KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA
MUHUCTERPCTBO HA 3APABECIASBARETO

1. T‘pr‘OBCKO HME€ HA JCKADPCTBECHHUA NPOAYKT

Tpunoxenne Kol i
BETNOVAIEC _ paspewennesaynorpebate M€ Qp| 0L AL

BETNOVATE C ceappixa 0,1 % w/w betamethasone valerate-s-xomOmaamasa ¢ clioqul“nol 3%
wiw.

2. KoapuecTBeH M KAYeCTBEH CLCTAB S Ve 4 2, o o5 a5

3. JlekapcrBena hopMa

Kpem
4, KnHHUYBHE JaHHH

4.1. IToxazauua

BETNOVATE C e nokazas 3a neyeHHe Ha ClieAHUTE 3aD0NABaHKA NpH HalHIHe WIH PHCK OT
BTOpHYHY OaKTepHaIHE W/HIH FEOUYHE HHEGEKIWH, IPHYHHEHH OT HAaTOreHHH MHKPOOPTaHH3MH,
QyBCTBUTENHH Ha KIIMOKBHHOIL:

e Exzema, BIIIFOUUTEIHO aTOINYHA, IOBCHIIHA ¥ eczema nummulare;

Prurigo nodularis;

Psoriasis, ¢ M3KIIOYEHHE Ha reHepann3npaH psoriasis placata;
Hespoznepmarosu, Bumognrendo lichen simplex u lichen planus;
Dermatitis seborrhoica;

KonTakTHH ZepMaTo3Hy;

Peaxknpy Ha IOBHINEHO JpasHeHe, Ha MACTOTO Ha yXalBaHe OT HaCEKOMH;
Miliaria rubra;

Intertrigo analis i genitalis;

Qtitis externa.

4.2, lozupoBKAa U HAYHA HE NPHI0KENHe

Tpa6Ba 1a ce MPHIOKE MAIKO KOMTIECTBO OT MPOAYKTA BBPXY 3aCETHATHS YIaCTBK Ha
KOXaTa, IBA MK TPH IIETH JHEBHO, KO ITOCTUTaHe Ha HopoOpenue. Cliel ToBa MOXKeE Ja ¢
HOAABPKA KOHTPOI HA CHCTOAHMETO NPH STHOKPATHO MPHIIOXKEHHAE THEBHO, HIIK NO-PAAKO.

BETNOVATE C xpeM ce H310J3Ba NPSAUMHEO IIPH BIAKHHE Hi¥ MOKPEIIH €K3EMaTO3HE
nezun. BETNOVATE C Ma3 ce npunara Bpxy CyXH, IMXCHUQHIHEPaHH HIH HOKPHTH CBC
CKBAMH IOBBPXHOCTH, KaTO MOKA3aHKATA 33 IPAIOKEHHE Ha ONIPEeASTeH MPEenapaT MOXe Ja ce
pasnuyaBaT NP OTACIHHTE NAIHEHTH.

Ipu mO-pe3ACTeHTHH JIE3HH, Kato 3anedeneHyre MIaky 0 JIAKTHTE B KOJICHeTe NIPH
psoriasis, edexra Ha BETNOVATE C Moxke FOITBIHHTEIHO KA Ce NOBKIIH YpPe3 HaNaraHe Ha
OXJIY3HBHA IIPEBPE3Ka C NONHETHIICH BEPXY 3acerHaTHs y4acThK. IIpunokenye Ha IpeBph3KaTa
JIO €J{HA HOII Ce H3IION3Ba 34 HOCTHTaHe Ha KOHTPOJI BEPXY CECTOSHHETO, CISH TOBA ICYCHHETO
MO2Ke Ia IPOABIDKH Upe3 peOBHO HPHIIOKEHHEe Ha IPOAyKTa 03 oKITysHA.

4.3. YiporuBonoka3aHast

BETNOVATE C e npoTHBOIIOKa3aH IIPH:
e Rosacea;

¢ Acne vulgaris;

o Ilepuopanen nepMaTaT,
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o Tlepuananen uiu reHUTAREH IPYPHTYC,
o ITepBuynu supycHE HHGEKIHA Ha KoxkaTa (Hamp. herpes simplex u varicella);
e  CBpBXYYBCTBUTEIHOCT KbM HSKOS OT CECTABKATE Ha IPOXYKTa M HOK,

BETNOVATE-C ne e moxasa# 3a Je4cHEe Ha IBPBUYHO HH()EKTHPAHA KOJKHH JIC3HH, B
pE3yNTAT Ha HHbeKnud OF Ie01 Uik GakTepyy, WEPBUYHHA NI BTOPHYHE HHGbEKIUH, IpHIHHEHH
OT JIMIIEX, CHUI0 TAKa HA JEPMATO3H IIPH Jielia 1o e{Ha TO/IHHA, BKIIOYHTENHO JEPMaTHT H
KOJXHH OOPHBH, NpHYMHEHH OT TIeICHH.

4.4, Coennanup NpeRynpexieHns 0 CIeIHANHN IPeAnasHH MEPKH 32 yrorpeda

TIpOABIDKHTEHOTO IeUeHre ¢ KOPTHKOCTEPOR M 32 JTOKANHO PUIoXKeH e TpsOBa fa ce
n304rea, ocodeHo npu OedeTa U Hema, mopand BE3MOXKHOCT 34 IMOTHCKAHE Ha BandnOpeunara
DYHKIHS, JOPX IpH IPHIoKEeHAS 063 OKIy3Hs.

Crieq, IpOABDKHATENHO IPHIOKEHHE Ha BHCOKOAKTHBHHE JIOKANHH KOPTHKOCTEPORIH, MOXe
Zia ce YCTaHOBAT aTpodEyHy IPOMEHH OT cTpana Ha KOXKaTa, KaTo Hali-uecTo ¢e OIHCBAT 1o
manero. Tpabea Aa ce UMa IpeIBE] Pa3BUTHE Ha TOAOOHY PeaKIHH TP TePanus Ha Psoriasis,
lupus erythematosus discoides u Texka exsema. B cnygante, koraro BEINOVATE C ce nprnara
IpH Jella HIH BBPXY MHANETO JIeYeHHeTo TpIOBa Aa ce OTPaHKYH, aK0 € BE3MOXHO, 10 HeT IHH,
KaTO 3aCETHATHTE Y9aCTHIH Jla He C& MOKPUBAT ¢ OKIYy3UBHA IPEBPBH3KA.

IIpu npunoxeyre BBPXY Kienaunte TpaOBa /1a ce BHUMAaBa IPOAYKTa Aa He TIONaJHe BEPXY
OTKPHTATA YACT Ha OUHTE, MOPANE BE3MOXKHOCT 38 Pa3sBHTHE HA riayKoMa.

TTpunoxeHreTo Ha JOKATHATE KOPTHKOCTEPOHIH 3a JICUSHHE Ha PSOTIasis MOXe Jia JoBee 10
pasBUTHE Ha HEXEeIaHH PeaKiiiy, KaTo XpoHu(uImpane, pasBiTHE Ha TOICPAKC, HOBHINEH PHCK
OT reHepaln3npaH HycTyJI03eH Psoriasis H pa3sBRTHE HA JOKAJIHA HIIH CHCTEMHA TOKCHYHOCT,
TpUYAHEeHa OT HapyIueHaTa 3amuTHa GyHKud Ha Koxara, [Ipenophusa ce BHEMATEIHO
HaGIoIcHNE Ha HalHeHTa OpH IPHIOXeHHe IpH psoriasis.

IIpu mepcucTHpane HA AHGEKIEITA ce IPEOoPEYBa CUCTEMHEO ZHTHMHKPOOHO JICYECHHE.
Bcsxo reEepanusupane Ha HHOEKIHATA H3UCKBa CIHPaHe NPHIOKECHUETO Ha JIOKATHHTE
KOPTUKOCTEPOHUIH.

IMoBHmeHata TeMIEpaTypa B BIAXHOCT IIPH OKITY3HBHHTE NPEBPE3KH, YICCHABAT
unfpexTrpaneTo Ha ne3uute oT bakrepun. Koxara TpabBa Aa ce NOYHCTEA IPEIH HAllaraHe Ha
HOBa IPeBPB3Ka.

BETNOVATE C moxe Aa npoMeHH [IBeTa Ha K0XKara, KocaTa Wik apexure. Ilpemopryea ce
TIOCTABSHE Ha IIPEBPB3KA HA MICTOTO Ha MPHIIOXKEHIHE.

Jla He ce pasperaar IPONYKTH, ChABPIKAIMH aHTHMUKPOOHH BEIHECTBA.

TeopeTHdHo ce IpejIIoNara pucK 3a pa3BHTHE HA HEBPOTOKCHYHOCT PH JIOKAITHO
npriioxKeHue Ha clioquinol, ocoberno xoraro BETNOVATE C ce ipunara npogeKUTeHO Bpeme
A KOTaTo CE H3MON3Ba OKITy3HBHA IIPEBPB3KA.

4.5. JlexapcTBeHd i ApYri B3auModeiicTBHA

Hanva onrcans.

4.6. bpemMeHHOCT H KbPMEHe

JlokanHOTO NPHIOKEHHE HA KOPTHKOCTEPOXTH K GpeMEHHH JKHBOTHH MOXKE 1a JOBEAE JI0
pasBUTHE Ha (eTamay agoManuu. He e ycTaHOBEH2 BPB3KaTa Ha Te3H IPOSIBH ¢ nipreMa Ha
TIPOMYKTa IpK YoBeKa. BrIpeKky ToBa, He ce IIPEHopbYBa HHTCH3UBHO npmomeﬁné;%?‘ 1;1p
(T.€. 32 IPOABIKHTENEH IEPHOK OT BPEME HIIH BHB BHCOKH JO3H) 11O BpEM?/ i

eMEHHdOI‘:-

4.7. EdexTH BLPXy cHoco0HOCTTA 32 I0odUpaHe H padoTa ¢ MAHIHHY|.



He ce ovaxsa pa3BuTHE Ha NOJOOHN HEXEHAHH PEaKIMH, CIIef] IPMIOKEHUe Ha
BETNOVATE-C.

4.8. He:xxenann JieKapCTBEeHH PeaKIHN

Hexenanure neKapcTREHH Peakiliy ca MPeCTaBeHH B 3aBUCHMOCT OF OpTaHHATA IpyIla
YecToTaTa. BIOA3BAHUTE KATEIrOPHH B 3aBICHMOCT OT UeCTOTara ca: MHoro uects (21/10), vectn
(#1/100 u <1/10), me vectu (=1/1000 u <1/100), peaxa (=1/10000 u <1/1000) 1 MEOrO pefKa
(<1/10000) BKIZOYHTENHO H3OMUpPaHH cHOOImEeHMst. MHOTO YECTHTE, YECTHTE H HE YECTHTE
HEXeJlaHH JISKApCTBEHT PeaKiuy ¢a olpefellcHn 00MKHOBEHO OT JaHHH OT KIMHHYHH
npoyysanus. CTOHHOCTHTE, HOIyYeHH OT KIHHAYHK NPOYIBaHAs MpH M1anebo0 | IpH
CpaBHHTEJHHUTE TPYIH He ca B3eMaHH IToJ] BHHMaHEe IIPH ONpeNeriaHe Ha 9eCT0oTaTa Ha
HeXelaHuTe HEKApPCTBEHH PEaKilis, Thi KaTo B JIOBEYETO CJEyday Te ¢a CPAaBHHMH C Te3H IIpH
rpyliata Ha aKTHBHO TedeHne. PeikiTe H MHOTO PEIKHUTE HEXCNAHH PeaKi(ui OOMKHOBEHO ca
ONpeeNsHY OT CIIOHTaHHHA JaHHH.

Hapyuenysi Ha HMYHHATa cHCTeMa
Msuoro peaxn:  CBpBXYYBCTBHTEIHOCT.

Ilpx nposBE Ha CBPEXIYBCTBHATEIHOCT, IPWIOKEHHETO Ha poAyKTa TpsbBa fa crpe.

Hapymerast Ha eHIOKPHHHATA cHCTeMAa
Msuoro penxu:  IIposBH Ha XHIEPKOPTH3ONH3EM.

KaxTo npy ApyTHTE JIOKATHH KOPTHKOCTEPOHIH, NPOABIKHTEIHOTO IPHAOXKEHHE Ha BHCOKH
JI03H HJTH BHPXY OOHIMPHH YIaCTBIfH OT KOKaTa, MOXKe Jia JOBEJe IO CHCTEMHA pe3opbuus,
JIOCTAaTHYHA 34 OTHCKAaHe Ha XAMoTanaMo-Xunodu3apao-Han0s0pednaTa 0C B KIHHNIHH IIPOIBH
Ha xunepkopTH30iu3bM. Hali-gecto Tesu edpekTn ce omucnar npu 6ebeTa M Jela Bl IPH
H3II0JI3BaHE HA OKIIY3HBHA IpeBph3ka. [leneHnte npu GebeTa Moxe Ja MMaT ePeKT Ha OKITY3HBHA
IpeBPE3KA.

BackynapHn HapyHmieHHst
Mnyoro penxn:  Jlunatanus Ha HORBPXHOCTHUTE KPBBOHOCHH CHIOBE.

HPO,I['BJDKHTBJIHO H MHTEH3UBHO NIeYeHHe ¢ BHCOKOAKTHBHH KOPTHKOCTCPOHIHH NIPOAYKTH
Moxxe ma rpeH3BHKA Juliatal¥d Ha HOBEPXHOCTHHTE KPPBOHOCHH ChIOBC, oco0exo KoraTo ce
H3II0JI3BAT OKHY3HBHE IIPCBPB3KH HIIH KOTAaTO €A 3aCCrHaTH KON I'bHKH.

HapymeHHs Ha K0KATa H NONKOKHATE THKAHM

Yecrn: JlokayiHo X0XXHO IapeHe U csphex.

Mmuoro pepky:  MzThHsBaHe Ha KOXKAaTa, CTPHM, MATMEHTAITAOHHY W3MEHEHHKST,
XAOEPTPHX03a, aJISPTHYCH KOHTAKTEH AEPMAaTHT, IIyCTYI03eH ICOPHA3HC,
M30CTPAHE Ha CHMITTOMITE.

IpomBIDKHTENHOTO B HHTEH3UBHO NEYCHHE ¢ BHCOKOAKTHBHE KOPTHKOCTEPOHAHM HPOAYKTH
MOJKE [la IpeAn3BHKa JIOKANHE aTpodWTHH H3MEHEHNA Ha KOXKaTa KaTo U3ThHsBaHe W CTPUH,
0coBeHO MpH U3MOI3BaHE Ha OKIY3UBHH IIPEBPH3KH HITH IPH PHIOKEHAE BHPXY KOXHE I'bHKH.

B MHOTO pefK¥ CHyYaH, NIeIeHHETO Ha PSOriasis ¢ KOPTHKOCTEpOrAH (MILCHeR-CIHpaHe Ha
TepanuaTa) MOKe Jia NPENU3BHKa PasBUTHE Ha MycTyao3Ha opMa Ha 336011\%%&70 )\
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4.9. IIpenozupane



Manko BepOSTHO ¢ Ha HACTBIIH OCTPO Nipemosupane. Bee ITak B ciaydali Ha XpOHUYHO
IPEAO3HpABe WIH HeIIpapuiiea yroTpeda MoXe 2 ce YCTaHOBSAT CHMITTOMIH Ha
XHIEPKOPTH30IHM3EM. B Te3u cilydan ¢e Hpenopsaea HOCTeNeHHO CIUpaHe Ha PHIOKCHAETO Ha
JIOKAIHE KOPTHKOCTEPOUM YIOK JieKapCKH KOHTPOJI IIOPaAH PHCK 0T Haabs0peyHa
HEJOCTATHYHOCT.

5. ®dapMakoJOrH4HH JAaHHH

ATC xom: DOTBCO1

5.1. @apMakoguBEAMHYHN CBOHCTEA

Betamethasone valerate € akTHReH KOPTHKOCTEPOH, C JIOKAIHO MPOTHBOBB3NAIHTEHO
JielicTBHE.
Clioquinol e anTrHndeKnHEO3eH areHT ¢ aHTHCAKTepHaNHO H aHTHIEONIHO NeHCTBIeE.

5.2. ®apmMakoOKHHETHYHH CBOICTBA

CrenenTa Ha pe3opOnHsa Ha JIOKATHUS KOPTHKOCTEPOM/ IIPe3 KOJKATA Ce OIpeAens OT MHOTO
daxTopH BKI. BEXUKYIyMa, USIOCTTA Ha eIMAepMalHaTa bapaepa ¥ 0T yIoTpedara Ha OKIy3HBHH
TPEeBPE3KH.

JloxanuuTe KOPTHKOCTEPOUR MOTAT Ja ce pe3opOHpaT OT HOPMAIIHATA HATAKTHA KOXKa.

BE3nauTeAHAAT | Apyry OOJeCTEM IEPONECH Ha KOJKaTa HOBHINABAT pe30pOiusaTa npe3
koxata. QOKNY3UBHUTE [peBPH3KH 3HAYKWTENHO IOBHIIABAT Pe30pONMATa Ha TOKANHHTE
KOPTHKOCTEPOHAH.

Bemmsx pesopbupany rpe3 Koxarta, HOKaIHUTE KOPTUKOCTEPOHIH HPEeMHHABAT IO
dhapMaKOKMHETHYHH THTAINA TTONOOHH Ha Te3H Ha CHCTEMHO IPHAATaBNTE KOPTHKOCTEPOHIH.
KopTHKOCTEPOHIUTE Ce CBBP3BAT C IUIA3MEHHTE IPOTEHHH B PA3IHYHA CTEICH. ~
KoprakocTeponaHTe ¢ MeTa00IM3HpaT FABHO B YepHHS Jpo0 H CIEX T0BA C¢ €KCKPETHPAT IIpe3
0x0penuTe.

5.3. Ilpexxanumany JaHHY 32 0e301aCHOCT

Brx 4.6.

6. dapManeBTHIHH JAHHH

6.1. Concesk Ea DOMONMHHATE BEIECTBA M TEXHHTE KOJHYECTRA

TIoMomHO BEIECTBO Komectmq
B % wiw

chlorocresol 0.10
cetomacrogol 1000 1.80
cetostearyl alcohol 7.20
white soft paraffin 15.00
liquid paraffin 6.00
sodium dihydrogen phosphate dihydrate 0.30
phosphoric acid 10% w/v or

sodium hydroxide 4% w/v Jo pH 4.8
purified water Lo 100.00

6.2. DuzHKo-XHMHAYHH HECHBMECTHMOCTH

Hsnva onmcan.
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6.3. Cpox Ha rogHocT

3 TONNHH.

6.4. Cnennanpy ycJI0BHSsI 32 CHXPaHeHIE

BETNOVATE C kpem:
Ja ce coxpausipa pu Temuepatypa noz 25°C.

6.5. lanaAa 3a omaxkoBKaTa
Mekn TyOH OT anyMuHEi ¢ BETPEIIEO JJAKOBO ITIOKPHTHE HA OCHOBA OT €MOKCHAHA CMOJIA H
TBBPAA Kalladka OT MONUIIPONMICH.

6.6. Ilpenophru npu ynotpeda

Hama onvcanm.

7. MMe H aJpec Ha NPHUTEKATENSA Ha paspeHIeHHeTo 3a ynorpeda

Glaxo Group Ltd.
Greenford road
Greenford, Middiesex UB6 ONN
United Kingdom
8. Perucrpanmmonen Ne B perucrspa mo 4. 28 3JJAXM
Betnovate C cream - Ne 20020445
9. JlaTta Ha nLPBO pa3pemaBane 3a ynorpeda Ha JIEKAPCTBEHHN HPOAYKT

B bearapus: 25.11.1991 .

10. KaTa pa (yacTHYHA) AKTYATH3ANEA HA TEKCTA

Wsnanme Ne §
Jlaza: 15.12.2003 s




