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1. MUME HA JIEKAPCTBEHHUA NPOAYKT

bera3oHn | mg/g mas3s
Betazon 1 mg/g ointment

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BelecTBo B 1 g ma3: Oeramera3oHoB Bajepar /betamethasone valerate/ 1,22 mg, exB. Ha
Ooeramera3oH /betamethasone/ 1,0 mg.

3a MBJIHUA CITUCHK HA MOMOIIHUTE BelllecTBa, BHXKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Mas.

BbHIIEH BUA - MOYTH Osij1a XOMOreHHa Maca 0e3 arjiomepaTi ¥ Bb3AYLIHH MEXYPH.
4. KJUHUYHHU JAHHHU

4.1 TepaneBTHYHH MOKA3aHHS

[TpoayKThT ce mpuiara npv Bb3pacTHHU W Jeua Had | roguHa 3a JIOKaJlIHO JIeYeHHE Ha AepMaTos3H,
MOKa3aHH 3a JieYeHHe C KOPTUKOCTEPOUIH:

s ATonuueH AepMaTHT (BKJ. MPH Aella) U HyMyllapHa (IMCKOMIHA) eK3eMa.

. [Tcopuazuc, ¢ M3KITOYEHUE HA N'eHEPATU3MPaH IUIaKaTeH MCOpPHa3HC;

. HeBponepmaTo3u, BKI. IMXEH CUMIUIEKC XPOHUKYC (HEBPOJAEPMHT) U JINXEH IJIAHYC:

. Ce0opeeH nepmMaTur;

o KOHTakTHM 1epMaTO3M (MPUTATUBEH WK AlI€PrU4€H KOHTAKTEH AePMaTHT);

o JluckonaeH nynyc epuTeMaTosyc:

. Miliaria rubra;

. ['enepanun3upaHa epuTpOAEpPMHUs - B KOMIUIEKCHA T€panus ¢ KOPTHKOCTEPHOAH CHC CHCTEMHO
JNIEUCTBHE;

o Peakuuu Ha MOBHUILEHO JApa3HEHE MPH yXarnBaHe OT HACEKOMM.

[TpoayKTHT € MOAXOAALL 32 MPUIOKEHHUE NTPU CYXH, IMXCHUPULMPAHH WIH MIOKPUTH CbC CKBaMH
€K3€MaTO3HHU JIE3UHU.

4.2 Jlo3upoBKa H HAYHH HA NMPHJIOKEHHE

o3upoBKa

BbpXy 3acerHarus KOXKeH y4acTbK 1-2 MbTH IHEBHO C€ Mpujiara MajJko KOJIH4Ye€CTBO OT NPOAYKTaA ,
NIOCTAThYHO J1a MOKPUE 3aCErHaTHsA YYacThK /10 NOCTUraHe Ha nogodpenune. Makcumanna
NPOAB/HKHUTETHOCT Ha JIEYEHUETO 10 4 CeAMMILIM.




3a moaabpKALLO NIeYEHUE ¢ LiesT KOHTPON HA ChCTOSHUETO, POAYKTLT C€ NMprjara eAHOKPaTHO AHEBHO
WIH TIO-PAAKO B 3aBHCHMOCT OT KIHHUYHaTa npeleHka. Cnenpa na 6pae oOMUCIEHO W TPEMUHABAHE KbM
neyeHne ¢ no-cnabo aKTHBEH KOPTHKOCTEPOK.

B cnyuaii, 9e cne 2-4 ceAMUYHO NPHIOKEHKE HE € HAHLIE KITHHUYHO ToRo0peHHe B ChoOpakeHne
TpsAOBa Aa Biese NpeolleHka Ha JUArHo3aTa.

Amonuuen cepmamum
Crnen nocTHrale Ha KOHTpOJ Ha 3abonsaBaHeTo, JiedeHHeTo TpAOBa na Oble IpeyCTaHOBEHO NOCTENEHHO,
a KaTo INOAIBPKALLA TEPANHA € NPENOPBYMTEIHO H3NOM3BAHETO HA NOAX0IA1 €MOJTHEHT.

PA3K0OTO NMpeKpaTsBaHe Ha IEYEHHETO HOCH PHCK OT PELIMAUB Ha KITHHWYHHTE NPOABH.

[Tayuenmu ¢ vecmu peyuousu

Crnen oBNansBaHE HA OCTPUR ENMH30K € NOAXOAALLO Aa c€ OOMHUCIN HHTEPMUTEHTHO MPUICXKEHHE
(emMHOKPAaTHO JHEBHO MM 2 IIBTH CEAMUYHO, O6e3 OKITY3KA) C OrMie]] IOCTUIaHE Ha NOAXOASALL KOHTPON Ha
YeCcTOTaTa K TeXKECTTa Ha PELMIUBHTE.,

JlexapcTBEHHAT NPOAYKT C€ Npuiara BbpXy BCHYKH KOXKHH YYaCTBLH Ha NPEXXOAHHUTE JIC3UH WU B
30HKHTE, B KOKTO YECTO CE NOABABAT peliMAMBH. [IpenopbunTenHO € KOMOMHHPAHOTO IIPHIOKEHHE C

noaxogiamiy CMOMHUCHTH.

HEDGXUHHM € PCAOBCH KOHTPOJ HA ChCTOAHHUETO H OLUCHKA HA NMOJI3UTE H PUCKOBETE OT
NpoaABJDKHTCIIHOTO JICHCHHC.

[Ieduampuyna nonyrayiun

ITp peua pMCKBT OT JIOKAIHU H CUCTEMHH HEXENaHH peakLKH € NO-BUCOK, NOpallH KOETO € HeoOX0auMo
NpoBEXKAAHE HAa NMO-KPATKH JieueOHRH KYPCOBE, H3MOJ3BAHE HA MUHUMANHA e(eKTHBHA 1033 H 10~
Bb3MOXHOCT [PHIOKEHUE HAa KOPTHKOCTESPOUIH ¢ 110-c/1abda akTUBHOCT.

beraMeTa30HOB BallepaT € NPOTHBOINOKA34aH IPH Iela Ha Bb3pact noA | ronuna.

Cmapuecka ev3pacm

BE3MOXHMTE Bb3pacTOBO 00YCIOBEHH MIPOMEHH B YepHOAPOOHATa W/ K ObOpedHaTa GPyHKLUHA MOTaT Aa
DOBeAaT OO0 HaMaleHO eIMMMHApaHe Ha OeTaMeTa30oHOB BajlepaT B Cllyvait Ha CHCTEMHaA pe3opbiius
(npunoxxeHne BBPXY rojieMy KOXHH Y4aCTbLH AMH TAKMBA C HAPYLIEHA LAJIOCT, KAKTO M IIpH
NPOABIDKUTENHO Niedenue). Tesu obcTosTencTra M3UCKBAT NPHITIOKCHHMETO HAa NPOAYKTa Aa CTaBa 3a
BR3MOKHO Hali-KpaTeKk Nepuod U NpU N3NON3BAHE Ha MUHUMATTHA edeXxTHBHA X034,

He ca YCTaHOBCHH pa3JINKH B OTIOBOpa KbM JICHCHHCTO B CPABHCHHC C MMALIUCHTHTE B MJlaia Bb3pacT.

Bvopeunt/veprodpobru yspescoanus

[Ipy chCTOAHMA WK 00CTOATENCTBA, KOUTO MOTAT J1a JOBEAAT A0 CHCTEMHA pe3opOums,
OnoTpaHchopMaLuATa U EMTUMHHUPAHETO Ha OeTaMeTa30HOB BajepaT MoraT Aa Obpaart 3abaBeHM, KoeTo
MOBHIHABA PACKA OT CUCTEMHA TOKCHYHOCT.

[Tpen Bua TOBa NpH Ta3M Ipyna NalMeHTH, NPOAYKTHT ClIeBa Aa Ce Npuiara 3a Bb3MOXHO Hali-KpaTKni
MepHOJ OT BpeéMe U B MUHUMasIHA edexTHBHA 1034.

HayuH HA PUIOXKEHHE




Ma3Ta ce HaHacd B ThHDbK C/ICH BbpPXY LiA1aTa 3acerdara o61acTt, Bb3MOXHO € M Ipe3 JIeK Maca, KOHTO
yJIECHABA TPOHUKBAHETO.

[TpenopbLUHTENHO € H3NON3BAHETO Ha BL3MOKHO Hall-MATIKOTO KOJHYECTBO, OCTATBLYHO 33 NOCTUTaHE Ha
TepaneBTHYEH eeKT.

[Tpu pesucTeHTHH Ne3uH (Hanp. 3anedeneHn anaky B 06nacTTa Ha TAaKTUTE U KOJIEHETE TIPU NCOPHA3NC),
edeKTHT OT IEYCHUETO MOXKE Ja Ce NMOBUIIH JOMBJIHUTEIHO Ype3 MOCTaBAHE Ha OKJTY3HBHA NIpeBpb3ka
BBpPXY 3aCerHaTHR y4acThK 110 €[lHa HOIL, CJIe]] KOETO JICYSHHUEeTO ClleBa fa MPOIb/DKH N0 00Hyalinms
Ha4HH.

4.3 TIIpoTuBonoxkazaHusg

. CBpBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEIECTBO WIK KbM HAKOE OT MOMOILHHTE BEILECTBA,
H30poeHH B T. 6.1.

. [TbpBHYHH BUPYCHH, DakTepHaTHy ¥ rbOMYHN HHPEKLKH (XEPIIEC CHMIUIEKC, XepIIec 30CTeD,
BapHliena, KoxeH CHPUnHC U TyOepKyno3a, akHe ByJIrapHc, po3aLes ).

. [lepropaneH aepMaTuT.

: [lepnaHaneH ¥ TeHUTANEH NIPYPHTYC.

. [Ipyputyc 6€3 Bh3naneHue.

. Heua Ha BB3pacT nox 1 roauHa.

4.4 CrneuHaJaHH NpeaynpexaeHHus U NpeanasHA MEPKH NpH ynorpeba

CepuvxuyscmsumenHocm |
[Ipu neyeHue c NpOAYKTa HE MOXKe J1a Obe M3KIII0YEHA NT0ABaTa Ha PEeaKIMH Ha CBPbXYYBCTBHTETHOCT,
YHUTO KIIKHUYHH NMPOABH €A CXOIHH ChC CUMITTOMHTE Ha 3a00JI9BaHETO 32 IEUEHHETO Ha KOETO Ce
npwiara SeTaMeTazoOHOB Bajiepar.

ToBa Hanmara BHUMAaTEIHOTO NPII0KEHKREe HA ICKAPCTBOTO NPH NLA ¢ AHAMHECTHYHH JaHHH 3a
CBPEXYYBCTBUTENHOCT KbM KOPTHKOCTEpOoUan. [Ipn NposaBH Ha CBPBXYYBCTBUTEIHOCT IIPHIOKEHHETO
TpAOBA Oa ce NMPEYCTaHOBH.

Hugbexyuu

Ilpu uHdexTHpaHe Ha BLINANTUTEIHHTE JIE3UH € HeoOX0AMMO Aa ¢€ Ha3HA4YM NoaXoaAlla
aHTHOakTepuanHa Tepanua. Besko reHepanuzupaHe Ha MHQEKIMATA M3UCKBA NTpeKpaTaABaHe Ha
MPUNOKEHHUETO HA NMPORYKTA X0 HEAHOTO MBAHO OBNAAABAHE.

HanomapaneTo Ha OKNMY3HBHH IPeBPH3KH ONaronpUATCTBa pa3sBUTHETO Ha UH(EKIIMA B 3aCErHATHTE
KOXXHH yqacThlUy. [IpH H3rnon3saHeTo Ha TAKMBA NpeBpb3Ka Koxara TpabBa ga Obae MoYUCTEHA
NpeaBapUTenHo.

IIpunoocernue 6 obracmma Ha auyemo

[TpoABIKHATENTHOTO U UHTEH3UBHO JIEYEHHE C BHCOKO AKTHBHH KOPTHKOCTEPOUIH MOXKE /1a NpeH3BHKa
aTPOPUUHU KOKHHU U3MEHEHUA U NHNaTALMA HA MOBBPXHOCTHUTE KPLBOHOCHH Ch/IOBE, KOETO CIEABa 1Ia
Ce€ MMa NpeJ BUI NTPH NPOIWDKHUTEIHO NPWIOKEHHE BBPXY KOXKHH NOBBPXHOCTH, JTOKaNTH3NPaHH B
nyvLeBata obnacr.

[IponyxTsT TpAOBa A C€ npunara BHUMATEIHO B 00J1aCTTa Ha OUUTE, ITIOPaaM TOBA Ye IOMNaNaHeTo MY
BbPXY OTKPUTHTE NMOBBPXHOCTH HA OUHHUTE AOBJIKHM MOXKE Ja NMPeIW3BHKa MMOBHIIEHHE HA BETPROIHON
HaIATAHE M pa3BUTHE HA IT1ayKoMa.




Cucmemnuu eghexmu

[TpoABIKHUTENHOTO IEUECHHE C JIOKATHH KOPTHKOCTEPOHIM, MPIIAFAHETO HM BBB BHCOKH HO3H HIIH BBPXY
OOIIMPHHA KOXKHH Y4acTbLH (0cODEHO TaKMBa C HApYII€Ha LANOCT) HOCH PUCK OT 3HAYHMMA CHUCTEMHA
pe3opOLms B pe3ylTaT Ha KOATO Aa HACTBLITH MOTHCKAHE Ha XUNOTaNaMo-XHIo¢dH3HO-Hanbb0peunarta
CHCTEMa IIH Pa3BUTHE HAa XHNEPKOPTHIIH3BM.

I1pu HacTBIIBaHE HAa TE3U CHCTORHMA WIH IIPH [TOAO3PEHUE 3a TAKUBA, IEYSHUETO TpAbBa 1a 6be
MpeyCTaHOBSHO NOCTENEHHO (HAMaNABaHe Ha YECTOTATA HA NIPUNIOKEHHNE) WIH HeTaMeTa30HOB Banepar jJa
ObIe 3aMecTeH C Mo-clad KOPTHKOCTEPOHIL.

Te3n nposABHM ca NO-4eCTH NPU MANKH Aella ropaa# He3psuia KoxHa OapHepa, no-rojiMo OTHOLIEHHE
TelleCHA MOBBbPXHOCT/TENECHA Maca WIH MPHU YE€CTO U3MON3BAHE HA OKIY3MBHa NPEeBpb3ka (ITENeHHTE
MOTaT 1a UMAT ¢(PEeKT Ha TaKasa).

Hpyru puckoBd GakTopH 3a 10ABa HA CUCTEMHU €(eKTH ca: NPONBIKHTENIHA eKCITO3HULIHS, TTOBHINEHA
XHIpaTallia Ha KOXKHUA pOrOBHYEH CNOi, NPIIGKEHHE BLPXY OONACTH € NO-THHKA KOXa (NTHLe) WIH
BbpPXY KOKHH YYaCcTBLH C HapyllIeHa LUTOCT, HapyllcHa kKoXkHa Oapuepa.

lIcopuasuc

I1py H3MON3BAHETO Ha TOKATHK KOPTHKOCTEPOHIH 32 JICYEHHE Ha NICOPHAIUC B pe3yJiTaT Ha HapylUueHa
3al0MTHA GYHKUMA Ha KOXKaTa € Bp3MOKHO XpOHHHIIHpaHe Ra 3a00/1BaHETO, pa3BHTHE Ha TOJEPAHC,
MOBHILEH PHCK OT FEHEPATTH3NPAH MYCTYN03€EH MICOPHA3HC M JIOKANTHA HAH CHCTEMHA TOKCHYHOCT. [pen
BH/ TOBA MPHNOXKEHUETO HA NPOLYKTA IIPH TE3H IPYIH MALMEHTH H3UCKBA PETYIAPEH KOHTPOI Ha
CLCTOAHUETO.

APOHUMHY PAHU HO OONHUME KPAUHUYU

IIpunoxkeHneTo Ha TOKATHH KOPTHKOCTEPOUIH 33 NeYEHHE HA AEPMATHUT, TOKATHIUPAH OKONO XPOHHYHH
PaHH HAa JOJTHHTC Kpﬂ.ﬁHHlﬂd MOXKC 4 JOBCIAC A0 NNOBHIIABAHC HCCTOTATA HA JIOKATHHTC pCaKiiMN HA
CBPBXUYYBCTBHTENNHOCT M HA PHCKA OT JIOKATHA MH(EKLHA.

4.5 BianMogedAcTBHE ¢ APYIH JeKapCTBEHH NPOAYKTH H ApYrH GopMH Ha R3aHMoaelicTBHe

I1pu earnospemenHo npuwioxenue ¢ CYP3A4 nixnuburopn (MTpakoHas3ofi, pHTOHABHP) He MoXe fia 6bae
H3KJIIOUEHO MOTHCKaHE Ha MeTabONH3IMa Ha KOPTHKOCTEPOHINTE, KOETO Aa AOBEE /10 NOBHIIEHA

CHCTCMHA CKCIIO3HIIHA.
PHCKBT € 1Mo-BHCOK NpH NPOABIKKTCIHO MPHIOXKECHUE HA KOPTHKOCTCPOKH A BbB BUCOKH J03H H BBPXY

OOIIMPHY KOXHY YYACTBLM WIH TAKUBA ¢ HapyleHa LLUTOCT.
4.6 @eprTHanTeT, OPEeMEHHOCT H KbpMEHe

Depmurumem
Hsama naHHM 3a eekTHTE Ha NIOKAJIIHUTE KOPTHKOCTEPOHAM BbpXY (PepTHIHMTETA NPH XOpa.

Bpemennocm

[TpunoxkeHNEeTO Ha JIOKATHY KOPTHKOCTEPOHIN NPH KUBOTHH MOXE Jla 10Bee N0 aHOMAIWH BB deTyca,
HO NOTBLPACHH JAHHH 33 BPB3KaTa MEXIY H3MON3BAHETO HA TAKHBA [POAYKTH H TEPATONEHHM eeKTH
MPH YO0BEKA HE Ca H3BECTHH.

[Ipnnoxenuero Ha OeTaMeTa30HOB BalepaT Nno BpeMe Ha OpeMeHHOCTTa M3HCKBA CTPUKTHA OLIEHKA Ha
CBHOTHOLUCHHETO MOJI3a 32 MaNKaTa H €BEHTYANIEH PUCK 3a U102 U HOBOPOJIEHOTO.
[IpunoxeHuero TpabBa 4a CTaBa 3a Bh3MOMXHO HAR-KpaTKUs MEPHOA OT BpEME H C H3MO
MHUHHUMATHATA TepaneBTHIHA J034a.




Kvpmene

He e ycranoBeHa 6e30nacHOCTTa 110 OTHOLIEHHE Ha HOBOPOAEHOTO H KbpMAveTo, NopagH KOeTo
H3II0JI3BAHCTO Ha NMPOOYKTA B TICpHOAa HA KEPMCHC CJICABA 4 CTaBa C ITOBUILICHO BHUMAHHE H ITPH
CTPHKTHA OLIEHKa Ha CbOTHOLIEHHETO NOI3a 32 MalKaTa ¥ €BEHTYyalleH PHCK 33 KbpMadeTo.

Ilpn neyenye Ha KbPMELY kEeHH, Ma3Ta He TpsOBa Aa ObJe NOCTaBAHE BbPXY MBPANTE, 33 Ja ce H30erHe
HETOBOTO €BEHTYAIHO [OIIbLIAHE OT KbPMAaUETo.

4.7 EdexTn BopXy cnocofHocTTa 38 ModHpaHe H paboTa ¢ MAHHH
bBerazoH Ma3 He NORnHABA CrIocOOHOCTTA 3a WogKpaHe B paboTa ¢ MAaIIHHH.
4.8 Hexenanu JeKapcTBeHH PeaAKIHH

HexenaHuTe NeKapCTBEHH PeaklMH €a NOCOYEHH B 3aBUCHMOCT OT CHCTEMO-OPraHHMA KNac K 4ecToTa 110
MedDRA. Cnegnara TepMUHONIOrKA € U3MOA3BAHA MPH KNACH(PHUMPAaHETO HA HEXEJTaHUTE peakuyu o
OTHOLIEHHE HAa TAXHATA YECTOTa: MHOTO YecTH (>1/10), yect (>1/100 no <1/10), newectu (>1/1 000 no
<1/100), peaxu (>1/10 000 xo <1/1 000), mroro peaku (<1/10 000), ¢ HeH3BeCTHA YecTOTA (UECTOTATA HE
MOXKe Oa OBae onpeliesieHa OT HaTMYHUTE JaHHH).

Hapyinenns Ha AIMYHHaTa CHCTEMa
MHoro peakn — CBpLXUYYBCTBUTENHOCT

HapyuieHus Ha eHOOKPHHHATA CUCTEMA
MHOTro penky — NOTHCKaHe Ha XUNnoTanaMo-xunodpusapHo-HaadrbpeyHara oc, CHHOApOM Ha KblwuHr,

NOBHILEHHE HA TENECHOTO TErno, 3adaBeH pacTex NpH Aelia, OCTEONopo3a, MNayKoMa, KatapakTa,
XHITEPrIMKEMUA/TIIOKO3Y PHA, XHIIEPTOHUSA, ITOHM>KEHH HUBA Ha CHAOIE€HHUA KOPTH30J1, alloneL,
TPHUXOPEKCHC.

HapyuieHua Ha K0XaTa M [IOAKOKHATA ThKaH
YecTH — NOKATHO NapeHe, pa3seHe H ChpOeX B MACTOTO HA NPWIOKEHKE, KOxHa OOMKa.

MHoro peaky — aTpodpHYuHH KOXHH H3MEHEeHHA, CTPHH, 0COOEHO ITpH H3NOI3BaHe Ha OKIY3HBHH
PeBPb3KH U NpWiarade B 061acTTa Ha KOXHH I'bHKY, TTHIMEHTALIHMH, X®IIEPTPUX03a, TeJIeaHIMeKTa3uH,

aJleprudeH KOHTAKTEH JIEPMATUT, €pUTEM, 0OpHB, YPTHKApHA, ITYCTYJI03HA GopMa Ha NICOPHAa3KC
ByJrapuc, 000CTpsAHE Ha KIMHUYHATA CHMIITOMATHKA.

HNnadeximy v uadecraunu
MHoOro peiiku - ONOPTIOHUCTUYHK UHQEKIHH

O6u14 HapylleHHA ¥ €DEKTH Ha MACTOTO Ha NPHJIOKEHHE
MHoro peaku - Apa3HeHe/60mnka Ha MACTOTO Ha MPUIIOKEHIE

Cro0imaBaHe HA MOJOZHPAHH HEXKEJAHH peaKiHH
CrobuiaBanero Ha MORO3MPAHK HEXENaHH peakUMH cliell paspelllaBaHe 3a ynorpeba Ha nekapcTBeHHA
MPOAYKT € BaXHO. ToBa Nno3BosAsa Aa NpoablkH HAbMIEHNETO Ha CLOTHOLIEHHETO TION3a/PUCK 3a
NeKapcTBEHUA MpoAyKT. OT MEAMUHMHCKUTE CNEUMATHCTH CE H3HCKBA Ja ChoONIaBaT BCAKA [TOJ03H
HeXXeNlaHa peaKyA 4pes:
HManbnanTeNnHa areHUMs 1o 1eKkapcraara
yi. ,,JJaMau ['pyes™ Ne 8
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4.9 Ilpenoiupane
Octpo npego3rpaHe MPH NOKATHO IPWICKEHHE HA KOPTHKOCTEPON] € MAJIKQ BEPOSATHO.

[TpH XpOHMYHO IIPOAB/DKHTEHO NMPUIIOKEHHUE BBPXY I'OJIEMH KOXKHH ITOBLPXHOCTH WIH IIPH HENPABUIIHO
NPWIOKEHHE € Bb3IMOXKHO 14 C€ Ppa3BUAT CHMIITOMU Ha XHIIEPKOPTULIH3BM (BX. TOYKa 4.8).

B Te3u cnyuay e HeoOXOoANMMO NOCTENEHHO CIMPAaHE Ha JIEYSHUETO NOJ IEKapCKH KOHTPON Nopadu
€BEHTYaJIHa MOABa Ha CUMIITOMK Ha HaNOLOpEeYRa HEAOCTATBYHOCT. JIEYEHHETO € CUMITTOMATHYHO.,

B CII}"-Iﬂﬁ Ha HCBOJIHO NorieliaHC Ha CbABPAKHMOTO Ha T}’ﬁﬂTﬂ NedeHHUeTo cleaBa na b0 HAEHTHYHO Ha
TOBaA NpYy NpEca03HpPaHC CbC CHCTCMHH KOPTHKOCTCPOHIH.

5. ©OAPMAKOJOIHUHYU CBOHCTBA

5.1 ¢apmMakoaHHAMHYHH CBOiCTBA

$apmakoTepaneBTH4HA rpyna: KOpTHKOCTEpPOUIM, AEPMATONOrHYHH NPOLYKTH, MOIIHH
koprukocreponam (Il rpyna ).
ATC xon: DO7A CO01

MexaH{3bM Ha EHCTBHE

beraMeTazoHOB BANEPaT € CHHTETHYEH MNIIOKOKOPTUKOCTEpOoKa. KOpTHKOCTEpOUIUTE NPEMHUHABAT I1pe3
KIeThYHUTE MEMOpaHU OCPEACTBOM AU y3nA, KaTo 00pa3yBaT KOMILTIEKCH CbC CITEUU(PHYHH
LIMTOILIA3MEHK PELENTOPU, KOUTO HABIU3IAT B KJIETHYHOTO AP0, CBeP3BaT ce ¢ JJHK u ctumynupar
TpaHckpunuusaTa Ha TPHK u nocneapaniug 6enthueH CHHTES HA peULia €H3IUMH, ¢ pa3NuyHM QYHKUHH B

OpraHH3Ma.

Koptukocrepouaure HHXMOUpAaT anepruyHHUTE peakLMH OT 3a0aBEH THN Ype3 HaMasiBaHe Opos Ha

MACTOLIHTHTE U MOTUCKAHE HA XeMOTaKcyuca H NPOAYKLIMATA HA UMTOKHUHH OT TMMOLUTHTE, MACTOLLUTHTE
M €03UHOHIHTE.

dapMakoIOTrHYHH eQeKTH
bBeraMeTazoHOB BalepaT NpH JIOKAJIHO NPWIOKEHHE NpUTEkaBa OBp3, IPOABIKHTEEH H H3pa3eH
NPOTHBOBB3NANUTENEH, aHTUITPYPUTHHO3€H U ChA0CBUBALL e(eKT.

Hanuypero Ha Gpnyop B HeropaTa XMMHYECKA CTPYKTYpa YCHIIBA MPOTHBOBBANAIMTETHATA MY aKTHBHOCT,
KOATO NMpPEBUILIARA TA3U HA XMAPOKOPTH30H noutH 30 neTH. He npurexara MUHEPaNKOPTHKONIHA
AKTHBHOCT.

5.2 @apMaKOKHHETHYHH cBOHCTBA

AbGcopbuus
CreneHta Ha KokHaTa abcopbuus ce onpenens OT KaYeCTBATa U ChCTABA HA BEXHUKYTYMa, LIEJIOCTTA Ha
enuaepMUca U HATMYMETO Ha OKITY3HBHA NpeBpb3Ka. JIoKanHo NpHioKeHHTe KOPTHKOCTEPO
pe3opOHpaT U npe3 HHTAKTHA KOXa.




BrinanutenHute u Apyrd 60neCTHY NpoLecH, 0coOeHOo HAMTHYMETO HA aTPOQHYHH KOXKHU U3MEHEHUS
OnarompusrcTsar abcopbunmnra.

PastipeaeneHue
[TonagHan® B CHCTEMHOTO KpbBOOOpanieH s JIOKATHUTE KOPTHKOCTEPOHAN MMaT (PapMakOKMHETHHHO

MoBEACHHUEC, AaHAJTIOTHYHO Ha NMPOAYKTHUTEC NMPCAHAZHAYCHH 34 CUCTCMHO TPHIOXKCHHUC.

buoTpaHc@opMalHa
CBBp3BaT Ce IUIa3MEHUTE MPOTEHHH K ce MeTaboNIH3UpaT OCHOBHO B YepHHA Apo0.

EnuMHHHpaHe
OCHOBHHAT ITBT HA ENTUMHUHHpAHE ¢ OLOPEUHHAT.

5.3 IIpeaknHHHYHH NaAHHR 32 6e30macCHOCT

H3BecTHO €, 4e KOPTUKOCTEPOMINTE Hal-00110 ¢a Noka3ail TepaToreHeH eekT B eKCIIEPpUMEHTH NpU
»’HBOTHH, NPAIAraHd CUCTEMHO B OTHOCHTENHO HUCKH IO3H.

ITpunarasu o BpemMe Ha 6peMEeHHOCTTa BOAAT 10 KOHMCHUTANTHY aHOMATHH, KaTo HE3aTBapaAHe Ha
TBBPIOTO HeOue, AehopMalui Ha NpeIMUINHHUMTE, GOKOMENUS U aHa3apKa.

6. DAPMAIEBTHYHH JAHHU

6.1 CnHCcBK HA NGMOIHKTE BellleCTBA

[TapaduH, TeyeH
Ilapadun, 051 MeK

6.2 HechBMeCTHMOCTH
Henpunoxumo.

6.3 Cpox na roaHocr

3 /Tpw/ rooHHM OT AaTaTa Ha MPOU3BOACTBO.

[Tepnon Ha W3non3BaHe clex NLPBO OTBapsAHE Ha TyOata - 3 (TpH) Meceua.
6.4 ChneuHaJHH yCJ10BHA Ha CbXpPAHEHHE

[lpu Temnepatypa nox 25°C.

Ha ce chxpaHABa HA MACTO HEQOCTHITHO 33 Aeua.

6.5 BuI N cLABPXAHNE HA ONMAKOBKATA

BHHT.
Enua Tyﬁﬂ C JIMHCTOBKaA 3a IIAlITHCHTA B KaPTOHCHA KYTHA.




6.6 CnenuanHu npeanasHH MEPKH NPH H3XBLPJISHE H paboTa

HaMa criellHanHi H3UCKBaHUA,

7. IMNPHTEXATEJI HA PAJPELIEHUETO 3A YIIOTPEBA
Antnbunotux-Pazrpan AJl

Oyn. ,,Anpuncko BectaHie™ Ne 68, oguc 201

7200 Pasrpan, brnrapus

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. No: 20100321

9. JATA HA ITBPBO PA3PELHIABAHE/IIOAHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Harta Ha mspBO paspewiasane: 17.05.2010
IlaTa Ha nocnexHo noaHosABaHe: 21.05.2015

10. JATA HA AKTYAJIN3IUPAHE HA TEKCTA

Oxromepu 2024




