KPATKA XAPAKTEPACTHWETROWTEAYRATEHUMA NO NEKAPCTBATA

fipunoxeHWe KbM paspelseHine sa ynotpeéa
1. Twnproscio nMe Ha JeKapCTBEeHHSA NPOAYKT

\~ 0 am\m‘m.w
BETNOVATE Me/[aTa na KA Moanuc: .

2. KommyecTseH H Ka4eCcTBEH ChCTAB '2/ 260607 M -

BETNOVATE ceappxa 0,1% w/w betamethasone xaro valerate.

3. Jlexapcreena (opmMa
Mas

4, KiIuHNYHH JTaHHH
4.1. DIMoxazanusn

BETNOVATE e nokasad 3a JIeJeHue Ha:

- EkzeMa, BRIIIOUHTENHO aTONHYHA, IOBEHUNHA U eczema nummulare.

- Prurigo nodularis.

- Psoriasis, ¢ H3KIIOUEHNE Ha MeHepalH3UpaH psoriasis placata.

- Hespogzepmatosn, Bnountento lichen simplex u lichen planus.

- Dermatitis seborrhoica.

- KoHTakTHH AepMaTO3H.

- Lupus erythematosus discoides.

- Tlpunara ce XbM CHCTEMHATA TEPaIisl OT KOPTHKOCTEPORAH IIPH reHepalu3yupana
ePHTPOIECPMEL.

- Peaxnuu Ha OOBHINEHO Jpa3sHeHe, HA MACTOTO Ha yXalBaHe 0T HACEKOMH.

- Miliaria rubra.

4,2, Ho3uporka ¥ HAYAH HA NPHI0KEHNE

TpabBa ga ce MPUAOKH MAJIKO KOMMYECTBO OT MPOAYKTa BEPXY 3aCerHaTHs YIacTEK Ha
KOJKATa, JBa HIIH TP IIETH JHEBHO, IO IIOCTUraHe Ha nonobpenue, Clex ToBa MOXKE JIa ce
HONIBPKA KOHTPOJ Ha CHCTOSHUETO HPH eTHOKPATHO IPHIOKEHHE AHEBHO, HIH HO-PAIKO.
[pu mumnca Ha nwoxo0peHne cier 2-4 CeIMHUITE MOXKE JIa ¢e HAJNIOJKH NPEOIeHKa Ha
JIHATHO3aTa.

BETNOVATE mMa3 ce mpuiara 8spXy CyXH, THXeHUOHIMPaHH MIIH MOKPHTH ChC CKBAMH
MIOBBPXHOCTH, KaTo NIOKA3aHUATA 32 IIPHIIOKEHIE Ha ONpe/ieriel IIPONYKT MOXe Ia ce
pasmiuasat upu otaenante nampenTd. BETNOVATE xpeM ce u3mol3Ba NpeIHMHO IPH
BIIKHH HITH MOKPEIIH €K3€MAaTO3HH JIC3HH.

IIpu O-pe3UCTEHTHH JIE3HH, KaTo 3ane0eseHATe IIaKy IO JAaKTHTE ¥ KONEHeTe IIpH
psoriasis, epuxacrocrra Ha BETNOVATE MoKe DONBIHETENHO fa ce IIOBKIIH Ipe3 Hajlarane
Ha OKITY3HBHA HPEBPB3KA ¢ NIONHETHIICH BBPXY 3aceIHaTHs yIacTEK. [Ipunoxenue Ha
TIpEBPH3KATA IO €Ha HOII ce IIPHara 3a MOCTHraHe Ha KOHTPOIN BEPXY ChCTOAHHETO, CTIE] TOBA
JEYCHHETO MOXKE 4 MPOBIIKH Ype3 PEROBHO IPIIIOKEHHS Ha MPOAYKTa 6¢3 OKITy3Hs.

4.3. TIpoTHBONMOKA3AHMA

BETNOVATE e npoTHBOIIOKa3aH IIPH:
- Rosacea.
- Acne vulgaris.




[NepropaneH AepMaTHT.

[lepraHaneH ¥ TeHUTAJICH IPYPUTYC.

IIspeuaEZ BEpYCHN REdeKUmR Ha koxara (Hanp. herpes simplex i varicella).
CBpPBXYYBCTBHTENHOCT KBM HAKOSA OT CHCTABKUTE Ha IPOIYKTA.

BETNOVATE He ¢ nokasas 3a JeYeHHe Ha XIbpBAYHO HHGhEKTHPaHK KOXKHH JIe3HH, B
pezyiTar Ha HHGEKIHEA OT IS0HYKH MK OaKTepHH, ChIIO Taka Ha AepMaTO3H IIPH Aella o eJHa
TOJMHA, BKIIOUATEIHO JEPMATHT U KOXKHY 00pUBH, IPHIHHEHH OT MelleHH.

4.4, CoenpajHH NpeXyNpeKIeHHs U CICNMAJMHH UPEeAIA3HE MEPKH NpH ynorpedba

[TpoABIDKUTETHOTO ISICHHE ¢ KOPTAKOCTEPONIM 32 JIOKAIHO IPHIOXKeHHe TpAOBa Ja ce
u3bsrea, ocobeno npu Oebera U Aela, TOpaaH BE3MOMKHOCT 3a IIOTUCKaHe Ha HaaOsOpeunaTa
(dyHKUHS, JOPH IIPH IPHIOKEHHE 6e3 OKIy3HAL.

[Mpu urdexrupane Ha BE3NATUTENHH Te3UH Tpa6Ba Ja ce HasHaYH MOIXOIAMII0
aHTHMHKpOOHO nevenne. Besko renepanin3npane Ha BHOESKUMATA H3HCKBA CIIHpaHe
IPHIOKSHHETO Ha JIOKAHUTE KOPTHKOCTEPOUIN H HazHaJaBaHe Ha CUCTEMHA aHTHMHKPOOHa
TEpangsL.

[MopunreHaTa TeMIeparypa H BIAXHOCT IIPH OKIY3UBHUTE IIPEBPH3KH, YIECCHABAT
HH(pEeKTHpaHeTo Ha jesnnte oT OakTepuu. Koxara TpaOBa Ja ce NOYHCTBA IIPeAM HANAraHe Ha
HOBA TIPEBPH3Ka.

Crex TpoABIDKUTEIHO IPHIIOKEHIE Ha BUCOKOAKTHBHH JIOKATHH KOPTHKOCTEPOHIH, MOXKE
Jla ce YCTAHOBST aTpod)u<k MPOMEHH OT CTpaHa Ha KoXKaTa, KaTo Half-9ecTo ce OIMCBAT Mo
mureto. TpabBa oa ce uMa IpeJBUf pa3BATHE Ha MoA00HM peakiny IpH Tepallyd Ha psoriasis,
lupus erythematosus discoides i Texxa exzeMa.

B cayuaure, xorato BETNOVATE ce npunara Ipa Aela UK BEPXY THIETO ICYCHHETO
tpa6Ba Oa ce OrpaHHyH, aKO € BE3MOXKHO, O IIET AHM, KaTO 3aCerHATUTE YUaCThIH 14 He Ce
TIOKPHBAT ¢ OKJIy3HBHA IPEBPE3KA.

ITpu mpunoxeHue BpXy KiIenaunte Tpadpa ja ¢e BHMMaBa IPOAYKTHT Ja He MOIMaaHe
BBPXY OTKPHTATA JacT Ha OMHTE, IIOPafl BE3MOKHOCT 34 PA3BUTHE HA ITIayKoMa,

TIpuIIoKeHHETO Ha JIOKAIHATEe KOPTHKOCTEPONIN 32 JeUeHHe Ha psoriasis Moxe /ia IOBeNe
IO pasBHTHE HA HEXKETAHH PeakIH, KaTo XpoHudHIHpaHe, pa3BUTHAE HA TOJIEPAHC, IOBUIMIEH
PHCK OT reHepaIu3upaH IIyCTYIO3eH psoriasis m pa3BHTHE Ha JIOKAIMHA HIIH CHCTEMHA
TOKCHYHOCT, IPUYMHEHA OT HApYINeHATA 3alHTHA QYHKUHs Ha koxkaTa. [Ipemopsusa ce
BHUMATEHO HaGIIOAeHNe Ha MAlMEHTA IIPH IPUIOKEHHE IPH PSOTiasis.

4.5. JlekapcTBeHH H APYTH B3aMMOACHCTBHSA

HaMa ommucanu.

4.6. BpemMeHHOCT H KbpMeHE

JIokaHOTO MIPHIOKEHHE Ha KOPTHKOCTEPOMIM IPH OPeMEHHHU XUBOTHH, MOKE [1a AOBe/e
JO paseuTHe Ha (eransan aHoManud. He e ycTaHOBeHa BPB3KaTa Ha Te3H MPOSBH ¢
TIPUIOKEHHETO Ha JIEKapCTBEHNA IPONYKT IpH 40Beka. BBIIpeKH TOBa, He ¢e IPenophIBa
HHTEH3UBHO IIPHIIOKEHUE HA IPOXYKTA (T.€. 32 IPOAB/DKUTENEH IEPHOJ OT BPEMS HIIK BEB
BUCOKH JIO3H) X0 BpeMe Ha OpeMeHHOCT.

BezonacrocTra Ha SeTaMeTa30H II0 BpeMe Ha KbpPMEHE He € YCTAHOBEHE,

4.7. EdexTH BLPXY cnocofHoerTa 32 modupade H padoTa ¢ MAIHHA

Hsma ycTaHOBEHH.



4.8. Hexe/IaHH JIEKAPCTBCHA PeaKIHy

HexxenaHuTe IeKapcTBEHM PEaKIMH ca IPeNCTaBeHH B 3aBUCHMOCT OT OpraHHaTa Ipyna
gecroTaTa. M3Mmos3eamnuTe KATETOPHHE B 3aBHCHMOCT OT YECTOTaTa ca: MHOTO gecTH (21/10),
weetd (21/100 u <1/10), mewectn (21/1000 r <1/100), pemu (=1/10 000 1 <1/1000) 1 MHOTO
pexxu (<1/10 000), BIIOUUTENHO H3OIUPaHH choOIIer 1. MHOTO YecTHTE, YECTHTE H
HEUYECTHTE HEXEIAHH JIEKaPCTBEHH PEaKIIuH ca OIIpeelIeH: OOHKHOBEHO OT JaHHHU OT
KIHHHYEY TpoyuBannsg. CTONHOCTHTE, ONYISHH OT KIHHUYHE IPOYIBAHHS IpH Iiauebo 1 mpH
CPAaBHUTEeNNHMTE TPYIIH He ca B3eMany 10/ BHUMaHKe TIpH ONIPeAeiiIHe Ha YeCTOTaTa Ha
HEXeTaHUTE JIEKAPCTREHN PEeaKIIHi, THi KaTO B IIOBEYETO CIIyYaH Te ¢a CPaBHUMH C Te3H IIPH
TPyIaTa Ha aKTHBHO jedenye. PeIKHTe B MHOTO PEIKUTE HEXEIaHH peaklMy 00MKHOBEHO ca
OTIpeIeIAHHM OT CIIOHTAHHY JaHHM.

Hapymennst HA EMYHHATA CHCTEMaA
Mpuoro peaxu: CBpEXUYBCTBHTSIHOCT.

IIpu NpOsIBA Ha CBPBXIYBCTBATEIHOCT, IPHIOKEHHETO Ha IPOLYKTa Tpa0Ba He3abaBHO 1a
cIIpe.

HapynieHns Ha eHXOKPHHHATA CHCTEMa
Miszoro peaku: IlpogBu Ha XUNEPKOPTHIOIUIBM.

KaxTo mpu gpyruTe HOKaJIHU KOPTHKOCTEPORIH, IPOABIDKATEIHOTO MPHIOKEHHE HA
BHCOKH JIO3M MIIH BEPXY OOIIHPHHU y9acThLH OT KOXaTa, MOXe Ja JOBeJe J0 CHCTEMHA
pe30opGUHsL, JOCTATHYHA 3a IIOTHCKaHe HA XHIOTalaMo-Xunodusapao-gandnpeunara oc 1
KIHMHHYIHH IPOABY Ha XunepkoprusonmssM. Haili-uecto Tesn edexTu ce omucsar npy Hebera u
Jiella FTH TIpH M3II0N3BaHe Ha OKIy3uBHA IpeBph3ka. [leneHute npu GedeTa Moxke Ja HMAT
e(eKT Ha OKITy3HBHA IPeBPB3Ka.

Backynapau HapynieHHs
Msoro peaka:  JunaTanys Ha HOBBPXHOCTHHTE KPLBOHOCHH CHIOEE.

HpOI['I:J'DKHTeJ’IHO B HHATSH3IMBHO JIEYCHHE ¢ BUCOKOAKTHBHH KOPTHKOCTEPOUIEH ITPONYKTH
MOJKE J1a [IPSAH3BHKA quilaTalHsI Ha IIOBBPXHOCTHUTS KPEROHOCHH CBI0RBE, ocobeno Koraro ce
H3HON3ZBAT OKIIY3HBHH NPEBPE3KH HIIH KOTATO €a 3aCeTHATH KOXKHH I'bHEMH.

Hapymenus 0T CTpaHA HA KOKATA H NOXKOKANTE ThKAHH

YecTu: JoxanHo KOXKHO napese u cspbex.

Mporo penku: H3TsHsBaHe Ha KOXKaTa, CTPHH, THTMEHTAIIAOHHY H3MEHCHMS,
XUHEPTPUXO03a, afleprideH KOHTAKTeH NepMaTHT, ILyCTYI03¢H [ICOPHa3sHCe,
H30CTPAHE HA CHUMIITOMHTE.

[TpOXBIDKUTENHOTO ¥ HHTEH3HBHO JIEYEHHE ¢ BUCOKOAKTHBHY KOPTHKOCTEPOHIHH
IPOAYKTH MOXE Ja IPeJU3BHKA JIOKAIHH aTpo(HUHM H3MEHEHNUS Ha KOKATa KaTO H3THHABAHE U

CTpuH, ocobeHo IIpH H3NOI3BAaHE HA OKIYIHBHU INPEBPB3KE HIIH ITPH @HHOKCW)KHH
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4.9, Ilpexosnpane

Manko BeposITHO € [Ia HaCTHIIM OCTpO Ipefo3upaHe. Bee mak B clydai Ha XpOHHYIHO
Ipeao3upaHe WM HenpaBriHa ynorpeba Moxe Ja ¢¢ YCTaHORAT CHMIITOMH Ha
XHIEPXOPTH30NHM3EM. B Tesu cirygay ce NpenopbuBa IOCTEICHHO CIIHPaHe Ha IIPHIOKEHHETO Ha
JIOKAJIHH KOPTHKOCTEPOMIM IO JIEKAPCKH KOHTPOJ HOPaIH PUCK OT HaaOBOpeuna
HEJOCTaTEIHOCT.

5. ®apMaroJOra<HH JaHHH
ATC xozn: DO7ACO!

5.1. ®apmMakoguHAMHYHH CBoOlicTBa

Betamethasone valerate e akTiBer KOPTEKOCTEPOM] ¢ TOKAIHO IPOTHBORB3IANIHTEIHO
JeHCcTBHE.
5.2. @apMAKOKHHETHYHR CBOHCTBA

CrenenTa Ha pe3opOuus Ha JOKATHUS KOPTUKOCTEPOU IIPE3 KOXKATA Ce OTPEAENst o1
MHOTO (DAKTOPH BKJX. BEXVKYIIyMa, LIelIOCTTa Ha enpgepMangaTa Oapruepa 1 oT ynorpebara Ha
OKJIy3HBHH IIPEBPB3KH.

JIoxayHuTe KOPTHKOCTEPOHIN MOTAT Jd ¢ pe3op0upaT OT HOpMallHaTa HHTAKTHA KOXKa.

BB3nanuTenHUAT U Apyre GOTecTHH HPOIeCH Ha KoXaTa IOBHIIABAT pe3opOuuara mpes
Koxata. OKIy3UBHUTE TIPEBPH3KH 3HAUMTENHO IIOBHINABAT PE30pOIMATa Ha JIOKAIHHTE
KOPTHKOCTEPOULH.

Beauex pesopOrpaHu mpe3 KOxKAaTa, TOKAIHMTE KOPTUKOCTEPOUAN IIPEMUHABAT II0
(papMaKOKMHETHIHH IFTHINA II0ZO0HM HA Te3H Ha CHCTEMHO IPHIIAraHuTe KOPTAKOCTEPOHIH.
KopTHKOCTEPOMAUTE C& CBBP3BAT ¢ IIIa3MEHUTE NPOTEHHH B Pa3iIHa CTEIIEH.
KOpTHKOCTEPOMIHTE & METAbOMU3MpPAT TIABHO B UepHHUS Jpo6 U CIe/ TOBA Ce eKCKPETHPAT
npe3 6s0penure.

5.3. IipeIKMTHHEIYHH AAHHN 32 0€300aCHOCT

Bx. pazzen 4.6.

6. DapManeBTHYHH JANHH
6.1, CnuchK Ha DOMOIIHHTE BEMEeCTBA
Liquid paraffin
White soft paraffin
6.2. PNIHKO-XWMHYHH HeCHEMCCTHMOCTH

Hama omicann.

6.3. Cpox Ha rogaocT

3 roOuHH,

6.4. Crnenumajdn ycJ0BHs Ha ChXpaHeHHe

Jla ce cbxpanspa npu TeMueparypa oz 30°C.




6.5.

Jannu 32 onakopKaTa

Mexku TyGH OT aIyMuHEEH ¢ BRTPELTHO JAKOBO TIOKPHTHE Ha OCHOBA OT ENOKCHAHA CMOJIa H

TBBPAA KalauKa OT IIOJHANPOITUICH,

6.6.

10.

IIpenopbxu npu yHorpeda

Hsma omucanm.

HMe 1 agpec Ha NpaTeKaTedsl HA pa3pelleHHeTo 32 ynoTpeda

[iakcoCvutKnaita EOOJ
yi. Jemutsp Masos 61.10
1408 Codms

brarapus

Homep Ha pazpemenneTo 3a yrnoTpeta
Ne 20020448

JaTa Ha @BPBO paspemiaBane 3a ynorpeda miiM NoJHoBIBaHE HA
paspemieHHeTO 32 YHOTpeGa Ha JIEKAPCTBeHHs MPOXYKT

04 rouu 2002 r.

,I[aTa Ha AKTYAJTH3IAOHUA HA TEKCTa

Hexemepu 2006 1.




