IHCTPYKLUIA

AN MeAMYHOTO 3aCTOCYBaHHSA NiKapCbKOro 3acoty

KAHZIILEPM
(CANDIDERM)

Cknag:

AitoYi peyoBuHM: 1 I KpeMy MIiCTUTb KnoTpumasony 10 mr; 6eknomeTasoHy aunponioHaTty 6e3sogHoro 0,25 mr;
reHTaMiLuHy cynbdarty eKBiBa/IEHTHO reHTaMiLnHy 1 Mmr;

[OMNOMI>KHI  PEYOBMHW: MNPOMINEeHrNiKoNb;, napadiH 6inMil MKW,  ONia  MiHepasibHa, BICK HEIOHHWUN
eMy/ibroBaHui; CNUpPT 6eH3UN0BUIA; MeTunaparigpokcnéeHsoat (E 218); nponinnaparigpokcnbeHsoat (E 216);
HaTpito rigpodochar 6e3B04HNIA; BYTUATILPOKCUTONYON (E 321); Hatpito gurigpodocar, agurigpar; soja
ouviLLeHa.

JlikapcbKa thopma. Kpem.
OCHOBHI (hi3MKO-XiMiYHi BNaCTVBOCTI: HaniBTBEPANIA OGHOPILHWIA KpeM 6if10ro Kobopy.

dapmakoTepaneBTUYHa rpyna.
MpoTurpnbKoBsi Npenapartun 411 MiCLEBOr0 3aCTOCYBaHHS.
Kog ATX DO7C CO04.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

KaHgigepm — KoMmGiHOBaHWiA npenapar 3 aHTWbaKTepialbHOK Ta MNPOTM3ana/ibHOK [Ai€t0 A0S 30BHILUHLOMO
3acTocyBaHHA. dPapmakosioriyHa Aia KaHgigepMmy 3yMoOBNeHa BaCTUBOCTAMW KIOTPUMA30/y, FeHTaMiLuuHy
cynbhaTy Ta 6eKNOMeTa3oHy AUNPONIOHATY, WO BXOAATh A0 iMoro cknagy. Knotprumason — npoTurpubKoBuii 3acio
LUMPOKOrO CneKTpa Aii 3 rpynu noxigHux imigasony. [1o knoTpumasony vyTavBi epmatodiTi, APKIKOBI rprom
(popgy Candida, Torulopsis glabarata, Rhodotorula), nnicHsBi rpubn, a Takox 36yaHUKK Pityriasis versicolor
(pisHoGapBHOrO nuwar) Ta epuTpasMu. Kpim TOro, KIOTPMMA30n YMHWUTL aHTMMIKPOOHY [Ait0 BifHOCHO
rpamnosnTMBHUX (CTaghiNIOKOKM, CTPENTOKOKWM) Ta rpamHeratuBHuMX 6GakTepiin (Bacteroides, Gardnerella
vaginalis), a Takox BigHocHO Trichomonas vaginalis, Malasseria furfur, Corinebacterium minussimum. Edekr
K/IOTPMMa30/y MOB’A3aHUA 3 NOPYLUEHHAM CUHTE3Y eprocTepuHy, L0 BXOAUTb A0 CKNady KNiTUHHOI MeMbpaHu
rpuobkKiB. BHacnifoK LbOro 3MiHKETLCA CTPYKTYpa Ta BNacTMBOCTI MemMbpaH, CNOCTEPIraeTbCs Ni3nc KNiTHH.
eHTamiLuMHYy cynbgat — aHTMOIOTMK 3 rpynu amiHOrNiko3ugis. Mae LWIMPOKWUIA CNeKTP aKTUBHOCTI BiJHOCHO
6iNbLUOCTI 30YHUKIB, LLIO CMPUYMHAIOTL 3aXBOPHOBAHHS LLKIPU.

Bek/nomMeTas3oHy AMMponioHaT — CUHTETUYHWIA aHasior TOPMOHIB  KOPY  HagHWPKOBMX 3a/103, UUHUTb
npoTU3anasbHy, NPOTUAIEPTIYHY, aHTUEKCYLATUBHY Ta NPOTUCBEPOIXHY Ait0.

PapmakokKiHeTuKa.

CnenianbHUX focnifKeHb PapmMakoKiHETUKIN NpenapaTy He NPOBOAUIIUCS.

Knotprmason npakTMyHO He noTpanise O CUCTEMHOIO KPOBOTOKY MPU MiCLEBOMY (HaLLKIPHOMY) 3aCTOCYBaHHI.
Mpy MiCLLEBOMY 3aCTOCYBaHHI reHTamiLMHy Cynbdart He BCMOKTYETLCA Yepes 340P0BY LUKipY. 3 BEIMKUX AiNAHOK
YLIKOPKEHOT, 06reveHoT abo BKPUTOT rpaHyNAaLiiHOK TKAHUHOH LLKIPY BCMOKTYETLCS LUBUAKO.

BeknomeTasoHy AunponioHat MoAiGHO [0 IHWWX KOPTUKOCTEPOiAiB NPOHMKAE 4epe3 3[40pOBY LUKIpY [0
CUCTEMHOI0 KPOBOTOKY. Mpw 3ananbHMX NpoLecax y LWKipi Ta iHWKX 3aXBOPIOBaHHAX LLKipW abcopbLis MicLeBmX
KOPTMKOCTEPOIiB ICTOTHO MiABULLYETLCA. MpK MicLeBOMY 3aCTOCyBaHHI 0COBIMBOCTI (DapMaKOKIHETUKM NMOAI6HI
[0 TaKUX NPV CUCTEMHOMY 3aCTOCYBaHHI. 3B’A3y€eTbCA 3 BiKamu Niasmy KPoBi, MeTaboNi3yeTbCa Y MeYiHLi.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

KaHgigepMm npu3HayeHWiA AN MICLEBOr0  3aCTOCYyBaHHA MNpU  iH(EKUiNHO-3anaibHUX Ta  afepriyHmnx
3aXBOPHOBAHHAX LLKIPK, LLIO CYNPOBOAKYHOTHCA BTOPUHHOK 6aKTepiaibHOK abo rprbKoBOKO IHEKLIELD.



IMpoTnnNoKasaHHA.

MigBuLLeHa YyTAMBICTb A0 aKTUBHUX PEYOBUH, IHWIMX iMiga3oniB abo [0 OyAb-AKUX [HLWWUX KOMMOHEHTIB
npenapaty. Ty6epKynb0o3 LUKipKW, LWKipHI NposBu cudinicy, LIKIpHI peakuil nicns BakuvHauii, NOLIMPEHUH
GNALWKOBUIA Mcopia3, BapyvKO3He PO3LUMPEHHS BeH, MNepiopaibHWIn AepMaTUT, POXKEBI BYrpwu, BITpsHaA Bicna,
NPOCTUIN repriec, Kip, iHWI 6akTepiasbHi Ta rPUOKOBI iHMEKLIT LWKipKU 6e3 HaneXHoi aHTubakTepiasibHOT Ta
aHTUIrprbKOBOT Tepanii, FoHaLbKI BYrpi, MEPBUHHI LUKIPHI BIPYCHI IH(eKLiT, BApMKO3HI BMPa3Ku abo IHLLI BUPa3KMK,
06YMOB/EHI CTa30M IHLLIOFO reHe3y, onepi3yrymnii nnLLai, iMNeTiro, NnepiaHanbHNUIA Ta reHiTanbHUIA CBEPOIX.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOLIA.

Hemae iHopmaLii WoAo B3aeMO/I KOMOIHaLIT KNoTprmasony, 6eknomMeTasoHy AUNPOMNioHaTy Ta reHTamiunHy
cynbaty 3 IHWMMKU NiKapcbkKMMK 3acobammn. OCKINIbKM CUCTEMHE BCMOKTYBaHHA MiHIMa/bHe, B3aeMopis
npenaparty 3 CynyTHIMW NiKapCbKMMK 3aC06aMu CUCTEMHOI Aii ManoliMOBIpHa.

NabopatopHi  JOCNIMKEHHA MOKasasn, WO KIOTPUMa30/l MOXKe CMPUUUHATA  MOLUKOLXKEHHS  NaTeKCHUX
KOHTpAaLeNTMBIB NPK iX 0LHOYACHOMY BMKOPUCTaHHI. OTXe ePEKTUBHICTb TAKMX KOHTPaLENTUBHIX 3aC06iB MOXe
OyTu 3HMKeHa. MauieHTam cnif BUKOPUCTOBYBATY a/lbTEPHATUBHI METOAM KOHTpaLenLil, LWoHaliMeHLLe NPOTArom
n'aTn gHIB Nicnsa 3actocyBaHHA KaHaigepmy.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

MpenapaT npW3HAYeHWn [N 3aCTOCYBAHHSA /MLEe Y [epMaTosforiyvHid MpakTuui, He npusHayeHun ans
3acTOCyBaHHA B opTasibMonorii. HaHeceHHs npenaparty 6ifis 04eii Y Ha NOBIKM MOXKe MPU3BECTM [0 rN1ayKOMMU.
TpuBane 3acToCyBaHHA Mpenapary MOXe MPU3BECTU [0 HagMIPHOro poCTy HeYyyT/IMBUX MIKPOOpraHiaMiB. Y
LUbOMY BWMALKY JIiKYBaHHA CAif MNPUNVHUTL | BXWTW BIAMOBIZHUX NiKyBabHUX 3axoAis. lMpy po3BUTKY
noApasHeHHs, ceHcmbinizauil abo cynepiHgeKuiT Ha TNi 3aCTOCYBaHHSA Npenapary MikyBaHHA CNif NPUNUHATK Ta
NpU3HaYnTK BigNOBIAHY Tepanito.

CuctemHa abcopbuis 6eknoMeTa3oHy AMMPOMioHaTy Ta reHTamiuMHy MOXKe iICTOTHO 3pocTaTi Mpu 3aCTOCYBaHHI
npenapaty Ha Be/IMKUX AiNsSHKaX LUKipW, 0CO6IMBO NPW HaHECEHHI Ha BIAKPUTY, YLIKOMKEHY, 0bneveHy abo
BKPUTY rpaHynsauiiHO TKaHWHOK LWKipy, abo Npw 3acToCyBaHHI OK/HO3IMHUX MOB’A30K. Y TakUX BuMNafKax
MOXYTb BUHUKATWN NOBIYHI eqpeKTn Micns CUCTEMHOIO 3aCTOCYBaHHS [Ait0UMX PEYOBUH.

Y 3B’A3KY 3 UMM HEO6Xi[HO YHMKATK 3aCTOCYBaHHSA MpenapaTy Ha BiAKPUTUX paHax abo YLUKOMKeHMX AinsgHKax
LLUKipK, He 3acTocoByBaTV KaHzifepM nif Ok/03ilHI NOB’A3KN.

Byab-aKi no6iYHI fABMLIA, L0 BWMHUKAKOTL MPW 3aCTOCYBaHHI CUCTEMHUX KOPTUKOCTEPOIAiB, BK/IHOYaO4m
NPUTHIYeHHA (YHKUIT KOpU HagHWMPKOBUX 3a/103, CMHAPOM KyluMHra Ta nifBULLEHHS BHYTPILUHbOYEPENHOro
TUCKY MOXYTb Bifj3Ha4yaTWCs i NPW MICLEBOMY 3aCTOCYBaHHI T/IFOKOKOPTMKOCTepOiaiB. HeobXigHO YHUKATK
[OBrOTPUBA/IOr0 3aCTOCYBaHHA Yepe3 MOX/IMBE MPUTHIYEHHS PYHKLUIT KOpY HaLHUPHUKOBUX 3a/103, HaBiTb 6e3
3aCTOCYBaHHS OK/HO3IHMX MOB’A30K.

Nnyge, BGifbl UMM iHLWI YaCTUHK Tina, MOXe 3a3HaBaTh aTpogiyHUX 3MiH MiCNA [OBrOTPMBAIONO 3aCTOCYBaHHS
MiCLIeBUX KOPTUKOCTEPOIAiB.

CnocrTepiranmca nepexpecHi aneprivyHi peakuii 3 aMiHOMMIKO3MAaMu. Y Takux BUMagkax cnif AOTpuMMyBaTuCs
BIAMOBIAHMX 3aCTEPEXHUX 3aX0fiB.

MicueBi KOPTMKOCTEPOIAM MOXYTb OyTW HebGe3neyHi npu ncopiasi No pagy nNpuyMH, B TOMY YUCNi 4epes
peLmanBm, PO3BUTOK TOMEPAHTHOCTI, PU3MK PO3BUTKY FeHepani3oBaHOro MycTy/IbO3HOrO ncopiasy i Po3BUTKY
MicLeBOl abo CUCTEMHOT TOKCMYHOCTI BHACNiJOK MNOPYLUEHHS Gap'epHOl (OYHKLUIT LWKipn. SAKWo npenapat
BUKOPUCTOBYETLCA NPW MCopiasi BaXKNM1BE 3HAUYEHHS Ma€ peTeslbHWUI Harns4 3a CTaHOM NalieHTa Mae BaXuBe.
Ona  nikyBaHHA GakTepiasibHOT [H(EKLUT, WO MOXe MpueaHaTMCs [0 3analbHUX YPaXeHb LKipWU, Mae
BMKOPUCTOBYBaTUCb BifNOBigHA aHTMMIKpOOHa Tepanis. bBbyfb-ike pPO3NOBCIOMPKEHHS [HMEKUIT BUMarae
MPUMWUHEHHA Tepanii KOPTUKOCTepOoifamy MICLLeBOT AiT Ta MOYaTOK CUCTEMHOIO BBEAEHHA aHTWOaKTepiaslbHMX
areHTiB.

AKLLO 3'ABNAOTLCA O3HaKM MIABWLLEHOT YYTAMBOCTI A0 NliKApCbKOro 3acoby, 3aCTOCYBaHHA Chif HeravHo
NPUMNHATH.

3acTocyBaHHs y nepiog BariTHOCTI abo rogyBaHHs rpyaato.
besneka 3acTocyBaHHA npenapaTty An4 uiel kaTeropii nauieHTiB He BW3HauyeHa. Crif YHWKaTW 3aCcTOCyBaHHS
npenapary y nepLioMy TPUMeCTpPi BariTHOCTI.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.



3a3Buyaii npenapaT He BMNAMBAE Ha LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCMOPTOM abo poboTy 3 iHLIMMK
MexaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

KaHgifepm 3acTocoByBaTu JOPOC/IMM 30BHILLHBO 2-3 pa3n Ha Aoby. lMepes 3acToCyBaHHAM HEOOXIAHO MPOMUTY
Ta MIACYLWINTU YpaXKeHy AiNAHKY. [icad uboro noBHICTIO BKPUTU YPaXKeHY LiNAHKY TOHKMM LLApOM Kpemy. Ha
BOJIOCUCTUX [LiNAHKAX Tifna rnepes HaHeCeHHSAM KPeMy HeoOXifHO PO3CYHYTW BOMOCCA A/ LOCATHEHHSA MPAMOro
KOHTaKTY 3 YPaXXeHO [iNAHKO0.

3a3BMyail NPosiBM 3aXBOPIOBAHHSA 3HMKalOTb Yepe3 2-4 TWKHI Bif Mo4yaTKy 3aCTOCYBaHHSA npernaparty, OfHaK
NiKyBaHHA CNif NPOAOBXYBATU LLe MPOTArOM KifIbKOX AHIB NIC/S 3HUKHEHHSA 6y Ab-AKNX NPOSIBIB 3aXBOPHOBAHHS.

aiTn.
Hemae gocTaTHIX faHUX LLLOAO0 3aCTOCYBaHHA npenapary AiTaM.

Nepeno3yBaHHSA.

"ocTpe nepefo3yBaHHA NpU MicLEBOMY 3acToCyBaHHI KaHgigepmy MasioiMoBipHe. OfiHaK MicLieBe 3aCTOCYBaHHS
Ha BENMKMUX LINAHKAX LUKIPU MOXE MPU3BECTM L0 CUCTEMHOI abcop6Lii 6eKNOMeTa3oHy Ta reHTamiumHy. MNpu
[OBroTpvBa/ioMy abo HagMipHOMY 3aCTOCYBaHHI MOX/IMBE MPUrHIYeHHsA rinogizapHo-aapeHanoBoi QYHKUIT 3
PO3BUTKOM BTOPWHHOI aApeHasioBOi HeLOCTATHOCTI | MOSBOK CUMMMNTOMIB TINEPKOPTULUM3MY, Y TOMY YMCHI
XBOPO6Y KyLUMHIa, MOX/IMBUIA HAAMIPHWIA PICT HEUYTIMBUX [0 aHTUBIOTUKIB MiKpOOPraHi3MiB.

NikyBaHHs. Mpu3HaunTK BiANOBIAHY CUMMTOMATMYHY Tepanito. CUMNTOMU FOCTPOro rinepKopTULM3MY 3a3BMYail
060pOTHI. AKLLO HeOOXiAHO, NPOBOAUTY KOPEKL,IKO eNeKTPOIITHOro 6anaHcy. Y BUNagKy XpoHiYHOI TOKCUYHOT Aii
PEKOMEHYETLCA MOCTYMNoBa BifiMiHA KOPTMKOCTEPOILIB. Y pasi HAAIMLIKOBOIO POCTY PE3UCTEHTHUX
MiKPOOpPraHi3MiB PEKOMEHYETbCA NPUNNHUTIA NliKyBaHHSA NpenapaToM i NpU3HaunTy HeobXigHy Tepanito.

Mo6iyHi peakuil.

3 6OKy WKipy Ta NiAWKIPHOT KNiTKOBUHW: BIAYYTTA MeYiHHSA, NOAPa3HEHHS LUKIpPW, CYXIiCTb LUKIpKU, NYLWEHHS,
(honiKyNiT, rinepTpnxo3, akHenoioHi (BYrpenoAibHi) BUCUMNAHHSA, NMOYEPBOHIHHA LUKIpW (epuUTema), ekcyaauis,
NyxupLi, BifwapyBaHHA enigepmicy, BifyyTTS MOKOMHOBaHHSA, HabpsiK, CBEPOIX, KPOMMB’siHKA, MOPYLUEHHS
nirMeHTauii, rinoxpomis (rinonirMeHTauis), nepiopaibHUA [epMaTuT, anepriyHuii KOHTaKTHW [epMatuT,
Malepauis LWKipy, TeneaHriekTasii, PO3BUTOK BTOPUHHOT Pe3NCTEHTHOT (haopu, aTpoia LWKipKn, CTPUI, NITHALS,
PO3LUNPEHHS MOBEPXHEBUX KPOBEHOCHUX CYAWH, AMKOMGOPT/6inb, rinepyyTinBiCTb, MPOBOKYBAHHS 3arOCTPEeHHS
rncopiasy, (0OTOYYT/IMBICTb.

3 60Ky IMYHHOI cuCTeMW: aneprivHi peakLii, BKIKOYaOUM HEMPUTOMHICTb, apTepiasibHy TFiNOTeH3it0, 3auLLIKY,
KPOMnuB’aHKY.

PeakLLii, MOB’A3aHi 3 CUCTEMHOIO [liEt0 HEK/IOMETA30HY.

3 60Ky eHAOKPUHHOT CUCTEMU: MPUTHIYEHHS Tinodi3apHo-aapeHanoBoT PYHKLIT, CMHAPOM KyLUWHra, ripcyTu3Mm.
3 60Ky 06MiHY peyoBUH, MeTaboni3My: FinepriikeMis, raoKo3ypis.

3 60Ky opraHis 30py: KaTapakra.

3 60Ky HepBOBOT CUCTEMMU: MiABULLEHHS BHYTPILLUHLOYEPENHOr0 TUCKY.

3 60Ky CyAMHHOI cUCTeMU: apTepiasibHa rinepTeHsis, HabpsK.

3 60Ky TpaBHOro TapKTYy: YTBOPEHHS BUPA30K LLMYHKY.

TepMiH NpUAaTHOCTI.
3 POKMW.

YMoBW 36epiraHHs.
36epiraTv B CyxoMmy, 3axuLeHoMy Big CBiTNa Micui npu TemnepaTypi He BuLe 25 °C.
36epirat B HeAOCTYNMHOMY A5t AiTel micLi.

YnakoBKa.
Mo 151y Ty6i, no 1 Ty6i y KapPTOHHI ynakoBL,.

Karteropis Bignycky.
3a peLenTom.



BupobHuK.
I"neHmapk ®apmacbtoTukans /1Ta. / Glenmark Pharmaceuticals Ltd.

Micue3HaxokeHHSA BUPOOHMKA Ta 0ro agpeca Micua NpoBagKeHHS LiSNIbHOCTI.
LinbHnys Ne E-37/39, Em.AR.Ai.Ci., Catnyp, Hacik — 422 007, IHgis/
Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



