KPATKA XAPAKTEPUCTHKA HA NPOAYKTA




1. HUME HA JIEKAPCTBEHMUSI ITPOAYKT

Erauna 50 Mukporpama/BnpbeKBaHe Cripeit 3a HOC, CYCNeH3us
Etacid 50 micrograms/actuation nasal spray, suspension

2. KAYECTBEH U KOJIMYMECTBEH CbCTAB
Besika Bnpbekata 103a cbabprka S0 Mukporpama MomeTa3oHoB ypoat (mometasone furoate).
[ lOMOLLHO BELIECTBO C U3BECTHO JIEHCTBHE

To3u nekaperseH npoaykr cbabprka 0,02 mg Gensankonues xnopua (benzalkonium chloride) na
BIPbLCKBaHE.

3a MbJIHUSA CITHCBK Ha MOMOLLHUTE BELLECTBA BUIKTE TOYKA 6.1,

3. JIEKAPCTBEHA ®OPMA p/o /3 Tl Y
Crnipeit 3a HOC, CYCNEH3HS.
bsia 10 nouTH Os1a pEKOHCTHTYHpPaHA CYCTIEH3HS. & 3.( d’,z 08 -07- 20%

4. KJ/IMHHUHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

Etauna cripei 3a HOC e nokasaH 3a JIEYEHHE HA CUMITOMHMTE Ha CE30HEH AlepruyeH PHHHUT WM
LEJOrOAHLLIEH allepruieH pUHHUT NPH Bb3PaCTHHU M JeLla Haa 3-ro/IMLLHA Bb3pPacT.

Etauna cripeit 3a HOC € nokasaH 3a JieYeHHWe Ha Ha3ajlHa T0JIMMO3a NPH BB3pacTHU Ha 18 M noseue
FOAMHH.

4.2 Jlo3HpOBKA H HAYMH HA NPHJIOKEHHE
Caea mbpBoHayasiHaTa NOAroTOBKA Ha nomnara Ha Etauma cripeit 3a HOC, NPH BCAKO BNPLCKBaHE ce
ocsoboxcaaBa okoao 100 mg momerasoHoB d¢ypoar cycrneHsus, cbabpikamia 50 MUKporpama

MOMETa30HOB (ypoar.

Jo3upoBka

Ce30HeH AJICPIrHYCH PHHHT HJIH LCJOTOAHILICH aleprui4cH pUHHT

Bvspacmuu (6xaouumenno nayuenmu 6 cmapuecka 6w3pacm) u oeya nao 12 200unu:

OOwnuaiiHata npenopbyMTesHa 103a € ABe BrpbekBaHus (50 MMKporpama/BrnpbCKBaHe) BbB BCSKA
HO3apa aHeBHO (oOwa no3a 200 mukporpama). Crnea onaasBaHe Ha CHMMITTOMMTE /103aTa Ce HaAMaJlsBa
210 €AHO BNPbCKBaHE BbB BCsAKA HO3/pa (0o0wa ao3a 100 mukporpama), KOeTo MOXKE /1a € 10CTaTbYHO 3a
MOAABLPIKALLO JIEHEHHE,

[Ipu HemoCTaTBUHO MOBIMABAHE HA CHUMIITOMHTE J03aTa MOJKE J1a C€ MOBHULIM 10 MAKCUMAJIHA JHEeBHA
1033 OT YETHPH BMNPBLCKBAHWA BbB BCsAKA HO3Jpa €1HOKpaTHO AHeBHO (oOwa ao3a 400 mukporpama).

Crien oBnassBaHe Ha CUMITTOMMTE Ce MpenopbyBa NOHKWKABAHE Ha /103aTa.

lleouampuuna nonynayus

Heya na ev3pacm medicoy 3 u 11 2oounu.
OOuvaiiHaTa npenopbyHTeNHa 032 € eaHO BnpbekBaHe (50 MHKporpama/snp
HO3/pa BeAHBK AHEBHO (00ua no3a 100 mukporpama).



[1pH HAKOH NaLMEHTH CbC CE30HEH anepruyueH pHHUAT ETauma cnpedf 3a HOC Noka3Ba KAMHHYHO 3HAYHMO
Ha4Yano Ha neHcTBMETO B paMKWTe Ha 12 yaca cnea mbpeaTa 103a, BHNPEKH 4e rpe3 mbpeuTe 48 Yaca
MOXe Ja He ce MOCTHrHe NbjieH edexT oT neyeHHero. [Topaau Tora nauueHTHTe TPAOBA A4 MPOABILKAT
C PEAOBHOTO MY NMPUJIOXKEHHE C LEN NONYHaBaHe Ha b/IEH TepaneBTHUYEH edeKT.

[lp1 nauneHTH ¢ aHAMHE3a 38 YMEPEHH JO TEXKKH CUMNTOMK Ha CE30HEH aJlepruueH PUHHT MOXE J1a ce

HaNoXK JeueHneTo ¢ ETauna crpedi 3a HOC Aa ce 3anoyHe HAKONKO AHH NMPeaH OYAKBAHOTO HAYano Ha
MOAEHOBHA CE30H.

Heya na evipacm nod 3 co0unu
besonacxocTTa M eduxacHoctra Ha Etauua cnpeit 3a Hoc npu neua Ha BB3pacT noa 3 rogMHM He ca
YCTaHOBEHH.

HazanHa nonunosa

ObuualiHaTa npenopruMTeNHA HayajlHa [03a 38 MONMNO3a € ABe BNpbCKBaHKMA (oba moza 100
MHMKpOrpama) BbB BCAKa HO3Jpa eAHOKPATHO AHEBHO (06Lua aHeBHA no3a 200 Mukporpama). Ako crnen 5
N0 6 CeAMHIK CHMITOMMTE He ca OBNAAEHHU B AOCTATHYHA CTENEH, 103aTa MOXKE J1a CE MMOBHLIM A0 ABE
BNPBLCKBAHHA BBB BCAKA HO3/pa ABa NbLTH OHeBHO (obOwa aHesna no3a 400 muxporpama ). JlosaTa
Tpabsa na Obae TuTpHpaHa A0 Hal-HMCKaTa [g03a, KOATO OCHrypspa e(eKTHBHO OBIAAfBaHE Ha
CHMITTOMHTE. AKO cied 5 N0 6-CeQMMMHO ABYKPAaTHO OHEBHO NPHWIOKEHHE HE CE€ TOCTHIrHE
noaoOpenne, Tpabpa Ja ce HANMpaBy OLEHKA HA CHCTOAHHMETO Ha MAalUMeHTa M Ja ce OOMHCAH OTHOBO
TEpaneBTHYHA CTPaTEerus.

[poyusaHusTa 32 €PEKTUBHOCT W 6€30MacCHOCT Ha NevEHHETO Ha Ha3alHa nonumnosa ¢ Etauua crnpefi 3a
HOC ¢a DMK C NPOABIKUTETHOCT YETHPHU MeceLa.

[Teouampuuna nonysrayus

besonacHocTTa M edukacHocTTa Ha ETaumMa cnpe# 3a Hoc npu geua W KOHOWHW Ha BBL3pact noA 18
FOAHHH HE Ca YCTAHOBEHM.

HauuH Ha npunoxeHue
HazanHo npunoxeHue.

[lpean npunaraHe Ha mbpBaTa O03a, cnpesr Tpabea da ce pasknatud aAobpe H ma ce Hampasat 10
BAPBCKBAHUA BLB Bb3AyXa JOKATO CTPYATA CTAHE XOMOreHHa. AKO MOMnara He € OHila W3noNi3BaHa B
NpoabKeHHe HA 14 AHW HAH no-OBro, Ta Tpabea aa 6bae NOBTOPHO NOArOTBEHA C 2 BNPBCKBAHUA, 10
nofay4aBaHe Ha XOMONeHHa CTpYA.

[Ipean scsika ynorpeba cnpedar Tpabsa nobpe aa ce pasknatd, crpear TpAOBa Aa ¢e UIXBBLPNM cef
W3NpbCKBAHE Ha O3HAUEHHUTE HA eTHKeTa OpoH NO3M WAM B paMKWUTe Ha 2 Mecela Chaej ThPBOTO
OTBApAHE HA OMaKOBKaTa.

4.3 IlporuBonokasaHus

CBpBbXUYYBCTBHTENHOCT KbM AKTHBHOTO BELLECTBO HJIH KbM HAKOE OT NOMOILIHKHTE BELECTBRa, 1n36poeHu
B TOMKa 6.1.

ETaunn cnpeli 3a Hoc He TpabBa na ce npwiara NpH HaMYKE HA HENEKyBaHa JIOKaNHA WHpekuus,
3acsralla NMraBuLIaTa Ha HOCA, KATO Xeprnec CHMINEKC.

[Mopaau 3abaseHoTo 3apacTBaHe Ha paHWTE NPH NPHIOKEHHE HA KOPTHKOCTEPOMIH, M
KOMTO HACKOPO Ca MPeThPIE/IH ONepaLMy WIK TPaBMH Ha HOCa, A0 3a3/paBABaHE HA pa
Aa ce NpHIaraT Ha3aTHH KOPTHKOCTEPOHIH.




4.4 CneuHanHH NpeaAyNpeRIAeHHA H NPeANa3HH MEPKH Npy ynoTpeba

HmyHocynpecus

ETauna cnpeit 3a Hoc TpaGBa aa ce npuaara ¢ NOBHILEHO BHUMaHHE WIH BbOOLLE Aa He Ce MpHiara np
NALUKWEeHTH C aKTHBHA WNK JlatreHTHA OenoapobHa Tybepkynosa, KakTO M NPH TAKHEA C HENEKYBaHH
rbONUHH, OaKTEPHATHH, KAKTO W CHCTEMHU BUPYCHH HHGEKLIMH MKW OMHA Xepnec CHMIIEKE HHGEKLMA.

JloxanHu HazalHK edeKTH

Cnen 12-meceuHo neyenne ¢ MOMETa30HOB GypoaT cripeld 3a HOC He Ce YCTaHOBSBAT AaHHM 33 aTpodus
Ha JurasMuara Ha Hoca. OCBEH TOBAa NpH MpWIOXKEHHE Ha MOMETa3oHOB ¢QypoaT ce Habmozaea
TEHAEHUHA 3a 0OpaTHO pasBUTHE HE NHraBHLATA HA HOCA KbM HOPMANIEH XHCTOJIOTHYEH (eHoTH.
Bunpekr TOBA, NaLMEHTHTE, KOMTO C& Ha JleYEHHWE C MOMETA30HOB GypoaTr chpel 3a Hoc B
NPOAB/KEHHE Ha TOBEYE OT HAKOMKO Mecella, TpsbOBa A4 ce MU3CNEABAT MEPUOAHYHO 3a BBLIMOXKHH
MPOMEHH B JIMTAaBHLIATAa HAa HOCA. AKO ce pa3BHe noxkanHa rbOuuHa nHbekuus Ha Hoca unu dapHHKca,
NIEYEHHETO C MOMETa30HOB (hypoar cnped 3a Hoc TpabBa Aa ce chpe, WIH Oa C€ NpeanpHEMe
noaxoaawo nedeHue. [lepcucTHpaHeTo Ha Haszo(apuHreanHOTO ApPa3HEHE MOXE Aa € MPU3HaK 3a
cnupaxe Ha neueHdero ¢ Etauua cnpe# 3a Hoc.

ETauma He ce npenopbysa npu nepdopauns HA HOCHUA cenTyM (BHX Touka 4.8).

B KIHMHHYHKM NpOy4YBaHWA ENMHCTAKCHC €€ MNOSABABA C MO-TOAAMA YECTOTa B CpaBHEeHWe ¢ mnnauebo.
EnucrakcucsT € 6un kato uano camoorpaduyasail ce H caabo U3paseH no TeXeCT (BHXK Touka 4.8).

Eraunz cbabpxa GeH3ankoHues xnopua, KORTO MOXe A3 NPUYHHYU APA3HEHE Ha HOCa,

CHereMHH edeKTH HA KOPTHKOCTEDOHAMTE

CucreMHH e(deKTH NpH NPUNOKEHHE HA Ha3IHH KOPTHKOCTEPOMIH MOFAT A CE& NPOABAT IJIABHO,
KOraTo ca MpeAnycaHW BbB BHCOKH A03M 33 NPOAL/DKHTENEH NepHod OT Bpeme. BeposTHocTTa na
BbL3HHKHAT Te3H €(QeKTH € MHOTO NMo-Manka B CPABHEHHE C NEPOPaNHATE KOPTHKOCTEPOUAN H MOXE Na
BapHpa fpH OTAENHHUTE MAaUKEHTH W NpPH PasNHUHKTE KOPTHKOCTEPOMAHH NpoaykTH. [loTeHunanuure
CUCTEMHH €DEKTH MOXE Na BKIKOYBAT CHHAPOM Ha KBIIMHT, KBLUWHTOMOHH CUMITTOMH, MOTHCKAHE Ha
HanOvOpeunara QyHkumMs, 3a0aBaHe Ha pacTexka NpH Aeua W Bb3PACTHH, KATapakTa, r1ayKoMa H no-
psako, Habop OT nCHXONOrHYHW KW  noBedeHYeCKHW €EKTH, BKIIOYMTENHO T[ICHXOMOTOPHA
XUMEPaKTUBHOCT, HapyWeHUs Ha CbHA, 0e3nokoACcTBO, Aenpecus WM arpecHa (ocobeHo npH Jeua).
CrpoOuwiaBaT ce ClyvyaM H4 NOBHILEHO BBLTPEOHHO HANAraHe CHeA MpPHIOKEHHE Ha HHTPaHA3alHM
KOPTHKOCTEPOXHAK (BHK TOUKA 4.8).

JleueHreTo B 1031 NO-BUCOKH OT NPEMOPBUHTENHHTE MOXE Ja JOBEAE A0 KIKHWYHO 3HAUYHUMA Cynpecus
Ha HaaObOpeuHata GyHKUHA. AKO HMa OaHHH 38 TIPUJIOXKEHWE B  03M, MO-BUCOKH OT
NpenopBUHTENHUTE, B NEPHOOH HA CTPEC WNM NPH NNAHOBM onepauvH TpaGBa jJa Ce OCHIYpPH
AOCMBIHHTENHO MOKPHTHE CbC CHCTEMHH KOPTHKOCTEPOHAM.

3pHUTENHO HAPYLIEHHE

Moxe na O6bae cbobuwieHo HapylleHHE Ha 3pPEHMETO NMPH CHUCTEMHO ¥ JIOKATHO MPHAOKEHHE Ha
KOPTHKOCTEPOHAH. AKO NaUMEHTBT NOJYYH CHMNTOMH KaTO 3aMBINIEHO 3peHHE WIH APYTH 3pHUTENTHH
CMyLlIeHHs, TpAOBa Aa ce oOMHCAM npenpaiiaHeTo MY KbM OGTANMONOr 3a OLIEHKA HA BB3MOXCHH
MPHYHHH, KOUTO MOTaT Aa BKIIOYBAT KATApaKTa, raykoMa HaK peakuTe 3a60nsBaHHA KaTo LIEHTpa/Ha
ceposHa xopuopernHonaTHa (CSCR), mownagsanu cnea ynotpefa Ha cucTem
KOPTHKOCTEPOMH,




Hazanua noaunoza

He ca npapeHd npoyuBaHHs 3a 0€30MacHOCT H e(QHUKACHOCT HA MOMETa3oHOB (Qypoatr npH
YHHNATEPATHN MOMWIH, MONHNK NMPH KUCTO3HA PUbpo3a MM MOMUMH, BOAELUH [0 MBIAHA OOCTPyKUMA
H& HOCHATA JIMraBHLIA.

YHunarepanH1Te MOMKIHK C HEPaBHA NMOBbPXHOCT WX HETHIHYEH BHA, OCOOEHO aKo ca pa3fi3BeHH WU
KbpBsituH TpAOBa Aa ce OUEHAT QOMBLIHHTENHO.

EQeKT BbPXY PACTEXA MPY NeAHaTPHYHATA Nonynauus

IlpenopbuBa ce NpH Jeua, KOHTO C& Ha NMPOABDKHTENHO fIeYeHHEe ¢ Ha3alH{ KOPTHKOCTEPOHIH, PbCTHT
Aa ce cneaw cTpUKTHO, [1py 3abaBsHe Ha TeMnia HA pacTex, TepanusaTa TpsOBa na ce npepasrneaa ¢ uen
HAMAAABAHE HA J103aT34 Ha HA3AWIHWTE KOPTHKOCTEPOMAH A0 Hal-HHUCKATa [103a, OCHIypABalla
eeKTHBHO OBNnaAABaHe Ha cMMMTOMHTE. OCBEH TOBA € JKE/NATENHO NauHeHTa Aa Objie HACOMEH H KBbM
CAELMANHCT NEAHATDP.

Bbnpeku, ye npH noseueTo nauHeHTH Etauua cnpefi 3a HOC Lle KOHTPONMMpa HA3AIHUTE CHMITTOMM,
CAHOBpPEMEHHATA ynoTpeba Ha MOAXOAAUNA AOMTLIBAIRE TEPANHa MOXE A& OCHIYPH AOMLIHHTENHO
ofnekyaBaHe Ha Apyry (Haik-Beye OYHH) CHMNTOMM.

4.5 BiaumogelicTeHe ¢ ApPYrH JIEKAPCTBEHH NPOAYKTH H ApPYrH ¢OopMH Ha B3aUMOAcHCTBHE

3a €AHOBPEMEHHOTO MPHIOKEHHE CbC CHUCTEMHH KOPTHKOCTEPOMAM BHXKTE TOouka 4.4 CrneunanHu
npesynpexXacHus W Npeana3sHu MEpKH NpH ynotpebda.

[IpoBemeHO € KAMHWMHO NPOYYBaHE HA NEKAPCTBEHWTe B3awuMonelcTeus ¢ JnopataaMd. He ca
YCTAHOBEHM JIEKAPCTBEHH B3aUMOAEHCTBHS.

4.6 @epTHAHTET, OPEMEHHOCT H KbpMeHe

bpeMEHHOCT
Hama nocrate4Ho MK 0o6pe KOHTPOAMpaHH NPOyYBaHUA OT ynoTpebara Ha MOMETa30HOB (ypoar npu

OpeMeHHH xkeHH. [IpoyuBaHHATA MPU )KHBOTHU NMOKA3BAT PEMPOAYKTHBHA TOKCHUYHOCT (BXK. TO4YKaA 5.3).
Kakto u npu Apyrv HasawlHH KOPTUKOCTEPOHAHW NpoAykTH, Etauma cnpelt 3a Hoc ne Tpsabea ma ce
npunara npxH OpeMEeHHH MK KbPMELLH XEHH, OCBEH aKO MOTeHUMAaNHATa oA3a 3a MaiikaTa HaBWILABA
MOTCHUMANHUA pHCK 3a Maiikata, niona WiH kbpmadero. Jeua, poaeHH OT MaiKH, AE€KYBaHH ¢

KOPTHKOCTECPOHON N0 BpEME Ha 6PEMBHHOC'TT&, TpﬂﬁBa aa 6baaT BHUMaTeNHO HabmoaaBaHu 3a MpOABH
Ha XHITIOKOPTHUH3BM.

KtpMeHe
He e u3BecTHO nanu MOMETa30HOB (ypoaT ce eKCKpeTrupa B KbpMaTa. KakTo W npd ApYrH HasalHH

KOPTUKOCTEPOMAHH NPOAYKTH TpabBa Ja ce B3eMe pelieHHe JaNk Aa Ce NMPeKPaTH KbPMEHETO WM Jia CE

npekpatu/He ce nposeae Tepanua ¢ Erauna cnpelt 3a HOC, KaTo ce B3eMAT TpeABMA Noa3aTa oT
KbPMEHETO 33 AETETO H MoJ3aTa OT TEPANUATA 38 KEHATA.

Qeprunurer
JlunceaT KIMHHYHY NaHHH 33 e(eKTa Ha MOMETa30HOB QypoaT BbpXy ¢eprunurera. [IpoyysaHuaTa

MPH XHBOTHH MOKA3BAT PEMPOAYKTHBHA TOKCUYHOCT, HO Oe3 edexTH BupXy PepTHAHTET (BHXKTE TOUKA
5.3).

4.7 EdexTn Bbpxy cnocobnoctra 38 wodupane u pabora ¢ MAIIHHHA

He ca nposexaaHu npoy4ysaHns 3a eexTa Ha MOMETa30HOB (ypoaT cnipeii 3a HOC B
3a wodupane ¥ pabora ¢ MaLLKHM,



4.8 HexenaHn NeKApcTBEeHH PEAKUHH

Pe3tome Ha npoduna Ha Ge3onacHoOCT

[Tpn KNTHHWYHU MPOYYBAHHA 3a ANEepryueH PHUHUT ce CbollllaRa 38 EMUCTAKCHC, KOWTO KaTO Usjlo ¢
camMoorpaHn4asai ce M ¢1abo H3paszeH NO TEXECT K €& NPOABABA MO-4ECTO B CpaBHEHHE ¢ ruiauebo
(5%), HO CBC CbH3IMEpHUMA MM MO-HHUCKA HECTOTA B CPABHEHHE C HA3AHHTE KOPTHKOCTEPOMM,
M3NOA3BAHU KaTO pedepeHTHHU NPOAYKTH B npoyusaHusaTa (A0 15% ). YecTtoTaTa Ha BCHUKM OCTaHANM
HeXeNaHW peakuuM € cxoaHa ¢ Tasy npy rnnauebo. [Ipy nauueHTH, NEKyBaHU 3a Ha3aNHA MONMNO3A,
o611aTa 4eCTOTa HA HEXENaHHTe peakuuy € noaobHa Ha Ta3u NPH NALHEHTH ¢ aePrHYCH PHHMT.

[Tpy npunoxkeHHe Ha Ha3aHW KOPTUKOCTEPOMAM MOraT Aa e NPOABAT U CHCTEMHHU e(eKTH, 0co0eHO
aKo ca NpeAnMcaHt BbB BUCOKH A03H Y 3a MPOABJDKHTEHO BPEME.

B tabnuuara no-aony ca ONHCaHH HEXENAHHTE JIEKApPCTBEHH peakLHH, ChOOIHaBaHH NPH NMPHAOKEHHE
Ha MOMETa30HOB (ypoaT NpH NAUWEHTH C AaNepruyYeH pPUHHT WIH HasaiHa [o/Mno3a W OT
NOCTMAapKETHHroBaTa ynorpeda He3aBUCHMO OT MMOKa3aHHATA, KaTo ¢a Ki1acHOHUHpaHH ¢bodpasHo
YeCTOTATA:

Muoro yectu 21/10);

Yectnn 1/100 po <1/10);

Heuecru (=1/1 000 oo <1/100);

Peaxu (=1/10 000 no <1/1 000);

Mmuoro peaxu (<1/10 000);

C HeusBecTHa 4ecTOoTa (OT HAMTMYHHUTE AAaHHH HEe MOXe Aa Obae HanpaseHa OUCHKa).

Muoro yecTH YecTH C HeH3BEeCTHA Y€CTOTA
Hudexuuu u QapHHrUT, HHPEKUHUH
BHHPeCTaAUUH Ha TFOPHWUTE AMXATENHH
mbTHILA™
Hapywexnns Ha CBPBXYYBCTBUTENTHOCT,
UMYHHATa CUCTEMA BIJIFOUHTEHO
aHa(UNAKTHUHH

peakuuH, aHTHOeREM,
GpoHXOCNa3IbM M

AWCTIHES
HapyuieHus Ha rnasofonue
HepBHATA CHCTEMA
HapyweHus Ha ouunTe raaykoma, MoBHULIEHO
BBTPEOYHO HaJIATaHe,
KaTapakTa
PecniupaTopHH, rpbAHH | enucTakcHc* ™ EMUCTAKCHC, NapeHe B | nepdopauns Ha
¥ MEAWACTHHATHH HOCA, Ha3aHO HOCHaTa MemOpaHa
HapyLIeHUs Apa3HEHE Ha HOCAa, A3BH
Ha HOCA
CroMalHo-4peBHH Apa3HeHe Ha repaoTo*? | HApylUEeHHs BBB BKYycCa
HapYIEHHS H oboHsAHHETO

*YCTHHOBEHH KaTO HECYCCTH NPH NPUIOKECHHE ABA ITLTH AHEBHO 34 ICHEHHE HE HA3aJTHATa MOoNHNo3a
**}’CT&HOBBHH ITpYU NPpUIOKEHHE NBA MBETH AHCBHO 34 JICHCHHC H& HA3aJ1Ha NOMHITo3a

[leauaTpyyHa NONynalms
UecToTaTa Ha YCTAHOBEHHWTE HEXEMAHM peakuWH nNpH neaHaTpyuyHaTa nomnyna

KIHHHYHM [poYuBaHHs, Hanpumep enuctakcHe (6%), rnasobonue (3%), Bb3nane
KknxaHe (2%), ca CpaBHHMHU C HECTOTa UM MpY MPUNOKEHHE Ha rutauebo.
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NeKapCTBEHHS NPOAYKT. OT MEAMLMHCKHMTE CNELHANUCTH CE H3UCKBA Ja ch0011aBaT BCAKA NOJO3HpPaHE
HEXXe/IaHa peaKLiua Ypes:

H3nbaHuTENHA areHUMS NO nekapcTeaTta

yi. ,.J2laMsaH ['pyes” Ne 8

1303 Cotus

Ten.: +359 2 8903417

yebcaiiT; www.bda.bg
4.9 IIpeao3npane

Cumnmomu:
MHxanupaHeTo MW NEpopaHOTO NMPHIOKEHUE Ha KOPTHMKOCTEPOMIM BBB BMCOKH [03H MOXeE Aa
Mpeau3BHKa MOTHCKAaHE HA PYHKUMATA Ha XHNoTanamo-Xxunogu3o-Haadsbpeunara oc.

Jlevenue:

Hali-uecto npu npegosyvpane He ce Hanara MpeAnpHeMaHe HA& APYIH MEPKH, OCBeH HabMiodeHHe,
nocieABaHO OT MPUNOKESHUE 8 NOAXOAALLATA NPEANMCAHA 1033, Thl KATO CHCTEMHAaTa OHOHANMYHOCT
Ha MOMETa30H e < 1%.

5. ®APMAKOJOIHYHU CBOHCTBA
5.1 dapMaxkoARAAMHYHH CBOHCTBA

QapmakoTepaneBTH4HA rpyna: J[EKOHreCTaHTH W APYTH HA3AHK MPENapaTy 3a JIOKAJIHO NPUAOKEHHE -
koprukocreponan. ATC koa: ROIADO9

MexaHH3BM Ha NeUCTBHE

MoMeTa3oHOBHAT QYPOAT € JIOKATEH KOPTHKOCTEPOH, C NOKAITHO MPOTHBOBBINATUTENHO AeHCTBHE NPH
D03, KOUTO HAMAT CUCTEMHH eeKTH.

BepoATHO B roniMa CTeMeH MEXaHW3MbBT HA OCBLUECTBABAHE HA AHTHANEPrUMHOTO M
NPOTHBOBBINATHTENHOTO ACHCTBHE HA MOMETA30HOBHR (pypoar ce OwIXKH HA cnocobHocTTa My 1A
WHXHOMpa 0CBOOOXKABAHETO HA MEAMATOPM Ha ANEepPrUMHH peakUHd. MomeTrasoHoB ¢ypoar
3HAYHTENHO HHXHOHpPa 0CBOO0OXKNABAHETO HA NEBKOTPHEHH OT IEBKOUMTHTE NMPH NALMEHTH ¢ AJIEPrUMHH
3a0onasaHnd. B kneTbuHa KynTypa MOMETa30HOB GYPOAT CHNHO MOTHCKA CHHTE3a M 0cBOOOKAABAHETO
Ha IL-1, IL-5, IL-6 n TNFa. Ocsen Tosa To#i € MoLueH HHXHOHTOP Ha 06pa3yBaHeTO Ha NeBKOTpUeH. B
AOMBLJHEHHE, TOH € H3IMOYHUTENHO MOLLEeH HHXHOUTOp Ha obpa3sysareTo Ha Th2 unrokunu IL-4 u IL-5
oT yoseiiki CD4 + T-knerku.

DapmakoaAnHaMHUHH edeKTH

[Ipn  npoyusaHdss ¢ KOHTAKT C Ha3aneH aHTHreH, MOMETa30H cnpel 2a HOC MOKa3sa
MPOTHBOBL3NATHTENHO ACHCTBHE KAKTO B PAHHATA, TAKA M B KbCHaTa (pa3za Ha aepruyHUA OTTOBOP.
ToBa ce aokassa 4pe3 Hamanasane (B cpaBHeHHe ¢ MniaueGo) Ha XMCTAMMHOBATA H €03HHO(WIHATA
8KTHBHOCT W MOHHXAaBaHE (B CPaBHEHHE C H3XOAHATA CTOHHOCT) HAa AAXE3MOHHHTE MPOTEHHM Ha
€03HHODHUNNTE, HEYTPOPUANTE U ENUTETTHHTE KNETKH.

ITpn 28% OT nauneHTHUTE CBLC CE30HEH anepruveH PUHUT MOMETA30H Crped 38 HOC NOKA3Ba KIHHHYHO
3HAYHMO HAYaJ10 Ha JeHCTBHETO CH B paMKHTe Ha 12 yaca cnea NpUNOXEHUETO Ha IMhbpBaTa R034.
CpenHxoTo (50%) speme 3a oOnekyaBane Ha cUMITTOMHTE € 35,9 yaca.

cpaBHeHHe ¢ naauebo cnopel 6ana 3a oueHka Ha rnasHuTe cuMnToMH (Major S
HHTerpalHO 3a& cUMnTOMHUTE (HUeBa Oonka/ HanpeXXeHWe/YYBCTBHTENHOCT, ¢
PHHOpEA, MOCTHA3ANHO TEYEHHE M HA3AIIHA KOHreCTHA/3anyluBaHe Ha HOca) no BRdE
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TepaneBTHyeH nepuon (PO2683 p < 0,001; PO2692 p= 0,038). Pamoro, Tpetupano ¢ 500 mg
aMOKCHUW/IHH TpH ITbTH AHEBHO HE MNOKa3Ba CTATUCTHYECCKH 3HAYMMa pasiMka oT naaueboro no
OTHOLIEHHE HA HaMaNsBaHe Ha CHMNTOMHTE Ha OCTPHS PHHOCHHYWT, criopel olieHkarta no MSS.
Ouenkata no SNOT - 20 HRQL noxa3sa 3Ha4MTeNHO HHBO Ha MoA3a MpH Ao3ara ot 200 Mukporpama
MOMETa30HOB (ypOAT ABa MBTH QHEBHO B cpasHeRue ¢ rwiauebo (p= 0,047). TIpH ocTbP PHHOCHHYHT He
€ MpaBeHa OLEHKA Ha NPOALIDKHTENHOCT Ha JIeweHHeTo Hal 15 aHHu.

[leanaTpuuHa nonyaauus

B nnauebo-KOHTPONHPAHO KIHHHUYHO W3NHMTBAHE HA MpPHIOKEHHe Ha MoMeTasoH 100 Mukporpama
AHEBHO B MPOABLLUKEHWE HA eAHA TrogMHa MpH aeua (n= 49/rpyna) He e HabmoaasaHo 3abassHe Ha
TEMIIa Ha PacTex.

JanHuTe 33 Ge30nacHOCTTa U €EKTHBHOCTTA Ha NPUIIOKEHHETO HA MOMETA30H NIPH [EUa Ha BBLIPACT OT
3 A0 5 roAMHH ca OrpaHHUYEHH ¥ NOpaaH TOBa HE MOXE a ce ONpeAeny JO30BHAT pexXnM. B npoyusaHe
npu 48 aeua Ha BL3PAcT OT 3 A0 5 rOAMHH, NEKYBAHH C WHTPAHA3aneH MomeTa3oHoB ¢ypoar 50, 100
Wnn 200 MHKpOTrpaMa/ZIHEBHO B MpPOAB/KEHHE HAa |4 RHH HE €2 YCTAHOBEHM 3HAUYMMH Pa3/iHKH B
cpaBHeHHe C miauebo no OTHOLIEHHWE HA CPelHaTa NPOMAHA B HHMBOTO HA [IUIA3MEHWS KOPTH30M B
OTTOBOP Ha CTUMYAALMA C TETPAKO3aKTPHH.

EBponefickaTa arenuMs mno JekapcTBata OCBOGOXKEAB2 OT 3aAB/DKEHMETO 34 TNPEOCTABAHE Ha
Pe3ynTaTHTE OT MPOYYBAHHATA C MOMETA30HOB (ypoaT criped 3a HOC BBB BCHYKHM MOArpynH Ha
MeAUATPUYHATA NOMYNALHS NPH CE30HEH W LIENOrOJHMIUEH anepridyeH pUHUT (BX. Touka 4.2 3a
nHGOpMaLHs OTHOCHO ynoTpeba B meaqaTpHsTa).

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuns

MomeTa3zoHOBHAT (ypoaT, NPHAOKEH KaTO BOAEH CNpeid 3a HOC, KMa cucTeMHa BMoHanuuHocT < 1% B
nnasmara, KaTo € W3MON3BAH UYBCTBUTEEH METOA 38 aHaIM3 ¢ MWHWMAIHE TpaHHUA Ha
yyscTBHTENHOCT 0,25 pg/ml.

PasnpeaeneHue
He e npunoxumo, TuH KaTO MOMETa30H HMa MHOTO JoLi1a aGCOPOLIKS, NPUTOKEH HHTPAHA3ATHO.

buoTpaHcopmauus

Mankure konv4eCTBa, KOHTO MoraT aa 6bAaT NOrbAHATH K aGcopOHpany, ce MOANAraT Ha SHAUHTENHO
MeTabonu3npaHe NpH MLPBOTO NMPEMHHABAHE NPE3 YEPHUA APOD.

EnuMuHupaHe
Abcopbupannat MoMeTazoHoB ¢Gypoar ce MerabonManpa B 3HaUMTENIHA CTENeH W MeTabonuTHTe Ce

EKCKPETHpAT ¢ YpHHaTa Y XKNbYKaTa.
5.3 IHpeaxknaHnyny fanHH 3a He30NACHOCT

He ca ycTaHOBEHH TOKCHKOMOrWuYHW edeKTH, XapaKTepHH CamMoO 3a MOMETa30HOB OypoaT. Beuukw
HabJlonaBaHyt HeXENaHW PeakLUHH Ca TUITMYHW 33 TO3M KJIacC JIEKAPCTBEHH NPOAYKTH U MO CHLUECTBO Ca
CXOAHH CbC CBPBLXHUIABCHH MMIOKOKOPTUKOHAHW GapMaKoIOrHiUHH eeKTH.

[peakTMHHYHATE NAHHNK MOKA3BAT, Y€ MOMETA30HOBHAT QYpOaT HAMA aHAPOreHHA, AHTHAPEHEPTHYHA,
€CTPOreHHa WIH AHTHECTPOreHHa aKTHBHOCT, HO NOAOOGHO HA OCTAHAIHMTE KOPTHUKOCTEPOWIM, HMa
H3BECTHA AHTHYTEPOTPO(DHHUHA AKTHBHOCT W MPH JKMBOTHHCKM MOJETH C BHCOK
mg/kg/nHeBHO 1 280 mg/kg/nHesHO BOAW 10 3a0aBEHO OTBAPAHE HA BAArANHILETO.

[Moao6Ho Ha ocTaHaNHTE KOPTHKOCTEPOUAH, BB BUCOKH KOHUEHTPALMH MOMETA30
KnacToreHeH MOTeHUHAN in vifro. Bee nak npu TepaneBTHYHM KO3M HE MOTAT 4 C€
edeKTH.




[Tp# npoy4BaHHs 3a penpOAYKTHBHA TOKCHYHOCT Ha MOMETa30HOB ypoart, no3a ot 15 Mukporpama/ke,
yasmxasa GpeMeHHOCTTa W 3a6aBs paXIAHETO, KOETO BOAH A0 HAMAJIEHA NPEXUBAEMOCT Ha
FIOKONIEHHETO, HAMANCHO TeeCHO Terno wiM 3abaseHo HannasaHe Ha Terno. He e ycTaHoseH egekT
BbPXY PepTHUANTETA.

[lonoGHO Ha OCTAHANHTE KOPTUKOCTEPOHAM, MPH IPH3aYH M 3alLM MOMETA3OHOBMAT (ypoar e
TEpaTOreHeH. YCTaHOBEHUTE epekTH ca ymMOunukaiHa XepHHs NpH IUIBXOBE, Uenka Ha HebueTo npu
MHLUKH H areHe3ns Ha MTbUHHA MeXyp, YMOWITHKANHA XepHHA U (NeKCHPARH NPEaHH NanK Npu 3aium.
OcseH TOBa NpH NABXOBE, 3aHLM H MHLIKH Ce YCTAHOBABA PeAyKUHA Ha TEMNA HA HAAAABaHE HA Terno
Ha MadkaTa, NPOMEHH B PacTeXka Ha 3apoAKLia (M0-HUCKO TENIECHO TerNo WHIH 3a0aBeHo BKOCTABAHE),
a MPH MHLLKY - HAMANEHA NPEXHUBACMOCT Ha NOKONEHHETO.

KaHueporeHHMAT MOTEHUMA1 Ha HHXQIHpAHHS MOMETasoHOB ¢ypoar (kaTo aeposon
X0podTyOpOBEINEPOIHH NPONENEHTH M CbpakTaHT) nNpH  KoHuentpauuk ot 0,25 a0 2,0
MHKpokporpama/l e npoy4saH B8 24-MeceyHH NpOyuBaHHA NPHU MHIIKK ¥ nubxose. Habmonapauu ca
TUAHYHHTE [NHOKOKOPTHKOKAHH €DEKTH, BINIIOUHTENHO HAKOJIKOTO HE-HEOIUIaCTHUHHM Neaud. [Tpu uuTo
€AHH OT BUAOBETE TYMOPH He € 3abens3aHa CTATHCTHYECKH 3HAYMMA BPb3Ka 103a-0TrOBOp.

6. QGAPMAULEBTHYHHA JAHHHU

6.] Chnacebk HA NOMOWIHHTE BeLeCTRA

MuxpoxpucTanHa uenynosa ¥ kapmenosa HaTpHi
Hatpues untpar

['nuuepon

JIMMOHeHa KHcenrHa MOHOXHapaT

[Tonucopbar 80

bensankoHnes xnopua

[Ipeuncrena soga

6.2 HechrBMeCTHMOCTH
Henpunoxumo

6.3 Cpok Ha roanocer

4 roaxHH
Cpok Ha roAHOCT criesl MbPBO OTBapAHE: 2 Mecela

6.4 Cnennansu yc/ioBHA HA ChXpaHeHHe

Ha ce cvxpanssa noa 25 °C. Ia He ce 3ampassBsa.

6.5 Bnau chaAbLpkkAHHE HA ONAKOBKATA

Etaunn cnpefi 3a Hoc ce chabpika B OyTwaka oT kexaubapeno crweiio Tun 111 ¢ HoMuHaned obem ot 20
ml, kosTo cbabpxa 18 g (140 snpbekBaHHS) OT NlekapcTBEHUA MPOAYKT, cHabAeHa ¢ Ho3upaiua Gsuta
HasanHa cnpel nomna (Harnacena Ha no3a ot 0,10 ml), keM kogTo e NPUroAeH Ha3wiIeH

NOJMIPONHNCHOB AIUIHKATOP C Kanayka 3a rnpeanaspaHe OT 3aMbpCABAHE,

Bunose onakoeky:
Besika kapToHeHa KyTus ¢babpxa | 6yTunka 1 | nucToska ¢ mudopMauus 3a na




6.6 Cnensajanu npeAna3HR MEPKH NPH K3XBLPJASHE H pabora

Heu3noa3saHUAT NEKapCTBEH NPOAYKT MAH OTNAABYHHTE MATEPHANH OT HEro TpAOBa a Ce W3XBBLPAAT B
CbOTBETCTBHE C MECTHUTE U3HCKBAHMUA.

7. MMPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
BOPJIA MEJUCHHE EBPOITA EOOJ]
6yn. Cumeonoscko woce 130, er. 3

1700 Codus
bunrapus

8. HOMEP(A) HA PASPEINEHHETO 3A YIIOTPEBA
Per. Ne:20190254

9. JATA HA ITBPBO PASPEIIABAHE/IIOJHOBABAHE HA PAIPEIIEHHETO 3A
YIIOTPEBA

Harta Ha nbpBo pasperuasare: 11.11.2019
Hata Ha nocnegHO NOAHOBSBAHE:

10, JATA HA AKTYAJIN3IHUPAHE HA TEKCTA

07/2025
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