W3NbAHUTENHA ATEHLIA 110 NIE
KPATKA XAPAKTEPUCTHEKAHA-HRPOAMKTA . RAPCTBATA

MpunoxeHue kbM paspeweHne 3a yrotpeda

1. Tbproscko HMe Ha JeKAPCTBEHHS OPOXYKT
~9%%0) 2y
BETNOVATE-C Ne/Iata Ha KJIF1 o050 o3 0% 01

#/26.0¢.0 e
2. KoandecTeeH H Ka9eCTBEH ChLCTAB /2 6, &e. '?_ Q%C% :

BETNOVATE-C ceappixa 0,1 % w/w betamethasone xato valerate B koMOmganms ¢
clioquinol 3% w/w.

3. JlexapctBena gopma
Mas

4., KnuHHYHM AaHHH

4.1. IMoxazanus

BETNOVATE-C e nmokazaH 3a JledeHHe Ha cleJHuTe 3a00IIBaHNs IIPH HalndHe HiIH PHCK
OT BTopHYaY GaKTepHaHy W/HIH re0udny HHQEKIHH, JIPAYRHEHM OT ITATOTCHHY
MUKPOOPTAHU3MHE, TyBCTBHTEIHM HA KIMOKBHHOIL:

- ExseMa, BKIIOYMTENIHO aTOIMYHA, IOBSHIUIHA ¥ eczema nummulare,

- Prurigo nodularis.

- Psoriasis, ¢ U3KIIOUCHKE Ha IeHepaTH3UpaH psoriasis placata.

- Henpomepmarosn, skmountento lichen simplex u lichen planus.

- Dermatitis seborrhoica.

- KonraktHu nepMaTo3u.

- Peaxuuu Ha IOBHIIEHO Apa3HEHe, Ha MACTOTO Ha yXallBaHe OT HACEKOMH.

- Miliaria rubra.

- Intertrigo analis u genitalis.

- Otitis externa.

4.2. HMo3upoBKa H HAYUH HA NPHJIKEHHE

Tpabra Za ce MPUIOKH MaTKO KOTHYECTBO OT MPOAYKTA BBPXY 3aCCIHATHS yIaCTBK HA
KOJKaTa, ZBa MM TpH I'bTA JHEBHO, A0 MOCTHraHe Ha nogodpenne. Ciex ToBa MOXeE Ja ce
HOAABPIKA KOHTPOI Ha CHCTOSHHETO IIPH €JHOKPATHO IPHIOKEHHE AHEBHO, HIIH NO-PAAKO.

BETNOVATE-C Ma3 ce npuuara Bspxy CyXH, IuXeHH(QUIHPaHH HIH NOKPHTH CBC
CKBAMH ITOBBPXHOCTH, KATO [IOKa3aHMATA 32 IPHIIOKEH e Ha OIpPEIS/ICH MPOSYKT MOXKe 1a Ce
pasnmuasar apu ornenuuTe namuentr, BETNOVATE-C kpem ce H3mo0N3Ba TPEIUMBO IPH
BI@KHU VIIH MOKPEITH €K3eMaTO3HH JIC3UH.

IIpHu no-pe3nCTEHTHY Ne3KH, KaTo 3a/1e0eeHATE IUIAKH II0 JIAKTHTE U KOIeHeTe TIPH
psoriasis, eduracnocrra Ha BETNOVATE-C Moje KOIpIHATENHO fa C€ IIOBUIIH 1pe3
HanaraHe Ha OKIy3HBHA IIPEBPB3KA C TIONKETHIEH BBPXY 3acerHaThs y9acTeK. [Ipuinoxkernne Ha
peBpH3KaTa KO eHa HOII ¢e M3M0JI3Ba 3a [OCTUIAHe Ha KOHTPOI BBPXY CHCTOSHHUETO, ClIe
TOBA TEYSHHETO MOXKE A IPOABIDKY Ype3 peJOBHO IPHIIOKEHUE Ha IIPOAYKTa 6e3 OKITy3Hi.

4,3, Ilporusonmokaszauus

BETNOVATE-C e mpoT#BONOKa3aH IpH:
- Rosacea.

- Acne vulgaris.

- Ilepuopaner QepMaTHT.




- TlepuaHaleH KM TeHHTAIEH IPYPUTYC.
- IInperryHE BUPYCHH HH(EKINHE Ha KoxaTa (Hamp. herpes simplex u varicella).
- CBpPBXYYBCTBHTEIHOCT K6M HAKOA OT CHCTABKHTE Ha MIPOAYKTa WK 0.

BETNOVATE-C He e moxasaH 3a JIeUeHHE Ha IIGPBHYHO HH(DEKTHPAHH KOXXHH JIC3HH, B
pesynrat Ha MH(bEKIHNH OT FEOMYKY WK OaKTepHy, IIBPBAYHE HIIY BTOPHIHE HH(EKITHH,
HpPAYMHEHH OT JIAIUEH, CHINO Taka Ha AepMaTo3H IpH Jella 10| €AHa FOAMHA, BKIKYHTETHO
JEPMaTHT ¥ KOXKHE OOPHBH, IPHIHHECHY OT IIeJIEHH.

4.4, Crnempajuu OpesynpeRIenus U COeNHANHE TPEeINAZHA MEPKM NPH YHOTpeda

ITpOABIDKETEIIHOTO IeUSHAE ¢ KOPTUKOCTEPORH 32 JOKAIHO NPHIoKeHHe TpsAO0Ba Ia ce
n36arBa, ocobeno npH 6ebeTa U Jeka, TOpaan BE3MOXKHOCT 33 NOTHCKaHe Ha Hag0BOpeyHaTa
(bYHKIHS, JOPH P NPUNOKEHNE 6e3 OKITy3Hs.

Crnes npotBIDKATEIHO IPANKEHIE Ha BHCOKOAKTHBHY JIOKaTHH KOPTHKOCTEPOH/IHE, MOXKE
JIa ¢€ YCTAHOBAT aTpO(MUHN IPOMEHH OT CTPasa Ha KOXKaTa, KaTo Half-4ecTo ce OmuCBaT [0
nurero. Tpsabea na ce MMa [PeBH pa3BUTHE Ha TIOAOOHH peakiuy IIPH Tepalus Ha psoriasis,
lupus erythematosus discoides u Texcxa exzema. B cimydanre, koraro BETNOVATE-C ce
IIpUIIara IpY Aela W BEpXY THIeTo, TedeHueTo TpsAOBa Ja ¢e OrpaHuyy, ako e B3MOXKHO, 10
TIeT J{HM, KATO 3aCETHATHTE YHACThIH Ja He e ITOKPHBAT ¢ OKIY3HBHA NPEBPE3KA.

ITpu mpHAOXKeHHe BEPXY KiellaunTe TpA6Ba Na ¢& BHYMAaBa NPOXYKTET [a He IIONagHe
BEPXY OTKPHTATA 9acT Ha OUUTE, II0Pafi BE3MOXKHOCT 34 PasBHTHE Ha IIayKoMa.

TIpunoxeHHETO Ha JIOKATHHTE KOPTHKOCTEPOX M 3a JIe4eHHe Ha Psoriasis Moxe Xa fobene
[0 Pa3sBUTHE HA HEXKENAHH PeakuM, KaTo XpoHUQHIINpaHe, PA3BUTHE Ha TONEPaHC, HOBHIICH
PUCK OT FeHepAJTH3NpaH MyCTYIO3EH PSOoriasis B pasBUTHE Ha JIOKAJHa UM CHCTeMHA
TOKCHYHOCT, IpPUYHHEHA OT HapylieHara 3amutHa QyHKIM Ha Koxara. [Ipenoprusa ce
BHHUMATEIHO HabIONEHHE Ha NAIMEeHTA IIPH TIPHIOXEeHHE IPY PSoriasis.

IIpx mepcucTpane Ha HEQEKIHEATA Ce IPEeoPhUBa CHCTEMHO aHTHMHUKPOOHO JIeYeHHe.
Besiko renepanusupane Ha HHOEKIHUATA H3UCKBA CIUPaHe IPAIOKEHHETO Ha JIOKAHUTE
KOPTHKOCTEPOH/IH.

IToBuImeHaTa TEMIEPATYPa H BIaKHOCT IIPH OKJIY3HBHHTE IIPEBPE3KH, YICCHABAT
uHpexTHpaneTo Ha nezunTe oT GakTepun. Koxara TpabBsa fa ce MOYHCTBA IPSAH Halarane Ha
HOBa IpeBPH3Ka.

BETNOVATE-C Moske Ja IpoMeHH HBeTa Ha KoyKaTa, KocaTa HiH Jpexure. IIpenoprusa
ce NOCTaBAHe Ha IPeBPH3KA Ha MACTOTO Ha IIPHIOKEHHE.

Tla He ce paspeXIaT IPOXYKTH, ChALPKalll aRTHMHKPOOHH BellecTBa.

TeopeTHYHO Ce NpeXIoIara PUCK 3a pasBUTHE Ha HEBPOTOKCHYHOCT NPH JOKATHO
npunoxenne Ha clioquinol, ocobero koraro BETNOVATE-C ce npunara npoakLKUTETHO
BpeMe HIIH KOTaTO Ce M3IION3Ba OKIY3HBHA IIPEBPh3Ka.

4.5. BsamMopeiicTBHS ¢ JPYTH JeKAPCTBEHA MPOAYKTH H Apyrd dopmu Ha
BlaHMOAeHCTBHSA

Hama onmcadd,

4.6. BpemMeHHOCT M KbpPMEHE

JIoKaTHOTO MPHUIIOKEHNE Ha KOPTHKOCTEPORIH NPy OpeMeHHN HHBOTHML MOXCE 11a JOBEIE
10 paspurHe Ha Geransu aHoMamuy. He e yeTanoBeHa Bpb3KaTa Ha Te3H @%&Amc. ;131 axa
IpoAyKTa IMpH YoBeKa. BBIPexd ToBa, He Ce IPENOphIBa HHTCH3HBHO g £pY




4.7. Edextn sopxy cnocodnocrTa 32 moupane 1 pabora ¢ ManIuHHH

He ce ovakBa pa3BuTHE Ha IOKOOHA HEXENaHN PEaklinay, cile]] IPHIOKEeHHE Ha
BETNOVATE-C.

4.8. Hexenaun JeKapcTBEHN peakH

Hexenagure AeKapCTBEHH PEAKIMH ca IPeICTABEHH B 3aBUCHMOCT OT OpraHHATA IPyIa U
gecToTaTa. M3MON3BaHUTE KATETOPHHA B 3aBHCHMOCT OT YeCTOTaTa ca: MHOTO decTH (=1/10),
weetd (21/100 u <1/10), Hewectr (21/1000 1 <1/100), penxu (=1/10 000 u <1/1000) 1 MaOrO
peaks (<1/10 000) BKIIOYATENHO M30MIHEPaHT chOOIMEHHS. MHOTO 9eCTHTE, YECTHTE H HEYECTHTE
HEXENaHH JEKAPCTBEHH Peakl(iH ca olpeieNleHl OOHKHOBEHO OT JaHHH OT KIIHHHIHH
rpoyusanys, CTORHOCTHTE, NOIYYEHH OT KIMHHYHM NPOYIBaHHs TIpH Manebo H OpH
CpaBHHTEIHHTE ITPYIH He ca B3eMAaHH 110 BHHMAHFe DK OIpefessHe Ha UeCTOTATa Ha
HeXeJIaHHTE JIEKAPCTBEHE PEaKlMHM, Thit KaTo B [IOBEUETO CIyYaH TE Ca CPABHEMM C TE3H IPH
TpyIaTa Ha aKTHBHO JIeUeHNe. PeikuTe H MHOTO PEIKUTE HEXKEIAHH Peaxi[ii OOHKHOBEHO ca
OlpeJeN HH OT CITOHTaHHH JAHHH,

Hapymennsa Ha HMYHHATA CHCTeMA
Mmuoro pegxy:  CBpBXIYBCTBHTENHOCT.

IIpH IpOABH Ha CEPBXIYBCTRBUTEIHOCT, IPHIOKSHHETO Ha MpoAyKTa TpabBa aa cupe.

Hapyurennst Ha eHIOKPHHHATA CHCTEMAa
Muoro pezxu: TIposBH Ha XHIEPKOPTH3OIHIBM.

KaxTo mpH XpyruTe ITOKaJHE KOPTHKOCTEPOHIH, NPOABDKATEIHOTO IPHIOKEHHE Ha
BHCOKH JIO3H WIH BEPXY OOIMPHH YIacThIH OT KOXKAaTa, MOXKe 4 JOBEJE IO CHCTEMHA
pe3opbiEs, JOCTATEIHA 33 IOTHCKAHE Ha XHUIOTATaMo-Xuodu3apHo-Hants0peusaTa oc 1
KIIMHAYHE IPOSBH HA XuIepkoprusonussM. Haii-aecto Tesn edexrs ce ommepat npu Gedera u
Jiella Wi IIPH H3HO3BaHe Ha OXIIy3HBHA Ipesph3ka. [lenenute nipu 6eGeta MoXKe Ja AMAT
edexT Ha OKIy3HBHA IPEBPH3KA.

BackysapHy HApYIIeHHS
Muoro penku: Junarands Ha TOBBPXHOCTHHTE KPHBOHOCHU CBHIOBE.

HpOJI’BJI}KHTCJIHO M HHTEH3HUBHO JICUCHHE ¢ BUCOKOAKTHBHHE KOPTHAKOCTCPOHANH IIPOIYKTH
MOJKe Ja Mpean2BHKa JIaTallisl Ha NOBEPXHOCTHHTE KPBEBOHOCHH CBIORBE, ocobeHo KoraTo ce
HM3MOJI3BAT OKIIY3HBHH IPEBPH3KH MIIH KOTaTO Ca 3aCCTHATH KOJKHH I'BHEKH.

HapymeHns Ba KOKATA M MOXKOKXHATE THKAHH

Yecra: JIOKAJIHO KOMCHO IapeHe U chpOex.

Muoro penxu: M3TsHIBaHe HA KOKaTa, CTPHH, TUTMEHTAHOHHH H3MEHEHA,
XHIIEPTPUXO03a, ANEPIrUIeH KOHTAKTeH AEPMATHT, Iy YO3CH NCOPHA3HC,
HM30CTPIHE HA CHMITTOMHATE.

HpOII','LJ'I}KHTeHHOTO H HHTSH3HBHO JISUCHUE ¢ BHCOKOAKTHBHH KOPTHKOCTCPOHIHH
TPCIYKTH MOXKE Ha IIPSNU3BHUKE JIOKAJIHH anO(l)H'-IHH H3MEHEHH Ha KO)KaTa KaT

I'BHKH.
B MHOTO PEIIKH CIlydad, JISYEHHeTO Ha PSoriasis ¢ KOPTHKOCTEPOMAH (L 2
Ha TepalKsITa) MOKe A4 IPeU3BHKA PasBUTHE Ha IYCTYIO3Ha (opma Ha 380083 €TO4L i
", k< Sl



CrilecTByYBa TEOPETHYCH PUCK 32 JIOSBATA HA HEBPOTOKCHIHOCT IPH JIOKATHOTO
npuioxkeHue Ha clioquinol, 0c06EHO NPH IPOXBIKUTEIHO IPHAOKEHHE HITH IPH IPHIOKEHHE
1O/ OKY3UBHA IPEBPE3KA.

4.9. Ilpemosupanme

Manko BeposTHO € Ja HacTBIIM OCTPO Ipefo3upaHe. Bee Mak B CIydai Ha XPOHUIHO
Ipefo3upane Wi HenpaBHiHa YIoTpeOa MoXKe 1a ce YCTaHOBAT CHMIITOMH Ha
XUIEPKOPTH30IN3EM, B Te3u cIydau ce IPEeHophYBa IOCTENEHHO CIpane Ha IPHIMKEHHETO Ha
JIOKAJIHA KOPTUKOCTEPOMIH IO JIeKapCKH KOHTPOJ IOpaiH PHCK oT HanOsopeuna
HEJOCTaTHIHOCT.

5. @apMaKoIOrHYHU XAAHHU
ATC xon: DO7BCO1

5.1. dapmaxoaMHAMHYHHE CBOMCTBA

Betamethasone valerate ¢ aKTUBEH KOPTHKOCTEPOHL C JNOKAIHO MPOTHBOBEINATUTEIHO
JCHCTBHE.
Clioquinol ¢ anTHRHEKIMO3HO areHT ¢ aHTUOAKTEPHANHO ¥ JPOTHROIEOHIHO NEHCTBHE.

5.2. MapMaKOKHMHETHYHH CBOMCTBA

CreneHTa Ha Pe30pOIEs Ha TOKATHIS KOPTHKOCTEPOM, IPe3 KOXKATA ¢ OIPEeN OT
MHOTO GaKTOpH BKII, BEXHKYJIyMa, [EUIOCTTa Ha enuaepMainara Sapuepa u oT ynorpebara Ha
OKJIY3HBEY MPEBPH3KH.

JloxanHUTE KOPTUKOCTEPOHIY MOTAT a ¢ pesopOupar OT HopMasHaTa HHTAKTHA KOXKa,

BE3MaNWTETHAAT K Apyrd GONecTHH IIpoNect Ha Koxara IOBRIIaBaT pe3opOnusra ope3
koxara. OKITy3HBHHTE NPeBPE3KH 3HATHTEIHO NOBHINABAT PE30pOIAATA HA JJOKATTHATE
KOPTHKOCTEPOMIH.

Benumk pesopOupany Ipe3 KoxKaTa, TOKATHHUTE KOPTHKOCTEPOHAH IIPeMUHABAT II0
(hapMaKOKMHETHYHH OhTHINA TONOOHH Ha Te3y Ha CHCTEMHO NPUIIaraHiuTe KOPTHKOCTEPOHIH.
KopTHKOCTepOoHI¥TE ce CBBP3BAT ¢ IIa3MeHHTe IIPOTEHHA B PasnyHa CTEICH.
KOopTHKOCTepORUTe ¢e MeTaboNU3HpaT TIaBHO B depHus Apol U cief| TOBA C& 8KCKPeTHPAT
nipes OBOperuTe.

5.3. IIpeax MHEYHE JAHHE 32 0€30HACHOCT

Bx. pasnen 4.6.

6. @apmaneBTUYHH JAHHH

6.1. CHacex Ha TOMONIHATE BEOlecTBA
Liquid paraffin
White soft paraffin

6.2. PRIUKO-XHEMHYHY HECHBMECTHMOCTH

Hsmva ormicanm.

6.3. Cpox Ha rogsocy

3 TONHBM.




6.4. Cpenuagnm ycaoBus HA CbXpPaHEHHE

Ha ce cexpanssa opu Temneparypa mon 30°C.

6.5. JlanHum 32 oDAKOBKATA

Mexu 1yOH OT anyMuHEH ¢ BETPENIHO JIAKOBO IIOKPUTHE Ha OCHOBA OT EIIOKCHIHA CMOJIA H
TBBpAA Kaladka OT MONAIPONHIICH.

6.6. Ilpemopriu npH ynorpeba

Hama ormcams,

7. Hme u agpec Ha NpUTeXaTe/ s HA pa3pelleHHeTO 3a yHoTpeda

akcoCuutKnaiin EQO
yi1. Jdmvurep Manos 61,10
1408 Codma

benrapus

8. Howmep na paspemenneTo 3a ynorpeda
Ne 20020446

9. JlaTta HAa mBpPBO pazpellaBaHe 3a ynorpeda M NOXHOBABAHE HA
pa3pelieHneTo 3a ynorpeda Ha jJieKapcTBeHHs NPOAYKT
04 xonn 2002 1.
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10. data Ha akTyaJu3anusa HA TeKCTA
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Hexemepr 2006 .



