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I.  MME HA JEKAPCTBEHWSI TPOJYKT

Ha3ocran 50 mukporpama/BnpbCcKBaHe cripei 3a HOC, CYCIIeH3HS
Nasostad 50 micrograms/actuation nasal spray, suspension

2 KAYECTBEH U KOJIMMECTBEH ChCTAB

MowmeTtazoHoB dypoar (kato MoHOXHIpaT) (mometasone furoate (as monohydrate)), 50
MUKpOrpamMa/BIpbCKBaHE.
Bceku rpam OT TO3M JieKapcTBEH MPOJAYKT chabpka 0,2 mg 0e3aIKOHNUEB XJIOPH.

[ TomouIHM BelecTBa ¢ U3BECTHO NEHCTBUE: Chibpika nonucopoar 80.

3a MBLJIHUSA CITUCHK HAa MOMOLIHWUTE BelllecTBa, BUIKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Cnpeii 3a HOC, CYCINEeH3Hs.
bsista 1o oyt Os71a MaTOBA CYCIEH3HS.

4. KJUHUYHU JAHHHU

4.1 TepaneBTHYHH MOKA3ZAHHHA

HaszocTaj cnpei 3a HOC € 1oKa3aH 3a JieYeHHe Ha CUMITTOMMUTE Ha Ce30HEH allepruyeH pUHUT WIIN
LIEJIOTOMIMLLIEH aNlepruyueH pUHMUT IPU Bb3PACTHH U Jiela Hal 3-TOJuLIHA Bb3pacT.

HazocTan cripeil 3a HOC € noKa3aH 3a JIeYEeHUE Ha MOJIMIMK Ha Hoca NMPU Bb3pacTHU Hal | 8-rouiiHa Bb3pacT.
4.2 J1o3MpoBKAa M HAYHH HA NMPHJIOKEHHE

Cnen nbpBOHAYaJIHOTO NMPOYUCTBaAHE HA noMnuykara Ha Ha3zocran cripeit 3a Hoc (oOukHOoBeHO ¢ 10 npbcBaHus
110 MOsiIBaTa Ha XOMOI'€HHA CTPys ), BCAKO BrpbCKBaHe 0cBoOOMkAaBa npudiunznrenHo 100 mg MoMeTazoHOB
¢ypoar cycrieH3us, Cbabpikallla MOMETa30HOB GypoaT MOHOXMAPAT, eKBUBAIEHTEH HA 50 MUKporpama

MOMETa30HOB (ypoar.

Ce30HEeH aJIepruyeH pUHUT WIK LEJIOrOAUIIEH allepruyeH pUHHT

Bw3pacmuu (exinouumento nayuenmu 8 cmap4ecka ébspacm) u oeya Hao 12 2o0unu:

OOuyaiiHaTa npenopbYUTENHA J103a € ABe BNpbckBaHus (50 MUKporpaMa/BnpbckBaHe) BbB BCsiKa HO3/pa
nHeBHO (00wwa go3a 200 mukporpama). Crien oBnazsiBaHe Ha CUMITTOMUTE [103aTa c€ HaMalsBa J10 €HO
BINPbCKBAHE BLB BCAka HO3Apa (00wa no3a 100 Mukporpama), KOETo MOXKE Ja € JOCTATLYHO 3a MOAAbpPKaLLO
JICYEHHME.

[Ipn HeloCTATHYHO MOBIMSABAHE HA CUMITTOMMTE J103aTa MOJKE [1a C€ MOBMIIN 0 MaKCMMallHa JHEBHA 11034 OT
YEeTUPH BNPBLCKBAHUS BBB BCSIKA HO3/Ipa €IHOKpATHO JHeBHO (00ma jgo3a 400 mukporpama). Cien oBnaasgBaHe
Ha CUMIITOMHUTE C€ IPErNnopbyBa NOHWKABaHE Ha J03aTa.
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Heya na ev3pacm mexcoy 3 u 11 200unu; 0bMHaiiHaTa NpenopuyYKUTENHA 103a € €AHO BNpbhckBane (30
MUKpOrpaMa/BIpECKBaHe) BB BCAka HO3Jlpa BeAHbXK AHEBHO (0b1ia no3a 100 Mukporpama).

[Ipy HAKOM MALMEHTH CHC CE30HEH aNeprudeH puHUT HasocTa cnpel 3a HOC MoKa3Ba KIMHWYHO 3HaYUMO
Ha4ano Ha AeicTBHETO B paMKHUTE Ha 12 yaca cneji ITbpBaTa 034a, BEIPEKHU 4e npe3 IMspBUTE 48 qaca Moxe Aa
He ce NMOCTUTHE IhJIeH edekT OT neueHneTo. [Topaay ToBa MauHeHTHTE TPAOBA a MPOALTKAT C PEIOBHOTO MY
MpUIOKEHHE C Lie)T MOfiyHaBaHe Ha TThJIEH TeparieBTUYEH eeKT.

[Mpu naluMeHTH ¢ aHAMHE3a 32 YMEPEeHH 10 TeXKKH CHMIATOMH HA CE30HEH AlIEprideH pHHHT MOXe fla ce
HamoxM JeueHweTo ¢ Hazocran cnpelf 3a HoC 13 ce 3ano4He HAKOMKO IHH Mpelu 0YakBaHOTO Ha4yallo Ha

MOJICHOBHA CE30H.

HazanHa monungsa

OOKnualtHaTa NpenopbhYHTEIIHA HAYamHa J03a 33 NOJMNO3a € ABE BNpbckBaHUA (0bwa no3a 100 mukporpama)
BLB BCAKA HO3Jpa eAHOKPATHO nHesHO (06L1a nHeRHA no03a 200 Muxporpama). Ako cnep 5 00 6 ceaMuLy
CUMIITOMUTE He ca OBNaJeHH B JOCTAThYHA CTEMNEH, 103aTa MOKE A Ce MOBHLIN OO ABE BMPhCKBAHHUA BhHB
BCAKA HO3JIpa B2 MbTH AHeBHO (06wa aHeBHa no3a 400 mukporpaMa). lo3ara Tpabpa na 6bvae THTpUpaHa 10
Hali-HUCKaTa J103a, KOATO OCHTYpsiBa e(peKTUBHO OBNAaIABAHE HA CUMIITOMUTE. AKO ciel 5 A0 6-CCAMUYHO
IBYKpPATHO JHEBHO MPUNOXKEHHE HE ce NOCTUIrHe Nojodpenne, TpadBa Aa ce HanpaBy OUEHKa Ha ChCTOTHUETO
HA MalMeHTa U Jia ce 0OMHCIH OTHOBO TEpanesTUUHA CTPATErHAL.

[IpoyuBaHusiTa 32 eeKTHBHOCT W 6€30TTacHOCT Ha JiedeHHETO Ha NoJKIo3a Ha Hoca ¢ Hasocran cripett 3a Hoc
ca OMJTH ¢ IPOABIDKHTENHOCT 4 Mecelia.

Ieduampuuna nonyrayus
Ce30HeH aleprudeH PHHHUT HJH eJOoroAHIIeH pHHHAT
BezonacHoctTa W edrkacHOCTTa Ha HaszocTag npu fela Ha Bb3pacT MoK 3 roJHHH HE ca YCTaHOBEHH.,

Ha3aaHa noJunoila
BesomacHoctTa 1 epykacHocTTa Ha Hazocra)l npH Jeua W 1OHOLIH Ha Bh3pacT oA 18 roanHH He ca

YCTAHOBEHH.

HauuH Ha NpHJIOKeHHE |

lMpenyn npunarade Ha MbpBaTa 1032, CNpedT TpAOBa 1a ce paskiati qobpe U aa ce usnpnceka 10 nvTH BLB
Bb3OyXa (IOKATO CTPYATA CTAHE XOMOMEHHa). AKO IMTOMITUYKATA HE € H3M0J3BaHa B NPOAWDKEHHE Ha MOBEYE OT
14 nuu, npenu ynotpeba Tpadea OTHOBO 14 ObAEC NPOUUCTEHE C 2 IPBLCBAHNUA 10 NOMYyYaBaHE HA XOMOTEHHA
CTPYA.

Ipenu Bcaka ynotpeba cnpear Tpadea 1o0pe Aa ce paskiatd. byTunkara TpsOBa 1a ce W3XBBPIIK Clel
W3NPECKBAHE HA 03HAYECHHTE Ha eTHKeTa Gpoif 1031 HIH B PAMKHTE Ha 2 Mecelia cllel TbPBOTO OTBApAHE Ha
OrnaKoBKara.

4.3 [IIporuBonoKa3zaHHA

CBpbXUYBCTBHTENIHOCT KbM aKTHBHOTO BEINECTBO WIH HAKOE OT NMOMOIIHUTE REIECTBA, U30POEHU B TOYKA
6.1.

Hasocran cnipeit 3a Hoc He TpabBa Aa ce npunara fipH HaHYKe Ha HEIEKYBAHA JI0KallHA HHPEKLMA, 3aciralua
JINraBHUIATA HA HOCA, KaTO Xeprec CUMILIEKC.

[Topagn 3abaBeHOTO 3apacTBAHE HA paHWUTE [pU NPUIOKEHUE HA KOPTUKOCTEPOUIU, NIPH MALKEHTH KOUTO
HACKOPO Ca NpeThprieNid Onepauy Wik TpaBMH Ha HOCa, A0 3a3lpaBABaHe Ha paHUTE He TpAOBa Jia ce
npunaraT KOPTHKOCTEPOUIH.

4.4 ChnenuaagHy npeaynpexiaeHus U NpeAnaIHH MEPKH NpH ynotTpebda
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HmyHocynpecusa

HazocTaxn cripeit 3a Hoc TpaOBa 1a ce TipiiIara ¢ MOBAIICHO BHHMaHNe WIH BeOOIIIE Aa He ce TIpunara npu
NaifMeHTH ¢ aKTHBHA WITH NaTeHTHA OenoapoOHa TyOepkyno3a, KakTo H [IpH TakHBa C HEIEKYBaHH I'OWIHH,
OaKTEepHATHH, KAKTO # CHCTEMHH BHPYCHH HHOEKIMH WIH OYHA XEPTIEC CHMILIEKC HHQEKLHUS.

JIoxaJHM edexTH BLPXY HOCA

Cnen 12-Meceqno neueHwe ¢ Hazoctan cripedf 3a HOC HE ¢ YCTAHORABAT JAHHU 32 aTpod¥s Ha TUraBALIATA Ha
Hoca. OcBeH TORa NMPH NMPII0KEHAE HA MOMETA30HOB QYPoaT ce HabMI0/aBa TEHACHLA 32 0OpaTHO pa3BUTHE
Ha JIMTABUIIATA HA HOCA KM HOpMAaNeH XHcroiorudeH peHoTHN. Boiipexu ToBa, NTPH NAlUEHTHATE, KOHTO Ca Ha
nedenye ¢ Hazoctan cripeli 3a HOC B IpONk/DKEHHE Ha MOBEYE OT HAKOMKO Mecela, TpaOBa Oa ce NpaeaT
MepHOIWTHU TIPErNIe Al 3a Bh3MOXKHH MPOMEHH B JIUTABHIIATA 32 HOCA. AKO Ce pa3sBue NIOKATHA I'bOHTHA
WHGEKIMA Ha Hoca WK dapHHKCa, TedeHreTo ¢ Hazoctan cripedt 3a Hoc TpsdBa Aa ce cripe, WK Oa ce
NpeAnpHEMe TIOAXOAAWO JedeHue. [TepcucTupaHeTo Ha HasodapHHTEANTHOTO Apa3HEeHE MOXKeE Na € TIPH3HAK 3a
CITHpaHe Ha NedeHneTo ¢ Hasocran cnpeit 3a Hoc.

HazocTan He ce npenopbsuba Npu nepdopaldda Ha HOCHUA celTyM (BUX To4ka 4.8).

B KIHHWYHH MPOYYBaHUA EHHCTAKCHC CE TIOABABA ¢ MO-TONIAMA YeCTOTA B CpaBHEHMe ¢ IUaueso.
EnrcrakcuchT € GUA KaTo MU0 CaMOOTpaHdaBalll ce U Jiek (BHX Todka 4.8).

Hasocrang coaspxa 6eH3aNKOHHEB XTOPUA, KOWTO MOXKe Aa NPHYWHH Apa3HeHe B Hoca.

CucteMHAM epekTH HA KOPTHKOCTEPOUIUTE

CucTteMHH e(leKTH NpH NPUITOXKEHWHE HA Ha3aJTHH KOPTHKOCTEPOHIH MOFaT Ia C€ NPOABAT FMIaBHO, KOraTo ca
MpeNMHCaHi BhB BHCOKH JIO3H 32 NPONBIDKHTENEH flepHoll 0T BpeMe. BepoaTHOCTTA 1a BEIHHKHAT TE3H
edeKTH € MHOI'O MO-MATTKa B CPABHEHHUE C TIEPOPATHUTE KOPTHUKOCTEPOUAN M MOKE 11a BapHpa IPH OTIEITHUTE
NAUMEHTH H TIPY Pa3THYHATE KOPTHKOCTEPOHIHN NPOoAyKTH. [TOTEHIHATHHTE CUCTEMHH eQeKTH MOXe Na
BKJTHOUBAT CHHAPOM Ha K'BIIMHT, KEITMHTOHAHN CHMITTOMH, NMOTHCKaHe Ha HabrOpeunaTa QyHKIMsA, 2abaBsHE
Ha pacTexka MpH JeLia K Bb3pacTHU, KATapaKTa, rf1aykoMa 1 No-parko, Habop OT NCUXONOTUYHH H
noBefeHHecKN epekTH, BKIIOYHTETHO MICHXOMOTOPHA XUTEPAKTHBHOCT, HapYILICHHA Ha ChH:, Oe3mokoicTRo,

- perpecHsa unmM arpecus (ocobeHo 11pu geua).

Cro0laBar ce cimyyay Ha MMOBULIEHO BLTPEOUHO HAMATAHE CIEL [TPUITQNKEHUE Ha MHTPaHA3ATHU
KOPTHKOCTEpOUAH (BHX To4Ka 4.8).

JleueHUETO B JO3M TI0-BUCOKH OT MPENOPEYHTEITHHTE MOXeE Aa JOBeAe N0 KITHHWYIHO 3HAYUMO NMOTUCKAHE Ha
Ha10B0peyHaTa QYHKIHA. AKO HMa AaHHW 3a TPUNOKEHNE B KO3H, MO-BUCOKY OT NPENOPBYHTEIHHTE, B
NepHUoaN Ha CTPEC WK MpH MNIAHOBY onepallid TpAOBA Ja c& OCUTYPH AOMBJIHUTEHO ITOKPHTHE CBC CHCTEMHH
KOPTHKOCTEpPOUIH,

Hazanng noannosa
He ca npasernn npoy4YBaHus 3a 6e€30MacHOCT U edHKacHOCT Ha HazocTa)] NpH YHWIATEpaTHY NMOJIHIH, TIOTUTTH
NpH KACcTo3HA Pubpo3a wiM NONUY, BOACIM A0 TEIHA OOCTPYKIMA Ha HOCHATA TUTaBHLIA.

1!‘s'rlﬂ"l.l'lBTC]ZIHJIHH'I‘E [TOJIHTIH € HEpAaBHA MMOBbPXHOCT WJIIH HCTHITHYCH BHA, 0c0O€HO aKo ca pa3fd3BCHA WITH
KbPBALIH TPHGBEI Aa €€ OLCHAT NONMBJIHHTCIIHO.

EdekT BBpPXY pacTexa NnpH NneJHATPHYHATA NONYAAIHA

[IpenopbuBa ce mpH Aelad, KOUTO ¢4 HA NPOALIDKUTEHO JICUEHHE ¢ Ha3anHHA KOPTHKOCTEPOUIH, PBCTHT Ha ce
crienu cTpukTHO. Flpu 3abaesHe Ha TeMIIa Ha pacTeX, TepanuaTa TpR0Ba fa ce npepasrieaa ¢ uen
HaMansBaHe Ha 103aTa Ha HA3ATHHTE KOPTHKOCTEPOUIH 10 HAall-HHCKATA N03a, OCUTYpABAINA ¢(heKTHBHO
‘OBRNIANABAHE Ha CHMITTOMKTE. OCBEH TOBA € XeNaTeNIHO ObJie HACOUYEH U KbM CTIELMANTUCT NEJNATEP.




HeRa3aTHW CHMITTOMH

Bumpek#, ue npy moseueTo nampeHTH Hasoctan cnpefi 3a HOC e KOHTPONHMpPa Ha3ATHUTE CHMITTOMH,
eTHOBpeMeHHAaTa yroTpeda Ha MoaxoAaia JOIThiBalla Tepalis MOXe Ja ce MPEeAoCTaBH JOMMBIHUTEIHO
obnexyaBaHe Ha APYTH CHMITIOMH, 0CODEHO OT CTpaHa Ha OUYHTE.

3pHTETHH CMYIEHHA

ITpy cHCTEMHO H JIOKATHO TPHJIOKEHHE Ha KOPTHKOCTEPOUIIH Ca BEIMOKHU ChOOIMEHUS 33 3PUTENHH
CMYyMEeHWsA. AKO MIpH MTALMEHT Ca HATHIE CHMNTOMH KATO 3aMBIJICHO 3pEHHE WiITH APYTH 3pHTEINHH
CMYIIEHHA, MAIMEHTHT TpAOBA Aa ObJie HacOoYeH 3a KOHCYTALHA ¢ odTanMonor 3a OLeHKa Ha
BE3MOXHHTE TPUUHHH, KOWTO MOTAT Jia BKITIOYBAT KATAPaKTa, [MIAyKOMa WIH peIKu 3ab0oNsaBaHNs KaTo
LEeHTpalHa cepo3Ha xopruopeTuHomarus (LICX), 3a kouTo ce chobilaBa CIER CUCTEMHO U IOKATTHG
M3M03BaHe Ha KOPTHUKOCTEPOHIH.

. lloMODIHA Ben1eCTRA
Hazocrag ceanpxa 6e3amkoHHeB XITOpHI, HaTpHit U monucopbar 80.

To3u nexkapcrBer NPoAYKT chbabpika 0,02 mg Ge3ankoHues Xopua Ha BIpeckBaHe. [IpoasmkurenHata
yTIoTpefa MOXe Ia NPUYHMHU ¢IeM Ha HOCHATA TUraBULA.

To3m nexkapcTBeH NMPOAYKT CLAbPXKA Mo-Manko o1 1 mmol HaTpHit (23 mg) Ha BNPBHCKBAHE, T.€. MOXE 1A
ce KaXe, 4Ye NPakTHYECKH HE ChARPKa HATPUM.

[Tonucopbarure MOTaT Ja MPUMUHAT AEPTHYHYU PEAKLIUH.

4.5 BiauMoaeHcTBME ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrn GopMH Ha B3auMoaeiicrene

3a eIHORPEMEHHOTO NPIIOKEHUE ChC CUCTEMHH KOPTHKOCTEPONAK BIDKTE To4YKa 4.4 CrieuManiu
npeaynpexIecHUus ¥ MpearasHu MEPKH ITpH ynioTpeda.

TIpoBefieHO € KITHHHTHO TPOYYBAHE HA IEKapCTBEHWTE B3aUMOJelcTBUA ¢ nopaTanuy. He ca ycTaHOBeHH
JIEKapCTBEHHU R3aUMOAEHCTBHA.

Ouaksa ce eMTHOBPEMEHHOTO NieueHUE ¢ WHXKOHUTOpH Ha CYP3A, BKIIOYUTENHO NIPOAYKTH, ChABPXKallH
KOOHIIMCTAT, Ia YBEJIMYH PHUCKA OT CHCTEMHHM KOPTHUKOCTEpOUAHH edekTr. KoMOUHHpaHeTo Tpabea Oa ce
H30ATBA, OCBEH aKo IOJ3aTa MPEeBHIIABA YREJTHUCHHS PHCK OT CHCTEMHH KOPTHKOCTEPOUIHU edeKTH, B
Ko¥To ciryuait maipueHTHTE TpAGBA J1a Ce MPOCIeasBaT 32 CHCTEMHH KOPTHUKOCTEPOUAHH e(PEKTH.

4.6 PepruanTeT, bpeMEHHOCT K KbpMeHe

bpeMeHHOCT
Hsama goctaThbuHo Ny fo0pe KOHTPONHPAHRHM NPOy4YBaHUs 0T ynotpebara Ha MOMETA30HOB (ypoaT Npu
O6peMeHHM XeHH. [1poyuBanMsaTa NpH XUBOTHH NOKA3BAT PENPOAYKTHBHA TOKCHIHOCT (BX. TO4YKa 5.3).

Kakto 1 mpu Apyry Ha3anHy KOPTHKOCTEpOUIHM NpoaykTH, Hasocran crpeit 3a Hoc He TpsbBa na ce
npunara npyu OpeMeHHH WK KbPMELLM XKEHU, OCBEH aKO NOTCHLHANIHATA NOJ3a 32 MalikaTa HAaqRHILABA
NoTeHUHANHHUA PUCK 3a MalikaTa, 1ofa Wid KbpMaueTo. Jleua, poacHH OT MAitKU, IEKYBaHH C

KOPTHKOCTEPONIM IO BpeMe Ha OpeMeHHOCTTa, TpabBa na 65aaT BHUMaTenHO HaOMoAaBaHN 33 TIPOSBH
Ha XUTIOKOPTULIUIBM,




KspMeHe

He e u3BeCTHO Jalny MOMETA30HOB (ypoar ce exckpeTHpa B KhpMaTa. KakTo H IpH ApYyTH Ha3aTHH
KOPTHKOCTEPOMIHH TNMPOLYKTH TpAbBa fa ce B3eMe pellleHNe JATH [1a ¢ NMPEeKpaTH KEPMEHETO WITH J1a ce
peKpaTH/He ce IpoBele Tepanua ¢ Hazoctan cripeii 3a HOC, KaTo ¢e B3eMart IpeaBM [10J13aTa OT
KbPMEHETO 3a AETETO H MOJ3aTa OT Tepanu[Ta 3a JKeHaTta.

DepTHnATET
JlumcBaT KIWHHYHH JaHHY 32 €eKTa Ha MOMETA30HOB (QypoaT BLpXY peprunuteTta. [IpoyuBanusaTa npu

YCUBOTHH NOKAa3BaT PENPOAYKTHBHA TOKCHYHOCT, HO 0e3 edekTH BbpXYy depTiiinTeTa (BXK. TOUKA 5.3).

4.7 EdexTH BLPXY cMocobHOCTTa 32 WIodHpaHe H paboTa ¢ MALTHHA
He ca u3BecTHH.
4.8 Hexeaann NeKapcTBeHH PeAKIIHN

Pestome Ha npodnia Ha HeaonmacHoOCT

IMpH KIYHHWYHE IpOYYBaHHA 32 aJIepri4eH PHHHUT ce ¢hobIIIaBa 3a eMUCTAKCHUC, KORTO KaTo LSO €
caMoorpaHHUyaBalll ce H JIEK, U CE NIpOABSBA [10-4ECTO B CPABHEHUE ¢ nnauedo (5%), Ho ChC ChUIMEPNMA
WIH NO-HUCKA 9€CTOTA B CpaBHEHHE C HA3aNHWTE KOPTHUKOCTEPOMIN, M3TION3BAHM KaTo pedpepeHTHH
NMPOXYKTH B mpoyusaHuaTa (10 15%). YecroTaTa Ha BCHYKKM OCTAHANIH HEXENaHH Peakl|K € CXOIHa C
Ta3y npy nauebo. [1py nanyeHT!, NTeKkyBaHy 3a HazanRa Mnonunosa, obulara 4ecToTa Ha HexXenany
peakLuy € nogodHa Ha Tasu NpH MaLUEHTH C aNepruicH PUHHT.

[Tpy npunoXxeHHe Ha HA3AITHU KOPTUKOCTEPOUIM MOTAT Ja Ce NPORBAT U CHCTEMHU edekTH, ocobeHo ako
ca rpeanycadHy BEB BUCOKH J03H M 32 NPOALIIKHUTEITHO BpEME.

Tabau4geH cCMUCHK Ha HeXeJAHHTE PeaKLHH

Cebp3aHuTe ¢ ICUCHHETO HEekenaHu peakuud (> 1%), cxobLLUeHH 1o BpeMe Ha KNHHUYHN W3MTUTBAHHA
MpH NalUEHTH C AleprideH pUHAT HITH Ha3a/iHa MONKMNO03a W IOCTMAPKETHHIOBaTa yroTpeda, He3aBUCHMO
OT NOKa3aHMATa, ca lokasaHy B Tabnuua . Hexcenanute peakiuy ca n3dpoeHM CLriacHO OCHOBHATA
CcHCTeMO-OpranHa Knacudukauus Ha MedRA. Hexenanute peakuyu ca nogpeacHH Mo HeCTOTa BbB BCEKH
CHCTEMO-OpraHeH knac. Yecroture ca onpefieneHy KakTo cnensa: MHoro yecti (>1/10), sect (=1/100 oo
<1/10), neuectu (>1/1000 no <1/100). HecroTaTa Ha HEKENAHUTE PEAKLIMU OT NMOCTMApPKETHHIOBATa
ynoTtpeba e onpeneneHa Karo ,, C HEU3BECTHA YeCcToTa (OT HATHYHUTE JaHHM HE MOXKE J1a Oble HanpaBeHa

OLEeHKa").

CBLp3aHUTE C JICUCHHETO HEXENAHH PeakI[HY, 32 KOMTO UMa ChLOOMEHUS OT KTWHWYHH NTPOYYBaHNA 34
JIeUeHHE Ha aneprudeH pHHUT TIPH Bb3pacTHHU U 10HOIHH, Ca TIOKa3aHu no-gomy (Tabmuua 1).

MHoro 1ecTH HecTH Penkuy C HEeM3BECTHA HECTOTA

HUudexiium H QapUHTUT
HHecTaluH Huadexuun  Ha

FOPHHTE

OUXATEITHU

TeTHINAY | '
HapyweHus  Ha | CBpHX4yBCTBUTEIHOCT,
MMYHHAaTa BKTIOYUTETHO
CHCTEMa aHa(WIAKTHYHY




- T

_ _ OUCITHES
Hapywenne Ha| = ' I'naBoGonue
HEpBHATA |
CHCTEMA F
Hapymenus Ha 3amBrieHo I'mayxoma
ouuTe - 3PECHUE TToBHIIEHO BEBTPEOTHO

(BK. CBIIO TOYKA | HanATaHe
. | | 4.4) | KatapakTta
PecnupaTopH#, Enucrakcuc** Enucrakcuc Tlepdopaums HA
rPbAHH Y [Tapene B HOca HocHaTa MeMOpana
MEQHACTUHATHH Hpa3Hene HA
HapyUuIeHHs] Hoca
J3BH Ha HOcA _

CromauiHo-~ Hpa3HeHe Ha HapyuieHus BbB BKycCa
YpeBHU . - rbpIOTO** n 0OOHAHUETO
HapyllUeHus

*yYCTAHOBEHH KaTO HEYECTH MPH MTPHJICKEHNE OBA MBTH JHCBHO 33 JICUCHUE HA HA3AMHATA MOJTUIT03a
*¥yCTAHOBEHW TIpH TIPHIIOXKEHKE OBA ITHTH JHEBHO 32 JIeYeHWE HA Ha3aJTHa N0TUTIo3a

[Teouampuuna nonyaayus
UecToTata Ha YCTAHOBEHUTE HEXEIAHH peakLiWK TIPH NEIUATPHIHATA NONTYJIALHA M0 BpeMe Ha KITMHUIHHA

TPOYIBaHWsA, HAalIpUMep enmcrakcuce (6% ), rnasobonue (3%), sh3naneHue Ha Hoca (2%) ¥ kuxane (2%),
ca CpaBHMMH C HE€CTOTa UM IpH NPHIoKEHHe Ha rauebo.

CrobmaBaHe Ha MOJO3NPAHU HEXKEITAHHW PEAKIIVH
CbolIasaHeTo Ha NIOJ03UPAHH HEXENaHH peakUWH clell paspeliaBaHe 3a ynoTpeda Ha JeKapCTBEHUSA

MPOAYKT € BAXXHO. TOBA MNo3BONABA 1a NpoasMkd HAlMoaeHUeTo HA ChOTHOLIEHUETO MON3a/PUCK 3a
neKapcTBeHus NpoAYKT. OT MEANUMHCKUTE CIIEUMANNCTH C€ U3MCKBA Ja cboOLaBaT BCsIka ogosHpada
HeXeNlaHa PEakUus pes :

HM3nsaHUTENHA areHUMs 110 JieKapeTBara

yi. ,,Jlamsan ['pyen” Na §

1303 Codus

Ten.: +359 2 8903417

yeBcaiit: www.bda.bg

4.9 TIlpeno3upane

CumMnromn

HMiHxanHpaHeTo WIH NEPOPATHOTO MPUIMKESHUE Ha KOPTHKOCTEPOUIN

BhB BHCOKH JI0O3H MOXE [ia NpeAM3BUKA NOTHCKAHE Ha GYHKLUATA Ha XUNoTanaMo-Xuiioduso-
HanbBOpeuHarTa oc.

JledeHne ‘

Hait —yecTo npu npego3npaHe He ce Hanara apeianpUeMaHe Ha Ipyrd MEpKH, OCBEH HabmoaeHue,
MOCNHENBAHO OT MPHIIOKEHKE B MOAXONAIIATA MPENNUCcaHa 103a, Thil KATO CUCTEMHATAa OUOHATMYHOCT HA
MoMeTazoH e < [% .

5. ®OAPMAKOJOI'NYHU CBOMCTBA




5.1 @apMakoAHHAMHWYHY CROACTBA

bapMakoTepaneBTHNHA IPyTia: IEKOHTECTAHTH W JPYTH Ha3allHH MpeniapaT# 3a JIOKATHO MPUIOXKEHHE -
kopTukocTeponan, ATC xox: RO1A D09

MexaHHAILM HA JelicTRHE _
MoMeTa30HOBRHAT (YPOAT € JIOKANEH KOPTHKOCTEPOUA € TOKATHO MPOTHROBK3ITIATUTEIHY CBOHCTRA B

H03H, TIPH KOWTO HAMa CHCTCMHH ﬂfbﬂKTH.

BeposTHO B rofiAMa CTENEH MEXaHM3MbT Ha OCBIIECTBABAHE HA AHTHANEPTMYHOTO M
IPOTHBOBBLINATUTENHOTO AefiCTBHE HA MOMETA30HOBUA JYpoaT ce ObIKH Ha CocobHOCTTa MY na
HHXHOHpa 0cBOOOKIaBAaHETO HAa MEAHATOPU Ha ANIEPrUYHU peakLUyd. MoMeTa30HOBUAT $ypoaT HHXUOUpa
B 3HaYMTENIHA CTENEH 0CBO0OXKNaBAHETO HA IEBKOTPHEHH OT JIEBKOLUUTHTE MpH NALMEHTHTE ¢ ANepruynu
3aD0NABAHMS.

B k1eThYHa KyNTypa MOMETA30HOBHMAT GypoaT Nnokas3sa BUCOK aMHUTET 3a NOTUCKAHE HA CHHTE3a U
oceoboxmapaHero Ha IL-1, IL-5, IL-6 u TNFa; ocseH ToBa To# € ¥ MOIIEH HHXHOHTOP Ha NPOLYKUKATA
Ha JIeBKOTPHEHH. B JOMBIIHEHUE, TOM € H3KITIOYHTEITHO MOIEH HHXHOHTOP Ha NpOoAYKUMATA Ha Th2
trrTokHHATE, IL-4 ¥ IL-5 ot yomremky CD4+ T-kneTkH.

@OapMaKoAHHAMAYHH ePeKTH

ITpu npoy4YBaHHA C KOHTAKT C Ha3aleH aHTUreH, MOMETa30H clipeli 3a HOC M0Ka3Ba NPOTHBOBL3NATUTENHO
NeHCTBHE KAKTO B pAHHATA, TAKa M B KbCHATa (ha3a Ha aflepruuHus OTroBop. 1oRa ce J0Ka3Ba upes
HaMansBaHe (B CpaBHEHHE C MUaleb0) Ha XHCTAMUHOBATA M €03MHOQUITHATA AKTUBHOCT M [TOHMKABaHE (B
CpaBHEHHE C N3XONHATA CTORHOCT) Ha AIXE3HOHHUTE NPOTEHHN Ha €03UHOGHNUTE, HEYTpODUNIKHTE H
EMHUTETHUTE KIIETKH.

Ipu 28 % OT NAUHEHTHTE ChC CCI0HEH ANlePIYEH PHHHT MOMETA30H cripelf 3a HOC NoKa3Ba KITMHHIHO
3HaYWMO HAdalo Ha JSHCTBUETO CH B paMKHTE Ha |2 gaca cnef NpUIOKSHUETO HA MEPBATA K034,
- Cpennoto (50%) BpeMe 3a obyiekgaBaHe Ha CUMITTOMMUTE € 33,9 gaca.

B aBe npoyasanus ¢ 1954 natmeHTH, MOMETA30H CIIpeif 3a Hoc B no3a 200 Muxporpama, NMpruIoXeHa nea
ITETU THEBHO, NMOKA3Ba 3HAYWTENHO MON0OpEeHNe HA CHMITTOMHTE, CBBP3aHH C OCTHP PUHOCHHYHT, B
cpaBHEHHe ¢ nnauedo cropen 6ana 3a oLEeHKA Ha IIaBHUTE CUMITTOMH (Major Symptom Score (MSS)),
UHTErpanHo 3a cHMITOMHTE (MHIeBa 60Tka/ HanpexcHHE/dyBCTBHTENTHOCT, CHHYCOBO T1aBoboNHE,
pHHOpESA, NIOCTHA3ANHO TeYeHUe i Ha3zaNHa KOHIeCTHA/3aMmyIBaHE Ha HOCa) 110 BpeMe Ha 15-1HeBHUA
tepanesTHdeH nepuon (P02683 p < 0,001; P02692 p= 0,038). PamoTto, Tpetnpano ¢ 500 mg
aMOKCHLIMKJIMH TPH ITBTH JHEBHO HE NMOKA3Ba CTATUCTUYECKH 3HAYMMA pa3jIvKa OT IUanedoTo no
OTHOLIIEHHE Ha HaMaNdBaHe Ha CUMITTOMUTE HAa OCTpHA PHHOCHHYHT, Crlopel OLeHKaTa ffo MSS,
Ouenkara no SNOT - 20 HRQL nokassa 3Hau#TeNHO HUBO HA 10133 NpM Jo3ara oT 200 MUKporpaMa
MOMETa30HO0B (ypoar JBa NBTK JHEBHO B cpaBHeHue ¢ nauedo (p= 0,047). ITpu ocThp pHHOCHHYHT HE €
npaBeHa OI[EHKa Ha MPOABIKHUTETHOCT Ha AeHYeHHeTo Hal 15 aHu.

HeanatpudaHa nony/JalHUsg

B nnatebo-KOHTPOMHPaHO KIWHWYHO H3MHTBaHE Ha NPRNOXKEHUE Ha MOMeTa3oH 100 MUKporpamMa ZHEBHO
B NMpOABLIKEHHE Ha eHa TORMHA NpH deua (n= 49 /rpyna) He e HabnopasaHo 3abaBsAHe Ha TeMIIa Ha
pacrex.

JanuuTe 3a 6€30MacHOCTTA W €(peKTHBHOCTTA Ha NIPWI0KEHNETO Ha MOMETA30H NPH OELa Ha Bb3pacT OT 3
10 5 roAWHM ca OrpaHHYEHH M NMOPpaJH TOBa HE MOXE 13 CE OMPEHSIH AO30BUAT pekHM. B npoyysaHe npu
48 neila Ha BL3PACT OT 3 110 5 roaWHK, JIEKyBaHU ¢ HHTpaHasalneH MoMeTa3oHoB ypoat 50, 100 wiu 200

MHKpOrpaMa /THEBHO B NIPOABIKEHME Ha 14 IHH HE ca YCTAHOBEHH 3HAYUMHY Pa3lIuKH




rnate6o Mo OTHOIIEHNE HAa CPpeAHATa MPOMAHA B ITA3MEHOTO KOPTUZOIIOBO HHBO B OTIOBOP Ha
CTUMYJAIHS C TETPAaKO3aKTPHH.

5.2 OapMAKOKHHEeTHYHH cBONCTRA

AbGcopbunga
MowmeTaszoHoBHuAT Gypoart, NPIWIoXKeH KaTo BoAeH crnpel 3a Hoc, HMa cucTeMHa OnoHanmmIHOCT < 1% B
I1a3MaTta, KaTo € H3MOI3BaH YYBCTBUTCNCH METOT 38 aHAITH3 ¢ MUHUMAITHA TPpaHHIaA Ha YYBCTBHTETHOCT

0,25 pg/ml.

PasnpenesieHue
He e npunoxuMo, Tei kaTo MOMETa30H UMa MHOTO Jiola abcopbuus, NpHNoXeH HHTPaHa3allHO.

buorpanchopManus
MasikuTe KONH4ecTBa, KOUTO MOraT Aa Obaat norenHaT H abcopdbUpani, ce NoanaraT Ha 3HAYUTENHO
MeTabonusnpaHe npH NMLPBOTO NpeMHHABAHE Npe3 YepHUA Jpoo. |

EanMuHApaHe
AbcopOHpaHuAT MOMETA30HOB (ypoar ce MeTabonH3npa B 3HAYUTEIIHA CTeNeH W MeTabonuTHTeE ce

EKCKPETHUPAT C YPUHATA U XTBYKAaTa.

y

5.3 IIpenxIHHAYHA JaHHH 32 Oe30nacHOCT

He ca ycTranoBeHH TOKCHKONOTHIHH ¢(PEKTH, XapakTepHH CaMo 33 MOMETAa30HOB ¢rypoar. Beuaxwu
HabmogaBaRM HEXKETAHW PEaKIMy ¢a THITHYHH 32 TO3W KIac NTEKapCTBEHH MPOAYKTH U N0 CHIIECTRO Ca
CXOJIHH ChC CBPBXH3ABEHH INIIOKOKOPTHKOMAHH (apMaKOJIOrHIHH ¢PeKTH.

[TpeaKMUHUTHUTE JaHHU TOKA3BAaT, Y€ MOMETA30HOBHUAT (hypoat HAMa aHIpPOreHHa, aHTHAAPeHEPrHIHA,
CCTPOTEHHA UJTH AHTHECTPOTCHHA aKTHRHOCT, HO MOACOHO HA OCTAHATNTE KOPTHKOCTEPOMIN, UMa
H3BECTHA AHTHYTEPOTPOGHUUHA AKTUBHOCT U TIPH KHBOTHHCKY MOZIEIH C BHCOKH J03H OT 56
mg/kg/muesno u 280 mg/kg/mHeBHO BOoAW N0 3a0aBEHO OTBAapsSHE HA BIArAIMINETO.

[Tono6HO Ha OCTAaHANTHTE KOPTHKOCTEPOHIH, BbB BUCOKH KOHIIEHTPALMM MOMETA30HOR
MOKa3Ba KJTACTOreHEH MOTEHIHAN WH BUTPO. Bee nak nipw TepaneBTHYMHH J03W HE MOTAT Ja C€ O4aKBaT
MYTareHHH edeKkTu.

Ilpy npoyuBaHHS 3a PEITPONYKTHRHA TOKCHYHOCT HA MOMETA30HOB Qypoar, 103a ot |5 Mukporpama /kg,
yOBTXKAaRa OpeMEHHOCTTA M 3abaBs pakIaHETO, KOSTO BOIM J0 HAMAIIEHA MPEXHUBASMOCT Ha
HOKOJIEHHETO, HAMAICHO TETECHO TErnio WM 3abaBeHo HaagaBaHe Ha Terno. He e ycraHoBeH ediekT
BBEPXY QEePTHIUTETA.

[TonebHo Ha ocTaHANHTE KOPTUKOCTEPOUIN, [IPH TPU3a4yH H 3ail[ MOMETAa30HOBHAT (ypoar e
TePaTOr¢HeH. YCTAHOBEHUTE e(peKTH ca YMOWIMKATHA XepHHS IIPH [UTHXOBE, 1IeNkKa Ha HeOUeTo npu
MHIOKH U areHe3vs Ha XITBYHHA MEeXYp, YMOUITHKANTHa XepHHA ¥ JIeKCHpaHH NIpeNHH Al MpH 3afi1y.
OcBeH TOBa MpH MWILX0BE, 3afL 1 MULIKY C€ YCTAHOBSBA peNyKUHsa Ha TEMIIA Ha HaJIaBaHe Ha Terno Ha
mafikata, NpOMEHH B pacTexka Ha 3apoauiua (NO-HUCKO TEACCHO TErNo /WU 3abaseHo BKOCTABaHE), a
MPH MHLIXH - HAMATIEHa NIPEXHUBAESMOCT Ha MOKOJIEHHETO. -

KaHUHpOreHHUAT NOTEHLMAN Ha HHXANHPaHNA MOMETAa30HOB (pypoar (KaTo aepo3on ¢
XJ0pOQIYOpOBBIIEPOIHN NPONENSHTH U Chp¢aKTaHT) OpU KOHUeHTpauuu ot 0,25 ao 2
MUKPOKpOrpaMa/l e npoydBaH B 24-MeceyHu NpOyYBaHHA NPH MULLIKH U IUTEX0Be. Ha




THITWIHUTE THIOKOKOPTHKONIHH edekTH, BIITIOYHTETHO HAKOIKOTO HE-HEOIUTACTHIHH Ne3uu. [1pu HHTO
eOWH OT BUIOBETE TYMOPH He € 3abenf3aHa CTATUCTHYSCKH 3HAUMMAa Bpb3ka 403a-0TTrOBOp.

6. QPAPMAINEBTHYHH IAHHH
6.1 Choucek HA NOMOIMHHUTE Bell[eCTRA

JHcneprupyeMa uenynoza BP 65 cps (MHKpoKpucTanHa LEnyno3a 4 KapMenosa HaTphii)
I'nuuepon |

Harpuer uurpar

JIuMOoHEeHa KHCENTMHA MOHOXHApAT

[Tonucopbar 80

beriankoHueB XJIOPHA

INpeuncreHa Bona

6.2 HecnBMeCTHMOCTH
HenpunoxkuMo.
6.3 Cpox Ha rogHocT

3 roguHH
Cpok Ha rogHOCT ¢/iell MBPRO OTBapAHE: 2 Mecelia

6.4 CnenuaJiHM YCIOBHA HA ChXpaHeHHe .
Ha He ce 3aMpa3saBa.

6.5 BuHa ¥ cBABPXKAHHE HA ONAKOBKATA

Hazoctan e Hanvver B GYTHIKM OT GA BUCOKOILTBTHOCTEH MONHETIICH C JO3Hpala MoMTia, kKoiTo
ceabpxka 10 g (60 snpwckeanun), 17 g (120 enpucksanus) wnm 18 g (140 BnpbcxBaHHS) OT MPOIYKTORATA
dopmMmynalug, cHabeHa ¢ TIOUITPOITH/IEHOR ANMUKATOpP M KalaJka 3a [TpeAna3BaHe OT 3aMbpCaBaHe,

He scyaky BHOOBe OMAKOBKH MoraT Ja OBJAT MYyCHATH B npogaxoa.

6.6 Crnennannu npeaNasHH MepKH NpH U3XBBpJsiHe H palora

HamMma cneniainHy d3UCKBaAHKS.
[penn ynoTpeba, paskiaTeTe BHUMATENHO OYTHTKATA.

He3anon3saHuAT AeKapcTBEH NMPOAYKT HIH OTNAABYHHTE MAaTEPUANH OT HeTo TpaGBa Na ce W3XBBHPIAT B
ChOTBETCTBHE C MECTHUTE M3IHUCKBAHMSA.

7. TPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Stada Arzneimittel AG
Stadastrasse 2-18
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8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEBA

Perucrpauponer Ne: 20150318

9. JATA HA ITBPBO PA3PELIABAHE/MOAHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

IaTa Ha mepBO paspewasane: 06.10.2015
JlaTta Ha nocnegHo NOGHOBABAHE:

10. JATA HA AKTYAJNIUIUPAHE HA TEKCTA

Hoemepu 2025




