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1. Tnproecko AMe Ha JeKAPCTBEHHS HPORYKT (IpHAQKBHHE Kb
BETNOVATEC paspentonne saynovpebalt A4 o\.q,\ QAR

é'-??//&(&j_‘a_;’ \ng

BETNOVATE C cpaspxa 0,1 % w/w betamethasone valerate B xomOunamus ¢ clioquinol 3%
wiw.

2. KoanyecTBeH M KaYeCTBeH ChCTAB

3. JlekapcrBena gopma

Mas

4, KanHAYAH XaHAU

4.1. Tioka3zanus

BETNOVATE-C e nokasal 3a JeueHHe Ha cIeOHNTE 3a00/ABAHNS IPH HATHYHKE HIIH PHCK OT
BTOpHYHE OaKTepHATHE WM IEOMIHYE HHPEKITUH, NPHIHHEHH 0T TaTOreHHH MEKPOOPraHi3MA,
9yBCTBHTENHY Ha KIIHOKBHHOJL:

o Exsema, BRIIOUMTEIHO ATOIIMYHA, FOBEHHITHA K eczema nummulare;

Prurigo nodularis;

Psoriasis, ¢ u3KA0O9eHEe Ha TeHepalu3aEpaH psoriasis placata;
HeBpoxepMaross, BKIIOUHTENHO lichen simplex w lichen planus;
Dermatitis seborrhoica;

KonTakTau aepMaros;

Peakiyu Ha NOBHIIEHO JIpasHeHe, Ha MACTOTO Ha yXalBaHe OT HACEKOMH;
Miliaria rubra;

Intertrigo analis i genitalis;

Otitis externa.

4,2, JloznpoBKka i HAYHH HA NIPHIIOREHEE

TpsOBa Aa Ce MPIIOKHE MAJKO KOTHYECTBO OT IPOAYKTA BEPXY 3acerHaThs yJacTEK Ha
KOJKaTa, iBa HIIH TpH TETH JHEBHO, X0 IOCTHraHe Ha nojgobpenne. Crel ToBa MOXKe Jia ce
TOANBPIKa KOHTPOI Ha CHCTOSHEETO NpH €IHOKPATHO NPHICKEHHE JHEBHO, HITH HO-PAAKO.

BETNOVATE-C mas ce npaiara BEpXY CYXH, TAXCHRE(HIIMPAHH ¥ TOKPHTH CBC CKBAMH
HOBEPXHOCTH, KaTO MOKa3aHUATA 32 IPANOKEHNE Ha ONpefeNieH IPenapar Moxe fia ce
pasnuuarart npu otaenante nanuenTH. BETNOVATE C xpeM ce 3001382 HPEIHMEO IIPH
BIIZKHH KT MOKpeIH eK3eMaTO3HH JIe3HH.

ITpH mo-pe3HCTERTHH Ne3HH, KaTo 3aneOe/IeHHATE IIIaKh N0 TaKTHTE H KONCHETe IPHA
psoriasis, ebekra 2a BETNOVATE-C Mosxe JOTUBIHUTEHO Ja e IOBUIIY Ype3 HallaraHe Ha
OKJIy3HBH2 IPEBPE3KA C MOJMHETHICH BEPXY 3acerHaThs yyacThK. [IpHioxenie Ha IpeBpE3KaTa
Ii0 eFHA HOMI Ce M3II0JI3BA 33 NOCTHIaKe Ha KOHTPOJI BEPXY CHCTOSHHETO, CIEH TOBA ISUYCHAETO
MO3Ke JIa IPOIEIDKH pe3 PeAOBHO IIPHIOKEHE Ha IPOyKTa Oe3 OKIy3Hsd.

4.3, IlporaBonoxka3zanus

BETNOVATE-C e npoTHBONOKA3aH IIPH:
e Rosaces;
e  Acne vulgaris;
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IlepropaneH JepMaTHT;

Tleprananen WA TeHATANEH IPYPHTYC;

ITspBrYny BEpYCcHH BA(MeKInn Ha koxaTa (Haup. herpes simplex u varicella);
CBpBXYyBCTBUTESIHOCT KBM HSKOS OT CHCTABKHTE Ha NPOXYKTA HIIH HOZ.
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BETNOVATE-C ne e okazaH 3a Jie4cHue Ha IBPBAYHO HHOSKTHPAHH KOXHM Ne3HH, B
pe3yarar Ha HHpeKIEA oT FE0H Wi OaKTepHH, NEPBAYHY WM BTOPHIHY HHPEKIHY, HPHIHHEHH
OT JIMINEH, CHIN0 TAKa Ha ASPMAaTO3H IpH Jena IIof €IHa FofiHEa, BKIIIOYHTEIHO JEPMATHT H
KOxHY 0OpHBH, NpHYMHEHH OT NCICHH.

4.4, CienHAMNHE OpeaynpexEeHHs | CIealiy NPeATIa3HA MepKH 33 ynoTpeda

TTpoRBIDKATETHOTO JISHEHHe C KOPTHKOCTEPOHFH 32 JOKAIHO HpHIOXKeHHe TpAlsa fa ce
136aTBa, 0co0cno npH 6ebera U Jiefia, IOPakH B3MOXKHOCT 33 NOTHCKaHe Ha HanOkOpednara
byHEIHA, ZOPH HpH IPHIOKEHHE 663 OKITY3HA.

Chiex IpOxEDKATETHO NPHIIOKEHEE Ha BHCOKOAKTHBHM HOKAIHH KOPTHKOCTEPOH/IH, MOXKe
Jla Ce YCTAaHOBST aTpoh)u4Hy IPOMEHH OT CTpaHa Ha KOXaTa, KaTo Hall-9ecTo ¢ce ONMCBAT o
naneTo. TpsOBa Aa ce ¥Ma MPeABU PasBATHE Ha MOZOGHY pPeaKiuy TIPH TEPans Ha Psoriasis,
lupus erythematosus discoides u Texxka exzeMa. B ciyusante, xoraro BETNOVATE C ce npmnara
IpH Jiera KM BHPXY JHLETO JeYeHHeTo Tpa0Ba Ja Ce OrpaHidH, ako € Bb3MOXKHO, A0 IIET THH,
Karo 3acerHaTHTE YIACTHIN 1a He CC JIOKPHBAT ¢ OKIy3HBHA IIPEBPL3Ka.

[pu npuoyKeHIe BEPXY Kienadurte Tpg0OBa fla ce BEEMaBa MPOJYKTa id He MONaaHe BEPXY
OTKpHTATa 4acT Ha OUKTe, IOPany BE3MOXKHOCT 33 Pa3BUTHE Ha IIayKoMa.

TpunoxkeHreTo Ha JOKAIHATE KOPTHKOCTEPOHH 3a JeUcHHE Ha PSoriasis Moxe Ja IoBeje 210
pasBHTHE HA HeXeJIaHK peakiiy, XaTo XpoHHbHIHpane, pasBUTHE Ha TOJEPAHC, HOBUINEH PHCK
OT TeHEpANU3RpaH MyCTyI03eH psoriasis H pa3sBHTHE HA JIOKAJIHA HIIH CHCTEMHA TOKCHIHOCT,
MpHYAHEHA OT HapylleHaTa 3aiuTHa GyHKNEA Ha Koxarta. {Ipenopryea ce BHEMaTenHo
HaOIIOOeHHe Ha MAHeRTa Py IpAAOKEeHAE IPH PSoriasis.

Tpu mepcrcTEpane Ha HEHQEKIMITA ¢e NPeNopHYBa CHCIEMHO aHTHMUKPOOHO Nedenue.
Besxo resepalmsupase Ha HHQEKIHATa H3ACKBA CIEPaHe NPHNIOKEHACTO Ha JTOKATHHTS
KOPTHKOCTEPOHAH.

TlorymenaTa TeMIIepaTypa ¥ BIAXXHOCT IIPH OKIY3HBEMTE NIPEBPH3KH, YICCHIBAT
uH(exTEpaneTo Ha jiesumnte o1 Oakrepun. Koxara Tpabsa fa ce mowMCcTBa Npe)y HANArage Ha
HOBA IIPEBPB3KA.

BETNOVATE-C moxe Jia IpOMEHH [[BeTa Ha KoXkarta, Kocara HiE Apexute. IIpenoprusa ce
OOCTABIHE HA IPEeBPh3Ka Ha MACTOTO Ha IPHIOKEHHEE.

Jla He ce paspexkaT NPOXAYKTH, CHOBDKAIIH AHTHMHKPOOHH BEIIECTBA.

TeoperutdHo ce NpeAnoNara pIcK 3a pa3BHTHE Ha HEBPOTOKCHYHOCT MPH JIOKAIIHO
npanoxene Ha clioquinol, ocobero xorato BETNOVATE-C ce npuiara Npoas/DKRTEIHO BpeMe
HIIH KOTATO CE H3II0JI3Ba OKITY3UBHA IPeBPE3Ka.

4.5, JlekapcTBeHH H APYTH B3aHMOAeiicTBHA

Hsva onmpcani.

4.6. BpemenHocT B KEpMEHe

JlokalHOTO NpHITOKEHHAE Ha KOPTHKOCTEPOHIH TIPH OpeMEHHM )KHBOTHH MOXE Ia HOBEHC A0
paszpuTEE Ha (eTannayn aroManuy. He e ycranoBeHa Bpb3kaTa Ha TE3H IPOSIBH C C OpH! eM:’:t‘Ha:“

NPOXYKTA NIPH yoseKa. BEHpPeKH TOBa, HE Ce NPEeNoPEYRa HHTEH3HBHO npwmcelme‘na nppg_{}q\cra
(T.€. 32 TpOABIDKETENCH Iepro] OT BpeMe HIlH BB BHCOKH JO3H) 0 BpBME//Ha 6p8M6HHOCT ) \
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4.7. Edextn BEPXY croco0HoCTT2 32 Hodupane ¥ padoTa ¢ Mankuad

He ce ogakpa pa3suTHe Ha NOFOOHN HEKEIAHH PEAKIMH, Clel IPHIOKEHHE Ha
BETNOVATE-C.

4.8. Hexenanu jiekapcTBeBH PeaKIu

HexxenanwTe qeKapCTBEHH peakllRy ca JPEJCTAaBEHH B 3aBHCHMOCT OT OPraHHara rpyna i
gecToTaTa. V30N3BaHATE KATEFOPHH B 3ABHCHMOCT OT YeCTOTaTa ca: MHOTo YecTd (=1/10), nectn
(¢ 1/100 u <1/10), me wectu (=1/1000 u <1/100), pemku (=1/10000 u <1/1000) 1 MHOrO peaKH
(<1/10000) BRDOYHTENHO H30Hpany cHoOmMenna. MHOro 9eCcTHTe, YECTHTE H HE YECTHTE
HEXXENaHH JIEKapCTBeHH PeakIiH ¢a onpeielieHH 0OHKHOBEHO OT JaHHH OT KIMHWYHA
npoyysanas. CTolHOCTHTE, IONYIeHH OT KIHHWYIHA IIPOYYBaHKA IIPH IIaredo u mpa
CpaBHHTEIIHUTE PYIH HE Ca B3eMaHH HO0) BHUMAaHHE IIPH ONPENE/IHe Ha YeCToTara Ha
HEKENAHUTe NTeKapCTBEHH Peakilny, THi KaTo B HOBEYETO CIydal T€ Ca CPAaBHHEMH C TE3H IPH
rpynara Ha aKTHBHO Ji¢9eHre. PeIKiTe ¥ MHOTO PeAKUTE HEXEIaHH PEAKIUH OOHKHOBEHO ca
ONPSHENSIHA OT CIHOHTAHHH JaHHH.

Hapymenus Ha MMYHHATA CHCTEMA
Muoro peaka:  CBpEXYYyBCTBHTEIHOCT.

ITpu nposBH HA CBPBXYYBCTBHTENHOCT, HPHIOKEHHETO Ha IPORYKTa TpsOBa Aa cIpe.

Hapymenus: Ha eHROKPHHHATA CHCTEMA
Mmuoro peaxn:  IIpossr Ha XHUIIEPKOPTA3OIHAIBM.

Kakto nps npyrute TOKamHH KOPTHKOCTEPOHAH, TPOABIDKHTENHOTO IPHAOKCHAE HA BHCOKH
JI034 MAH BEPXY OONIMpHHA YIaCThiH OT KOJKATa, MOXe Jia IOBEAE KO CHCTEMHA pe3opiuus,
JOCTATHYHA 33 MIOTHCKAHE Ha XHNOTANaMo-Xunodu3apHo-HanOrOpeunaTa 0C H KIIMHEYIHY OPOSBH
Ha XHrepxopTizonustM. Haii-gecto Te3n edexrr ce onucsat npu 6ebera U dena Wil XIpH
H3M0/I3BaHE HA OKIy3HBHA Ipepph3ka. [lenenute npu G6edeTa MoXke Ja HMAT edexT Ha OKIy3HBHA
IPEeBpPH3KA.

Backynapau Hapymenns
Mpuoro pepku:  Jlunaralys Ha HOBBPXHOCTHHTE KPBBOHOCHH CHIOBE.

HpOIl’EJI}KHTeJIHO H MHTEH3HBHO JICUEHHE ¢ BHCOKOAKTHBHHA KOPTHKOCTCPOHIHE HPOIYKTH
MO3Ke Zia IPSIH3BHKA JUIaTAIHs Ha IOBLPXHOCTHHTS KPhBOHOCHH ChIOBE, 0cODEHO KOraro ce
M3MON3BAT OKINY3UBHHE NPEBPE3KHE HIH1 KOraTo ca 3aCCrHaTH KOXKHH IPHKH.

Hapymenus Ha KoXKaTa H HOAKOKHETE THKAHH

Yecru: JlokamHo KOJKHO ITapeHe H CHpOeK.

Muoro peaxs:  W3TBHABAHE HA KOXKaTad, CTPUH, MHTMEHTAIHOHHA H3IMCHEHN,
XHUNEPTPHX03a, AllepTUIcH KOHTAaKTEH NePMAaTHT, yCTYIO3€H ICOPHA3MC,
HU30CTPSHE HAa CHMIITOMUTE.

HPOJIBJ'DKHTBJIHOTO ¥ UETEH3UBHO JICUCHHAE ¢ BHCOKOAKTHBHH KOPTHKOCTEPOHAHY IIPONYKTH
MOZKE JIa HPCAU3BHKA JIOKATTHH a’rpo@nq]m H3MEHECHUA Ha KOXXara KaTO H3ThHABaHS 1 CTPHK
ocobero OPH A3NO0N3BAHE Ha OKTY3HBHH HPCBPBBKH JATH IPpH NPHIOXKCHHAS B’BPXY’K’E)’_}E&H/I‘: "’I—II\(I(I

B MHOTO PEAKH CIIydaH, TEYCHHETO Ha psorla51s C KOPTHKOCTCPOHIH (HJIH’ cne;pcnnpaés Ha\
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TEpAIKATa) MOJKE Jia IPeH3BAKA Pa3BATHE Ha IyCTyIo3Ha (popMa Ha SaGOHSIBaHeTO. U
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4.9, TIpexosnpane

MaJixo BepoATHO € Jia HacTHIIH OCTPO NpeRo3upaHe. Bee mak B cliyyaii Ha XpOHHYHO
TIPERO3APAHE Wi HeTpaBHIHA YIIoTpeda MOXKe 1a Ce YCTaHOBAT CHMIITOMH Ha
XUIEPKOPTH30IM3HM. B Te3H Clyuau ¢e IpenopsyiBa IIOCTeHeHHO CIMpaHe Ha IPUII0XKEHAETO Ha
JIOKANHH KOPTHKOCTEPOUAY IO JIEKapCKH KOHTPOII IIOpaiy PHCK 0T HanOBOpeuna
HEJOCTATHYHOCT.

5. @apMaroIOrHIHH JAaHHH
ATC xon: DO7BCG1

5.1. @apMakogHHAMIYMHHE CBOHCTBA

Betamethasone valerate e akTUBeH KOPTHKOCTEPOHT C JIOKAJIHO POTHBOBB3NAIHTEIHO
AeHCTBHE.
Clioquinol e aHTHHHDEKIHO3EH aTeHT ¢ AHTHOAKTEpHAIHO H aHTHTEOMYHO nelicTBHe.

5.2. DapMaKOKHHETHIHH CBOiiCcTBA

CrenenTa Ha pez0pOLps Ha JOKAIHHI KOPTHKOCTEPOR/ IIpe3 KOXAaTa C¢ OIpeeld OT MHOFO
(haxTopH BKJI. BEXHKYIIyMa, IAA0CTTA Ha emuiepManBara 6aprepa | 0T ynoTpebara Ha OKIY3HBHH
IIPEBPH3KH.

JloxanayTe KOPTHKOCTEPOM I MOTAT Jia ce pe3opOHpaTt OT HOpMallHaTa UHTAKTHA KOJKa.

Br3namTeHusT ¥ ApYrE GONeCTHH HpOiecH Ha KoxKaTa IOBHINABAT pe3opOiusiTa npes
xoxxara. OKIY3HBHHTE NMPEBPEH3KA 3HAYNTETHO TOBAIIABAT Pe30pOaaTa Ha JIOKAHKTE
KOPTAKOCTEPOHAH.

Bemusx pe3opOHpaHH IIpes KoxKara, JOKATHATE KOPTHKOCTEPOHH IIPEMMBABAT IO
bapMaKOKEHETHYHH OHTHIA NONO00HH Ha Te3H Ha CHCTEMHO IPHIAraHHTE KOPTHKOCTEPOH IH.
KoprakocreponanTe ce CBEP3BAT ¢ NIa3MEHUTE IPOTEHHH B PasiuyHa CTETICH.
Kopruxocrepounute ce MeTaOONA3KUPAT TIIABHO B WEpHHA Apo0 M CNEA TOBA Ce EKCKPETHPAT Hpe3
OxOpenure.

5.3. [IpeakanBuaHA JAHHH 32 0£30NaCHOCT
Bax 4.6.

6. ®apManeBTHYHH TaHHH

6.1. CnachbK Ha MMOMOINHHTE BEMIECTBA H TCXHHTE KOJIHIECTBA

BETNOVATE - C mas:

Konwuecreo B
TToMONIHO BEHIECTRO \ % wiw
liquid paraffin 10.00
white soft paraffin Ho 100.00

0.2. OI3HUKO-XHMHIYHH HechBMeCTHMOCTH

Hsama ormicann.
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6.3. Cpox Ha rogHoCT

3 roguHH.

6.4. Crenyajinu ycJI0BHS 32 ChbXpPaHeHHe

BETNOVATE - C maz3:
Ja ce cpxpangBa mpd Temieparypa mox 30°C.

6.5. anHH 33 oaKOBKATA

Mexn TyOH OT anyMusuii ¢ BRTPENIHO JIAKOBO IIOKPHTHE HA OCHOBA OT eMOKCH/IHA CMOTIa H
TBHPJA Kanayka OT HOIHIIPOHIIEH.
6.6. Ilpenopsxu npu yoorpeda

Hsama onlcanm.

7. ¥ime 1 appec HA NPATERATENS HA pa3pelieNHeTo 3a ynorpeba

. Glaxo Group Ltd.
Greenford road
Greenford, Middlesex UB6 0NN
United Kingdom

8. Permcrpanuoned Ne B peructipa no 4. 28 3JIAXM
Betnovate C ointment - Ne 20020446

9. Jlara Ha 'bPBO pa3peliaBaHe 3a ynorpeda Ha JeKapCcTBeHUsSt HPOAYKT

B bearapas: 25.11.1991 r.

10.J{aTa Ha (wacTHYHA) aKTyaJAH3ANAT HA TEKCTa

H3ganme Ne 8
Jara: 15.12.2003




