KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

N3NLAHUTENHA ATEXLLIR NO NEKAPCYBATA
1. UME HA JIEKAPCTBEHUSA ITPOAYKT Kpamxa xapaxmepucmuxa na npogyxma - [pusomenvs 1

HEPMOBAT 0,05% kpem
DERMOVATE 0,05% cream

2. KAYECTBEH H KOJIHYECTBEH CBCTAB
Becexku 1 rpam kpem ceaspxa (0,5 mg (0,05% w/w) knoberason nponnonar (clobetasol propionate).

3a MbJIHUA CNHCBHK HAa NOMOLUHUTE BelllecTBa BUXTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Kpem

['naabk xpeM ¢ Oan Ao noutu 680 UBAT.

4, KJINMHUYHHA TAHHHU
4.1, TepaneBTHYHH MOKA3AHHA

Kiio0€eTa3on € MHOMO MOLLUEH JIOKANEH KOPTUKOCTEPOM, NMOKA3aH 33 NPHIOKEHWE NMPH BL3PACTHH,
MaLWEHTH B CTAPYECKA BB3PACT M I€ua Ha Bb3pacT Haa | roanHa. M3nonsea ce 3a obnek4apane Ha
NPOABHUTE HA BB3NAICHHE U ChPOEXK MPH 1epMATO3H, KOUTO C€ MOBITHABAT OT KOPTHKOCTEPOUIHA
Tepanus.

JAEPMOBAT e nokazaH 3a neyeHue Ha;

- [lcopuasuc, ¢ U3KIOUYEHHE HA FTeHepaTU3UpaH NCOPUA3HC HA MIIAKH

- Pe3UCTEHTHHU HA Tepanua AepMaTo3H

- Jluxex naaHyc

- UCKONAEH TyNTYC epUTEMATOAEC

- JApyrH Ko>KHH 3a00/19BaHH, MPH KOUTO JIEYEHHETO C NMO-c1abH KOPTHKOCTEPOH/IH He RaBa
3aJ0BOJIUTENIEH OTIrOBOY.

4.2. JH03HpOBKaZ H HAYHH HAa RPUJIOKEHHE

KnoGerazon nponHoHAT NPHHANIEKH KbM KJIACa HA HAH-MOIIHHTE JJOKAIHH
xoprakocTepouaH (I'pyna IV) 1 npoab/kHTeIHa YnoTpeba Mojke 1a AoBede 10 CEPHOIHH
HEXKENAHH peaKniH (BXK. Touka 4.4). AKO JIe4eHHEeTO ¢ JIOKAJHH KOPTHKOCTEPOHIH €
KJIHHHYHO ONPABNAHO 32 NoBeYe OT 4 ceAMHILH, TPAOBA 1A ce OOMHC/IH NPHIATAHETO HA MO-
c/120 XOPTHKOCTEpOHAEH npenapart. [ToBTapaimu ¢e, HO KPATKH KYPCOBe ¢ KjI06eTa3on
NPONHOHAT MOKE /1A C€ H3MO/I3BAT 38 KOHTPOJ Ha ek3anepdalHnTe (BXK. Mo-10J0Y 32
noaApoSHOCTH).

KpemoBeTe ca 0COOEHO MOAXOAALUY 32 NPUNOKEHHE BLPXY BAOKHU HAH NOAMOKPALLH YHACTBLY.

Bh3pacTHM, IAHEHTH B CTAPYECKA BLIPACT H Aena Haa 1 roauua

KpeMbT ce HaHaca Ha TLHBK CNIOH W Ce BTPHBA IEKO, KATO C€ H3MOJ3BA CAMO KOJTUY
€ HeoOXONMMO, 3a Aa ce NoKpHe usiaTa 3acerHara obnact. [punara ce BeaHb*k KN



BCAKO HaHAaCAHC Ha KOPTHKOCTCPOK A TpilﬁB& Ad C€ H3HaKa AOCTATBYHO BpPEME 3a ﬂﬁCOpﬁuHﬂ
npcian Aa c€ NpHIOKH CMOJINCHT.

nDBTEIpHHeTD Ha KPAaTKH KYPCOBC Ha TCpalliAa C knoberaszon NMPpONHOHAT MOXKE J4d CC H3M10N3Ba 34
[IOCTHIraHE HA KOHTPOJ Ha TMpOABUTC HA 0600TPHHB HAa CBCTOAHHUCETO.

[TpK NO-pe3uCTEHTHU Ne3ur, OCODEHO B yuacTbLM ¢ XUNnepkepaTo3a, ePpeKkTsT Ha knobeTazon Moxe na
Ce 3aCHIIH, aKO € HEOOXOAMMO, Ype3 HANAraHe Ha OKY3UMBHA NPEBPb3Ka C MONUETHIIEH BbPXY
3acerHaTis y4actobk. [Ipunoxenuve Ha Okny3HBHA NpEeBpb3Kka CaMo Mpe3 HOUWTA OOMKHOBEHO €
AOCTAaTBhYHO 34 [NOCTUraHE HA 3aA0BOMUTENCH OTroBop. Ciiea TOBa NMNOAOOPEHUE MOXeE Ja C€ NoAAbLPKA
OOMKHOBEHO Ype3 NPHIOKEHHE Ha NpoayKTa 6e3 okny3us.

[Ipu BiioIaBaHe Ha CHCTOSHHETO MIIM IUINICA Ha NoaoOpeHue caen 2-4 ceaAMHULM Ce Hanara npeoueHKa
Ha NeYeHUEeTO U JUarHo3aTa.

JleueHueTo He TpadBa na npoan/nkaBa noseue oT 4 ceAMHUUN. [1py HEOBXOAMMOCT OT NPOIBLIXKUTETHO
neycHue TpadBa aa ce M3ron3ea no-ciad KOPTHKOCTEPOU.

MakcHManHaTa ceqMHYHA J03a HE TpsOBa Ja HaaBuasa S0 rpama/ceaAMHUHO,

Amonuuen oepmamum (exzema)

JleueHWeTo ¢ knobeTazon TpadBa ga ce MPeKbCHe MOCTENEeHHO CNeA NOCTUraHe Ha KOHTPOJ Ha
CLCTOAHHETO W KaTO NMOAABbPHKALLA TEPANHA Aa C€ NPOABIDKA NPHIOKEHHETO HA EMOJIUEHT.

BHesanHOTO cripaHe Ha KnobOeTas3on MOXKE Aa A0Bele A0 PELUUAHB HA NpeLLecTBally AepMaTO3H.
Pezucmenmnu na mepanus oepmamosu

ITayuenmu ¢ vecmu peyuousu

MHTEepMUTEHTHO NpHIIOkeHHe (BEAHBX AHEBHO, ABA MbTH CeAMMUUHO, Oe3 OKNYy3HsA) MOXe Aa ce
O0OMHCIIH cnel eEKTUBHO JIEYEHHE Ha OCTbP €NU30 ¢ MPOABIKUTENIHO NPUIIOKEHHE HA JTOKATTHH

KOPTHKOCTCPOHIOMN. [TokazaHo €, HC Ta3H CXCMa Ha MNMpWJiaraHe noMara 3a HamMansBaHe Ha YCCTOTaTa Ha
PEUHUIAHBUTC.

[IpruaoxxeHueTo TpadBa ga NPOALIKM BLPXY BCHYKH MECTA Ha MpeAIleCcTBALlH JIe3UH UK HA MECTaTa,
Ha KOMTO € U3BECTHO, Y€ CE MOSBABAT PELIMAMBH, U 1a c€ KOMOHMHHUpA C PYTHHHA, €XKeHEBHA ynoTpeba
Ha eMONHEHTH. TpAbBa 1a ce NpaBK peIOBHA MPEOLEHKA HA ChCTOAHHETO, KAKTO H Ha TNMOJ3UTE U
PHCKOBETE OT NPOALIAKHTENHO JIeYESHHE.

Hena

KnobeTazon e npoTHBONOKAa3aH 3a NPHIOKEHHE NPU AeLa Ha Bb3pacT N0/ €/Ha MOIHHa.

I'lpy Aeuara HMa No-ronsMa BEPOATHOCT 3a Pa3BMTHE Ha JIOKATHH H CHCTEMHH HeKeNlaHH PeakuMm OT
NPpUIOKEHHE HA JIOKATHH KOPTHKOCTEPOUIMN M MPH TAX, KATO LAN0, ca HEOOXOAWMH MO-KPaTKH

KYPCOBE H no-cnabm CPCOCTBA, B CPABHEHHUC C BL3PACTHUTE.

[lpu npunoxenreTo Ha knobetason nponHoHat Tpabea na ce BHHMaBa NPUIOKEHOTO KOAHYECTBO Aa €
MHHHMANTHOTO KOJIMUECTBO, KOETO OCUTYpABa TepaneBTHUYEH eheKT.

Crapuecka Bb3pact

KAUHHYHY npOyYBaHHUs HE Ca YCTAHOBHIIM pa3fiiKa B OTTOBOPA NMPH MALUEHTH B CT
MpH No-mnaau nauneHTH. [lo-Bucokara yectora Ha HamaneHa YepHOApoOHa K 6
NMPH NaLMEHTHTE B CTApUECKa Bb3PACT MOXE J1a A0Bede A0 OTIOKEHO enumuﬂupane\

2




CHCTCMHA 36{20]36[1“3. l'lopa,uu TOBA, TPFIﬁBEI Aa CC Npujiara MHHHMaNHOTO KONHYHCCTBO 3a Hﬂﬁ-KpﬂT’bK
Nnepuol oT BpEME 3a NOCTHIaHE Ha KCNAHUA KIHHHYCH Ed)eI(T.

b1nOpeuno/vepnoapodno yBpexaane

B cayuaii Ha cuctemua abcopbiins (KOrato NnpHiIoKKEHHETO € BbPXY 0OLHHPHH 00J1aCTH OT TANOTO 3a
MPOABKUTENECH NEPHOA OT BpeMe), MeTabONH3MBT H ETUMUHUPAHETO MOKE A4 ca 3ab0aBeHH M TOBA
A4 MOBHMIUW PUCKA OT CHCTEMHA TOKCHUHOCT. [lopaau ToBa, TpsOBa na ce npuaara MHHUMANHOTO
KOJIMUECTBO 328 HAH-KpaThK NEPUO OT BPEME 3a NOCTHIaHE Ha JKE/aHNWA KITUHHYEH e(eKT.

4.3. IlpornBonokazanus

Knoberazon He TpabBra aa ce U3MON3Ba 3a JIeUeHHEe Ha CAEAHUTE ChCTOAHHA:
HenexkyBaHU KOXXHHU HHPEKLIHH

Pozaues

AKHE BYJIrapuc

Copbex 6e3 p3nanieHue

[lepraHaneH ¥ reHUTaNEH NPYPHTYC

[lepropaneH nepmarur.

Knoberason e npoTHBONoKasaH 3a jieueHHEe HA AEPMATOIOrHYHH 3a001ABaHHS, BKIOUHTETHO
NEPMAaTHT, NpH Aelia Ha Bb3pacT NOA €AHa roAHHa.

4.4. Crnenuansu npegynpexieHAs H NpeANa3HH MEePKH NPH ynoTpeda

Knoberason tpabsa na ce npunara ¢ NOBHLLIEHO BHUMAHUE NMPH MallUEHTH ¢ AHAMHE3A 34 JIOKaNHa
CBPBbXYYBCTBHTEHOCT KbM KOPTUKOCTEPOUIH HITH KbM HAKOE OT MOMOLLHHTE BellecTRa. JlokanHure
peakLHy¥ Ha CBPBLXYYBCTBHTEIHOCT (BX. TOUKa 4.8) MOrar Aa Hanoao0sBaT CHMIITOMUTE Ha
CbCTOSHUETO, KOETO C€ JIEKYyBa.

[1poasu Ha xunepkopTHzonu3bM (CuHapoM Ha KbliHHr) ¥ 00paTHMO NOTHCKaHE Ha
Xurnoranamo-xunoguzapHo-HaadsOpeunara (hypothalamic-pituitary-adrenal (HPA)) oc, roaewy ao
FMOKOKOPTHKOCTEPOHHA HEAOCTATLYHOCT, MOraT /1a Ce Pa3BHAT NPH HAKOU XOpa B Pe3y/TaT Ha
NOBHILEHA CUCTEMHA abcopOLUms Ha NoKanHU cTepouad. [1pH mosBa Ha HAKOE OT TE3H CLCTOSHHS
TpsA0OBa MOCTENEHHO [1a CE CNpe NPUIIOKEHHETO Ha NEKaPCTBOTO C HAMANABAHE HA YECTOTaTa Ha
NPHIOKEHHE HAH YPe3 3aMECTBAHETO MY C MO-cnad KOpTHKOCTEpOUA. BHe3anHOTO NpekbeBaHe Ha
JICYEHHETO MOJXKE [a ROBEE N0 IMIOKOKOPTHKOCTEPOUAHA HEJAOCTATBYHOCT (BK. TOUKA 4.8).

CpoOluaBany ca ciiyyan Ha OCTEOHEKpOo3a, CEPHO3HH HHeKLHMH (BKIIOUMTETHO HEKPOTHINpALL
hacuMHNT) U CUCTEMHA HMYHOCYNpecHs (MOHAKOra Boaela 2o obpaTHMH Nne3nn Ha capkom Ha Kaposi)
NPH NPOABHKUTENHA yrioTpeda Ha knodeTa3o/ npH A03W HaA NpenopwL4UTeNHHTE (BXK. Touka 4.2). B
HAKOHK CTy4aH NaLHEeHTHTE Ca NPUEMaIH CbITTCTBALLO APYTH MOLUIHH MEPOPaIHA/NOKAIHH
KOPTHKOCTEPOHAH WIH HMYHOCYTIPECOPH (Hanp. MeToTpexcar, MUKogeHonat MogeTis). AKo
JIEYEHHUETO C NIOKATTHK KOPTHUKOCTEPOUIM € KNHHHYHO onpaeaaHo Hajg 4 ceaMmuuMm, Tpabea na ce
OOMHC/TH NpHIaraHeTo Ha no-ciad KOPTHKOCTEPOMIEH TIpenapar.

PuckoBu {akTopH 3a 3acHNIBaHE HA CHCTEMHHUTE e(PEKTH ca:

. Cuna v nekapcTBeHa $hopMa Ha NOKATHHA KOPTHKOCTEPOU

. [poabnxuTeNnHOCT HA EKCNIO3HLIMATA

. ITpunoxeHue Bbpxy oOUIMPHU 0ONACTH OT TANOTO

. [Ipunoskexue noa oxay3us (Hanmp. B FrbHKUTE MK N0 OKJY3HBHA NPEBPL3Ka; Np

NEJEHUTE MOTaT a AEHCTBAT KaToO OKJTy3MBHA NPEBPH3Ka)
[loBuilena xuapaTauus Ha porosus Coi
. ITpunoxenue Bbpxy 00J1aCTH ¢ NO-ThHKA KOXKA, KATO JIMLETO

. Hpunosxxenue BbpXy HapaHeHa KOXKa WK NPH APYTH CbCTOSHHSA, NNPU KOUTO K
MOJKE Ja € YBpeIeHa




. B cpaBHeHHe ¢ Bb3pacTHH, JeUATa U KbpMaveTaTa MoraT ia abcopbupart nponopuUHOHATHO
MO-roJIEMH KONMUUYECTBA OT JIOKATHUTE KOPTHKOCTEPOMIM M TOBA I'M NPaBu NO-NOAAT/IMBM HA
CUCTeMHH HeXKellaHH peakukid. ToBa ce AbIXKM Ha He3paiiaTa KoxkHa DapHepa U Ha Mo-roisMoTo
OTHOllIEHHE TEJIECHA MOBLPXHOCT/TE/IECHa Maca NMpH JeLa, B CpaBHEHHE C Bb3PacTHH.

Heya

[Ipu 6ebeta v neua Ha BB3pAcT noa |2 roanHU, KOrato € BL3MOXKHO, TpaOBa aa ce u3bsaraa
MPOAb/KUTENHOTO IEYEHHE C KOPTUKOCTEPOUIM 32 JIOKATHO NPUITOKEHHE, NOPAaN BB3MOXHOCT 34

NOTHCKaHe Ha HanOBvOpeuHaTa QyHKUHS.

Jleuara ca no-rnoaarivBy Ha pa3BUTHE Ha aTPOPHUHU NPOMEHH NPH NPUIIOKEHHE HA JIOKATHY
KOPTHUKOCTEPOUIH. AKO NMpH J€ua ce Hanara NprioxeHne Ha KnodeTaszon npornHoHar, €
MPENOPBHUYMTETHO NEYEHHUETO Aa CE OrpaHHUM CaMo 10 HAKONKO ZHH H eeKTHT Aa C€ OLUEHABA BCAKa

ceaMHLA.
Puck om unghexyuu npu oxnyszus

[ToBHuIeHaTa TeMnepaTypa H BAKHOCT B KOXKHHUTE MHKW WIH NIPH OKITY3UBHHTE NPEBPb3KH,
yJIECHABAT Pa3BUTHETO Ha DakTepnanHa HHpexuua. [Tpu usnonzsaHe Ha OKNY3UBHM MPEBPB3KMH,
Ko)KaTa TpadBa na ce NoyYMcTBa npeau NocTaBsHE Ha HOBA NPEBPb3Ka.

Ipunooscenue npu ncopuaszuc

JIokanHuTe KOPTHKOCTEPOUIHU TpROBA Na ce NpWiaraT ¢ MOBULLIEHO BHUMAHUWE NMPH NCOPHA3HUC, ThH
KaTo B HAKOH Clyyau € cboOllaBaHo 3a pa3BuTHE Ha edekT Ha oTHemaHeTo (rebound-edekT),
TONIEPAHC, PUCK OT MEHEPANTU3HPAH NYCTYN03€H NICOPHA3UC M PAa3BUTHE HA TOKANHA WIIH CHCTEMHA
TOKCHHHOCT Nopaau HapylieHaTa bapvepHa GyHkuna Ha koxara. [Ipy npunoxeHHe npu nNcopuasuc e
Ba)XHO BHUMATEJIHOTO HabMOAeHHe Ha NallueHTa.

Cenvmemeauia uvgexyun

[Ipn HHdeKTUpaHe Ha BL3INANHTENHH JIe3UH TpAOBA Aa ce Ha3HAYH NMOAXOAALIO RHTHMHKPOOHO
neqyeHue. Beako renepannsupane Ha HHOEKUUATA W3UCKBA CIIMPAHE MPHUIOKEHHETO Ha JOKATHUTE
KOPTHKOCTEPOMIH H Ha3HAYaBaHE Ha NOAXOAALIA aHTUMUKpOOHa Tepanus.

Xporuunu panu Ha kpaxama

JIoKanmHUTE KOPTHKOCTEPOUIH MOHAKOra C€ W3MOJ3BAT 3a JIEUEHHE Ha IEPMATHT OKOJIO XPOHHYHH

paHH Ha Kpakarta. ToBa npuioxeHde obave Moxe 1a € CBbP3aHO C NOBHLIEHA Y€CTOTA HA AOKATHU
peakLHH Ha CBPBLXUYBCTBHTEIHOCT U NOBHUILIEH PUCK OT JOKanHa HHdeKUuA.

Ipuroxcenue na ruyemo

[IpunoxeHne Ha JULIETO HE € XKENATENHO, Thit KaTo Tasu obnacT € No-noAaT/ivea 3a pa3BUTHE Ha
aTpOPUUHH MPOMEHH.

[Ipy npunoxerue Ha THUETO, NledeHHeTO TPAOBA Na ce OrpaHHuM CaMo 10 HAKOJIKO JHH.

[punroxcernue na xienavume

[1py npunoxeHne BLPXY Kienavure, TpabBa 1a ce BHUMABA JIEKAPCTBEHHAT MPOAYKT
BbpPXY OTKPHTATA 44CT Ha OYHTE, NOPadl Bb3MOMKHOCT 3a PA3BUTHE Ha KATAPAKTA M I
pe3yjTaT Ha MHOTOKPAaTHA eKCIIO3HLHA.




3pumennu CMyuyeHus

[Ipy cUCTEMHO H IOKATHO NPHUNOKEHHE Ha KOPTHKOCTEPOHH Ca Bb3MOXHH CHOOLIIEHHS 33 3PHTE/IHH
CMYLIEHHA. AKO NPH NALKMEHT Ca HAIMLE CUMIITOMM KaTo 3aMbII€HO 3PEHHE WIH JPYTH 3PHTENHH
CMYLLIEHHA, MALMEHTHT TPAOBa na 6b€ HACOUEH 32 KOHCYJITALUA ¢ O(TANIMONOT 3a OLEHKA Ha
Bb3MOXKHUTE MPHYHHH, KOUTO MOTAT [a BKJIIOUBAT KAaTApaKTa, rNaykoMa WiH peakH 3abonsaBaHus KaTo
HeHTpaNlHa cepo3Ha xopHopeTHHonaTua (LICX), 3a kouTo ¢e crobulara cies CHCTEMHO M JIOKANHO
M3M03BaHE HA KOPTHKOCTEPOH, M.

Pucx om 3ananumocm

[IpoaykTbT cbabpKa napadHH. MHCTpYyKTHpaliTE NAaUMEHTHUTE Aa HE MYHIAT H HE Ce [IBUKAT B OIH30CT
IO OTKPHT OI'bH MOpajH PHCK OT TEXKHU U3rapaHus. TbkaHuTe (Ipexu, crnanHo 6enbo, NpeBpb3KU U
T.H.), KOMTO ca OWIIM B KOHTAKT C TO3H NPOAYKT FOpAT NMO-€CHO U NMPEICTAB/IABAT CEPHO3EH PUCK 32
noxap. IlpaneTo Ha IpexuTe U CnasHOTO OeNbo MOXKE Aa HAMATK HATPYNBAHETO HA MPOAYKTa, HO He
U3UAJIO Aa ro NpeMaxHe.

To3u nexapcTaeH NpoAyKT ChbAbPxka 475 mg NPONUIEHININKOI BbB BCEKU rpaM OT MPOAYKTA.
[TpoNHAEHrNUKOITBT MOXKE 13 MPUYMHYM Ipa3HEHE Ha KOXKAaTa.

4.5. BiaumoaeHcTBHE ¢ APYTH JIeKAPCTBEHH NPOAYKTH R APYTH GOpMH HaA B3anMoelicTBHe
EAHOBPEMEHHOTO NPHAOKEHHE ¢ neKapcTsa, KouTo HHXWOUpaT CYP3 A4 (Hanp. puroHasup wn
HTPAKOHa30/) e NoKa3ano HHxHOKHpaHe Ha MeTabONHW3Ma HA KOPTUKOCTEPOUAUTE, BOACLLO 10

NOBHLLIEHA CUCTEMHA eKeno3nLug. CTeneHTa Ha KIIMHUYHA 3HAMMMOCT HA TOBA B3aUMOACHCTBUE
3dBHCH OT A03aTa W NbTA Ha NPHITIONKCHUE HAa KOPTHKOCTCPOUIHTE U OT CHJIaTa Ha HHKHﬁHTGpa Ha

CYP3A4.
4.6. Peprnanrter, OpeMEeHHOCT H KbPMEHE

PDepTUaUTET

Jiuncear naHHW NpU XOpa 3a OLEHKa Ha eeKTa Ha JIOKATHUTE KOPTHKOCTEPOHAH BLPXY (EepPTHANTETA.

KnobGerazon, npHaoKeH NOAKOKHO Ha ITbXOBE, HAMa e(eKT BbPXY pa3MHOKaBaHeTo. Bnnpeku ToBa,
GEPTWIMTETHT € MOHWKEH NPH NMPHUIaraHe Ha Hai-BUCOKATA A03a (BXK. ToYka 5.3).

bpemeHHOCT

HiMa orpaHW4eHM JaHHM OT ynoTpebara Ha knoGeTa3on npu OPeEMEHHH XKEHHU.

JIOKaMHOTO NPHIOKEHHE HA KOPTUKOCTEPOHIH NpH GpeMeHHH XXMBOTHH MOXe /1a IOBE/E 0 PA3BUTHE
Ha ¢QeTaltHU aHoMannK (BX. TouKa 5.3).

He e ycTaHoBeHa Bpb3KaTa Ha TE3H NPOABHM C NPUEMa Ha JIEKAPCTBEHHA MPOAYKT NPH YOBEKA.
[IpunoxeHueTo Ha K1oberazon no Bpeme Ha HpeMeHHOCT TpAdBa 1a ce 0OMUCAHN CaMO, aKo
O4YaKBaHATa Mon3a 3a MalKaTa, HaJBHLIABa pHCKa 3a nnoaa. TpadBa ga ce u3rnon3sa MUHUMaNHaTa
1032 3a MUHUMaJTHUS IEPHOJ OT BpeMe,

KbpMmeHe

He € H3BeCTHO AaNH JIOKATHOTO NPUITOKEHHUE HA KOPTHKOCTEPOMAH MOXKE J1a 10BE
abcopbums, nocTarbyHa, 33 1a Ce eKCKPETHPAT ¢ KbPMATAa B KOIMUECTBA, KOUTO M
yctaHoBeHH. [IpunoxeHnero na knobetason no BpeMe Ha kbpMeHe TpiabBa aa ce 0
OyaKBaHaTa roJi3a 3a MaHkara HaBABHLIABA PACKA 33 KbPMAUETO.



AKO ce U3Mon3Ba npes nNepuosa Ha KbpMeHe, KiobeTazos He TpaOBa Aa ce npuiiara Ha rbpAKTe, 3a 1a
ce U30erHe HHUMAECHTHO NONTBUIAHE OT KbpPMAaveTo.

4.7. EdexTn BbpXy cnocodHocTTA 32 LIopupaHe B padoTa ¢ MAITHHA

He ca npoBexxnanu npoyusaHus 3a U3ciieiBaHe Ha epexTa Ha KNobeTa3on BupXy CrnocobHoCTTa 3a
wodupaHe u pabota ¢ mawnHU. OT npoduna Ha HEXKEAAHH JIEKAPCTBEHH PEAKLIMK HA TTOKATHO
NPUIIOXKEH K1obeTazon He ce ouakBa HeGnaronpHATEeH edeKT BbPXY Te3U AeHHOCTH.

4.8. HexenaHH NeKAPCTBEHH PeaKIHA

HexenaHute nekapcTBEHH peakuuu ca H3bpoeHH no-10ay No CHCTeEMO-0pralHK Knacoee no MedDRA
U 1o yectoTa. Hecrorure ce AePUHHUPAT KaTO: MHOro vectH (2 1/10), yectu (= 1/100 n < 1/10),

HeuecTH (2 1/1 000 n < 1/100), peoxu (= 1/10 000 n < 1/1 000) u muoro peaku (< 1/10 000),
BKJTFOYHTETHO M30JUPAHHU CHOOILEHHS.

Hocmmapxemuneoeu Oannu

Undekumnu u undectaumnm
Mrnoeo peoxku ONOPTIOHUCTHIHHN UHPEKUUH

HapyweHus Ha HMYHHATa CUCTEeMA
Mnozo peodku NOKaNHa CBPbXYYBCTBHTEIHOCT

HapylueHus Ha €HIOKPUHHATA CHCTEMA
Mnozo peoxu MOTHCKAHE HA XHIOTANaMO-XunoguiapHo-HaabbopeyHata oc

Kb1HHronaHM 4epT (Hanp. NyHOBUIHO JIMLE, LEHTPANHO 3aTILCTABAHE),
3abaBeHO HaTpyNBaHE Ha Terio/3abaBaHE Ha pacTeXka NpH Aella, 0CTEONnopo3a,
XHNEPTIHKEMHA/TJIIOKO3YPHSA, XUNIEPTOHHUA, MOBKHILEHO TEr10/3aT/ILCTABAHE, MOHWKEHHU HHBA HA
€HIOM€HHHUA KOPTU3OJ, alIONELIHA, TPHXOPEKCHC.

HapylueHWs Ha OMHTE
C Heuszgecmua yecmoma 3aMBbIICHO 3peHHe (BK. CbLIO TOUKA 4.4)
Mrnoeo pedxu KaTapakTa, LCHTpaJIHa CEPO3Ha XOPHOPETHHONATHA, IlayKoMa

HapylieHHs Ha KOXAaTa H NOAKO)KHATA ThKAH

Yecmu cbpberx, NToKalHO napeHe/koxHa Ooka
Heuecnmu KOXCHa aTpodusa , CTPHUH , TeleaHrHeKTa3HU
» K ]
Mno20 pedxu H3TbHABAHE HA KOXKaTa , HabphUKBaHE Ha KOXKATA , CyXa KOXa , MTMIMEHTHU

NPOMEHK , XHIIEPTPUX03a, H3OCTPAHE HA NOLIEHKALUNTE CHMITTOMM, AJIEPrUHEH KOHTAKTEH
ACPMATUT/NEPMATHT, MYCTYN03€H NCOPUA3UC, EPUTEM, OOPHB, YPTHKApHUS, aKHE.

O61n HapyleHus ¥ eeKTH Ha MACTOTO HA MPUIOKEHHE
Mrnoeo pedxu Apa3HeHe/6onka Ha MACTOTO HA NPUAOXKEHHE

"KoskHH 11posABH, KOUTO CE€ Pa3BUBAT BTOPHYHO HA NOKAJTHH W/HIH CUCTEMHU eheKTH OT MOTHCKAHE Ha
XHNOTanamMo-xunogpulapHo-HaadLOpeyHarta oc.

CrobuwaBane Ha MOAQ3UPAHY HEXKENAHW PEAKLHH
CbobluaBaHeTo Ha NOJO3MPAHM HEXENIAHW PEAKLIMM ClleA pa3pewaBaHe 3a yriotpeba Ha NeKapCTBEHHS

NpoayKT € BaxkHO. ToBa M03BOAABA Aa NPOABIKH HAGMIOAEHUETO Ha CHOTHOLLEHHUETO méa}\

NEeKapCTBEHHUS NMPOAYKT. OT MEAHLMHCKHTE CNELMANTUCTH C€ H3HCKBA Ja ChLoOwaBaT ~ <° o N

MOAO3UPaHa HEXENlaHa peaKUUs Ype3 HaLMOHAJIHA CHCTEMa 3a ChobLIaBaHe: W L \\%;‘: -\.L_
£
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4.9. IIpenozupane
Cuvnmomu u npusHayu

JlokanHo npunoxeH, knobdetaszon Moxke aa ce abcopbupa B 10CTaTBYHO KOTHYECTRO, 3a Aa
npean3BHKa CHCTEMHH edeKTH. MHOro Manko BepOATHO € 1a HaCTBIK OCTPO NPEAO3HPAHE, HO B
Clly4yaH Ha XpOHHYHO NpeAo3UpPAHE WIW HENpaBH/IHA ynoTpeba Moxke Ja ce NosBAT CUMNTOMH Ha

XUNIEPKOPTULIMIBM (BXK. TOUKa 4.8).

Jeverue

B cnyua# Ha npenosupane kioberason Tpabea na ce cnpe NocTeNeHHO ¢ HAMANBaHE HA YUECTOTaTa Ha
MPHUIOXKEHHE WIH YPE3 3aMECTBAHETO MY C NO-c1ab KOPTHKOCTEPOU NOPaaK PUCK OT
FMIOKOKOPTHKOCTEPOUAHA HEAOCTATHYHOCT.

[lo-HaTaTblIHOTO NeyeHre TpadBa Aa e cnopel KIMHUYHUTE NOKA3aHHS WK CMOPE NPENOPbKHUTE Ha
HauxoHanuus TOKCHKOJIOTHYEH LUEHTBP, AKO TaKbB € HATHYEH. |

5§, GOAPMAKOJOI'NYHHU CBOMCTBA

5.1. PapmMakolHHAMHYHH CBOHCTBA

(®apMakoTepaneBTHYHA Ipyna: KOPTHKOCTEPOUAU, MHOro cWiHH (rpyna [V), ATC koa: DO7ADOI

MexaHu3bM Ha JeicTBHE

JIoKaJIHHTE KOPTHKOCTEPOUAN Ca NPOTUBOBBL3NATUTENHH CPEACTBA, KOUTO HHXHOUPAT KbCHUTE
anepruyHyU peakLHH Upe3 MHOXECTBO MEXAHHM3MH, BKIIKOYHTENHO HAMANABAHE MIBLTHOCTTA Ha
MacCTOLIUTHTE, HaMalliBaHE Ha XeMOTAKCHCa H aKTUBHPaHEe Ha €03MHOPHUINTE, HAMANSIBAHE Ha
MPOAYKUHATA HA LUTOKHHHU OT MTUMEPOLHTH, MOHOLIUTH, MACTOLIUTH K €03UHOMHIIH, KAKTO H
WHXHOHpaHe Ha MeTaboNMu3Ma Ha apaxuaOHOBaTa KHCETHHA.

PapMaKOAHMHAMMHYHH e(PEKTH

JlokanHUTE KOPTUKOCTEPOUAH UMAT NPOTHBOBB3NAIUTEHH, MPOTUBOCHPOEKHH U CHAOCBHBALLH
CBONMCTBA.

3.2. DapMaKOKHHETHYHH CBOHCTBA

Abcopbuus

JlokanHuuTe KOPTHKOCTEPOMAH MoraT f1a ce abcopbupaT CHCTEMHO OT HeyBpeeHa, 3ApaBa KOXa.
CtenenTa Ha abcopBLHg Ha NOKAAHHWTE KOPTHKOCTEPOUIH MPeE3 KOXKATA C& ONpeaens OT MHOrO

(aKTOpH, BIIIIOUHTESTHO BEXHKYNYMa U LIENOCTTa Ha enuaepMantara 6apuepa. Okiy3us
NPEBPDHIKH, Bb3NANECHUETO H/HUNHU APYTH OONECTHH NPOLIECH Ha KOXKATA CBILO MOTaT A
abcopbunsTa npes koxara.

Cpeana BbpxoBa Nja3sMeHa KOHUEHTpalkA Ha knobetaszon nponuoHar ot 0,63 ng/m
pPerucTprpaHa B €IHO H3NMHTBAHE OCEM Yaca Clieq BTOpOTO npuioxeHue (13 yaca cn
npunoxeHue) Ha 30 g knodetason nponuoHat 0,05 % mas BbpXy HeyBpeaeHa KoXa H
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uHIuBHAU. Cnen npunoxeHde Ha BTopa a03a ot 30 g xnoberason nponuonat kpeMm 0,05 % cpennara
BbPXORA NJ1a3MEHA KOHLEHTpalUHus € OM1a MaJIKo NO-BHCOKA OT Ta3H Ha Ma3Ta v € Ouna pervcrpupaHa
10 yaca cnex NpUNOKEHNUETO. B Apyro U3NUTBaHE CPEIHH BLPXOBH NMAa3MEHH KOHLUEHTPAUKU OT
npubansurenHo 2,3 ng/ml u 4,6 ng/ml ca 6unu HabnoaaBaHH NIPH NALIMEHTH CLOTBETHO C MCOPHA3UC
M ek3ema 3 yaca cliel eAMHUYHO npunokeHne Ha 25 g kiobetaszon nponuonar 0,05 % mas.

PasnpeaeneHue

3a OLlEHKAa Ha CUCTEMHATA €KCIMO3HLHA Ha NIOKATHH KOPTHKOCTCPOUIOH € HeoOX0NAMMO Na Ce U3MOI3BAT
CIJEPMEII{OH.HH&MH'-IHH KpﬂﬁHH TOYKH, TbH KaTO LHHPKYJIHPpALLHTC HUBA €4 MHOI'O NO4 HHBATA4, KOHUTO

MOraT Ja C€ YCTaHOBAT.

MeTabonu3bM

Beansx abcopOupaHH npe3 KoxXara, JJOKaIHHTE KOPTHKOCTEPOHAN NPEMHHABAT NO
(hapMaKOKMHETHYHH TBTHLLA, NOAOOHU HA TE€3K HA CHCTEMHO MPHJIAraHHTE KOPTHKOCTEPOHIH.
KopTtukocreponaure ce metabonn3upar rJiaBHO B HEPHHUA ApoO.

EAMMHHHpaHE

JIOKannHUTE KOPTUKOCTEPOUIH Ce EKCKpETHUpAT npe3 Ob0peuute. B fonbiHeHHE, HAKOU
KOPTHKOCTEPOUAH U TEXHUTE META0OIMTH C€ eKCKPETHPAT ChLUO UPe3 KIBUKATA.

5.3, IlpeakIHHHYHH JARAHH 33 He30MACHOCT

KapuuHoredesa/MyrareHesa

He ca npoBexaaHH ABLJArOCPOYHHU NPOYUBAHMUSA NMPU JKHBOTHH 32 OUEHKA Ha KapUHMHOT€HHHUS
[noTeHuHan Ha knobeTa3on NponuoHar.

Knobeta3zon nponHoHaT He € Nokasal MyTareHeH NOTEHLHAN B PA3THYHHU in vilro npodu ¢
OaKTepHanHn KNeTKH.

PenpoayKTHBHA TOKCHYHOCT

B npoyuBanus 3a oueHka Ha (pepTUNUTETA IOAKOXKHOTO NPHIIOKEHHE HA KJIODETA30/1 NPONTHOHAT Ha
MibXoBe B 103M OT 6,25 10 50 mukporpama/kg/neH He € uMano eQekt BbpXY pa3MHOKHTEIHOTO
NOBEACHHE, KATO HaMaJiiBaHe Ha PEpTUIHTETA € HaJI0JaBaHO ¢aMO NPH A03M OT

50 mukporpama’/kg/neH.

[Togkoxkro npunoxenue Ha kiodeTtazon nponuoHaT Ha MUKH (2 100 Mukporpama/kg/aeH), nabxose
(400 mukporpama/kg/nen) wiu Ha 3aiium (1 ao 10 mukporpama’kg/nen) no BpeMe Ha OpEMEHHOCT, €
AOBEJIO OO aHOMAJIUM Ha NoAa, BKIKOUHTENHO Bbjiya yCTa (LIENKa Ha TBBPAOTO HEDLE) M
BbTPEMATOUHO 3a0aBsHe Ha pacTexa.

B npoyusaHeTo rpu nibxoBe, NpH KOETO HAKOW JKMBOTHH Ca OCT@BEHH Aa POAAT, € HabJIIoaaBaHo
3abaBsaHe B Pa3BUTHETO NPH MBPBOTO NMoKoneHue npu no3a > 100 mukporpama/kg/nen v HaManeHa
npexusaemocT npy ao3a ot 400 mukporpama’kg/nen. He ca HabnroaaBaHH eekTH, CBBPIAHH C
JIEYEHHUETO, BHPXY PENPOAYKTHBHOTO NOBEACHHE HA MbPBOTO MOKO/IEHHE UK BbB BTOPOTO
MOKOJIECHHE.




6. PAPMAIIEBTHYHHA JAHHHA
6.1. CnH¢bK HA NOMOIIHNTE BEeH1ECTBA
["nmuuepun MoHocTeapar

LleTocTeapusioB ankoxon

[TueneH Bocbk 6621

Apnauen 165

[IponuneHrAuKon

Xnopokpeson

HaTtpues uurpar

JIMMOHEHa KucenruHa, MOHOXUApaT
[Ipeuncrena Boaa

6.2. HecbBMecTHMOCTH

Hsama onucanm.

6.3. Cpok Ha roanocrt

2 rOAWUHMU

6.4. ChnenuajiHu yCJIOBHR HA CHXPAHCHRE

Ja ce cbxpaHsaBa npy remnepartypa nog 30°C.

6.5. Bua u chaABPKAHHE HA ONAKOBKATA

Meka Ty6a oT anyMuHuit ¢ unu 6e3 BHTPELIHO TaKOBO MOKPUTHE Ha OCHOBA OT EMOKCHIHA CMOJIa U

TBbpAa Kanaudka,
KapToHeHa kyTHa, chabpaxama Tyba ot 25 g.
6.6. ChneunajHH nNpeanasHH MEPKH NPH H3XBLPJIAHE H padoTa

HamMa cnelaJiHH H3HCKBaHUA.

7. HNPHTEXATEJ HA PA3PEIIEHHMETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

D24 YK11
HNpnauaus

8. HOMEP(A) HA PAZPEILIEHHUETO 3A YIIOTPEBA

Per. Ne 20030370

9. IJATA HA TIBPBO PA3PEIIABAHE/TIOJAHOBSABAHE HA PA3

YIIOTPEDBA

JlaTa Ha rbpBO paspellaBaHe 3a ynorpeba - 29 anpun 1992 r.
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JlaTa Ha MOJHOBABaHE HA pa3pelIeHUeTO 3a ynotpeba - 24 anpun 2009 r.

10. JATA HA AKTYAIUIUPAHE HA TEKCTA
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