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KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA



1. HME HA JJEKAPCTBEHHA ITPOAYKT

Kanecren 1 % xpem

Canestenl % cream

2. KAYECTBEH H KOJIHYECTBEH CBCTAB

1 g kpem chaepika 10 mg KiorpuMazon (clotrimazole).

TloMOIHO BEMECTRO ¢ H3BECTHO ACHCTBHE: ChBPXKA LIETOCTEAPHIIOB ANKOX0A i 20 mg/g OeH3uIoB

aNKOXOJI.
3a opIHEA COMCEK HA IOMOLIHATE BEHIECTBA BHXKTE TO9Ka 6.1.

i W3NbAHUTERHA ATEHUWS NO JEKAPCTBATA
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4.  KJIMHWYHH JAHHU Paspeuseus Ne 4 L
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4,1 TepaneBTHUMM HOKAZAHEA  Ogobiperue Nv J B

Kanecten KpeM & TIOKa3aH ITPH BB3PACTHH 33 JICYCHHE Ha NEPMATOMHKO3H, IPHYHHEHH oT I[G]JM&TOQ)HTH,
APOH, INECeHH H APYTH (Hanpumep tinea pedum, tinea manuum, tinea corporis, tinea inguinalis, pityriasis
versicolor, KoXXHAa KaHAH03a) ¥ ¢pUTPa3Ma.

Ilpn xesm 3a neueHre Ha rEGHYHE HH(EKIWH Ha CPAMHATE YCTHH H I'PAHHUCIIHTE ¢ TAX 0DRACTH, H IIPH
MBIKE 33 JIEUEHHE HA BH3MAICHHA Ha [IABHYKAT2 H IPEHYIIHYMa HA TIEHHCA, [IPEIH3RMKAHH OT IPOKIH M
I'bOMYKH (KaHAMIO3€H BYTBHT H KaHAHI03eH GaaHuT).

4.2 [lo3mpoBKa A HAYHH HA NPHICKEHHE

EO3HQOBK&

3a nace OCHT'YPH ITBJIHO H3NICKYBaHe, B 3aBHCHMOCT OT ITOKA3aHHETO, JICUSHHETO TpﬂﬁBa Ja pOABILKH, JOpPH
4KO CHMIOTOMHTE Ca H3YE3HAIH CIIOPE] NPOXBDKHTE/IHOCTTA Ha JIEYUCHHETO, KAKTO € IOCOUSHO MO-/10TY .

]IPDI['I:IDKBTCIIHOCT HA JeYcHHe

JlepMaTOMHKO3H: 3 no 4 cenMHIHA
Epurpazma: 2 no 4 ceaMuIIH
Pityriasis versicolor: 1 mo 3 ceaMuIH
KanmumoseH BynBUT H KaHAKHA03eH Gananur: 1 mo 2 ceaMHILIH

[Taupentnre Tpabra Aa ce KOHCYITHPAT C JIEKAPA CH, aKO HE HACTHIM Noa00peHHe e npenopbyaHaTa
APOTBIDKATENHOCT HA JISYEHHE.

Haume Ha OpHIQXKEHHE
3a nokanHo mpwimkenHe. Kanected kpem ce npunara 2 10 3 ThTH AHEBHO, KaTO C& HAHACH HA THHBK IUTaCT
H ce BTpHBa BHEMaTenHo. Meuna ot kpema (¢ amnkuaHa okomo 0,5 ¢m) e focTaTh4HA 3a JIeYeHHe Ha IUIOLI ¢
pa3zMepa Ha YOBCIIKA [yiaH.

4.3 IIpoTHBOMOKAZAHAN

CBpPBXYYBCTBHTENHOCT KbM AXTHBHOTO BEINECTEBO MIIHM KBM HAKOE OT IIOMOIUHHTE Be
Touka 6.1.




4.4 Croeunaius npesynpeXkaeHAs # NpelNa3HA MEPKH NpA ymoTpeda

INanmenTraTa TPAORA /1a C& KOHCYITHPA € JIEKAP, AKO MOIyYH HAKOE OT CIIS/THHTE OTNAKBaHHA: BHCOKA
Temneparypa (Temnepatypa 38°C u no-pucoxa, abnomeHaHa 6o/ka, GONKH B repda, BATHHATHO TEYCHHE ©
HENPHATHA MHPH3Ma, T4ieHe, BArMHAJICH KPBBOH3IHE H/IWIH DOJIKH B paMeHara).

Kanecren KpEM MOIKEe 1a HaMaJIH efbeKTHBHOCTTa H ¢ TOBaA CHIYpPHOCTTa Ha NPOAYKTH OT JIATEKC, KaTo
KOHJIOMH ¥ gHadparMu, KOraTo ce Mpuiara B 00MacTTa Ha FeHUTANMMKTE (IIPH JKSHH: CPaMHMTE YCTHH H
IPaHHYEIMTE ¢ TAX 0OIACTH; MPH MBXKe: NIABAYKATA U HPEIylHyMa Ha TICHHCA).

EdexThT € BpeMCHEH U ce [0ARABa eNUHCTBEHO 110 BPEMe HA JIeYeHHE.

OOmH ykazaHHs:
JlexapcTpaTa TpsAOBa Ja ce CHXpaHABaT Ha MIACTO, HEJIOCTHITHO 3a fienia. Jla ce H30ArBa KOHTAKT ¢ ouMTE. [la

HE €€ I'bJITA.

I_Ie'rocreapunonm ATROXON MOXKE Oa NPHYAHH JIOKAIHH KOXHH PCaxiiy (H&HpHMCp KOHTaKTEH IlepMaTHT).
BeH3MIOBHAT aNKkoXON MOXE A4 MpPHYIYHH aACprayHe peakiyH,
BeH3nnoBHAT aNKOX0Nn MOMKeE 5a DPHYIHHHA NEKO JIOKATTHO NpasHeHE.

4.5 B3aumopeiicTBHE ¢ APYrH JeKAPCTBEHH TPOTYKTH H Npyrd GopMH Ba B3apMopciicTeue

EAHOBpEMEHHOTO IeUeHHE ¢ BArHHAIHO NPHIATAH KJIOTPHMA30II H nepopalieH takpomamyc (FK-506;
HMYHOCYIPECOP) MOKE 1a AOBEIe A0 MOBHINABAHE Ha MIA3MEHUTe HHBA HA TaKpOIMMYC, KAKTO H Ha
cupomuMyc. llanpenTrTe TpaORa Aa ce NpocNeNARaT BHUMATEIHO 32 CHMIITOMH Ha MIPEIO3HPaHe Ha

TAKPOTHMYC HITH CHPOITHMYC, 8KO € HeOOXOHHMO, dpe3 ONpeeiHe Ha CHOTBETHHTE IJIa3MEHH HHBA.

4.6 @epraIUTET, OPEMEHHOCT H KhpMEHE

bpemennocT
BoOpekn 4e UMa orpaHAYcH Opoil WIMHWYHH JaHHH NPpH OGpeMeHHH JXeHH, TIPOYy4BaHAATA TIPH KHBOTHH HC

NOKa3BaT JIMPEKTHH WIH MHAHPEKTHH BPEHH edeKTH [0 OTHOIIEHHE Ha PeNPOXYKTHBHATA TOKCHHHOCT (BXK.
Ipeanmuunyny qanay). KmoTpumazon MoXke a ce M3M03Ba N0 BpeMe Ha 6peMeHHOCT, HO CaMo 0]
HabmoneHnero Ha Jekap.

IlpenopruBa ce no Bpeme Ha OpeMeHHOCT JeUeHHeTO Ja ce Npoeexaa ¢ Kanecten ['uH BaruHanHu
TabNETKH, THH KaTO TE MOTAT Jia C€ [OCTABAT Oe3 alLTHKATOpP.

Knpmene
HsMa faHHY 34 eKCKPEIHATA Ha KIOTPHMA30] B XbpMara. Benpexu Toba, cucremAaTa abcopOums e

MHHHMAJTHA CJIe/ JIOKAITHO IPUIIOKEHHE H € MAITKO BEPOATHO Jia AOBEAE JI0 CHCTeMHH ¢dekTH, Knotpumazon
MOJKE J1a Ce M3MOM3Ba N0 BpeMe Ha KbpPMEHe. AKO ce M3MOI3BA JIOKATHO BBPXY 30HATA Ha 3BDPHOTO, H3MHHTE
TBPIHTE 11PeIU XpaHEHE.

Qe HTET
He ca nposexnany npoy4sanus 3a epeKTHTE HA KIOTPAMA30J BEPXY (epTHIHTETa IIPH XOPa, HO
NpOYYBAHHATA IPH HHBOTHH He MOKA3BAT HHKAKBH eJeKTH Ha IEKapcTBOTO BupXy depTunuTeTa.

4.7 EdexTn BLpXy ciocobuocTTA 32 Modupane H pabora ¢ MAIIHAHR

KanecTeH Kpem He NOBIHABA KM [IOBITHARA MpeHeOpeKHMO criocoBHOCTTA 33 IoGHpaHe H .
MallivHH. .




4.8 HexelaHH JIeKAPCTBEHH peaKIHA

C nemzpectHa yectoTa. CleHITe HexXeNaHH peakuyH ca 6riH aeHTH)HIKpPaHH 110 BpeMe Ha
NOCTMAapKeTHHIOBaTa yrioTpeba Ha Knorpumazonl. Tt KaTo Te3H peakiHH ca chobImaBany JOOPOBOIHC OT
DOIYJIALIHA C HEOTIPEIS/ICHA FONIEMHIHA, YECTOTATA He MOXKe 1a Oble OLEHEHA OT HANHYHHATE JTaHHH.

Hapymenis Ha AMyHHATa CHCTEMA: aHrHOeeM, aHa(QHNAKTHIHA pPeakius, CBPbXYyBCTBHTCTHOCT
CBA0BH HAPYIICHHA: XHTIOTOHHMS, CHHKOT.
PecnmpaTopHR, TphIHH M MEIUACTHHAMHE HapylneHHus: JlMciHes.

CroMamHO-4PeBHH HapYIICHHA:
Kopemua Gonka, ragene

Hapymenus Ha kOXaTa H IOAKOXHHTC TBKAHH: 00pasyBaHe Ha MCXYPH, KOHTAKTEH AePMATHT, , CPUTEM,
napecTesud, eKCoMMaIig Ha Koxara, OPYPUTYC, o6pus, yprukapus. CMbaeHe/llapeHe Ha KoJKaTa.

HapylneHus Ha BE3NPOH3BOAUTEITHATA CUCTEMA M ThpIaTa:
TCeHMTanHy OMOMBAHKS, BATHHAIEH ChpOex, 0GPHB, 0TOX, BaruHaneH ¢pHTEM, BarMHANEH JHCKOMDOpT,
BardHalHO Jpa3sHEHe, YCelaHe 3a napene, Oollka B MaNnkug Tas, BarHHAIEH KPBBOH3/IHME,

O6mu HapymeHns ¥ eekTi Ha MICTOTO Ha NPHIOKEHHE: APa3HeHe HA MACTO Ha TPHIIOKEHHeE, peaKlig Ha
MACTOTO Ha TIPWIMKEHHE, OTOK, Bonka.

Crofimasane Ha [IONO3HPAHN HEXENAHH PEAKLIKH

CrobimaBaHeTo Ha NOAO3MpPAHK HEXCNAHH PeakiMM Cliefl pa3pemaBaHe 3a ynorpefa Ha JekapCTBeHUs
NpogykT ¢ Baxkno. ToBa Io3sonABa Jla NPOABIDKH HaGMIOJEHHETO HA CHOTHOLIEHHETO TION3a/PHCK 3a
NeKapcTBeHHs MPOAYKT. OT MeJMUMHCKHTE CHENHATHCTH Ce M3MCKBA JIa CHOOIIABAT BCAKA IO/I031paHa
HexKeJlaHa peakiHa upes

H3neIHATENHA areHIHA 110 IEKapCTBaTa

yi. ,Jlaman I'pyes™ Ne 8

1303 Cogua

Ten.: +359 2 890 3417

yebeait: www.bda.bg

4.9 Ilpepozmpane

Hsna prick 0T 0CTpa MHTOKCHKAIHA, Thil KATO € MANKO BEPOATHO Jia C€ MOSBH CHE] eJHOKPATHO
NPE03HpaHE NPH NPHIIAraHe BBPXY KoxkaTa (pUIIaraHe BpXY roisiMa IUIOL IPH YCIIOBHA, GJaronpuaTHH
3a abcopOIMA) WK HenpeHAMEePEHO MOTTbiane npe3 yerara. HaMa cnenudgnyes aHTHAOT.

5.  ®APMAKOJIOTHMHUW CBOWCTBA

5.1 DapmMakoagHHAMHYAR CEOHCTBA

®apMaKoTepaieBTHYHA TPyNa; AHTUMHKOTHYHH CPE/ICTBA 33 JIOKATHO MPHIIOKEHHE - HMIIA30/I0BH H
TPHA30JI0BH IPOH3BOINHU

ATC xon: DO1A CO1

MexanuzeM Ha neiicTeHe
Knorpamason aeHicTBa cpeluny reOHYKKTE Ype3 HHXUOHUPaHe HA CHHTE3a Ha eprocTepo

€ProcTepoTHATA CHHTE3a BOOH [0 HapYINABaHe CTPYKTYPaTa H PYHKIHHTS HA IHTO



KiioTpamMa3on uMa HpOK aHTHMEKOTHYEH CITEKThp Ha JCHCTBHE in Vitro | in vive, kodTo ofxBaiia
JepMaToHTH, APOXKAH, TVISCEHH H Ip.

IIpu croTBeTHE TecTORH yCinoBua MIC-CcTOMHOCTHTE 32 Te3H BHAOBE FEOHUKH Ca OT NOPAABLKA Ha HIIH N0/
0,062-8,0 pg/ml cyberpar. HauMHET Ha nelicTBHE HA KIOTPHMA30JI € IPEH BCHIKO (GYHIHCTaTHUCH WK
(YHIHIE/IEH B 3aBHCHMOCT OT KOHICHTPALMATA HA KIOTPHMA30I Ha MACTOTO HA RE3MANCHue. [n-vitro
AKTHBHOCTTA € OIPaHH4eHaA 0 npoiudepamuTe rbOHYHH eJIEMEHTH; CIOpUTe Ha IbOMHYKHTE ca camo
HE3HAYHTENIHO YYBCTBHTEIIHH.

B nomrenHEHNE Ha AHTHMUKOTHYHOTO CH AgHCTBHE, KIOTpUMAa3ol AcicTBa M BBPXY I'PaM-TIOJIOKHUTEHHTE
MHKpOOpPraHH3MH (cTpenrrokoki/cradunoxokn/Gardnerella vaginalis), M rpaM-oTpHLATEIHETE
MHKPOOrpaHn3Ma (bakTeponm).

In vitro KJIOTPHMA30: IOTHCKA pasMHOXaBaHeTo Ha Corynebacteria B rpaM-HOIOXKHTEIHHTE KOKH (C
H3KITIOYEHHE Ha eHTEPOKOKHTE) B KOHIeHTparH ot 0,5-10 pg/ml cyberpar.

[TepBHYHO PE3MCTEHTHHTE BHAOBE Ha YyBCTBHUTEIHH I'EOHYHE BHIOBE A MHOTO PEIKH; PA3BHTHETO Ha
BTOPHYHA PE3UCTEHTHOCT NPH YYBCTBHTENIHH MEOHYKH JIocera ¢ HAOMoAaBaHo CaM0O B MHOTO H30TIMPAHH
CITydaH NPH TePANSBTHIHH YCIORUA.

5.2 {apMaKOKHHeTHYHH CBOICTEA

PapMakOKHMHETHYHH HM3CIe/[BAHUA clie]] ASPMAaJIHO IIPHIOXKESHHE Ha IIPOIYKTa Ca IOKA3AIH, He CaMo
MHHHMAJTHO KOJIHYECTBO KIOTPHMAa30]1 ce abcopbHpa [ipe3 HHTAKTHATA HIIH BE3NANIeHa KOXKA B YOBEIIKOTO
KpbBooOpEIcHHE. [TomyyeHuTe MaKCHMATHE CEPYMHH KOHLSHTPALMH €a 110]] IpaHHLaTa Ha H3MEpPBaHE OT
0,001 pg/ml, koeTo mpejinonara, Ye MpHICKEHHAT JIOKATHO KIOTPHMA30N, HE BOJH 0 H3MEPUMH CHCTEMHH
e(eKTH AIH HEXKENaHH peakiuu.

5.3 IpeaxaAHEAYMH JABHH 32 6e30MACHOCT

HexnmmuW4HHTE JaHHH He MOKa3BaT oco0eH pACK 3a Xopa Ha 6a34 Ha KOHBEHIMOHATHHTE
dapmakonoruaHn mpoyusaHus 3a 6e30NacHoCT, IPOYUBAHMSA 32 TOKCHYHOCT IIPH MHOTOKPATHO NpHIIATaHeS,
T€HOTOKCHYHOCT, KapIIHHOTCHEH NOTEHITHAI, PETIPOAYKTHBHA TOKCHUHOCT H TOKCHYHOCT 32 PA3BHTHETO.

JlokanHaTa B CHCTEMHA TIOHOCHMOCT Ha KIOTPHMA30]l B pa3JIHYHH JeKapcTBeHH GOPMH € OLCHEHA B
NOAOCTPH JEPMATHH NPpoy9YRaHHMs IpH 3aiii. HaMa noxasarencrsa 3a JJOKATHM HJIH CUCTEMHH HEXeIAHH
PeaKIHH, CBLP3aHH C JICUCHHETO, B HATO €IHO OT TE3H [IPOYYBAHHAS.

MepopanHara TOKCHYHOCT Ha KJIOTpHMa30 € fobpe u3ciesaHa.

Crien e IHOKPATHO MEPOpaTHO [IPHIOKSHHE KIOTPHMA30I € JIEKO 10 YMEPEHO TOKCHYEH MPH
eKCIepHMCHTAINHE XHBOTHH, ¢ LD50 croiinocta ot 761 mo 923 mg/kg TenecHo Terno 3a MUIIKH, 95 go 114
mg/kg TeNecHo Tero 3a HOBOPOIEHH IUTEX0BE M 114 o 718 mg/kg TeecHO TeTIO 3a BE3PacTHH ILIBXOBE, >
1000 mg/kg TenecHo Terno 3a 3aifiy 1 > 2000 mg/kg TenecHo TErNO 32 KyUeTa H KOTKH.

IIpy npoydYBaliks ¢ MHOTOKPAaTHO NEPOPANTHO MIPHIAraHe, IIPOBSACHH MPH IUTEXOBE H KYY€Ta, € yCTAHOBEHO,
9¢ HYCPHHAT ,l'lpOG € OCHOBHHAT [IPHLECICH Oprai 3a TOKCHYHOCT. Toga ce JOKa3B4d OT YBEJIHUCHHE Ha
CepyMHATa aKTHBHOCT HA TPAHCAMHHA3MTE, 10ABaTa Ha YepHOAPOOHA BAKYOIH3ALMA H MACTHH OTJIarafnms,
sanoysalixy ot 50 mg/kg B XxpoHHuHO (78-cenqMHU4HO) npoyusane npn mwrexose H 100 mg/kg B cyGxpoHuuHO
{13-ceaMH4HO) IpOyYBaHE TIPH KyYeTa.

Knorpumazon e IHpoKo W3CIEIBAH B in Vitro U in vivo IIPOyYBAHUA 33 MyTareHHOCT H
3a MyTareHeH noteHuHar Endo 78-ceqMuaHo Npoy4saHe ¢ epopaliHo NPHIOKCHHE He
IUIBXOBE HE TI0Ka2Ba KaHIICPOTeHeR e(eKT.

o - -i..‘* !
Tpu npoyusane Ha (epTHIMTETA Ha TUTEXOBE Ipyml WIkxose FB30 ca nonyyasanu nNepoga g&g@to‘t /
KoTpHMa30a fo 50 mg/kg TenecHo Terno, B npoabmkeHue Ha 10 ceamumm npeau 1HGINCER M Tipes 3- .

5 o

B gt



ceMHIHMA OpadeH repros (CaMo 3a MEKKH), HIH, 33 )KSHCKH, 10 el 13 or OpeMeHHOCTTa WM YeTHPH
cenMHLM chell paxaaHero. HeoHaramHaTa MpeiHBAEMOCT € HaMalleHa B rpynara, npuemaina 50 mg/kg
TenecHo Terno. KiorpumMazon B 1031 Ao 25 mg/kg TenecHo Tervo He HAPYINABA PA3BHTHETO HA MATTKHTE.
Knorpumazonl IpH BCHYKH /1034 HE BTHAE BBpPXY ILUIOJIOBHTOCTTA.

JInncata Ha TEpaTOreHHH e(peKTH € JoKa3aHa [Ip# IPOYUBAHKA ¢ MHLIKH, 3aHI{i M ITEXOBE, Ha KOHTO ¢a
naBaHH nepopantHu qozu 1o 200, 180 u 100 mg/kg, cCOTBETHO.

IIpoyuBaHne ¢ TPY KBPMEIIH IUIBbXA, HA KOUTO ca Npuiarady 30 mg/kg KIOTpHMa30J1 HHTPaBESHO3HO MOKa3Ba,
1€ IEKapCTBOTO €€ CEKPeTHpa B MILIKOTO B HMBA, IO-BHCOKH OT T€3H B IIa3zMara ¢ dakrop ot 10 no 20 4
Yaca ciefi IpHIOKEHHETO, NIocneApaH ot cuan Ao ¢akrop 0,4 1o 24 gaca.

Kato ce uMa npeaeua orpaHrveHaTa cHCTeMHA a0copOuHa Ha TEKAPCTBECHAA MPOOYKT Cen JOKATTHO

npwioxkeHre (M3uncneHa abcopbums 3%-10%) He ce ouakpa , PHCK OT H3MONZBAHETO Ha JIOKAIEH
KJIOTPHMAZOL.

6. DPAPMAINEBTHYHH JAHHHU

6.1 Coachk HA DOMOMIHATE BemECCTBA
HeH3unos ankoxon
Hermnos nanMuTar
[leTocTeapHios ajIKOXomn
[onucopbar 60
Copburanos creapat
OkTnaoaeKaHoN
TIpeuncrena poga

6.2 HecheMecTHMOCTH
Henpunoxumo

6.3 Cpox Ha TOAHOCT
3 roauHA

6.4 Cnemunaasd ye/ioBHG HA ChXpaHEHHe

Jla ce chXpaHaBa Ha MSCTO, HEMOCTBITHO 3a Aeld.
Ja ce cexpanaBa npH TeMnepatypa nog 25°C.

6.5 Baa " cHABPXAHHE HA OTIAKOBKATA
Kanecren kpem ce npenara B anmyMuHueed TyOH oT 20 g ¢ kanauka Ha BHHT OT NOTHETHIEH.

6.6 Cpoemna/NH HPeARAIAH MEPKH HPH W3XBLPJIAHE

HemsnonzgaHuaT AEKapCTBEH MPOAYKT HAK OTIAALYHITE MaTepHany o7 ¥evo Tpadpa fa ce U3XBHPIAT B
CHOTBETCTBHE ¢ MECTHUTE H3HCKBAHHA.

7. HOPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

batiep brirapus EOOJ
VY. “Pesbapeka” Ne 5, rp. Codma 1510, bunrapns




8. HOMEP HA PAPENIEHHUETO 3A YIIOTPEBA

9700608

9. JATA HA OBPBO PA3SPEIIABAHE/TIOJHOBSABAHE HA PASPEIIEHMETO 3A
YHOOTPEBA

Jata wa wspBo pazpernasane: 19 nexemepu 1997 r.
Jara Ha nocnendo nmoaHoBsBare 12 okromepu 2009 r.

10. JTATA HA AKTYAJIM3HPAHE HA TEKCTA

04/2021




