAWB Ha 34aTHICTb KepyBaTh aBTOTPAHCMOPTHUM 3aC060M ab0 iHLLIMMMK MeXaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

CynosuTopiil BariHanbHWIA CNif BBECTU Y MIXBY SKOMOra rnmbLue, HaCcKifIbKN Lie MOXX/IMBO, nepej CHOM. Haii3pyuyHille BBOAWUTU CYMO3MTOPINA Nnexaun Ha CnnHi 3i
3nerka 3irHyTMMy Horamu.

OfuH Kypc Tepanii: no 2 cyno3utopii NpoTAaroM TpboX AHIB a60 Mo 1 cyno3nTopito NpoTAroM LUeCTU AHiB.

[pyruin Kypc Tepanii MoXxe 6yTy Npu3HavYeHniA, SKLLO Lie HeoOXiaHO.

MMpoTAroM MeHCTpyau i’ NiKyBaHHA NPOBOANTY He Cif. JTiIKyBaHHA CMij 3aKiHYATU L0 NOYATKY MEHCTpYaLii.

He BMKOpPUCTOBYBaTM TaMMOHK, iIHTPaBariHa/bHi 3POLLEHHS, cnepMiLnam abo iHWi BariHaibHI NPOAYKTYM Mif Yac 3aCTOCYBaHHS LbOro npenapary.

Mg yac 3aCTOCYyBaHHA LbOro npenapary CNif YHUKaTh CTaTeBUX KOHTAKTIB, OCKINbKM TH(eKLis MOoXe nepefaTnca napTHepy.

aiTn.
He 3acTtocoByBatu AiTam Bikom A0 12 pokis. [iTam BikOM Bi, 12 poKiB 3aCTOCOBYBATM MICNA KOHCY/NbTaLii 3 NiKapem.

Nepepo3yBaHHA.

YKOAHOro pu3nKy rocTpoi iHTOKCUKaLii HeMae, OCKifIbKM MasloMOBIPHO, L0 Nepefo3yBaHHS MOX/IMBE MiC/S pa3oBOi BariHa/IbHOT [03M a0 HAHEeCEHHS Ha LLUKipy
(3acToCyBaHHS Ha BENMKMX AINSAHKAX LUKIpY NPU YMOBax, WO CNpUSOTh NiABULLEHOMY BCMOKTYBaHHIO), @ TaKOX NIiC/s BMNALKOBOI0 NepopasibHOro 3aCToCyBaHHS.
CreymmpivyHOro aHTUAOTY HEMAE.

OfHak y pasi BMNALKOBOro MepopasibHOr0 3aCTOCYBaHHA TIMIbKM MPW MPOABI KNIHIYHWX CUMMTOMIB Mepefo3yBaHHA (TakMxX K 3anaMOpOYeHHs, HygoTa abo
6110BaHHSA) CNifj 3aCTOCOBYBATU Taki NPOMiNaKTUUHI 3aX04M AK NPOMMBAHHS LUYHKA. MpOMMBaHHS LINYHKA CAij NPOBOAUTM NiLLE Y BUNajKax, KON € HaNeXHUI
3aXMUCT AUXaSTbHUX LLNAXIB.

Mo6iyHi peakuil.

3 60Ky iIMyHHOT cUCTeMW: aneprivHi peakuii, BKOYaOUM HENPUTOMHICTb, apTepiasibHy FinoTeH3ito, 3a4ULLKY, KPOMUB’AHKY, CBEPOIX.

3 60Ky penpofyKTWBHOI CUCTEMY Ta MOIOYHMX 3a/103: NYLLEHHS LUKIPWU Y AINAHLI CTAaTEBMX OPraHis, CBEPOIXK, BUCUMAHHSA, HAOPSK, epuTeMa, ANCKOMAOPT, BifUYTTS
MeyviHHsA, NoApasHeHHs, Ta30BMIA Biflb, BariHanbHa KpoBoTeYa.

3 60Ky LLIYHKOBO-KWULLIKOBOTO TPAKTY: 6iflb Y XXMBOTI.



TepMiH NpUAaTHOCTI.
3 POKMW.

YMoBW 36epiraHHs.

36epiraTi B OpuriHanbHiin ynakoBLi npu TemnepaTypi He Buwe 25 °C.
36epiratn y HeaOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.
Mo 6 cyno3uTopiiB y cTpuni. Mo 1 cTpuny y KapTOHHI ynaKoBLi.

Karteropis Bignycky.
bes3 peuenTa.

Bypo6HUK.
KYCYM XENTXKEP MNBT NTH/
KUSUM HEALTHCAREPVT LTD.

Micue3HaxomkeHHs1 BUpOOHMKa Ta afpeca MicLs NPOBaKeHHA AOro Aisi/IbHOCTI.
Cr-289 (A), PIIKO IHpacTpian apea, YonaHki, bxisagi, Aict. Ansap (PagxacrtaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



