KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

W3NbAHNTENHA ATEHLIUA NO NEKAPCTBATA

1. HME HA JIEKAPCTBEHHS IPOAYKT KpaIwe Xapanmepuciiug #a NPOgyRIma - [ IpuraKents 1
Kom Posg. Ne L0020 Y6

BETHOBAT-C 0,1% / 3% ma3
BETNOVATE-C 0,1% / 3% ointment , ) 725

218 0 10

Ne
2. KAYECTBEH ¥ KOJHWYECTBEH ChCTAB gotpere /X

Bcexd rpam maz ceaepxka 1,22 mg (0,122 % w/w) Getamerazon-17-panepar,
(betamethasone-17-valerate), eksuBanentex Ha 1 mg (0,1 % w/w) 6eraMerazon (betamethasone), B
xombuHauma ¢ 30 mg (3% w/w) ximoksuron (cliogquinol).

3a ITRJITHUA CNHCHK HA TTOMOLUHHTE BELUECTREA BIDKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA
Man

I'nagxa Ma3s ¢ JKBIT LBAT.

4. KJHHHYHHA JAHHH
4.1. TepaneBTHYHH NOKA3AHMS

beraMerasoH paepar € MOIIEH JIOKAJIEH KOPTHKOCTEPOM, OKa3ad 3a obeKk4apaHe Ha MPOSBMTE Ha
BBINANCHUE H CHPOEXK NPH AepMAaTO3H, KOHTO CE MOBIHABAT OT KOPTHKOCTEPOHANA TEPATIHS.
Knuokenron € aHTHHHGEKIHO3HO CPEACTBO ¢ AHTMOAKTEPHATHO W MPOTHBOIBEOHYHO ACHCTBHE.

JlexapcTeara 2a JIOKAITHO NPHIOKEHHE, KOHTO CHABPKAT KOMOHHAIHA Ha OeTaMeTas0H Bajlepar H
KJIHOKBHHOI, ca TOKa3aHH 3a JieUeHHe Ha cleAHHTE 3a0019BaHHA NPy HAMHIHE, NOAO3PEHHC KK
BEPOATHOCT 3a BTOPHYHH GaKTepHaTHH H/WIH rbOHyHH HHpEeKIH:

- ATONHYEH JepMaTHT

- Hymynapha ekzema (THCKOHIHA €K3eMa)

- [pypuro Homynapuc

- Ilcopuasuc (¢ H3KMOUYEHHE HA reHepATH3HPaH IUIAKATEH NCOPHAZHAC)

- Jluxen cAMIIEKC XPOHHKYC (HEBPOAEPMUT) M JTHXCH IUTAHYC

- CeGopeen aepMaTHT

- HpuTaTiBeH WM aiepruyes KONTAKTEH JePMaTHT

- Peaxin Ha MACTOTO Ha yXarisaHe OT HACEKOMH

- Miliaria rubra

- AHaTHO W F€eHHTAITHO HHTEPTPHIO

- OTHT Ha BBEHILIHOTO YXO.

4.2. Mo3HpoBKA ¥ HAYHH HA NPAJIOKEHHE

BETHOBAT-C Ma3 & moaXxo/4Il 33 H3MON3BaHe [IPEAUMHO TIPH CYXH, JIHXCHA(GHLIHpPaHH HITH
JMOUISINY Ce JIe3HH.

Masra ce HaHacs Ha TBHEK CJI0H H ce BTPHBA JIEKO, KaTO C6 H3TION3Ba ¢amo KOTHYGCY
HeoOXO/IHMO, 3a Ja ce TIOKpHE LANarTa 3aceryata obnacr. [Ipuiara ce BeAHEXK l o
Hak-MHOT0 4 ceIMHLIH /10 OCTHTaHe Ha TIO00penHe, cnel KoeTo TpabBa Ja ce flaka
TIPHIOIKEHHE WITH 1a C€ NIPEMHHE Ha JicueHHe ¢ mo-cnab kopriukoctepoun. Cnen\péay
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KOPTHKOCTEPOHAA TPA0Ra J1a ¢¢ M3yaKa JIOCTATRUHO BpeMe 3a abcopOLus npeu /ia ce IPHIIOKH
CMOJIHCHT.

I[Ipy MO-Pe3UCTEHTHH J1e3HH, KAaTO 3afe0eNICHHTE [UTaKH 1O JIAKTHTE M KOJIEHETS NP [ICOPHA3HC,
ethHKacHOCTTa Ha GeTamMeTasoH BaNepaT-KIIMOKBMHON MOXE Ja Ce IIOBHIIIH IPH HeoOX0MMMOCT, Ypes
HAjIaraHe Ha OKJTy3HBHA NPEBpPH3Ka ¢ NONHETHICH BBPXY 3acerHaTHd ydacTek. lIpunoxense Ha
NpeBpE3KaTa A0 €[HA HOL OOUKHOBEHO € JOCTATHYHO 32 NOCTHTaHe Ha 330BOHTE/CH OTrOBOP NPH
TaKHBa JIC3HH, Clie]] TOBA NoA00peHHe MOXe [1a Ce NOUIbpika OOMKHOBEHO UPe3 PEIOBHO NIPHIIOKEeHHE
Ha IpoyKTa 0e3 OKITy3msl,

Ipu BioniaBane Ha CHCTOSHHETO WIH JIHIICA Ha MoAo0peHne B paMKHTe Ha 2-4 CEAMMLIH, ¢ Hajara
MpeoLIeHKa Ha IEUSHHETO K {MarHo3aTa.

Amonuuen depmamum (exzema)

Jleyendero ¢ HGerameTasoH BanepaT-IJIHOKBHHON TPAGRA /1a ce CIpe IOCTENEHHO ¢/, MOCTUraHe Ha
KOHTPOJT Ha CECTOAHHETO H KaTO MOANBPIKALIA Tepanid Ja ¢e NPOIbIDKH NPUIIOKEHHETO HA
€MOJIHENT.

Baesannoto CITHpaHe Ha GeraMeTazon BAJICPaT-KIHOKEHHOJI MOKE Ad JOBCOC MO PELHIHB Ha
[IpEAIECTBAITH ACPMATO3H.

Hayuenmu c vecmu peyudusu

HuTepMUTEHTHO NPUTOKEHHE (BEAHBK AHEBHO, IBA ITETH CEAMHYHO, 683 OKITY3HA) MOJKE fla ce
obMmHcnM cnen e)EKTHBHO JIEYEHHE HA OCTHP ENMH304 C NPOAL/IKHTETHO MPHICKEHHE Ha TIOKAIHH
KOPTHKOCTEPOHAH. Ioxazaso €, Y¢ Ta3H CXeMa Ha NpHnaraHe romara 34 HAaMandBaHe Ha YeCToTaTa Ha

PELHIHBHTE.

INpunoxeHuero TpAOBa 52 NPOABLKE BHPXY BCHYKH MECTA Ha NPEAIIECTBAINM JIE3UH HITH Ha MECTATa,
Ha KOHTO € M3BECTHO, Ye C TIOABABAT PELMAHBH, H [1a ce KOMOMHHpA ¢ pyTHHHA, exke[HeBHa ynoTpeda
Ha emonuenTH. Tpabpa fa ce NpaBH peJOBHA NPEONECHKA HA ChCTOAHHETO, KAKTO H HA NOJ3HTE U
PHCKOBETE OT NMPOABIDKHTENHOTO NIeYeHKE.

Cneglm.mm NONYNANHHA NANHCHTH

Heya na evapacm na u nwad 1 zoduna

BeraMeTasoH BanepaT-KIHOKBKHOI € M0 IXO0/IA11 32 NPIICKEHHE NPH Jelia H KbpMaueTa (Ha Bp3pacT
Ha H HajJl elHa FOAMHa), KATO Ce MPHJIATA CHINATA A03a KAKTO NpH Bh3pacTHH. [Ipu mHOrO Manku neua
¢ BE3MOKHA MOBHIIeHa abcopOups, mopaay Koero HeraMeTa3oH BalepaT-KIHOKBUHO €
IPOTHBONOKA3AH NPH HOBOPUAEHM M KbPMaueTa Ha BE3pacT 1ok 1 roguHa (Bx. Touka 4.3).

HpH Aenara ¥Ma I1o-ronaMa BepOATHOCT 3a pa3sBHTHE HA JIOKAJMHH H CHCTEMHH HEKCMaHH PeaKlHH OT
NPUIOKEHHS HA TOKATHH KOPTHKOCTEPOMAM H NPH TSX, KATO LANO, ¢a HeOOXOAHMMH 110-KPaTKH
KypcoBe H N0-cltabu CpeAcTBa, B CPABHEHHUE ¢ BH3PACTHUTE.

IIpu mpHiIoKeHHETO Ha GeTaMeTa30H BANEPaT-KIMOKBHHOI TPA0Ba Na ce BHUMaBa IPUIIOKEHOTO
KOJIHYECTBO 12 € MHHHMAITHOTO KOJIMYECTBO, KOETO OCHIYPABA TepanesTHYCH edekT.

Cmapuecka evspacm
Beramerazon BaNepaT-KIHOKBHHOI € MOAX0A41H 34 HPHIOKCHHE IPH NallHEHTH B CTApYECKa BB3PacT.
KIIMHHYHH POyYBaHHA HE Ca YCTAHOBIIH PasiMKa B OTTOBOPA NPH NAIHEHTH B CTAPYSCKA BH3PacT M
TpH Ho-MNajl naiuenTty. [To-BucokaTa 9ecTOoTa Ha HAMafeHa YepHOAPOGHa Wik GpOpeuna (yHKIHA
IIPH NANUEHTHUTE B CTAPUYCCKA BBE3PACT MOXKE J1a AOBSAE A0 OTICKCHO STHMHHHpaHe B CJ]}F"[&H Ha
cHcTeMHa abcopbipus. [Topany ToBa, TpabBa 1a ce npuwrara MHHUMATHOTO KOTHYECTBO 32 HaH-KpaThk
NepHOj OT BPEME 3a TIOCTHTaHE Ha KeJIaHHA KIHHUYCH eeKT.

bvbpeuno/uepnodpobuo yepeicoane
B crmydaii Ha cicremia abcopbims (KoraTo NpHIOKEHHETO € BBpXY OOIIHpHH O

=)}
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NPOABIDKHTENISH NEPHOL OT BpeMe), MeTaboH3MBT H eTHMHHHpPAHETO MOXKe J1a ca 3a0aBeHE M ToBa
Ja TIOBHILIH PHCKA OT CHCTEMHa ToKcH4HOCT. [Topaau ToBa, TpabBa fja ce NpUIara MHHHMAIHOTO
KOJJHYECTBO 32 HaH-KPAaTBK MEPHOJ| OT BPEME 32 MOCTHTAHS HA JKEJIAHMA KIHHAYCH eexT.

4.3. IlpornBonokazauns
beTaMeTa3oH Banepar-KIHMOKEHHON € IPOTHBOTIOKA3aH MPH Jiella Ha Bh3pact noy 1 roguna.

ITpunoxensiero Ha GeTaMeTa3oH BaJIepaT-KITHOKBHHOM € TIPOTHBOTIOK23aHO NPH:

- Pozaues

- AKHe ByJIrapHC

- Ilepnopanen aepMaTiT

- Cupbex Ge3 Bp3nanenue

- IlepuananeH H reHHTalIEH [IPYPHTYC

- IeperunE BHpYCHH WHGEKIMH HA KOXAaTa

- ITspBHYHO HHGEKTHPAHH KOXKHH JIE3HH, IPHUKHEHH OT r'e0H WK HakTepuy
- [TepuYEA HITH BTOPHYHY HHGEKLUMH C JPOXKIH.

4.4. CoensajHp DpexynpeXxIeHHsA H NPeANA3HA MEPKH NPH yHOTpe6a

beramerason BanepaT-KIMOKBHHON TPAORA Aa Ce NpHIara ¢ NOBHINEHO BHUMAHKE NPH NMAlHEHTH ¢
aHAMHE3a 34 CBPBLXMYBCTBHTEITHOCT KbM OeTaMeTa30H, KITHOKBKHON HIH KbM HAKOE OT NOMOLIHUTE
BEMIECTBA Ha JICKAPCTBOTO HIIM KbM Hoj. JIOKaiHHTE peakiMi Ha CBPBXYYBCTBHTETHOCT (BiK.
To4ka 4.8) Morat Aa HanoAOOIBAT CHMITOMETE HA CECTOAHHETO, KOETO C€ JIGKYBa.

IlposBu Ha xunepkopTH30MM3bM (CHHApoM Ha KbiuHHr) B 06paTHMO NOTHCKaHE Ha
XHNOTaIaMO-XHITOdH3apHO-HanGs0peynaTta (hypothalamic-pituitary-adrenal (HPA)) oc MoraT aa ce
pa3BHAT IIPH HIKOH XOpa B Pe3yNITaT HA TIOBHIISHA CHCTeMHa abcopOLHA Ha TOKATHH
KOpTHKOCTepoMH. IIpu nosiBa Ha HAKOE OT Te3H CHCTOSHHUA, TPAOBA NOCTENEHHO A4 Ce crpe
MPEIICKEHHETO Ha JIEKAPCTBOTO ¢ HAMANABAHE HAa YSCTOTATA HA NPIIOKEHHE HIIH IPE3 3aMECTBAHETO
My ¢ Mo-cnab xopTHKocTepou . BHe3anmHOTO NpeKsCBaHe Ha IeYeHHeTO MOKE JIa IOBEIE /10
CAIOKCKOPTHKOCTEPOHIHA HEOCTATEYHOCT {BXK. Touka 4.8).

PHckoBH akTOopH 3a 3aCHNIBaHE HA CHCTEMHHTE eieKTH Ha KOPTHKOCTEPOH/IHTE ca:

. Chita M nexapcrBeHa opMa Ha JIOKATTHHA KOPTHKOCTEPOHL

. IpoABKHTENHOCT HA eKCTIO3HIHAATA

. IpunoxeHne BBpXy OGITHPHH 00NACTH OT TAIOTO

. [punoxkeHue Mo oKiTy3us (Hanp. B F'bBHKHTE WIH NMOJ OKITy3HBHA NPEBPB3Ka; MPH KbpMadeTa

TieJICHUTE MOTAT Ja AcHCTBAT KATO OKIy3HBHA NPEBPE3KA)

IlopuuTeHa xHOpaTALIA Ha POrOBKs CIOMH

. IpunoxeHue BBpXy 06IaCTH ¢ MO-THHKA KOXKA, KaTO IHIETO

J TpunoxkeHHe BbPXy HAPAHEHA KOKA WM TIPH JAPYTH ChCTOSHUS, IIPH KOHTO KoXHaTa 6apuepa
MOJKE A3 © YBPC/ICHA.

Heduampuura nonynayus

B cpaBHeHHe ¢ BE3paCTHH, feLara Morat Aa abcopbHpaT NponopUMOHATHO TO-FOEMH KOMTHYECTBA OT
JIOKaJTHHTE KOPTHKOCTEPOH/TH H Aa Ca No-NOJaT/IHBH HA CHCTEMHH HekenaHH peakluy. Topa ce
JB/DKM Ha HE3PsUTaTa KoxHa SapHepa M Ha N0-rOIAMOTO OTHOLIEHHE TEIIECHA TOBEPXHOCT/TENecHa
Maca IpH ASUd, B CPABHEHHE C BB3PaCTHH.

ITpu nena na Bwp3pacT mox 12 rOOMHM, KOTATO € BE3IMOKHO TpAOBa na ce u304rea Npoab/DKHTENHOTO
TIEUEHHE C KOPTHKOCTEPOHIH 3a JIOKATHO NMPWICKEHHE, IIOPaaH EB3MOKHOCT 32 nongclgam; ﬁ%l,q
HanbBOpeunaTa GyHKIHA. AR /]

IHpunroosicenue npu ncopuazuc
Jlokannute kopTHEOCTEPOHIN TPAGRA 2 C& IPHIATAT C NOBUIIICHO BHAMAHHE 11
KaTo B HAKOH CITy4aH € chobIIaBaHo 3a pa3BHTHE Ha e()eKT HA OTHEMaHeTO (Te
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TOJIEPAHC, PUCK OT MeHEPaN3UPaH IyCTYIO3¢H NMCOPHA3HC K Pa3BHTHE Ha JIOKAJIHA HITH CUCTEMHA
TOKCHYHOCT NTOpajH HapyHieHaTa Oapuepna GpyHxmg Ha KoxkaTa (Bx. Touxa 4.8). [Ipu npunoxenue
MpH NCOpHA3HC BHHMATEIIHOTO Haﬁmonc}mc Ha MaueHTa € BaXKHO.

Pazpexcoane
IIpoayKTH, KOHTO ChIBPIKAT AHTUMHKpPOOHH BelleCTBa, He TPAOBa Na ce paspexar.

Heepomoxcuunocm

TeopeTHuHO HMa pHCK 32 Pa3BHTHE Ha HEBPOTOKCHYHOCT NIPH JIOKAJTHO NMPHIOKEHHE HA KITHOKBHHO,
ocobeHo koraTo HeTaMeTa30H BaJIepaT-KITHOKBHHON C€ NPHIAra NPOABIKHTETHO BpeMe HITH KOTaTO
CE H3I0JI3Ba OKITy3HBHA MPEBPB3Ka.

Hpunoowcenue na nuyemo
IpoaRMKATETHO NPHITOKEHHE Ha TMIETO HE € XKeNaTelTHO, Thi KaTo Ta3H obiacT € no-Mo/aT/IHEA 33
pasBHTHE Ha ATPOQHYHH [IPOMEHH.

Hpmo:»ceuue HA Krenayume

[pu npunoskenue BEPXy KienaduTe TpaORa 1a ce BHHMABA HPOAYKTHT Ja He MONaiHe BLPXY
OTKPHMTATA YacT Ha OYHTE, MOPaJH BE3MOXKHOCT 33 PA3sBHTHE HA KATAPaKTa H ITIAYKOMa B Pe3yIITaT Ha
MHOIOKpaTHA EKCIO3HHHA.

Hugpexyun

Moske na ce HabmonaBa pasnpocTpansapane Ha HHPEKIHATA HOPaJH MACKHpalIEsa eQeKT Ha CTepOHza.
Besko paznpocTpaHssaHe Ha HHEKIMATA K3UCKBA CITAPaHe MPHWIMKEHAETO Ha JIOKANHHATE
KOPTHKOCTePOHAH H HasHAYaBaHe Ha MOJAXO0AALIA CHCTEMHA AHTHMHKPOOHA Tepanis.

Puck om ungpexyuu npu oxayzus

Iormnenara TeMepaTypa ¥ BIaKHOCT B KOXHHTE I'HHKH WIH [IPH OKITy3HBHHTE IIPEBPB3KH,
yJECHABAT pa3BUTHETO Ha GakrepHanHa wHpeKMA. Korato ce H3NoA3BaT OKIY3HBHH IIPEBPH3KY,
KOaTa TpAGBa 1a ce [IOYHCTEA MPEU MOCTABAHE HA HOBa NPEBPb3KA.

Xpotunnu panu na xpaxama

JlokanuuTe KOPTHKOCTEPOH/IH TIOHAKOrA CE UAMOI3BAT 3a JICYSHHE Ha AEPMATHT OKOJIO XPOHHYTHH
paHH Ha Kpakara. ToBa npuinoxkeHre obade MoXe /1a € CBBP3aHO C MOBHIIEHA YeCTOTa Ha TOKAIHH
PEaKIMH Ha CBPBXTYBCTBHTEHOCT M MOBUIIEH PHCK OT JIOKalTHA HHEKIHA.

Puck om 3ananumocm

[pogykThT ChABPka NapadguH. HHCTpyKTUpAaiiTe IalMeHTHTE 1 He MyIUaT 1 He ce ABWKAT B Omi3ocT
10 OTKPHT OT'BH NOPA/IR PHCK OT TEXKY M3rapamus. TekaHuTe (ipexH, cnamHo 6enbo, MPEBPB3KH H
T.H.), KOHTO ca MM B KOHTAKT ¢ TO3H IPORYKT IOPAT T0-NECHO M NPE/ICTABNABAT CEPHO3CH PHCK 32
nokap. IlpaseTo Ha ApexHTe B cNAIHOTO 0€JTb0O MOXKeE /la HAMAaJIM HaTPYNBAaHETO Ha MPOAYKTA, HO He
U3LEIO /1a IO MpeMaxHe.

Oysemnasane
beraMeTasoH RanepaT-KIHOKBHHON MOXKE [a GLBETH KOKATA, KOCATA HIH APEXHTE H MACTOTO HA
HpPIJIO)KCHHc Tp)lﬁBa ha ce noxpﬂe Cc npeBp'bsKa, 3ajgace npennaas{T ;lpexm*e.

3pumennu cMytgeHus
IIpn cHCTEMHO ¥ NIOKATHO MIPHIOXKEHHe HA KOPTHKOCTEPOHUAH Ca BE3MOXKHHA ChoOLIEHHA 38 3PUTEIIHH
CMYIIECHHA. AKO NMPH NalMEHT Ca HUTHLIC CUMITTOMH KaTO 3aMBIIICHO 3PEHHE WM IPYTH 3pHTE/IHA
CMYIIEHHA, TAIHEHTHT TpAOBa na 65/l HacOYeH 3a KOHCY/ITalMA ¢ o(TaNMONIOr 32 OIEHKA Ha
BB3MOYKHHTE IPHYHHH, KOMTO MOTAT Ja BKIIOYBAT KATAPaKTa, ITIAyKOMA HWIH PefikH 3af,
UCHTpaHa cepo3Ha Xxopuoperuronarys (1{CX), 3a kouro ce chobiaBa cien cUCTCME
U3NOI3BAHE HA KOPTHKOCTCPOMIIH. p,




4.5. BsammoaeiicTBHE ¢ APYIH JeKAPCTECHHE NPOAYKTH B Apyra (JopME Ha BIanMoJeicTBHE

ERHoBpeMeHHOTO IpHIOXKEHHe ¢ JleKaperea, kouTo nAxnbupar CYP3 A4 (Hanp. puroHaBHp,
WTPaKoHa301) e Nokazano HHXHOHpaHe Ha MeTaboJi3Ma Ha KOPTHKOCTEPOHINTE, BOEIIO A0
NOBHIIEHA CHCTEMHa excno3uua. CTeneHTa Ha KIIMHWMHA 3HAYHMOCT Ha TOBa B3aHMO/IEHCTBHE
34BHCH OT JI033TA U ITETA HA IPHIOKEHHE HA KOPTHKOCTEPOUAHTE H OT CHIATA Ha HHXHOHMTOpa Ha
CYP3A4,

ChImecTBYBa TEOPETHYEH PUCK OT A/IMTUTHBEH OKYJIOTOKCHUEH edexT IPH eJHOBPEMEHHO
TIPHITOXKEHHE Ha BUrabaTpHvH M KJIHOKBHHON. BrrabaTpHH He TpabBa Aa ce NpHiara ¢ KIMOKBHHON.

4.6. Peprunurer, GpeMEeHHOCT H KbPMEHE

DepTHAKTET
JlurceaT JaHHY IIPH XOPa 3a OLEHKA Ha edieKkTa Ha IokaieH DeTaMeTa30H BATEpaT-INIHOKBHHOI BbPXY

¢depTinmMTeTA.

bpemennoct
Hma orpaunueHd NaHHHM OT ynoTpebaTa Ha GeTamera3oH BAIEPAT-KITHOKBHHON TIPH OpeMEHHH JKEHH.

JlokanHoTo NpUACkeHHES Ha KOPTHKOCTEPOKAH [IpH OpeMEHHM )KHBOTHH MOKE A4 JOBENE IO
aHOMANHHU NpH deranHoTo passuTHe (BX. Touka 5.3). He e ycraHoBeHa BpB3KaTa Ha TE3H NIPOSBH C
NPAIOKEHHETO HA JIEKAPCTBEHHA NPOIYKT NpH Xopa. Benpeku ToBa, NpHIoKeHHeTo Ha GeTaMeTazoH
BaNEpaT-KIHOKBHHON 10 BpeMe Ha OpeMennocT TpaGBa Aa ce oOMHCIA caMo, aKO OYAKBAHATA MOJ3a 33
MaiikaTa HaZABHIaBa pHcka 3a moAa. Tpabea ga ce M3NON3BA MUHHMAIHATA NO2A 33 MHHHMATHHS
nepHo OT BpeMe.

KspmMene
besornacrocTTa Ha npuioxeHde Ha GeTaMeTa3oH BANCPAT-KITHOKBEHHOM IO BPEME Ha KEPMEHC He €

YCTaHOBEHA.

He e u3eecTHO A4 TOKAJTHOTO NPHIIQKEHHE HA KOPTHKOCTEPOHIN MOXKE Aa NoBeae N0 CHCTEMHA
abcopbips, KOATO 1a € JOCTaThYHA, 38 A & €KCKPETHPAT ¢ KbpMaTa.

[pwioKeHHETO Ha HEeTaMETA30H BAJIEPAT-KIHOKBHHOI MO BpeMe Ha KbpMeHe Tpabpa na ce 0OMHCITH
caMoO, aKk0o OYaKeaHaTa Imo/I3a 3a MaiKaTa HANBHIIABRA PHCK:E 33 KEPMAYETO.

AKO ce H3IIO/I38a IIpe3 IIepHoJIa HA KbPMeHe, GeTaMeTa30H BaepaT-KITHOKBHHOJ He TpAOBa fa ce
NpHIIara Ha Ibp/IHTe, 3a [a ce W30erHe HHUKUASHTHO NOCTbLIAHE OT KbPMadeTo,

4.7. EdekTH BbpXy cniocofnocTTa 32 modupane 1 padora ¢ MAMBHEE

He ca nposexnaanu npoyasaHuA 3a H3cHeapaHe Ha edexTa HA HeTaMeTa30H BaEPAT- KIIMOKBHHOI
BBPXY CHOCODHOCTTA 32 modupane ¥ pabora ¢ MammHH. OT npoduna Ha HEXKENaHH JICKapCTBEHH
PeaKlHH Ha JIOKAJIHO HpIUIokeH OeTaMeTasoH BaliepaT-KIIHOKBHHON He C€ 04aKBa HeOIaronpHsTeH
edeKT BEPXY TE3H aKTHBHOCTH.




4.8. Hexenann JexapcTBeHH peakKnuH
JaHHH 0T KIHHHYHH H3NATBAHAA H MOCTMAPKETHHIOBH JAHHH

HexenannTe NeKapcTBeHH PeaKLiy ca H30pOeHH No-1oiy 110 CHCTeMO-0praHHH Kiacose no MedDRA
H 1O vecToTa. M3nosi3BaHuTe KaTeropy B 3aBMCHMMOCT OT 4€CTOTATa Ca: MHOTO uecTH (=>1/10), uecTH
(21/100 u <1/10), sevectu (21/1000 u <1/100), peaxu (=1/10 000 u <1/1000) 1 mHoro peaxu (<1/10
000), BITIOYHTENHO H3ONHPAHK CHOOLIEHHA.

Hudekuny u padecranmn

Mnuozo peoxu ONOPTICHACTHYHH HHCKIHH

Hapymenua Ha uMyHHaTa cHCcTEMa
Muozo peoxu JIOKaJIHA CBPBXYYBCTBHTENHOCT

HapyuieHns Ha eHAOKDKHHATA CHCTEMA
Muozo pedxu MOTHCKaHE Ha XHMOTalaMo-Xunodu3apHo-Haaos0peunata oc (BX. CHIIO
HapyiineHHA Ha KokaTa H NOJIKOKHATA THKAH)

KBIIMHIOMJIHH YepTH (Harp. JIYHOBHIHO JIULE, LEHTPAIHO 3aT/TECTABAHE),
3a0aBeHO HATPYNBAHE Ha TCITIO/3abaBsHe Ha PacTEXKa IPH Jella, OCTE0Nopo3a, Iaykoma,
XHINEPriIHKeMHA/TIIIOKO3YPHS, KATAPaKTa, XHIIEPTOHH, TOBHILEHO TETN0/3aTIBCTIBAHE, MOHIKEHH
HHEB4 HA CHIOICHHHA KOPTH3OL.

Hapymenusa ga ouure
C neuzeecmna yecmoma 3aMBIIeHO 3peHHe (BXK. ChIIo ToUKa 4.4)

HapyieHHs Ha KOxXaTa H HOAKOKHATA ThKAH

Yecmu chpbex, ToKaTHO NMapeHe/KoxKHA Gomka

Muozo pedxu anepruyeH KOHTAKTeH AePMAaTHT/AEPMATHT, epHTeM, OOpHEB, ypTHKapHs,
MyCTy/03€H TICOpHA3HC (Bk. Touka 4.4), H3ThHABaHE Ha KOXKATA /KOKHA aTpodus , HabphUKBaHe HA
KOXATa', CyXa KOXA', CTPUY', T&/ICAHTHEKTA3HH , THTMEHTHH H3IMEHeHMSA , XUIIEPTPHX03a, H30CTPIHE
HA NOIEKAINMTE CHMIITOMH, aJ0TeUs , Tpnxopexcnc', obe3lBeTaBaHe HA KOCaTA.

"KOKHH TIPOSBH NPH NOTHCKAHE HA XHIIOTANaMO-XHNodusapHo-HaN6L6peanara oc.

O6nm Hapynienus ¥ epeKTH Ha MACTOTO Ha [IPHIOKCHHE
Mruozo pedxu ApasHeHe/00MKa Ha MACTOTO Ha MPHIOKEHHE

Crobuniapare Ha NOAO3APAHH HEKETAHH PEAKIHH

CpobmaBaHeTO Ha NOAO3MPaHH HeXKelIAHH PeakiLiiy Cliell pa3pelliaBane 3a ynorpeba Ha IeKapCTBEHH
NPOAYKT € BaxkHO. TOBA MO3BONABA J1a NPOABIDKH HAGIOAESHHETO HA CHOTHOILICHHETO MOJ34/PHCK 33
JIEKapCTBCHHA NMPpOAYKT. OT MEAHLMHCKHTE CTICLIMATTHCTH C€ W3HCKBA Ja chobIaBaT BeaKa
No/031paHa HEXKeJIaHa Peakiiis ypes HALHOHAIHA CHCTeMA 3a choblnapaHe:

MarrenHuTenna areHOHA 10 JeKapeTBaTa
ya. ,,Jlamaa I'pyep” Ne 8

1303 Codua

Ten.: +359 2 890 34 17

yebOcaiiT: www.bda.bg

4.9. IIpenozmpane

CHUMIITOMY K [IPH3HAIH
Jloxanro npunoxeH, 6eTamMeTa3oH BalepaT-KIHOKBHHOI MOXe Ja ce abcopd

KOJMHYECTBO, 34 Na NPSAU3BHKA CHCTCMHR eq)elcm. MHOT0 Mallko BEpOATHO €
Hpedo3HpaHe, HO B CJIy4aH Ha XpOHHYHO TpeAO3HpaHe WM HENPaBHIHA YT
MOSABAT CHMITOMH HA XHITEPKOPTHIONHIEM (Bk. Touka 4.8).
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5.1.

JleyeHue

B ciry9aii Ha XpOHHYHO NPeI03HPaHe WITH HeMPaBHIHA YNOTpebha, IOKATHHTE KOPTHKOCTEPOHIH
TpﬂGBa aa ce CHpaT MOCTCIICHHO ¢ HAMANABAHS HA UYeCTOTATaA HA I]pHJ'IOH{eHHG HIIH qpes 3aMECTRAHE C
no-cnabd KOPTHKOCTSPOHA TIOPAAH PHCK OT INHOKOKOPTHKOCTCPOHIHA HEOOCTATEIHOCT.
HO—HaTa’I‘B[[[HOTO JICYCHHE TpHﬁBa Jac CIIOpe,Zl KIIHHHYHHATE [TOKA3aHHA HIIH CHOPGJI npenopl,lcme HAa
Hamaonannm TOKCHKOJIOI'HUYEH LleHT"Bp, AKQ TAKBB ¢ HAITHUYCH.

®APMAKOJIOI'MYHHA CBOMCTBA

QapMaKOIHEAMAYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: OeTaMeTazoH M aHTHeenTHIM, ATC xox: DO7TBCO1

MexanH3nsM Ha JIHCTBHE

Bemamemaszon sanepam

JloKanHATE KOPTHKOCTEPOUIH Ca MPOTHROBB3NANHTENHH CPEICTBA, KOMTO HHXUOHPAT KhCHUTE
ANEePrHYHE PEaKIHM Ype3 MHOXECTBO MEXaHHM3MH, BIJLIOYMTC/IHO HAMAIIBAHE IUTBTHOCTTA HA
MAaCTOLIMTHTE, HAMANABAHE HA XEMOTAKCHCA H AKTHBHPAHE HA €03HHOMHIATE, HAMANIABAHE HA
NPOAYKIHATA HA LIMTOKHHH OT JIMM(OIATH, MOHOLIMTH, MACTOLIHTH H CO3HHO(MWIN, KAKTO U
HHXHOHpaHe Ha MeTaboJH3Ma HA APAXHAOHOBATA KHCETHHA.

Knuoxeunon
MexaHH3MBT Ha ACHCTBHE HA KIIHMOKBHHOM HE € H3BECTEH, HO e()EKTHT My HaH-BEpOATHO Ce Ib/DKH Ha
HOOHATA ChCTABKA.

DapMakOIHHAMHYHH edeKTH

Bemamemaszon eanepam
JloxanHHTE KOPTHKOCTEPOKAK HMAT NPOTHBOBB3IAHTE/THH, TPOTHBOCHPOSIKHH H ChIOCBHBAILH
cBoiicTBa.

Knuoreurion

KitnokBHHON HMa aRTHOAKTEPHANHO M NPOTHBOTEOHUHO AeiicTBue cpeity Staphylococcus aureus,
Staphylococcus epidermidis, Escherichia coli n Candida albicans. KnuoksBuHON npossisa | cnaba
aKTHBHOCT cpeny Staphylococcus pyogenes, HO He € akTHBeH cpeury Pseudomonas.

5.2. PapMAKOKHHETHYHH CBOiicTBA

Abcopbimsa

Bemamemazon earepam

JlokanHuTe KOPTHKOCTEPOMAM MOTarT Ja ce abcopbHpaT CHCTEMHO OT MHTAKTHA, 3/paBa Koka.
Crenenta Ha abcopOLHA Ha JIOKAIHITE KOPTHKOCTEPOMAM TIPe3 KOXKATa ce ONpeeNa 0T MHOTO
thaxTopH BKIIOUMTENHO BEXHKYITyMa M IIENIOCTTA Ha eTaepManHaTa Gapruepa. OKay3uBHY IPCBPL3KH,
BE3MAJICHAE H/HITH JPyrH OONECTHH NpOLECH Ha KojkaTa Morat Aa nosuinat abcopSipsTa npes
KOJXKATa.

YCTaHOBHMHTE.

MetaboaH3zem




Bemamemazon sanepam

Cnern kato ce aGcopOHpaTt npe3s Koxara, JIOKAUIHHTE KOPTHKOCTEPOUTH MPEMHHABAT I10
($apMakoKHHETHYHH ITBTHINA, TOAOOHH Ha T€3H Ha CHCTEMHO MPHIATAHHTE KOPTHKOCTEPOMIH.
KoprHrocTepounute ce META0OIM3MPAT IJIABHO B YepHHA ApoD.

Enumunupase

Bemamemazon eanepam
JIoKaNHHTE KOPTHKOCTCPOHIH ce eKcKpeTHpar mnpe3 6x6penuTe. HAKOH KOPTHKOCTEPORIN K TEXHUTE
METabONHTH c¢ eKCKPETHPAT JOITBIHHTEIHO Ypes JKITbUKATA.

Kruoxeunon
KJIMOKBHHOJI C€ €KCKPETHpa B YPHHaTa 1noj| opMAara Ha MIIOKYPOHHAH H CyndaTHH MeTaboTUTH.

5.3. IIpeakHuH9IHA JARHH 32 Ge30mMacHOCT

He ca nposexaann NpeKIMHAYHA IPOYYBaHEA C DeTaMeTazoH Banepar-KIHOKBHHOIL 1looTaenHo
HeraMerasoH BaepaT H KIMOKBHHOJ Ca OLIEHABAHH 3a TOKCHYHOCT MPH XHBOTHH.

[MoakoXHO NpUIOKEHHE Ha GeTaMeTasoH BajiepaT Ha MEIIKH WIH MbIxose B 1031 ot 20,1 mg/kg/nen
HJIH Ha 32K B 103K 0T >12 Muxporpama/kg/aeH o BpeMe Ha GpeMeHHOCT € noBeNo 10 deTannn
AHOMAJINH, BKJTFOYHTEIIHO BhiT4a YCTa (LETKa Ha TEBPIOTO Heblie) M 3a0aBsxe Ha BETPEYTPOOH A
pacTex.

KJHOKBHHOJ He e roKa3all MyTAMeHEH OTEHIHAN iB Vilro.

TlepopanHo NpHNOKEHHE HAa KAKOKBHHOJI TIPH IUTBXOBE 10 BpeMe Ha GpeMEHHOCT € CBBP3aHO C

HaMa/BaHE Ha (eTAHOTO TENECHO TETNIO NpH 103K > 120 mg/kg/nex H cbe 3abassie Ha
ocudukanusta npu fo3u > 300 mg/kg/nen.

6. PAPMANEBTHYHH JAHHH

6.1. ChnEcbE Ba NOMOIIEHTE BEIIECTBA

Teuen napadun
Bsin mex mapadHH

6.2. HechbBmecTAMOCTH

Hama ommcany.

6.3. Cpok Ba rogHOCT

3 roauHN.

6.4. Cpenna/jiHH ycJIOBAA HA CHLXpaHEHHE
Ja ce cexpanaBa mpy Temnepatypa moa 30°C.

6.5. BHA B cBALP:XAHHE HA ONAKOBKATA

Mexu Ty0H OT amyMHHHI ¢ BETPELIHO JIAKOBO MOKPHTHE HAa OCHOBA OT €IOKCH]L
Kanadka oT NOJIKeTHIEH.

Kapronena kyTtus, cpaspikama 1 tybaor 15 g,



6.6. CnenpajHA NPeIIATHA MEPKHE IPH H3XBLPJAHE H paGoTa

Ha ne ce paspexna.

7. IMPHUTEXATEN HA PASPEIIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited

12 Riverwalk,

Citywest Business Campus,

Dublin 24,

Hpmanaus

8. HOMEP HA PA3SPEIIIEHHETO 3A YIIOTPEBA

Ne 20020446

9. JATA HA ITbPBO PA3PEIMABAHE/IIOJHOBSIBAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jlata Ha ITpBO pa3pemarane — 25 HoeMBpH 1991 r.,
Jara ga nocAeqHo noguopabare — 25 1omm 2007 T,

10. JATA HA AKTYAJIMBHPAHE HA TEKCTA




