KPATKA XAPAKTEPUCTHKA HA IPOAYKTA



1. HAME HA JEKAPCTBEHHS MPOAYKT

o R 2

Canesten1 % cream
04 ﬂ1 ml

2. KAYECTBEH H KOJITHYECTBEH Cb(CTAB

1 g xpeM cuabpska 10 mg wiotprMazon (clotrimazole).

TToMOLIHO BEINECTBO ¢ M3BECTHO ASHCTRHE: CHALPIKA LIETOCTEAPHIOB ANKOXO0 H 20 mg/ g OeHsiIoB
anKOXO1I.

3a MBJIHKA CITMCHK HA TIOMONIHHTE BEINECTRA BIDKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Kpem (6am)

4. K/HHUYHH JAHHW

4.1 TepanesTHIHMH NOKA3AHHA

KanecTeH KpeM € IIOKA32H PH BB3PAcTHH 3 JIEYEHHE Ha AePMATOMHKO3H, IPHYHHEHH OT AEPMaTO(HTH,
JpOXIM, IUIECEHH W apyry {nanpumep tinea pedum, tinea manuum, tinea corporis, tinea inguinalis, pityriasis
versicolor, KoxHa KanjuI03a) ¥ pUTpa3Ma.

ITpH xenn 3a nedeHue Ha rEGUUHN uHGEKIMH Ha CPAMHHTE YCTHH W MPAHHYCLIHTE C TAX 00nacTy, H NPH
MEkKe 32 JICYUCHHE Ha Bh3TIANCHUA HA TTIABHUKATA M MPEeMyLHyMa Ha MEHMCA, NPEIM3BHKAHN OT POXKAH H

rEOMUKH (KaHAWA03€H BYIBHT W KAHAHIO03eH DANaHuT).

4.2 o3npoBKA A HAYHA HA TNPHAGKEANE

Hosnporka
3a 1a ce OCHIYpH ITHJIHO H3/ICKYBaHe, B 3aBHCHMOCT OT [IOKA3aHHETO, JICYSHHETO TpAOBaA Ja MPOBITAKH
CTIOPE/T YKA3aHHATA, MOCOUEHH NO-10y (BIKTS "[IPOAB/DKATEMHOCT HA JISHEHHETO ), IOPH aKO CHMIITOMHTE

H34C3HAT.

IIpOﬂ'bJ'DlﬁllTCJ'lHOCT HA JICYEHHE

HepMaToMuxo3n: 3-4 cenmunm
Epurpazma: 2-4 cenMHIH
Pityriasis versicolor: 1-3 cenmuy
KanjunoseH ByJIBHT ¥4 KaHWA03CH OalaHuT: 1-2 cegmuit

MaunenTHTe TpaOBa Na YBENOMAT JIeKapd CH, aKO He HAaCcTbIIN NofaobpeHHe clie] YeTBHPTATa CeAMHLIA OT
NICUEHHETO.

Ha4ug Ha OpHIOKCHHS
KanecreH kpeM ce nipwitara 2-3 I6TH THEBHO, KATO CE HAHACSK HA THHEBK IUIACT H 6 BTPHBA BHHMATE/IHO,

Herua ot xpema (¢ qemkrHa okono 0,5 cm) e AOCTaTEYHA 32 NIEYSHHE HA IUTOL ¢ pasMepa Ha Y0BetiKa
ANaH.

4.3 TIpornBonokazaHHS

CBpBXYYBCTBHTEIHOCT KEM AKTHBHOTO BELIECTBO WIH KBM HAKOE OT NOMOLIHUTE BEIL
TO4Yka 6.1.



4.4 CoenHaInH NpexynpexkIeHus 0 npeiNa3ey MePKH IpH ynorpeba

FlaunenTkaTa TpsOBa Aa ce KOHCYITHPA C JIeKap, ako NoIy4H HIAKOS OT CASAHHTE OIJIAKBAHWA: BHCOKA
Temnepatypa (Temneparypa 38°C u no-eucoka, abnomuHaHa Gonka, GONKH B rbpba, BATHHAITHO TEUSHNME C
HENpHATHA MHPH3MA, TaJieHe, BATHHAICH KPhBOM3IHB H/HiH GOJIKH B paMeHaTa).

KanecTeH kpem MOxe 1a HAMATH epeKTHBHOCTTA H C TOBA CHTYPHOCTT4 HA IPOAYKTH OT JIATEKC, KaTo
KOHAOMH H JHadparMu, KOrato ce npaara B 061acTTa Ha PeHHTATUTe (IIPH XKEHH. CPAMHHTE YCTHH U
CpaHHdEINHTE ¢ TX 00IacTH; Py MBKE: IIIABMYKATA U IpenylHyMa Ha NIEHHCa).

EdexteT ¢ BpemeHeH H ce MOABABA eUMHCTBEHO MO BpEME Ha ICYEHHE.

061 ykasaHng:
JlexapcTata TpaGBa /2 ce ChXPaHABAT Ha MACTO, HEJIOCTBIHO 32 Aeua. Jla ce u3bArea koHTaKT ¢ ounre. Jla
HE CE I'bJITa.

I_Ierocreapnnonm'r ATKOXON MOXe 14 NPWYHHH JIOKATHH KOMKHH PEakiHHi (Hanppmep KOHTAKTCH nepmaTm).
BeH3WIOBHAT aNKOXO0N MOXKE 1a NPHIRHA alcpruyHd pCaKil[HH,
BeH3HIOBHAT aNKOXOJI MOXKe J1a [PpHYHHHE NICKO JOKaNHO IPA3HEHE,

4.5 BaanMOpelCTBHe ¢ APYTE JeKAPCTBEHHE HPOAYKTR H APYTH $opMu Ha B3IAHMOAEACTBHE

EAHOBPEMEHHOTO JTIeYEHHE C BATHHAITHO NPHIIAraH KIOTPHMA30)l H NepopaeH Takpomamyc (FK-506;
HMYHOCYTIpECop) Mo3ke 1a JoBe/e IO IIORKIIABaHe Ha MUIa3MEHHTE HHBA HA TaKpOIMMYC, KAKTO ¥ Ha
cuponumyc. IauuerTrTe TpA6BA N ce NPoCNEAABAT BHHMATEITHO 33 CHMITTOMH Ha NIPEJO3MpaHe HA

TAKPOTUMYC HIIH CHPOJIUMYC, ako € HeoOXonMMo, Ype3 ofpeAc/IAHe HA CBOTRETHHMTE ILIa3MEHH HUBA.

4.6 ®epruaHTeT, GPEMEHHOCT H KbPMEHE

BpeMensoct
Hma orpanudens naHHY 3a YIOTpeGara Ha KIOTPHMA30J IpH OpeMeHHH KeHH. IIpoyuBaHKATA IIPH MKHUBOTHH

He TN0Ka3BaT AMPEKTHH WIIH HHAUPEKTHH BPENHH €(exTH N0 OTHOLICHHE Ha PeNPOXYKTHBHATA TOKCHYHOCT
(Bx. Touka 5.3). KaTo npeana3na Mapka, 3a ApeJnoynTaHe € fa ce H30Area ynorpedara Ha KIIOTPHMA30ll 1o
BpPEME Ha ITbPBHTE TPH Mecela 0T OpeMEeHHOCTTA.

ITpenopryra ce O BpeMe Ha GpeMEeHHOCT IeueHHeTo Aa ¢e npoBexaa ¢ Kanecren ['HH Bar#HaiiK
TaONeTKA, THI KATO T€ MOTAT Ja Ce NOCTABAT 0e3 ATUTHKATOp.

Kbpmene
Hannunure QapMakoIHHaMAYHH/TOKCHKONOTHYHH JAHHH IpH KHROTHH TIOKA3RaT EKCKpeLHa Ha

KJIOTPHMAa3071/MeTabONUTH B MITAKOTO (33 noApo6uocTH BX. Touka 5.3). KepMmeHneTo Tpadpa na ce
MPEYCTAHOBH IT0 BPEME Ha JICHEHHE ¢ KIOTPHMA3OIL.

de MTET
He ca nipoBexaany IpoyHBaHIA 32 e(peKTHTE HA KIOTPHMA30J1 BEPXY (DEPTHIHTETA PH X0Pa, HO
NPOYYBaHHATA NMPH KHEOTHH HE IOKA3BAT HUKAKEH e(DeKTH HA JIEKAPCTBOTO BHDXY (eprHnmrera.

4.7 EdexTn BBHpXY ciocoDHOCTTA 3a mopapane B paboTa ¢ MaIIHHH

Kanecren kpeM He TIOB/THABA HIIH NOBJIMsBa NpeHeGpeskuMo cnocoGHOCTTa 32 modupane U paboTa e
MalllliHH.




4.8 Hexenann JeKapCTBERH PEAKIAN

CreanuTe HEXKEAHH PEaKLH ca OHIH UACHTH(HUMpPaHU IO BpeMe Ha IOCTMapKeTHHIoBaTa yriorpeda Ha
KJIOTpHMa30J. Thil KaTo Te3H peakiy ca cpo0Iasany noOPOBONHO OT NIOMYJIALHA ¢ HeOnpenelneHa
rOJIEeMHHA, HE BHHATH € BBE3MOXKHO /1a Ce HallpaBH RafleXHa OLleHKa Ha TAXHATA 4eCTOTa.

HapyuieHHs Ha HMyHHATa CHCTEMA: allepruvHa PeaKups (CHHKOI, XHITOTOHHS, 3a/yX, YPTHKApHs)

CTOMALIHO-YPEBHH HAPYINEHUS:
Kopemna Gonka

HapyiueHns Ha KoaTa H OAKOXKHWTE ThKaHH: oOpasyBaHe Ha MeXypH, THckoMopT/Bonka, OTOK, EPHTEM,
Jipa3HeHe, molllene/exconmalius, npypuTyc, 0OpHB, CMbICHe/TIapeHe.

Hapymeﬂml Ha BB3NpOH3BOJHTENHATA CHCTEMA U I'kpAATA:
TeHurranny omompanad, cepbex, 0OpHER, OTOK, epureM, AUCKOMGODPT, ApazHeHe, Gollka B MATKHA Tas,
BarHHaJieH KpbBOH3JTHB.

CrofluaBase Ha MONO3HPAHY HEKEIIAHH PEAKIIHH
CrofaBaHeTo Wa MOJO3MPAHH HEXENAHH PEaKUMH ClieA paspelnaBaHe 3a yrorpeba Ha JIEKapcTBEHH:

MPOAYKT € BaxHO. TOBa MO3BOJABA A3 NPONLIDKH HAOMIOAEHHETO HA CHOTHOMIEHHETO TOJI33/PHCK 34
NeKapcTBEHHA MPOAYKT. OT MEIHIHHCKHMTE CHELHAMCTH C¢ W3MCKBA a CpoflaBatT BCAKa MOAO3HWpaHa
HEKEJIAHA PeaKiys Ypes

H3nbnHHTENHA AreHIs 110 JIeKapCeTBaTa

yi. ,,Jamsn I'pyes” Ne 8

1303 Codun

Ten.: +359 2 890 3417

yebcaift: www.bda.bg

4.9 Ilpepo3upane

Hsma pHck oT 0CTpa MHTOKCHKALIHSA, ThH KaTo € MaJKo BEPOSTHO Ja CE MOABH CIIE] EAHOKPATHO
NpeJo3MpaHe PU NPUNAraHe BEPXY Koxara (NpHiaraHe BHPXy rofAMa UioH, NPH yCioBus, Onaronpusrim
3a abcopOIpiA) HWIH HeNpeTHaMepeHO NorTbIIaHe IIpe3 yerata. Hama cnennguyed aHTHIOT.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 @apMaxkoIMHAMHYHH CEOHCTBa

(DapmaKOTepaneBTwma rpymna: AHTHMMKOTHYHH CpeAcTBa 332 JTOKAIIHO IIPHNOKEHHE - HMHIA30JI0BH H
TPHa30I0BH NTPOH3BOHH

ATC xon: DO1A CO1

MexanuysM Ha neiicTBHE
Knorpumazon neficTea cpenty rsbiukiTe upe3 HHXHOHpaHe Ha CHHTe3a Ha eproctepol. [loTHckaneTo Ha

€ProcTepolIHaTa CHHTE3a BOJIM 10 HapyLiaBale CTPYKTYpaTa ¥ GyHKUMHTE Ha UMTOIIIa3MeHaTa MeMGpana.

KnoTpHmason uma mHpoK AHTHMHKOTHYEH CIIEKTHP Ha JeHCTBHE in Vitro H in vivo, koiito ob6xearma
IepMaTO(HTH, IPOIKIH, TNIECCHH H 1p.

ITpu croTBEeTHH TecTOBH ycsioBHa MIC-croiiHOCTHTE 32 Te3u BHAOBE MBOHYKH Ca OT NOPY
0,062-8,0 pg/ml cy6crpar. Hauunet Ha aeficTBre Ha KIOTPHMA30 € TIPEH BCHUKO (Y]
()YHTHIH/JICH B 2aBHCHMOCT OT KOHLCHTPALMATA HA KJIOTPHMA30Jl Ha MACTOTO Ha BB3
aKTMBHOCTTA € OrpaHMYEHa IO nponndepamyre rEOMYHA efleMeHTH; CIIOPHTe Ha el
HE3HA4YUTETHO YYBCTRHTEITHH.



B mormbliHeHHE HA AHTHMHKOTHUHOTO CH ASHCTEHE, KIIOTPHMA30N NeHCTBA H BBPXY IPaM-IIONOKHTCTHHTE
MHKpOOpPTraHH3MH (cTpenrokokw/cradmnokokw/Gardnerella vaginalis), H rpaM-OTpHLIATEHHTE
MHKpPOOTpaHH3MH {GaKTepoHn).

In vitro KIOTPMMA30/I NOTHCKA pasMHoxaBaHeTo Ha Corynebacteria i rpaM-TIONCKUTENHATE KOKH (¢
H3KIIIOYEHHE HA SHTEPOKOKKTE) B KoHIeHTpamyu ot 0,5-10 pg/ml cyberpar.

ITspBHYHO PE3HCTEHTHHTE BHAOBE HA YYBCTRHTENHH MbOHIHH BHIOBE Ca4 MHOTO PEAKH, PasBHTHETO Ha
BTOpHYHA PE3HCTCHTHOCT NIPH IyBCTBATEITHH EOHUKH Jl0cera € KabmojaBaHo caMo B MHOT'O H30NIHPaHK
CJIyYaH 1P TEPANIEBTHYHY YCIOBHA.

52 ®apmakoOKHHETHMHH CBOHCTBa

DapMaKOKHHETHUIHH H3CJIEIRAHMA Cle]l ISPMAJTHO MPHIOKEHHE Ha MPOAYKTa Ca MMOKa3aiH, Ye caMmo
MHHHMAJIHO KOJAKYECTBO KIOTpHMAaz0i ce abcopbupa npes HHTAKTHATA WIH BB3IJATCHA KOKA B YOBEHIKOTO
kpbBooOpeHIcHHe. [ToyueHnTe MAKCHMaNHH cepyMHY KOHICHTPALHH €4 TI0] rpaHuliaTa Ha H3MepBaHe OT
0,001 pg/ml, xoeTo MpeAnonara, 4¢ NPUICKEHHAT NOKATHO KICTPHMA30IL, HE BOAM IO H3MEPUMH CHCTEMHU
edbeKTH HITH HEXXENaHH PeaKIHH.

5.3 IlpeakNHuHA<YHA AadHA 33 GezomacHocT

HexnHHRYHWTE JaHHH He NOKazeaT ocobeH pHck 3a Xopa na 6a3a Ha KOHBEHIMOHAIHHTE
(hapMaKONOrH4HH MPOYYRAHAA 33 0E30TIACHOCT, MPOYYBAHHA 38 TOKCHYHOCT IIPH MHOTOKPATHO NpHiaraHe,
I€HOTOKCHYHOCT, KApLIHHOTEHEH NOTEHIMAN, pSIPOAYKIHBHA TOKCHYHOCT M TOKCHYHOCT 32 Pa3BHTHETO.

JlokamHaTa H CHCTEMHA MOHOCKMOCT Ha KITOTPHMA30J1 B Pa3THYHK NEKApCTBeHH (JOPMH € OLICHEHA B
MNOAOCTPH ACPMANHY NPOYYBAaHHA NpPH 3akili. HaMa nokasaTencTsa 3a JOKATHH WIH CHCTEMHH HeXXeslaHH
peakupd, CBLP3aHH C JISYEHUETO, B HUTO €HO OT Te3H MPOoy4BaHus.

[epopannara TOKCHYHOCT Ha KIIOTPHMa30J1 € ToOpe W3cneBaHa.

Chnen efHOKpPaTHO NEPOPAJTHO MPHIIOKEHHE KIOTPHMA30J € JICKO 10 YMepPEHO TOKCHUEH IIpH
eKCTIEPUMEHTANHH XXMBOTHM, ¢ LD50 croitnoctu ot 761 no 923 mg/kg TenecHo Terao 3a Mumky, 95 no 114
mg/kg TenecHo rerno 3a HOBoposeHH msxoee M 114 1o 718 mg/kg TestecHO Terino 3a BE3PACTHH INIEXOBE, >
1000 mg/kg TenecHo Tero 3a 3aiiy 1 > 2000 mg/kg TenecHO TEryo 3a Ky4dera M KOTKH.

IIpu npoy4yBaHHA ¢ MHOIMOKPATHO IEpOPANTHO NpHiarade, NpOBEAeHH IIPH ITEX0BE M Ky4eTa, € YCTAHOBEHO,
Y€ YePHHAT ApoG € OCHOBHHAT NPHIIEIEH OPraH 3a TOKCHYHOCT. TORa ce 0Ka3Ra OT YBeJIHYEHHE Ha
CepyMHATa aKTHBHOCT HA TPAHCAMHHA3HTE, MOABATA HA YCPHOAPOOHA BaKyO/IH3allHA ¥ MACTHH OTIAIaHUY,
3anoupaiiku ot 50 mg/kg B XpournyHo (78-cenmMuuko) npoyusane npH wrsxose H 100 mg/kg B cyGXpoHHUHO
(13-ceaMuuHO) MpoyvBaHe NPH KyJeTa.

Knotpumason ¢ mHpoko H3cneasaH B in vitre H in vivo NpoyYBaH#iA 32 MyTar¢HHOCT M HIMA J0Ka3aTencrsa
3a MyTareHeH noteHuMan. Enuo 78-ceaMM4HO NpOy4BaHe ¢ [EPOPANHO IPHIMKEHHE HA KIOTPHMA30N OpH
IUTBXOBE HE M0KA3Ba KAHLIEPOTeHEH eeKT.

[Tpr npoyuraHe Ha (epTHNHTETa HA IWIHXOBE IPyTH WTEXoRe FB30 ca nomy4asany nepopannH A03M OT
KnorpuMazoi 1o 50 mg/kg TenecHo Terno, B mpogkbkeHMe Ha 10 ceaMuIu Mpeayn adTocBaHe H npes 3-
cenMHUHMA OpaueH NepHok (CaMo 3a MBKKH), HITH, 33 JEHCKH, 10 JeH 13 oT OpeMEeHHOCTTa HITH YETHPH
CEMHLM cnef paxnaneTo. HeoHaTannaTa npeXHBEReMOCT € HAMAIEHA B TPYIaTa, npMeMallia 50 m g[kg

Knotpumazon llpﬂ BCHYKH /03 HE BITHAE BRPXY IUIOIOBHTOCTTA,

Jluricara Ha TEpaTOreHHH e)eKTH € AOKA3aHA MPH NMPOYYBAHHA C MHLIKH, 3aHlIH H
JasaHH nepopainu no3u 1o 200, 180 u 100 mg/kg, croTBeTHO.




[Tpoy4saHe ¢ TpH KEPMELIM IUTBXA, Ha KOMTO ca mpwiarany 30 mg/kg 1WIoTpHMaso HHTPaBeHO3HO ITOKA3Ba,
4e JIEKAPCTBOTO C& CEKPETHPA B MIISIKOTO B HMBA, II0-EHCOKH OT TE€3M B IU1a3MaTa ¢ dakrop ot 10 no 20 4
qaca clie]l [IPUNIoXKEHHETO, NOCNeRBaH oT cnag jo dakrop 0,4 10 24 yaca.

Kato ce iMa npeBu/ orpaHu4eHaTa ciHcTeMHa aGcopOIa Ha NeKapcTBEHHA MPOMYKT Cle]| TIOKAJIHO

npuiaokeHHe (uz4HcneHa abcopOmia 3%-10%) He ce ouakea , pHCK OT HU3MOI3BAHETO HA NOKAJIEH
KJIIOTPHMA30JI.

6. SOAPMANEBTHYHH JAHHHA
6.1 CoHcLK Ha DOMOIHEHATE BEIMECTBA
Bensunos ankoxon

IeTHnoB ManMUTAT

LeTocTeapuiiob alkoxon

Iomucopbar 60

CopburaHoB cTeapar

OKTHIACACKAHON

IlpeuncTena Boaa

6.2 HecubeMecTHMOCTR
Henpunoxumo

6.3 Cpox na roanocr

3 roguHH

6.4 Coennajann ycJOBHS Ha ChXpaneHHe

Jia ce chXpaHABa HA MACTO, HEOCTRIIHO 34 Jera.
Ha ce cexpanaBa mpH TeMIepatypa nox 25°C.

6.5 BHIH ¢BALPAIHAE HA ONAKOBKATA
KanecTeH xpeM ce npeziara B amyMuHHeBH Ty6H ot 20 g ¢ Kallavuka Ha BUHT OT TIO/IMETHEH.
6.6 CuoensaJHH NpeINAIEA MEPKH NPH HIXBHPJIAHE
Hen3nonspaHHAT JICKAPCTBSH POAYKT HIH OTIAJBYHATE MATEPHANM OT HETO TPAOBA 2@ C€ H3XBBPILAT B
CBOTBETCTBHE C MECTHHTE H3HCKBAHMS,
7. HPHTEXATEJ HA PA3SPEIIEHHETO 3A YIIOTPEBA
baiiep Brarapus EOO/]
Y. “Pezbapeka™ Ne 5, rp. Codus 1510, Buarapus
8. HOMEP HA PAIPEHIEHHUETO 3A YIIOTPEEA

9700608

9. JATA HA IIBPBO PASPEHIABAHE/TIOJHOBABAHE HA PA3SPENIE
YIIOTPEBA




10.

Jlata Ha mbpeo pazpeiuaBane: 19 nexemppu 1997 r.
Hara na nocieano noadoeasade 12 okromepu 2009 r.

JATA HA AKTYAJIMBUPAHE HA TEKCTA

10/2020




