KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

W3MbLAHUTENHA ATEHUMA NO AEKAPCTBATA
1. AME HA IEKAPCTBEHHUS [IPOJYKT Kpama xapaKmepuomuKa Ha APOgYKITa - TTpUACKeNvE 1

Keronepm 20 mg/g neueben mammoan Ko Poe. Ne A0 /30 oPk

Ketoderm 20 mg/g shampoo e ng L / /7)7' /—1 } ~7J7 A5
/ 12 -l 2008

| Ogodpeiue Ne

2, KAYECTBEH U KOJIHYUECTBEH ChCTAB
Beexu rpaM ¢paBpKa aKTHBHO BEILECTBO KETOKOHA30J (kefoconazole) 20 mg.

3a IBJIHEA CIKCEK HA TTOMOLMHNTE BEIIECTRA, BIKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Ilamiroan 3a nokanHa )’IIOTpCGa B 00acTTa Ha OKOCMEHATA YacT Ha INlaBaTa HiIH KoXarta.

4. KIHHUYHUA JAHHHA

4.1. Tepan¢BTHYIHH MOKA3IAHUA

Jledenne ¥ npodmnakTaka Ha MHQEKUMH, NPUYHHEHH OT APOXMMTEe OT BHAA Malassezia
(npenn HapeueH Pifyrosporum) kato cebopeeH mepMaTuT WM pityriasis capitis (mepxor).

Jleyenue Ha pityriasis versicolor (Toxanusupan).

4.2. lo3apoBKa H HAYHH HA TPHJIOKEHHAE

Ho3zupoexa:

O6uKHOBEHO 3a €HO H3MHBAHE € NOCTATEYHO CHALPKAHMETO HA €HA LIela OT [aMIoaHa.
Jlevenue: Pasnonseren nmumreii /pityriasis versicolor/; BeIHBXK JHEBHO B IIPOIBIDKEHHE HA IIET
IHH.

Cebopeen nepmatur / seborrhoeic dermatitis/ m mwpxoT /pityriasis capitis/. gBa nbTH

CCAMHYHO B ITPOTBIDKCHHUE HA 2 1o 4 ceaAMHIH.

IIpoghunaxmuxa:
PazHonBeTen mumeli: BeAHBK AHEBHO B NpOABIKEHNE HA 3 IHM IO BpEME HA €AHH Kype Ha
nedeHue NPERH IATOTO.

Cebopeer AepMATHT H IBPXOT: BEHBXK CEIMHYHO HJIH HA JBE CCIMHLIH.




Creyuannu nonyrayuu:
ITeouampuuna nonyrayun
He ¢ ycraHoBena OesonacHata H edekTuBHa ynorpeba Ha KerogepM neyeben mamnoan, npa

OebeTa ¥ Aena Ha BB3pacT noj 12 rogunm.

Hauun na npunoxycenue:
3a nokanHa ymorpeba B o6sacTTa Ha OKOCMEHATA YaCcT Ha IJIaBara MM KOXKATa,
HHdeKkTHpanuTe y4acThIM HA KOXKaTa HIH cKaimna TpsaOra xa ce usMHuAaT obuwiHo ¢ Keroaepm

neyefeH maMIIoad 4 Ja He Ce H3ILIAKBaT B NPOIBDKCHAE Ha 3 0 5 MHHYTH.

" 4,3, IlporuBonoKazaHus
CBPEXYYBCTBHTEIHOCT KBM AKTHBHOTO BEIIECTBO HIJIH KBM HAKOE OT IIOMOIHHTE BEIECTBa,

H30poeHH B Touka 6.1.

4.4, CnennanHu NpexynpexaeHUs U NpeIna3Hi MepKH NpH ynoTpeda

Ilpu DpanmenTH, KouTo ca OWIM NPOJBDKMTENHO BpPEME HA JCUEHHWE ¢ JIOKWIHHA
KOPTHKOCTEPOHIH C€ MpenophiBa CIHpPAHE Ha CTSPOUAHATA TEPAMHA MOCTENEHHO 3a IEPHO
oT 2 10 3 ceaMuIlH, TOKATO Tpae yrnorpebaTta Ha Keromepm 20 mg/g neueben maMnoas, ¢ men
1a ce u3DerHe Bp3MOKHOCTTA 3a pudayHn edekT.

Ila ce n30ArBa monajJaHeTo My B OUHTE. AKO TOBA c€ CJIYYH, OUHTE TpAOGBA 1a Ce H3IIAKHAT ¢

BOJA.

4.5. BzauMopeiicTBHe ¢ JpYrd JeKApCTBEHH NPOAYKTH #H Apyrd ¢opMH Ha
B3auMOAEHCTBRE

He ca H3BECTHH.

4,6, @epTaanTet, GpeMEAHOCT, KbpMEHE

bpemennoct

Hsma J0CTaTh4HO M J00pe KOHTPOIMpPAHH IPOyYBaHus IpH OpeMeHHH xeHu. Clell TOKaTHo
npunoxkenue ga Keronepu seaefen maMnoan BEpXy cKAMila Ha EHH, KOKTO HE ca

OpeMeHHH, He C¢ YCTAHOBSBAT IUIa3MEHH KOHLCHTPAHA Ha KeToKoHasol. Crex no
NIPHJICKEHHE BBPXY LHIOTO TSAJIO Ce YCTAHOBABAT MIasMeHH HuBa HA KeTozepM

ImaMIoaH.



Io Bpeme Ha 6peMEHHOCT He ca H3BECTHH PHCKOBE, CRBp3aHK ¢ ynoTpeGara Ha Keronepm
neveOeH MIaMIToaH.

Knpmemne

Hsma 2ocTaTh4HO H AoOpe KOHTPOJIHPAHH IIPOYYBAHHS IPH KbpMer xeHH. He ca n3BecTHH
PHUCKOBE, CBBP3aHu ¢ ynotpebarta Ha KetonepM eueben mamioaH, o BpEME Ha KbPMEHE.

4.7, EpexTn Bbpxy cnocofHocTTa 32 mModHpane a paboTa ¢ ManIHAR

HenpHnoxumo.

4.8, Hesxxenann jiekapcTBEHH peaknua

Hexenanure nexapcTBEHH peakimy ca KIacHGHIMpaHy MO 4eCTOTa M MO CHCTeMa-Oprai-
xac. Yecrotara o MedDRA otrosaps na: MHoro yectH (>1/10), wectn (>1/100 o <1/ 10),
regects (>1/1 000 mo <1/100), peaxu (>1/10 000 zo < 1/1 000), Muoro peaxu (<1/10 000), c

HEH3BECTHA YeCTOTA (OT HANMHTHHTE JAHHH He MOXe Ja OBl HampaBeHa OLICHKa):

CucTemM0-0praHaa Hemxenanu JexapcTBeHH peaKIHH

Kareropus 4ecToTa

Kaacaukanusa
HeuecTn Peaxu C He:m3BecTHa TE€CTOTA
(=1/1,000 o <1/100}) (=1/10,000 1 <1/1,000)

Hapymenuns Ha CBpBX4YBCTBHTEIHOCT
HMYHHATa CHCTEMA

Hapymennsa Ha HepBHA Jucreysus

cHCTEMA

Hndexnun 0 QONUKYIHT

nadecTANNA

Hapymenns Ha ouuTe |3aCHIECHO QOuHo IpasHeHe
CITE300TIENAHE

HapymieHHs Ha K0KaTa |Anonenus AKHE AHrBOEIEM

H N0AKKHATA ThKaH
CyxoTa Ha KOXaTa KonTakTeH aepMaTuT YpTHKApHS
Hapymenus sa Hapymennus Ha koxara  [[IpoMsHa B IIBETA HA
CTPYKTYpaTa Ha KOChbMa .

Exc¢onmanys Ha Koxarta




CucremMo-opransa

KJIacHPHKARHA

Hexenanu JEKAPCTECHH pEeaKiHH

Kateropusa uecrora

Heuecrnt

(=1/1,000 no <1/100)

Penxn

(=1/10,000 u <1/1,000)

C Hem3BeCTHA YecToTA

O6pus

Ycewmane 3a napese Ha
KOXara

O0mu HApymeHHs u
edeKTH HA MACTOTO HA
NpUIOKEHHE

EpHaTema Ha MACTOTO Ha
NpHIOKCHHE

JpasHeHe Ha MACTOTO Ha
IPHIOKEHHE

Crpbex Ha MACTOTO HA
IIPHIIOAKEHHUE

Peaxiia Ha MACTOTO Ha
IPHIIOXKECHHE

CBpBXIYBCTBHTEIHOCT
Ha MACTOTO Ha
TpUJIOKEHHE

IIyerynu Ha MACTOTO Ha
TPHJIOKEHHE

CopobmaBane Ha moJ0o3UPaHy HeXENaH| Peakiiiy
Cro0ImaBaHeTo Ha IMOMO3HPAHA HEKENAHH peaklHy ¢lie]] paspelnasane 3a ynorpeba Ha

JACKApCTBCHHA IIPOAYKT € BaXKHO. ToBa mo3ronsaBa na npOALIIKH HaOMOAEHHETO HA

CHOTHOINEHAETO MOI3a/ PHCK 3a JICKapCTBCHHA IIPOAYKT. OT MEeIHIHEACKUTE CICHHATYNCTH CC

H3HCKBA J]a ChOOIaBaT BCAKA MoA03Hpana HEXKeNNaHa peakia 9pes HalOHaIHa CHCTEMa 3a

crobmasare, B U3mbIHATENHATA areHIUs 10 JieKapeTeaTa yi. ,.Jamsaa 'pyes” Ne 8, 1303

Codun, Ten.: +359 2 8903417, yebcaiit: www.bda.bg

4.9. Ilpeno3upane

IIpn cnydaitHo mormemiaHe TpaOBa Ja ObpZaT OpPEANPHETH CaMO NOAXbBPXAIH H

cuMnToMaTiuHu MepkM. C men uzbsareaHe Ha acnHpaiusd, He TpsOBa la Ce MpaBy CTOMALIHA

IIpOMHBKaA HIH 14 C€ NpEAH3BHKBa IIOBPBLIGHE,




5. PAPMAKOJIOTTMHM CBOMCTBA
(QapmakoTepaneBTHIHa rpyna: IIpoTHBOrEOHYHH CpPEOCTBA 3a JIOKAJIHO HPHIIOKCHHE,

Umunazonosu 1 Tpuazonoru npouseonnu, ATC kox: DO1ACOS

5.1. ®apMakogHHAMHYHH CBOCTBA
Mexanuzvm na deticmeue
KeTokoHa3071 € CHHTETHYHO MMHIA30]I-THOKCOMAHOBO MPOK3BOAHO ¢ MOIIHO aHTHMHKOTHYHO

JelicTBHE.

DapMaxoOUHAMUNHY edexmu
KeromepM neueben mammoan 6bp3o o6nexuaBa MOMEHETO H Chpbexa, KOHTO OOHKHOBEHO

CBIPOBOXKAAT ceDopeifnus qepMaTHT, pityriasis capitis (INbPXOT) H pa3HOLBETHHA JIHILCH.

Muxpobtuonozus

KerokoHa3on HMa MOINHO AHTHMHKOTHYHO JeMCTBHE cpemry JepMarodury, xato
Trichophyton spp., Epidermophyton spp., Microsporum spp., B ipoxny Karo Candida spp. 1
Malassezia spp. (Pityrosporum spp.).

5.2, DapMaKoKWHETHYHHA CBOICTBA
Cren noxarHo npunoxeHue Ha KetonepM neueben maMiioaH BEPXY CKaJllla HE € YCTAHOBEHA
IIa3MeHa KOHIIETpalHs Ha KeToKoHaszoll. Cren JokanHaTa ynorpeba BBPXY LANOTO TAJIO ca

YCTAHOBEHH IDa3MeHH HHBa Ha KeTozepm nedeben maMIoaH.

5.3. IlpeakauAMYHH JaHHH 3a Ge3omacHOCT

He e ycTaHOBeH pHCK NIPH XOpa cmopel HAIMYHHTE NMPEAKIHHHYHM JaHHHW, OasupaHH Ha
KOHBEHIHOHANIHH TPOYYBAHHS, KOHTO BKIOHBAT OCTPa IEPMaliHa M OpPANHA TOKCHYHOCT,
OBPBHYHO OYHO JApajHeHe H TOKCHYHOCT H BB3NANCHHE HA KOXAaTa MNpH NOBTOPHO

IPHAOKEHHE,

[poyuBaHis 3a OCTpa OpanHA TOKCHYHOCT € eOMHMYHA /1034 [IAMNOAH NpH TIpU3avM,




OCTPO JEpMATHO M OYHO BB3NANCHHE IpH 3aiily, ¢ jekapcTBeHa (opMa HA KETOKOHA30J
IAaMITOaH, TOKa3BaT MEHUMAJHO Bh3laieHne ¢ Jobpo oOpaTHO pasBHTHe. B mpoydsaHus 3a
XpoHHUHA (6-Meceuna) JepMaliHa TOKCHYHOCT NpH 3adiM c joza jgo 50 mg/kg nueBHo,
PE3VATATHTE IIOKA3BaT, Ye JiekapcTseHaTa ¢opMa IHaMIIOaH HE BOLH OO ACPMANHH HIIH

CHMCTEMHH TOKCHYHH peaKIHK K HAMa IOTEHIHAN 33 MOBHINABAHE Ha TYBCTBHTCAHOCTTA.

6. PAPMAIEBTHYHHA JAHHH

6.1. CnHCHK Ha DOMOIIHHTE BEMeCTBA
Harpues naypun etep cyndar
Koxamuznonponuyn OetanH
JuHarpueB naypuacyapocyKnHHAT
XHAPOKCHETHIIIETYI03a
ByTHIXHAPOKCHAHH3ON
Terpanarpues enerar

Metun napaxuapokcuOeH3oar
ITponun napaxuapokcrOeH30ar
Eranon

Eputposun (E127)

Harpues xnopua

Tponamus (TpreTaHOIAMHH)

IIpeusnicTena Boga

6.2.HeCEBMeCTHMOCTH

He ca usBecTHH

6.3. Cpox Ha rognocT
2 TOUHH.

Ilepuon Ha H3MON3BaKe Cile TBPBO OTBApARE Ha GyTuikaTa — 8 ceMuIH.




6.4. CnenHanHy yc/10BHA HA ChXpaHeHHE
He n3ncKBa CIEnHANHH YCIOBUS Ha ChXPaHEHHE.

lIa Ce ChXpaHsdaBa HA MECTA HE,IIOCT'BIIHﬁ 3a gena.

6.5. Baa H coabpixanme HAa ONIAKOBKATA
Keromepm 20 mg/g neueben mamnoaH ce npeanara B 6yTuikd ot 60 ml, 100 ml wim 120 ml
Bcesaxa OyTHiiKa € IpHOpy*eHa ¢ JUCTOBKA 3a NalleHTa, IOCTaBeHa B KAPTOHCHA Ky THSL

He Bcrukd BHIOBE OMAKOBKH MoOTaT Ja ObJaT MycHAaTH B pojax0a B cTpaHaTa,

6.6. CnenHa/IHH npeana3Hu MEPKH OIpPH H3XBLPJAARE B padoTa

Hsama criennaaHi H3HCKBAHUA.

7. [IPUTEXATEJI HA PASPEIIEHHETO

S.C. SLAVIA PHARM S.R.L.

B-dul Theodor Pallady nr. 44C (32266, Sector 3, Bucuresti, PymbHus

8. HOMEP HA PA3IPELIIEHHETO 3A YIIOTPEBA

9. JATA HA ITbPBOTO PA3PEIIABAHEAIOAHOBABAHE HA PASPEHIEHHETO
3A YIIOTPEBA

10. JIATA HA AKTYAJIN3UPAHE HA TEKCTA

Anpun 2019r.




