KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHUA ITPOAYKT

Erama 50 MuKporpamMa/BIIPLCKBAHE CNIpEH 3a HOC, CYCNEH3HA
Etacid 50 micrograms/actuation nasal spray, suspension

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Besika BNpBECKaHa 1033 ChABpXKa S0 MHKpOrpaMa MOMETa30HOB dypoar (mometasone furoate).

[ToMOULIHO BEIIECTBO C HIBECTHO AECHCTBHUE
To3u ieKapeTBeH NpoAyKT cbabpxka 0,02 mg Gensankonues xnopul (benzalkonium chloride) Ha

BIIPLCKBaHE.

3a ITBJIHUA CITHMCHK HA NMOMONIHHTE BEIIECTBA BIKTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA WIMBNHWTENHA ATEHLIMA NO NEKAPCTBATA

Crpeit 3a HOC, CYCIIEH3HA.
Bsina ro noutH 64na peKOHCTUTYHpaHa CYCIEH3H.

4, KJMHHWYIHH JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

Erammg cnpeﬁ 3a HOC € IIOKa3aH 3a JICYCHUEC Ha CHMIITOMHTE Ha CC30HEH aJIEPruvcH pHHHT HIH
LEeJIOTOAHLICH JICPIrUHiuCH PHHHT IIPpH Bb3paCTHH H JICLa Hall 3-rogMiIHAa Bb3pacT.

ETaumpa cnpeif 3a HOC € MOKasaH 3a JICYEHWE Ha Ha3ajlHa MOJIMIO3a NMPU BB3PACTHH Ha 18 M noBeue
TOAWHMU.

4.2 [lo3WpoBKA H HAYHH HA NPHJICKERHAE

Cnen nmppBOHavaiHaTa NMOATOTOBKA HA Mommara Ha Erauma cnped 3a HOC, IIPH BCAKO BIIPLCKBAHE Ce
ocsoboxnara okono 100 mg MomeTasoHOB ¢ypoar cycneHsusa, cCpabpxkamia 50 MMKporpaMa

MOMETa30HOB Qypoar.

O3HpOBKA

Ce30HEH ANCPrHYCH PUHHAT WIH HEJOOANIICH aJCpruiycH pHHUT

Bwvapacmruu (sxmrouumenro nayuenmu 8 cmapyecka ev3pacm) u Oeya Hao 12 zodunu:

O6uuvaiiHaTa NpenopbUHTENHa A03a € JBe BNpbckBaHua (50 MuKporpamMa/BNpbCKBaHe) BLB BCSKa
HO3Apa AHesHO (0ofwa n03a 200 Mukporpama). Cnen opjlagfBaHe Ha CUMIITOMUTE J03aTa ce¢ HaMaisBa
J0 €qHO BINPELCKBaHE BbB BCAKA HO3apa (obma no3a 100 Mukporpama), KOeTo MOXE Aa € J0CTATHYHO 34
NOJXbPAALLO JIEUEHHE,

[Tpy HenoCTaTHYHO MOBJIUABRHE HA CHMITTOMHMTE [03aTa MOXKE Aa ¢€ NMOBMUIM A0 MaKCHMalHa JHEBHA
103a OT YETHPH BNPBCKBaHHMA BbB BCAKA HO3Jpa €JHOKPATHO AHEBHO (00wa noza 400 mukporpama).
Cnen osragsBaHe Ha CHMIITOMHTE Ce MIPenopb4Ba MOHKABAHE Ha 03aTa.

HHeduampuuna nonyrayus

deya na ev3pacm meacoy 3 u 11 200unu: WA ﬂo\"

OOuyaiiHaTta npenopbUYMTENHA 032 € eaHO BrpbckBaHe (50 Muxporpama/pgx ,-‘- e PRf1pCAKa

HO3Jpa BeAHBK AHEeBHO (00wa no3a 100 mukporpama). & i T O 3%\ &
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I1py HAKOM MAUMEHTH ChC CE30HEH anepruueH puHUT ETauua cnped 3a HOC TIOXa3Ba KIMHUYHO 3HAYHMO
HAa4aI0 Ha AelicTBHETO B paMKHMTe HAa 12 waca cjief MbpBaTa A033, BBIIPCKH Ye Mpe3 MbpBUTe 48 1yaca
MOXE Jia He Ce NOCTHIHe MhieH edekT oT neyeHnero. [lopaan ToBa nauMeHTHTe TPAOBA Aa MPOABIDKAT

C PeJIOBHOTO MY NPWIOKEHHE C LieNl NOMy4aBaHe Ha IThJCH TePaneBTUYEH eeKT.
[Ipu naumeHTH C aHaMHe3a 332 YMEPEHH [0 TEXKH CHMITTOMH Ha CE30HEeH allepruyeH PHHUT MOXE 14 Ce

HaI0XH NteueHneTo ¢ Etaumn cnpeif 3a HOC Aa ce 3amoyHe HAKONKO JHH Npead 04aKBAHOTO HA4aslo Ha
NOJIEHOBUSA CE30H.

Heya na evapacm noo 3 2oouniu
BesonacHocTTa M edukacHocTTa Ha Etanua cnipeif 3a Hoc Npu Aela Ha BB3pacT MoA 3 TOAHHH He ca

YCTAHOBEHHU.
HazanHa rnmojaunosa

O6uuaiiHaTa NpeNoOpBLYMTE/HA HayalHa [03a 3a TOJNHMIO3a € JBe BNphCkBaHHA (obmwa gosa 100

MHKpOTpaMa) BBB BCAKA HO3JpA eQHOKPATHO AHEBHO (06ia nueBHa no3a 200 Mukporpama). Ao cnen 5
10 6 CeAMHLM CHMITTOMMTE HE Ca OBJIAJICHU B JOCTATHYHA CTENeH, N03aTa MOXE /ia CE MOBUIIN A0 JBe
BIPBCKBAHKA BHB BCAKA HO3Jpa ABa NMHTH AHeBHO (o6ma axesHa no3a 400 mukporpama ). [losara
TpabBa Oa ObAe TUTpHpaHa A0 Half-HMCKaTa 1033, KOATO OCHTYpsiBa e(QEKTHBHO OBJIaJABaHe Ha
cuMOToMuTe. AKO cied 5 a0 6-CeAMMYHO [JBYKPAaTHO HAHEBHO TNPWIOKEHHE HE C€ IIOCTHIHE
nogobpeHue, TpAGBa Ja ce HaNpasH OLIEHKa HA ChCTOSHHETO Ha NAalMeHTa M Ja ce 0OMHCIH OTHOBO

TEpANCBTHYHA CTPATCIHA.

[poyuBaHuaTa 3a epeKTHBHOCT M 6€30MacHOCT Ha JICYEHHETO Ha HasanHa nmonuno3a ¢ Erauua cnpe 3a
HOC ¢a OHIH ¢ NPOAB/DKHTENTHOCT YETHPH Mecelia.

Ileouampuyuna nonynayus

BesonacuocTra M edukacHocTTa Ha Eraiuua cnpeif 3a HOC MpH fela U IOHOWIM Ha Bb3pacT nox 18
FOAUHH HE Ca YCTAHOBEHHU.

HauuH Ha npujIoxkeHue
HazanHo npunoxenue.

[Ipenu mpuiaraHe Ha MbPBATA 4033, crpedT TpabGBa jpa ce pasknaTH gofpe M ga ce HanpasaT 10
BIIPHCKBAHMA BLB BB3OyXa AOKATO CTPYATA CTAHE XOMOreHHa. AKO rnommara He e Ouia usnosa3saHa B
NMpoAL/DKeHHe Ha 14 QHM WM No-ABATo, TA TpAOBa Aa 6B NOBTOPHO NOATOTBEHA ¢ 2 BIPbCKBAHMA, OO

Nnoay4aeaHe Ha XOMOI'CHHa CTPpyA.

[Ipend Bcaka ynoTpeba crnipesat Tps6sa noOpe Aa ce pa3KiIaTH, CHPesT TpsOBa la C€ U3XBEPJIH Clel
MINpPLCKBAHE HA O3HAYEHWTE HA eTHKera Opoil A03W MIH B paMKHMTE Ha 2 Mecela cjiel IThpPBOTO
OTBapsHe Ha ONNAKORKATA.

4.3 IIpormBonokazanns

CBpBX4YBCTBHTEIHOCT KbM AKTHBHOTO BEIIECTBO WM KbM HAKOE OT MOMONIHHTE BELIECTEA, H30poeHHU
B Touka 6.1.

Etauma cnpelt 3a Hoc He TpaOBa fAa ce NMpHiara fpyd HaTHuMe Ha HeNEKyBaHa JIOKATHAa MHQEKLMA,
3aCAraia JUraBM1aTa Ha Hoca, KATO XepIiec CHMILIEKC.

[Topanu 3a6aBeHOTO 3apacTBaHe Ha PaHWTE NPH MPHIOKEHHE HA KOPTHKOCTEPOHZMAL SNNARIMPUONY
KOWTO HACKOPO ca NMpeThpneNd Onepalii Wi TpaBMH Ha HOca, J10 3a3/IpaBsiBaHe % adirre HERfjBa
Ja ce MPWIAraT Ha3aJIHH KOPTHKOCTEPOHIH. /20 i,
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HmyHocynpecus

Etauuz cripeii 3a Hoc TpA6Ba Jia ce Mpuiara ¢ NOBHMIIEHO BHUMaHKE WIH BboOIIe Aa He ce npuaara rnpH
MalMeHTH ¢ aKTMBHA WM JaTeHTHa OGenoapobHa TyDepkynosa, KakTO M NpPH TAKUBA C HEJEKYBaHH
re6HUHYM, GaKTEpHATHH, KAKTO H CHCTEMHM BHPYCHH HHOEKUHHA MM OYHA XEPNEC CHMILTEKC HHGbEKLMA,

JloxanHy Ha3aITHH cghem

Cnen 12-MecedHo neyeHHe ¢ MOMETA30HOB (ypoaT cripeil 3a HOC He Ce YCTAaHOBSBAaT JAHHH 3a aTpodus
Ha nuraBuiata Ha Hoca. OCBEH ToBa NpH TPHIOKEHHME Ha MOMeTa30HOB ¢ypoaT ce Habmonasa

TeHJeHUMA 3a oOpaTHO pa3BUTHE HA JIMraBMIATA Ha HOCa KbM HOPMANIeH XMCTOJOTHYEH (EHOTHII.
BenpexH TOBa, NAlMEHTHTE, KOMTO C4 Ha JIEYEHHE € MOMETA3OHOB (ypoaTr cripei 3a HOC B
NpoAb/DKEHHE HA TMOBEYE OT HAKOJIKO Mecela, TpabBa na ce M3CNeaBaT NEPHOAHYHO 338 Bb3MOXKHH
POMEHH B JMraBUlIaTa Ha Hoca. AKO ce pasBHe JiokanHa rbOHYHa HHGEKIMA HA HOoca Wwin QapHHKca,
AEYEHHETO ¢ MOMETa3oHOB ¢ypoar chpei 3a Hoc TpabBa Aa ce cnpe, WIM 7a C€ NpeanpHeMe
nogxoaqAwo jaedeHue. [lepcucTHpanero Ha Ha3O(apUHrealHOTO JApasHEHe MOXKe Aa € INMPH3HaK 3a
crMpaHe Ha JieYeHHeTo ¢ ETauma cripeit 3a Hoc.

Etauua He ce npenopbyea npu nepdopalma Ha HOCHUA cenTyM (BHX Touka 4.8).

B kIMHWMHH NPOYy4BaHMS CIHCTAKCHC C¢ MOABABA C NO-TONAMA YeCTOTa B CpaBHEeHHE C IUianebo.
EnycrakcHchT € OW KaTo LIAJI0 CaMOoorpaHryaBalil ce U c1abo u3paseH no texect (BK Todka 4.8).

Etauna chaAbpxkKa OCH3TKOHHEB XJIOPH], KOHTO MOXE J1a MPUYHMHH Jpa3sHEeHe Ha HOCa.

CucremMHH BQEKTH Ha KOPTHUKOCTERPOUIHUTC

CucreMHH edeKTH NpU NpWIOXKEHHE HAa HA3aJHH KOPTUKOCTEPOHAH MOraT Ja Ce IpOSABAT IJIaBHO,
KOraTo ¢a MNpelnMcaHHd BhB BMCOKHM J03H 33 NPOAL/DKHTENEH NEepHod OT BpeMe. BepodATHOCTT2 Ja
BB3HHKHAT T€3H €(eKTH € MHOTO MO-MAJIKA B CPaBHEHHE C NEPOpaIHHTE KOPTHKOCTEPOHAH H MOXE Ja
BApHpa MpH OTASJIHUTE MALMEHTH W NpH pazIHYHHTE KOPTHKOCTEPOHAHH NMPOAYKTH. IloTeHumanHuTe
CHUCTEMHH e(peKTH MOXe [a BKIIOYBAT CHHAPOM Ha KbIIMHT, KBIUMHIOHAHH CHMITTOMH, NIOTHCKAHE Ha
HanOBOpeynaTa ¢yHkuus, 3abaBsHe Ha pacTexa NpH Aela M Bb3pacTHH, KaTapakTa, rlaykoma W mo-
paAko, HaAbOp OT TICHUXOMOrMYHM U MOBEACHUECKHM e(eKTH, BKIOYHMTEIHO MCHXOMOTOpHA
XHIEpaKTMBHOCT, HapylleHHsd Ha ChHA, Oe3nokolicTBo, Aenpecus WM arpecus (ocobeHo mpu geia).
CpobuiaBaT ce Cnydad Ha MOBMILIEHO BHLTPEOYHO HaNAraHe cjiel MPUIOKEHHE Ha HHTPaHa3alnHH
KOPTHKOCTEPOUIH (BHXK TOUKA 4.8).

JleyeHHETO B JO3H MO-BHCOKH OT MPENOPHUYHTENTHUTE MOXE Aa AOBEAE A0 KIWHHYHO 3HAYHMa CYTIPECHs
Ha HanOpOpeuHaTa QyHKUHA. AKO HMa JOaHHH 33 TMpPWIOKEHHE B J03H, II0-BHCOKH OT
MPeTIOPBHYHTEAHHTE, B IEPHOAM Ha CTpec WiIM NpH IUIAHOBH orepauud Tpa6Ba na ce OCHrypu
JOMNBJHUTENIHO NTOKPUTHE ¢bC CUCTEMHH KOPTHKOCTEPOHIH.

3pUTENHO HApYILIEHUE

Moxe na Obae cBHOOLIEHO HapylleHHWe Ha 3PEHHETO IIPH CHCTEMHO YW JIOKATHO MNPWIOXKEHHE Ha
KOPTHKOCTEPOUAH. AKO MAIMEHTHT MOJIyYH CHMIITOMM K4aTO 3aMBIJICHO 3pEHME WIH APYTH 3pHTENHH
cMYLIeHHA, TpAOBa na ce OOMHCIM IpenpalllaHeTo My KBM OQTajIMOJIOr 3a OLIEHKa Ha Bb3MOXKHH
MPUYHHHK, KOUTO MOTAT Jia BKJIIOYBAT KaTapakra, MiaykoMa WM pelKuTe 3a0019BaHHA KaTo ueHTpaJma

KOPTHKOCTEPOHIH.




HazanHa nonuno3sa

He ca npaseHM mnpoyuBaHHMA 3a 0e30macHOCT M €(HKACHOCT HAa MOMETa30HOB ¢ypoaTr mpH
YHUJIATEPATHH MONMIM, TIONMIIK NpH KHCTO3HA Gubpo3a WK MOJKIH, BOACIUM A0 IThIHA OOCTPYKLHA

Ha HOCHATA JIUraBHLA.
YHUNAaTEpaTHATE MOTHITA ¢ HEPaBHA MOBBPXHOCT WIH HETHIHYEH BUJI, 0COGEHO aKO ca pasi3BeHH WM

KbpBaiy Tpabpa Aa ce OLEHAT JOMBIHHTEIHO.
EdekT BLPXY pacTexa npy NneARaTpUYHATA MNOITYAAluA

TpenopsyBa ce MpH Jeia, KOUTO €4 Ha MPOAL/DKUTENHO JICYCHHE ¢ HA3ATHH KOPTHKOCTEPOUIH, PBCTHT
na ce cneau cTpukTHO. I1pu 3a6aBaHe Ha TEMNa Ha pacTex, TepanuaTa TpAOBa Aa ce npepasrieaa ¢ el
HaMangBaHe Ha Jo3aTa HA HA3aIHHTE KOPTUKOCTEPOHAH A0 HaH-HHCKATa J03a, OCHrypABalla
eteKTHBHO OBJajgBaHe Ha cumnroMmure. OCBEH TOBA € MEJNATENHO NalUHeHTa Ja ObAe HacoYeH U KbM

CTICLIMAJTMCT MEeJHATHP.

Brnpekyd, 9¢ MpH noBedeTo nanueHTH Etanma crpei 3a HOC i€ KOHTPONIHMpa Ha3aJHUTE CHMITTOMH,
eHOBpEMEHHATA YTIOTpeba Ha MOAXOAAMIA JOIThJBAla TEpPanmus MOXe Ja OCHIYpU JONBJIHHTENHO
obnekyaBaHe Ha ApYrH (Haii-Bede OYHH) CHMITTOMH.

4.5 BiaumojaeilicTrBue ¢ APYrH JIEKAPCTEBEHH NPOAYKTH K APYrH GOpMH HA B3aEMo/leHCcTBHE

3a eAHOBPEMEHHOTO TIPHIOKEHHE ChC CHCTEMHHM KOPTMKOCTEpOMAH BHxTe Touka 4.4 CneudaiHH
MpeAyNnpeXACHUS ¥ MpeAna3sHH MEPKH NMpH yrnoTpeda.

[lpoBeeHO € KIMHHYHO MNpPOYYBAHE Ha JIEKAPCTBEHUTE B3aUMOZEHCTBHMA ¢ noparaiuH. He ca
YCTAHOBEHM IEKapCTBEHH B3aHMOJCHCTBHA.

4.6 DepTHABTET, GPEMEHHOCT H KbPMEHE

BpeMeHHOCT
HsMa 1ocTaTh4HO WIH J00pe KOHTPOIIMPAHH NPOYYBaHMA OT ynorpebaTa Ha MOMETA30HOB QypoaT NnpH

6peMenHH xeHU. IIpoyuBaHMATa NIpM KUBOTHH NOKAa3BaT PENPOLYKTHBHA TOKCHYHOCT (BXK. TOUKa J.3).
KaxkTo ¥ npH Apyrd HasaJHH KOPTHKOCTEPOMIAHHU NpoxykrtH, Etauma cnpe#t 3a Hoc He TpsbBa na ce
npwiara npy OpeMeHHH WIH KbPMELIH XEHH, OCBEH aKo IMOTeHIHAIHATA I10J13a 3a MaHKaTa HajBHLIABA
MOTEHLMAIHKMA PHCK 3a MaiikaTa, TUIOAa HAM KbpMauetro. [Jleua, poAeHH OT Ma#KH, JIEKYBaHH C
KOPTHKOCTEPOMAM 0 BpeMme Ha OpeMEeHHOCTTa, TpsabBa Aa ObaaT BHUMATEHO Hab/0JaBaHH 3a NMPOABH
Ha XMIMOKOPTHLM3IbM.

KbpMmene
He e usBecTHO ganu MoMeTa30oHOB ypoar ce eKCKpeTHpa B KbpMmarta. Kakto M npH ApyrH HasajlHH

KOPTHKOCTEPOHAHH NMPOAYKTH TpAOBa Aa ce B3eMe pellleHUe JaJld Ja C€ NPEKpaTH KbPMEHETO WM J1a e
npexpaTH/He ce npoBene Tepanus ¢ Etauma cupeil 3a HOC, KaTo ¢e B3eMaT NpPeABHJ MOJA3aTa OT
KLPMEHETO 33 ACTETO M NOI3aTa OT TepalluaTa 3a XXeHaTa.

QepTHANTET
JIMncBaT KIHHHYHH AaHHH 33 eekTa Ha MOMETa3oHOB (ypoatr BBpXy (eprunurera. [Ipoyysanusra

MNpH XKUBOTHH NIOKA3BAT PENPONYKTUBHA TOKCUYHOCT, HO 6e3 efekTi BpXY epTHIHTETa (BHIKTE TOYKA
5.3).

4.7 Ed¢exrTH BBpXy cnocof0HOCTTA 38 modrpane B pabora ¢ MAMHAH

He ca nposexciaHd rpoy4BaHHs 3a epekTa Ha MOMETa3CHOB QypoaT cripei 3a Hoc DY
3a wogupaHe ¥ paboTa ¢ MALIWHH. S




4.8 Hexenanu JeKaApCTBEHH peaKknHd

PearoMe Ha npoduia Ha 6e30nacHOCT

[Ipy KIMHHYHHM TPOYYBAHMs 32 AIEPru4eH PHHHT Ce Choblasa 3a ENMCTAaKCHC, KOHTO KaTo LANO €
CaMOOrpaHH4aBalll Ce ¥ Cnabo M3pa3eH MO TEXECT M Ce NPOABABA NMO-4ECTO B CPABHEHHME ¢ IUIanebo
(5%), HO CBC CBHU3MEpPHMa WM IMO-HHCKA HECTOTAa B CpPaBHEHHE ¢ HA3AJHMTC KOPTUKOCTEPOMIM,
M3M0/3BaHN KaTo pedpepeHTHH NPOAYKTH B npoy4ysanHuaTa (fo 15% ). HecroraTta Ha BCHYKH OCTAHANH
HEXEJIAHN PeakLM e cXoJHa ¢ Tasu npu miauebo. Ilpy nanueHTH, JEKYBaHM 3a Ha3ajHa IOJIMIIO3a,
o6111aTa 4ECTOTa Ha HEXKeJIAHUTE PEaKIMM € NTOA0OHA Ha Ta3H NpH MAIMEHTH ¢ aJIEprHYEH PHHHT.

IIpy NpUIOKEHHE HA HA3ATHH KOPTHKOCTEPOMIH MOFaT Ja Ce MPOABAT M CHCTEMHM e(eKTH, 0cobeHO
aKo ¢a MpeANHcaHH BbB BUCOKH JO3H H 33 NMPOAB/DKHTEHO BpEME,

B TabnMuaTa no-Ioy ca OHCaHH HeXeNaHWTe NeKapCTBEHH PEaklWH, ChoOLaBAHH NIPH TIPHITOKEHUE
Ha MOMeTa30HOB GypoaT Npd MalMeHTH C alNepryueH pHHUT WIH HasajlHa [MOJIMMo3a U OT
MOCTMApKETHHIOBaTa ynoTpeba He3aBHCHMO OT IOKa3aHHATa, KaTo ca Kiacuuuupanu cbobpasHo
YyecToTara:

Msmuoro uectu (>1/10);

Yectu (1/100 no <1/10);

Heuectu (>1/1 000 mo <1/100);

Penxu (>1/10 000 mo <1/1 000);

Mmuoro peaxu (<1/10 000);

C HEH3BeCTHA YecToTa (OT HATHYHHUTE JaHHH He MOXe 21a Ob/ie HarpaBeHa OLICHKA),

MHoro secTH YecTn C HeH3BECTHA YeCTOTA
HUndekuuu H ®apuHruT, HHOEKIUH
uH(pecTalHH Ha TFOPHUTE AMXATEITHH
neTUIa*
Hapymenus Ha CBPBXYYBCTBUTETHOCT,
MMYHHATA CHCTEMA BKJIFOUUTE/THO
aHa(WIaKTHYHH

peakiLyH, AaHTHOEAEM,
SpoHxocnassM U

AUCITHeA
Hapyiurenus Ha riaBobonue
HepBHATa CUCTEMA
HapymeHnus Ha ouuTe rjiaykoma, MOBHILEHO
BBTPEOYHO HAJIAraHeE,
KaTapakra
PecridpaTOpHH, IPbAHH | €MMHCTAKCUC** EMUCTAKCHC, MapeHe B nepdopauus Ha
¥ MeAHACTHHAIHM HOCA, Ha3aHO HOCHaTa MeMOpaHa
HapylLeHHA Jpa3HeHe Ha Hoca, A3BH
Ha Hoca
CToMaIlIHO-YPEBHU apa3zHeHe Ha repnoro** | HapylleHHs BBB BKyca
HapyUIEHHS H 000HsHHETO

*YCTAHOBEHM KaTO HEUECTH IPU NPUIOXKEHHE IBa ITETH JHEBHO 3a JICYEHHE Ha Ha3aIHaTa MoJIMno3a
**yCcTaHOBEHH IpH NPHIIOKEHME [1Ba TBTH JHEBHO 34 JICUEHHE Ha Ha3alHa MOJIHIo3a

[TenguaTpuysa nonynanus

YecToTaTa Ha YCTAaHOBEHHTE HEXEIaHHW pEakUWH NpH NeJHATPHYHATA NOMmyJals He=UpeMme, Ha
KIMHHYHHM [IPOYYBAHHA, HanpuMep ermuctakcue (6%), rnasoGonue (3%), Bh3naneH o vaildfl -.
il I, \
KHxaHe (2%), ca cpaBHHUMY C HeCTOTa UM NIpH NPWIOKEHHE Ha TLiauebo. ‘§} _
-*** Pt T .
= 31 ) it %
CnobuiaBaHe Ha MOO3NPAHHN HEXCEIAHY PEAKLINY = *jéa_ S RN
Cro6ImaBaHeTo Ha NOJO3HPAHH HEXEIAHH peakliMH cliell pa3pellaBaHe 3a ynoTpe '@a e R ) >
A AL T
NPOAYKT € BaxcHO. TOBa MO3BONABA /12 TPONBILKH HAGTIONEHHETO HA CHOTHOLIEHHEWN BOSWPHCK 38, £
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NeKapcTBeHHA npoayKT. OT MeAHLIMHCKHTE CIIELHATUCTH Ce H3MCKBA Aa ChOOILABAT BCSKa MOJ03MpaHa
HeXKelaHa peaKlHs upes:

HansaHUTENTHA Ar€HLIMA O JieKapcTBaTa

yi. ,.Jlaman ['pyen” Ne 8

1303 Codus

ten.: +359 2 8903417

yeGcalit: www.bda.bg

4.9 Ilpeno3upane

Cumnmomu.
UHXanMpaHeTO WIH NEepPOPaHOTO MPHIOKEHHE HAa KOPTHKOCTEPOMAH BBB BHCOKH 03 MOKE Ja

NpeAu3BUKa MOTUCKaHe Ha (PYHKUMATA Ha XHIoTalaMo-XHnoduso-HandbopeuHara oc.

Jleuenue.
Hait-yecTo npH mpeao3dpaHe HE C€ Hajgara IpelnpHeMaHe Ha ApPYrd MepKH, OCBCH naboneHue,
nocieBaHO OT MPHWIGKEHKWE B NOAXOAALIATa NpeAIHcaHa A03a, Thi Karo CHCTEMHATa OMOHATUYHOCT

Ha MOMeTa30H € < 1%.

5. ©GOAPMAKOJIOI'HMYHH CBOMCTBA

5.1 <PapMakoaAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: JlekoHrectaHTH H APYTH HA3AJIHM NPENapaTH 3a JIOKAIHO NPHIIOKCHHUE -
koprukocTepouau. ATC kox: RO1ADO9

MexaHu3bM Ha J€HCTBHE

MoMeTa3oHOBHAT ypoaT € JIOKaJIEH KOPTHKOCTEPOH/, C TOKAITHO NIPOTHBOBB3NANUTENHO AeHCTBHE MPH
J03H, KOUTO HAMAT CHCTEMHH €(eKTH.

BepoAaTHO B rojasaMa CTefleH MEXaHU3MBT HA OCBIIECTBABAHE HAa AHTHAJIEPrHYHOTO M
NPOTHBROBB3MNAJIUTENHOTO efiCTBME Ha MOMETa30HOBHA (ypoaT ce AL/DKM Ha CnocoOHOCTTa My Aa
vHXHOMpa OCBOOOXIAaBaHETO HAa MEJIMATOPH Ha aJepPruvHM peakuuMd. MoMeTa3oHOB QypoaT
3HaYHUTENIHO HHXMOHpa OCBOOOXIABaHETO Ha JICBKOTPHEHH OT JIEBKOLIMTHTE IIPH NMAIIMEHTH ¢ AJICPrHYHH
1aGonasanud. B xieTbyHa KyJTypa MOMETAa30HOB (QYPOAT CWIHO MOTHUCKA CHHTE3a H OCBODOXKAABAHETO
Ha IL-1, IL-5, IL-6 u TNFa. OcBeH ToB2 TO#i € MOLIeH HHXHOHTOp Ha 0Opa3yBaHETO Ha JIEBKOTPHEH. B
JOITBIHEHHE, TOH € U3IONOYHTETHO MOLICH HHXHOUTOP Ha o6pasyBaneTo Ha Th2 nurokusu IL-4 u [L-5

oT yoBeliku CD4 + T-kieTxu.

(DapMaKOQHHaMH‘IHH egbelcrn

[I[py npoydBaHHS ¢ KOHTAKT C HasaleH AaHTUIeH, MOMETa30H Chpeill 3a HOC mnOKa3Ba
MPOTUBOBB3NAIHTENIHO ASACTBHE KAaKTO B paHHaTa, Taka M B KhCHATa (haza Ha allepruyHMUs OTrOBOD.
ToBa ce Aoka3Ba 4upe3 HaMansBaHe (B CpaBH¢HMe ¢ IUtanefo) Ha XHMCTaMUHOBAaTa UM €O3MHOQDHIIHATA
aKTUBHOCT M MNOHMKaBaHEe (B CPaBHCHHME C HM3XOJHATa CTOWHOCT) HAa aJX€3HOHHUTE IPOTEHHU Ha
€03HHOWINTE, HEYTPODHIIUTE W ENTUTEIHUTE KIETKH.

[Tpu 28% OT NaUMEHTHUTE CbC CE30HEH alleprHue€H pHHHT MOMETA30H CNIpel 3a HOC I10Ka3Ba KIIHHWYHO
3HAUMMO HavaJI0 Ha JeHCTBHETO CH B paMKHTE Ha 12 4aca chnell npuioKEeHUETO Ha TbpBaTa R03a.
Cpenxoto (50%) BpeMe 3a obnexkyaBaHe Ha CHMITOMHTE € 35,9 yaca,

AB3 bTH JHEBHO, MOKA3Ba 3HAYHTENHO NoA00peHHe HA CHMIITOMMTE, CBbP3aHH C O

cpasHeHHe ¢ futauefo criopen 6ana 3a oueHKa Ha riiaBadTe cuMnroMu (Major S il : >,
»

HHTErpajHO 33 CHMITOMHTE (JiMueBa GONKa/ HanpeXeHHe/UYBCTBMTENHOCT, CHHYGHBOADANERIGS He/ . /

B npe mpoyupaHus ¢ 1954 nauweHTH, MOMETa30H cnpeii 3a HoC B ao3a 200 Mukp /

a3 TR

PHHOpPEA, NOCTHA3AJIHO TCUCHHUC H HA3allHa KOHFGCTHH/ERH}’IHB&HG HAa HOC&) o BpE 'HeBH
%”*Bmm "9‘@
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TepanesTHdeH nepuon (PO2683 p < 0,001; PO2692 p= 0,038). Pamoro, TpernpaHo ¢ 500 mg
AMOKCHIJANIHH TPY IThTH AHEBHO HE [OKA3BA CTATMCTHYECKH 3HA4YWMa pa3fiMka OT Iuraieboro mno
OTHOIICHHE Ha HamassBaHe Ha CHMITTOMMTE HAa OCTPHA DHHOCHHYMT, Cnopel oueHkara no MSS.
Ouerkarta no SNOT - 20 HRQL noka3sa 3Ha4uTeNnHO HHBO HA Mos3a npH Ao3ata ot 200 MUkporpama
MOMETa30HOB (ypoaT ABa ITHTH AHEBHO B cpaBHeHHe ¢ riauebo (p= 0,047). IIpu ocTep PUHOCHHYHT HE
e npaBeHa OLCHKA Ha MPOAB/DKMTENHOCT HA JIEYEHHETO Hal 15 aHu.

[TennaTpHyHa MOIMYJALINA

B nnane6o-KOHTPOIMpAHO KIMHHYHO HM3IUTBAHE HAa NpHIOKeHHe Ha MometasoH 100 Mukporpama
JHEBHO B TMpPOIB/DKEHHE HA €1HA roguua mpu geua (n= 49/rpyma) He e HabmopasaHo 3abaBiaHe Ha
TEMIIa Ha pacTex.

JlaHHuTeE 3a 6€30MACHOCTTA ¥ e(PEeKTHBHOCTTA Ha NMPHIOKEHHETO HA MOMETA30H NPH eLa Ha Bb3pacT OT
3 10 5 roAMHK ca OrpaHHYEHH M MOPAAH TOBA HE MOXE J1a Ce ONpeeH JO30OBHAT pexuM. B npoyusaHe
npu 48 fielia Ha BBIPACT OT 3 J0 5 FO/IMHH, JIEKyBaHH ¢ HHTPaHa3aleH MOMeTa30HOB ¢ypoar 50, 100
unu 200 MUKporpaMa/HEBHO B mpoaw/DKeHMe Ha 14 nHM He ca YCTAHOBEHH 3HAYHMH Pa3iHKH B
cpasHeHHe ¢ IUTauebo MO OTHOIICHHE HA CPEAHATa NMPOMAHA B HUBOTO HAa TNUIA3MEHH KOPTH3ON B

OTrOBOP Ha CTHMYJallUA C TCTPAKO3&KTPHH.,

Esponeiickata areHLMs no JekapcTeaTa ocBoOOXKIaBa OT 3aABDKEHHETO 32 NPEJOCTABAHE Ha
pe3y/ATATHTE OT NpPOYUBaHHATa ¢ MOMETa3OHOB (ypoaT cnped 3a HOC BbB BCHYKH NOATpYNH Ha
[MEAHATPHYHATA MONYNaLMsd NP CE30HEH ¥ LEOroAMllieH alcpruyeH pHHHT (BX. TOuka 4.2 3a

uH(pOpMaLHA OTHOCHO ynorpeba B IEAHATPHATA).

5.2 @DapMakoKHHETHYHH CBOHCTBa

Abcopbuus
MoMeTa30HOBUST GYpoaT, MPHUICKEH KaTo BOACH CNpei 3a HOC, HMa CHCTEMHA OHOHanHYHOCT < 1% B

1a3MaTa, Karto € H3MOA3BaH YYBCTBHTENICH METOA 3a aHanu3 ¢ MHHHMajlHa rpaHdlia Ha
yyscTBHTENHOCT 0,25 pg/ml.

Pasnpepnenenye
He e npuwioxuMo, Thit KATO MOMETA30H HMa MHOT'O JIOIlIa abcopbums, NpUIOKEH HHTPaHA3AITHO,

Buorpancdopmalins

MasnkHTe KOJIMUYECTBA, KOUTO Morat aa ObAaT norenHaTH U abcopbupaH, ce NOMIaraT Ha 3HaAUYHTENTHO
MeTaboNH3MpaHe NpH MBPBOTO PEMUHABAHE Mpe3 uepHus Apod.

EnuMuHUpaHe
A6copOHpaHHAT MOMETa30HOB ¢ypoaT ce mMeTabonH3Hpa B 3HAYHTENHA CTEMeH U MeTaboauTHTE Ce

eKCKPETHpAT C YPHHATA H HUTbUKATA.
5.3 IlpeaxnuHEHYHH JAHHH 33 Oe30mACHOCT

He ca ycTaHOBEHH TOKCHKOJIOTMYHH e(eKTH, XapaKTepHH caMoO 3a MOMETa30HOB (Qypoar. Beuuku
Ha0MOAaBaHU HEXENIaHH PeaKUMy Ca TUIMMYHM 3a TO3M KJac NeKapCTBEHH MPOAYKTH H MO ChHIECTBO Ca
CXOMHH ChC CBPBXH3ABEHH TIIOKOKOPTHKOUAHM (apMaKoJOrH4HH €(EeKTH.

[TpeaIMHHUYHKTE JAHHH [T0KA3BAT, Y€ MOMETa30HOBHAT (ypoaT HAMAa aHAPOreHHa, AaHTHAAPEeHEPrHyHa,
ECTPOreHHa WIH SHTHECTPOre€HHa AKTHBHOCT, HO MOAOOHO HAa OCTaHANMTE KOPTHKOCTE

KJ1IaCTOTeHEH MOTEHIUAN in vitro. Bce nak npu TepaneBTHYHH JO3H HE MOTAT /J1a C
e(eKTH.




[Tpu mpoy4BaHus 32 penpoayKTHBHA TOKCHYHOCT HA MOMCTa30HOB dypoar, no3a or 15 Muxporpama’kg,
yaBLKaBa OpeMeHHOCTTa M 3a6aBs pOXAAHETO, KOETO BOJIM IO HaMajleHa NIPEXHBACMOCT Ha
OKONEHHETO, HAMANIEHO TeJecHo Terno Mad 3afapeHo HagaaBaHe Ha Terno. He e ycraHoBeH edekr

BLPXY PepTHIMTETA.

[Tono6HO Ha OCTAHAIWTE KOPTMKOCTEPOMIH, MPH Ipu3adv H 3aiilln MOMETA3OHOBHAT (Qypoar e
TepaToreHeH. YCTaHOBEHHTe edeKTH ca YMOHIMKAIIHA XEPHUA TIPH IUTBXOBE, lienka Ha HeOLeTo npH
MHLLIKH U areHe3Us Ha ¥TEYHMA MEXYp, YMOMIHKAIHA XepHUS M GJIEKCHPAHU NIPEIHH Al NPU 3aHLH.
OcBeH TOBa NpH NTLXOBE, 32l M MUIIKH C€ YCTAHOBABA PEAYKIMA HE TEMIIAa Ha HaJJaBaHe HA TErJIo
Ha MaliKaTa, IPOMEHH B PacTeXa Ha 3apoJuia (NO-HHCKO TeNeCHO TErNo W/WIH 3a6aBeHO BKOCTABAHE),
a [IpY MULIKY - HAMAJICHA MPEXHBAEMOCT Ha NIOKOJICHHETO.

KaHUEpOreHHHAT TNOTEHIMAT Ha HWHXAINpaHWAd MOMETa3oHOB ¢ypoar (karo aepo3on ¢
XJ10poIyOpPOBLITIEPOAHM TMPONENeHTH M chpdakTaHT) nNpM KoHUeHTpaumu ot 0,25 mo 2,0
MHKpoKporpama/l e npoy4sad B 24-MeceyHH NpOY4YBaHWA NMpPU MHIIKK W rurhxoBe. HabmonaasaHu ca
THITHYHUTE TTIOKOKOPTHKOMAHH e(heKTH, BKIIOUHTEIHO HAKONKOTO HE-HEOIUIACTHYHH JIe3uu. [1pn HUTO
€IMH OT BUJOBETE TYMOpH He e 3abenfi3zaHa CTaTUCTUYECKH 3HaYHMa BpB3Ka [103a-0TrOBOP.

6. DAPMAIEBTHYHH JAHHHU

6.1 CnHcBbK HA NOMOIIHATE BellleCTBA

MHKPOKPHCTANHA LIETYJI03a U KapMEI03a HaTpHH
HarpueB uMtpar

['nuuepon

JIuMOHeHa KHCe/TUHA MOHOXHpAT

[Tonucopbar 80

beH3aNKOHHEB XJIOpHU

[IpeuucreHa Bona

6.2 HechBMeCTHMOCTH
Henpunoxumo
6.3 Cpox Ha roanoct

4 rogquHHU
Cpok Ha roAHOCT cJiel ITbPBO OTBAapsAHE: 2 Mecela

6.4 ChnenHaiHH YC/I0BHA HA ChbXpaHEHHe

Ila ce chxpansiBa noa 25 °C. [a He ce 3ampa3ssna.

6.5 BHa B cBABPXAHHE HA ONAKOBKATA

Eraunn cnpeii 3a Hoc ce chbabpxka B 0sna Henpo3pauHa 6yTwika or HDPE ¢ nomunanen obem ot 20 ml,
koaTo chabpka 18 g (140 BnpbCckBaHWA) OT JEKAPCTBEHHMA NPOAYKT, cHabpaeHa ¢ mosupama Oana
HasanHa cnped nomna (HarnmaceHa Ha jo3a or 0,10 ml), kM KOATO € INpPHrofeH HasalleH

NONHITPOINIWICHOB aIUTHKATOP ¢ Kanatka 33 Npearna3saHe OT 3aMbpCBaHC.

Buaose ONakoBKH:
Bcaka kaproHeHa KyTHA chabpska | 6yTunka U 1 jiMcToBKa ¢ HHGOpMalHA 3a nalye




6.6 Coenua/iHH NpeIna3iH MEPKH NpPH HIXBLPJsARE H paboTa

Heu3noNn3BaHuAT 1eKapCTBeH NPOLYKT WK OTNATbUYHUTE MATEPHAIM OT HEro TpAbGBa [a ce H3XBBPIAT B
CHOTBETCTBHE C MECTHUTE M3UCKBAHMA.

7. IIPUTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEBA

BOPJIJI MEJUCHHE EBPOIIA EOOL
6yn. Cumeoroscko moce 130, eT. 3

1700 Codus

boearapus

8. HOMEP(A) HA PASPEIHEHHUETO 3A YIIOTPEBA
Per. No:20190254

9, JIATA HA ITHPBO PA3PEINABAHE/IIOJHOBSABAHE HA PASPEIHIEHHUETO 3A
YIIOTPEBA

Jlata Ha mepBo pazpewaBane: 11.11.2019
IlaTa Ha nocneaHo MOAHOBSABAHE:

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

12/2024
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