KPATKA XAPAKTEPUCTHKA HA IPOOYKTA

1. THProBCKo HMe HA JeKAPCTBEHMs NPOAYKT MAHUCTEPCTBO HA 3[IPABEORASBAKETO
BETNOVATE MPBAOXEH#S KoM
: paspewennesaynotpebale b A 0301 11.ps
2. KonndecTBeH U KaYeCTBEH CHCTAB
CTT 40,02, 05
BETNOVATE ceaspxa 0,1% w/w betamethasone valerate. .

3. JlexapcTiena ¢opma
Mas

4, KauHH9IHMA JanHH
4.1. Ioxazamms

BETNOVATE e noka3saH 3a ie4eHHE Ha:

Ex3eMa, BKIIOYHTENHO aTONHYHA, IOBCHIIHA H eczema numimulare.

Prurigo nodularis.

Psoriasis, ¢ u3KmoueHne Ha TeHepalH3Hpal psoriasis placata.

Hespogepmarosw, sxmouantenso lichen simplex u lichen planus.

Dermatitis seborrhoica.

KonTaxTHa NepMarosm.

Lupus erythematosus discoides.

TIpmnara ce KpM CHCTEMHATA TCPAIlHsd OT KOPTHKOCTEPOMAH IIPH TeHepanu3ipana
EpUTPOASPMUL.

PeaxiiAy Ha MOBHIICHO Jpa3HeHe, Ha MACTOTO Ha YXallBAaHE OT HACEKOMH.

Miliaria rubra.

4.2. No3nrpoBKka 1 HAYHH HA NPHJIOKEHHe

TpaOB2a fa Ce MPANOKE MATIKO KOJIYECTBO OT MPOAYKTa BEPXY 3aCEeTHATHS Y9acThK Ha
KOXara, IBa WIA TPH THTH JHEBHO, JIO IIOCTHraHe Ha nofo0penue. Clief ToBa MOXe Ja ce
MOANEPIKa KORTPOX Ha CECTOSHUETO MPH €IHOKPATHO NPUIIOKEHAE AHEBHO, HIH MO-PAAKO.
[Ipu numca Ha nogoOperne cnexn 2-4 ceAMANE MOXKE Ja Ce HAJIOKH MPEOICHKA Ha
THATHO3aTA.

BETNOVATE ma3 ce mpuiara BepXy CyXH, THXeHH(GUIMPaHH BIIH IIOKPHTH ChC CKBAMH
MOBBPXHOCTH, KATO TIOKA3aHUATA 33 NPHAJIOIKEHHe Ha ONPENEIeH NPOAYKT MOXKe Ja ce
pazmuapar npy orennure nanuerTH. BETNOVATE kpeM ce H3moi3Ba NpeuMHO IpH
BIIAKHE MM MOKPEINH €X3eMATO3HH JIC3HH.

IIpu Mo-pe3uCTEHTHHE JIE3HH, KaT0 3a1e0eieEnTe MIAKH 110 JAKTHTE U KOJeHeTe PR
psoriasis, ebekrrEOcTTa Ha BETNOVATE MOXe JOUBIHUTENHO A2 CE MOBUIIH Ipe3 HanaraHe.
Ha OKITY3HBHA HPEBpE3Ka ¢ HOJHETHIICH BEPXY 3acerHarus y3acTeK. [Ipunoxense na
IpeBpb3KaTa 40 eHa HOWI ce IPHJIara 3a IOCTHTaHe Ha KOHTPON BEPXY ChCTOSHHETO, Cliell TOBA
TEYCHUETO MOXKE I MPONBIDKH Upe3 PEAOBHO NPIIIOKEeHHE Ha IIPOAYKTA 0€3 OKITy3HA.

4.3. IlporuBonoxazanus

BETNOVATE e npoTHBOIIOKA3aH IIPH:
o Rosacea.
e  Acne vulgaris.




Ilepuopanen nepMaTuT.

Ilepraganen B reHUTaICH HPYPUTYC.

ITsperYRA BEpYCHH HHbEKIHH Ba koxaTa (Hanp. herpes simplex u varicella).
CBpBX4yBCTBETEHHOCT KBM HIKOS OT CBCTAaBKHTE Ha NPOAYKTa.

BETNOVATE =e ¢ roxasaH 3a jieyeHue Ha IHPBUYHO HHQEKTHPaHH KOXKHH JIE3HH, B PE3yITaT
pa uHdeKTrH 0T IE0H Wwin 0aKTepyy, CHIIO Taxa Ha AepMaTo3y IpH JeNna IO efHa ToAHHa,
BKIIOYATENHO ASPMATHT H KOXHHE OODHBH, IPUIHHECHY OT NEJICHH.

4.4, Crenuaauan npeaynpe;XacHAsA ¥ CHelHATHE NPEINazH MEPKH 32 yrnoTpeda

IIpOABIDKUTENHOTO ICUEHHE ¢ KOPTUKOCTEPOHM 32 JIOKAHO TIPAIOXKEHHe TpaGBa 1a ce
u36ar8a, ocobeno npu 6ebera 1 Kena, Hopagy BE3MOXKHOCT 33 IIOTHCKaHe Ha Handk0pevnaTa
$yHKIAS, TOPH Ipy NPUIIoKeHHe 63 OKIIy3H.

ITpu nHGexTHpaHe Ha BH3NATUTEIIHH Je3UH TpOBa ja ce HA3HAYH IIOJXOIAINO
aHTHMAKPOOHO neyenne. Besko reHepamsupaHe Ha HHQEKOUATA H3UCKBA CIHpaHe
TIPANIOXEHNETO Ha JOKaIHATe KOPTHKOCTEPOUH B Ha3HAU4BaHE Ha CHCTEMHA aBTHMUKpOOHa
TEpanHs.

ITopKuIeHaTa TEMITEPATYPa ¥ BIAKHOCT NPH OKIy3HMBHHTE IPEBPE3KH, YIICCHABAT
uH(beKTHpaHeTo Ha Je3uuTe o1 OakTepnu. Koxara Tpabpa fa ce IOYKCTEA TIPeH HaNaraHe Ha
HOBa IPeBpE3Ka.

Criesl IPOABIDKHTENHO MPIIIOKEHHe Ha BHCOKOAKTHBHY JIOKAIHH KOPTHKOCTEPOHTH, MOMe
Jia Ce YCTaHOBSAT aTpoGHIHE NPOMEHH 0T CTpaHa Ha KOXara, KaTo Hali-4ecTo ce OXHCBAT JO
naneTo. TpsbRa Aa ce ¥Ma IpeBH] PasBUTHE HA IIOXOOHA PeakIUK IIpH Tepanus Ha pSoriasis,
lupus erythematosus discoides H Texka ex3eMa.

B cnygaute, korato BETNOVATE ce npunara IIpd A€lia BJIH BPXY JIMIETO JEYCHHETO
Tps0Ba fa ce OrpaHHkH, aKo € BE3MOXKHO, /IO IIeT AHH, KATO 3aCerHaATHTE YIacTHIM fia He ce
MOKPHBAT C OKJIY3HBHA IPEBPE3KA.

Ilpu npunoxeHne BHPXY KienaguTte TpaOBa Ja ce BHMMaBa IPOMYKTHT Aa HC HOIaHe
BEPXY OTKpHTATA YacT HA OMKTE, IOPaiH BR3MOKHOCT 32 PAa3BHTHE Ha IIayKoMa.

IIpunoxeHneTo Ha TOKATHUTE KOPTEKOCTEPOHIM 3a JIeyeH e Ha PSOriasis MOXe JIa JOBee
[0 Pa3sBHTHE Ha HEXEJIAHK PEaKUHH, KaTo XpOHH(HIHPAHEe, pasBHTHE Ha TONCPAHC, TOBHIICH
PHECK OT IeHepaln3upaH MycTyI03€H Psoriasis H Pa3BHTHE Ha IOKATHA HIIH CHCTEMHA
TOKCHYHOCT, IPAAAHEHA 0T HapylneHaTa 3aimuTHa GyHKIws Ha xoxarta. [Ipenoprysa ce
BHMMATERHO HaOMOAEHHE HA TAUUEHTa IPY NPHIIOKCHHAE IIPH pSoriasis.

4.5. JlexapcTBenn ¥ APYFH B3aUMOeHCTBHA

Hsmva omeicany.

4.6. BpeMeHHOCT H KbpMeHe

JloKanHOTo IPHOKEHHE Ha KOPTHKOCTEPOHIH NIPH OpeMeHHH XKHUBOTHH, MOXKE X2 JIOBENE
JI0 pasBuTHE Ha (peranHu anoMamuy. He e ycTaHOBeHA BPB3KaTa Ha Te3H HPOSBH €
TPAIOKSHHETO Ha TSKApCTBEHUSA [IPOAYKT IIPH JoBeKa. BBIIpeKH ToBa, He C¢ npenophuBa
HAHTEH3HBHO [IPUIIOYKEHHe Ha IIPOAYKTa (T.€. 32 POABIDKHTEICH IepHO) OT BpeMe WM BbB
BHCOKH JIO3M) 110 BpeMe Ha OpeMEHHOCT.

4.7. Edexrn BHpPXy criocoGHOCTTA 32 Modupane 1 padora ¢ MAMIAHI

Hama ycTaHoBeHH.



4.8. Hexxeranu JeKAPCTBEHH PeakH

HesxenanuTte IeKapCTBEHH PEAKLIMH ¢a OPEACTABeHH B 3aBHCHMOCT OT OPraHHATA Ipyna 1
YecToTaTa. I3NON3BAHKTE KATErOPHHE B 3aBHCHMOCT OT YECTOTaTa ca: MHOro decTH (=1/10),
vects (=1/100 u <1/10), He wectu (=1/1000 1 <1/100), peaxu (=1/10000 u <1/1000) 1 MHOTO
penxu (<1/10000) BKIFOYMTENHO H30MpPaHH CHOOIEHHI. MBOIo JecTHTe, YECTHTE H HE UCCTHTC
HEXENaHH JIEKAPCTBEHH PeaKiliH ca onpeieicHy O0MKHOBEHO OT JAHHHU OT KIHHHYHH
npoyusaursa. CTOMHOCTHTE, IIONyIeHH 0T KNMHAYHHA IPOYYBaHHUs TIpH Iane60 ¥ IpH
CpaBHUTEIHHTE IPYNH He ca B3eMaHH I10J] BHUMaHHE [P ONpeZieNaHe Ha 4ecToTara Ha
HEKeIaHHTE NeKapCTBEHN PEaKIEy, Thit KATO B IOBEYETO CIyJYaH Te Ca CPABHHMHE C Te3U IpH
rpyliaTa Ha aKTHBHO JeyeHHe. Pekure K MHOro PeAKHATE HEXeENaHH Peakiii OOHKHOBEHO ¢a
OlIpeliesisiiy OT CIIOHTaHHH JIaHHU.

Hapymenmns Ha HMYHHATA CHCTEMa
Msuoro peaxn:  CBpBXYYBCTBHTENHOCT.

IIpH IposBH Ha CBPEXTIYBCTBHTENHOCT, IPAIOKEHAETO Ha NPOIyKTa TpsAOBa HesalaBHO Aa
cnpe.

Hapyniennst Ha eHJOKPHHHATA cucTeMa
Muoro pemar:  [Iposasyd Ha XHNepKOPTH3OIAIBM.

KaxTo mpy APYTATE HOKANHH KOPTHKOCTEPOMIH, IPOALIDKUTETHOTO IIPHIIOKCHHE HA
BHCOKH JO3H WM BEPXy OOMIMPHH yJacTBIH OT KOXKaTa, MOXKE Ja IOBEJe N0 CHCTeMHa
pe3opbIHs, OCTATHYHA 33 IIOTHCKAHe Ha XHTIOTANaMOo-XHIo(H3apHo-Haa0s0peaHara oc i
KIMHIIHH IIPOSBH Ha XHIEepKopTHzonu3bM. Haii-gecto Tesu edextr ce omucpar IpH 6ebera u
Ziena MITH IPH U3II0NI3Bate Ha OKiIy3kBHA NpeBph3Ka. [leneauTe npu Gebeta Moxe Aa UMar
etexT Ha OKIy3UBHA IIPEBPH3KA.

BackynapHu HapyHeRds
Muoro pepxi:  JpnaTanys Ha NOBLPXHOCTHHTE KPHBOHOCHH CHIOBE.

HPOIL'BH}KI/ITG.T[FIO H BHHTEH3HBHO JICGCHHE ¢ BHCOKOAKTHBHHE KOPTHKOCTEPOHIHA INPOAYKTH
MOKE [a UpeH3BHKa JMAATALN Ha IIOBEPXHOCTHHTE KPBBOHOCHH CHAOBC, ocoDeHo KoraTo ce
H3MON3BaT OKIIY3HWBHE NPCBPE3KH HIIM KOT4TO Ca 3aCerHaThH KOXHH I'bHKH.

HapymeHus 0T cTpaHa Ha K0XaTa H HOAKOXANTE THRAHH

Yecta: JIokamHo KOKHO MapeHe ¥ CHpOeK.

Mmuoro penxu:  M3rpHABaNe Ha KOXAaTa, CIPHH, MTMEHTA(MOHHY H3MCHEHU,
XMIEPTPHX03a, AllepriIdeH KOHTAaKTeH JEPMaTHT, IIyCTY/IO3€H COPHa3HC,
H30CTPSHE HA CHMIITOMMTE,

TTpoAEsMKHTENHOTO ¥ HHTEH3HMEBHO JICUEHUE C BUCOKOAKTHBHY KOPTUKOCTEPOHAHH
TIPOIYKTH MOJKe Zia IPeTU3BAKa JJOKaNHY aTpOdHIHE H3MECHEHM Ha KOXaTa KaTo H3THHABAHE K
CTpHH, 0c06GEHO NPH H3N0I3BAHE Ha OKITY3HBHH IPEBPE3KH MM IIPH IPHIIOKESHHE BEPXY KOXKHE
TBHKH.

B MHOTO peKH CIydaH, IeYeHHEeTO Ha PSOriasis ¢ KOPTHKOCTEPOHIH (MK Clie]| CIIMpaHe Ha
TepanEsTa) MOXe 1a NpeJ3BHKa pasBUTHE Ha IyCTyno3Ha dopma Ha aHem}\;;\\
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4.9. Ilpeposupaue

Manxo BEpoSTHO € a2 HaCTHIH OCTPO Ipezosrpane. Bee mak B ciryuaii Ha XpOHMYHO
[peZ{o3hpaHe KK HeHpaBHiHA YII0Tpeba MOXKe 1a ce yCTaHOBAT CHMIITOMHM Ha
XMIEePKOPTH3ONH3BM. B Te3H clydan ce MpenophuBa HOCTENEHHO CIHpaHe Ha IPUIIOKEHHETO Ha
JIOKaJIHH KOPTAKOCTEPOHAH IO JIEKapCKH KORTPOI IOpaiy pHcK oT HanOsOpedHa
HEJFOCTATHYHOCT.

5. ®@apMarkoNOrHYHH JAHHU
ATC xon: DO7AC0O1

5.1. ®apMaKoAHEHAMKMHE CBOHCTBA

Betamethasone valerate e akTHBeH KOPTHKOCTEPOU] C JIOKATHO NPOTHBOBA3IIATHTEIHO
HelicTBHE.

5.2. ®apMaKoKHHETHYHH CBOHCTBA

CrenenTa Ha pe30pOnus Ha JIOKAIHKUA KOPTHKOCTEPOU] IIPE3 KOKATA CE ONPENIEILA OT MHOTO
¢$aKTOpH BKJL. BEXHKYIIyMa, II€I0CTTa Ha eNnAepMansara Gaprepa | oT ynorpebara Ha
OKIIy3HBHH MPEBPEH3KH.

JIokalHHUTEe KOPTHKOCTEPOUAM MOTAT [ ¢e pe30op0Hpar 0T HOPMAlHATA HHTaKTHa KOXAa.

BE3IanuTeAHAAT B Apyry GOECTHH IPONecH Ha KOXKaTa HOBHINABAT pe3opOnuiATa Ipe3
xoxata. OKIy3HBHHTE HPEeBPH3KE 3HAYHTENHO TIOBHIIABAT Pe30pOIHATA Ha JIOKAIHUTE
KOPTHKOCTEPOXIH.

Beaunx pe3opDupaHy npe3 K0XKAaTa, JOKATHETE KOPTHKOCTEPOHAH NPEMHHABAT 1O
(hapMaKOKHHETHIHY ITETHIA TOZKOOHM Ha TE3H HA CHCTEMHO PHIAraHUTE KOPTUKOCTEPORIH.
KopTuKOCTeporIiTe ce CBEP3BAT C INA3MEHHTE IPOTEHHH B PA3IHIHa CTEHCH.
KopirKrocTepoHiaTe e MeTabOIH3MpAT IIaBHO B 9epHHS P00 U CIeH TOBA C& eKCKPETHPAT
nipe3 OpOpenuTe.

5.3. IpexxNHHRTIBHE AAHHHA 32 0€30HacHOCT

Bk, 4.6.

6. ®apmaneBTHYHH AAHHH

6.1. Cuerk H2 NOMOIIEHMTE BEMECTBA H TEXHATE KOJHY¢CTEA

Tlomomuo BemecTBoO B ‘ KO:FIH'-IECTBD IB
] % wiw

liquid paraffin 1.00

white soft paraffin Mo 100.00

6.2. PE3NKO-XHMIYIHH HeChBMECTHMOCTH

Hsmva onmcanH.

6.3. Cpox na rogHocTt -

Mas - 3 ropunuL. GRERRET
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6.4. CnenpaJing ycloBHA 3a chXpa¥ieHue

Ila ce cpxpanspa npd TeMueparypa nox 30°C.

6.5. lanHHA 33 OMAKOBKATA

Meku TyOH OT amyMIHEI ¢ BRTPENIHO JIAKOBO IIOKPUTHE HAa OCHOBA OT EMOKCHIHA CMOJIA 1
TBBPAA Kanadka 0T NOJHIIPOIUICH.
6.6. Ilpenopbku npu ymorpeda

Hsma onHcann.

7. ViMe H agpec Ha DpuTeXATeds Ha pa3pelicHHETO 32 yHoTpeba

Glaxo Group Litd.

Greenford road

Greenford, Middlesex UB6 ONN
United Kingdom

8. Perncrpanuonen Ne B perucrspa no 4. 28 3JIAXM
Betnovate ointment - Ne 20020448

9. Jlara Ha NbPBO pazpeliaBape 32 yIoTpeda Ha AeKAPCTBEHHH MPOTYKT

Hoga 3enammng: 25.11.1963

B brirapus:

Betnovate cream - 1979 r. ¢ mporokon Ne 429
Betnovate ointment - 21.06.1994 r. ¢ mpoTtoxon Ne 528

10. iaTta Ha (MacTAYHA) aKTYAJH3AIHA HA TEKCTA

WUzpasue No 5
JHara: 31.03.2005
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