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1. HME HA JIEKAPCTBEHHS IPOAYKT

Hazocrag 50 maxporpama/enpnexsane crpeii 3a Hoe, CYCIeH3nd
Nasostad 50 micrograms/actuation nasal spray, suspension

2, KAYECTBEH H KOJUYECTBEH ChCTAB

MomerazoHos bypoar (kato MoHOXHApaT) (mometasone furoate (as monohydrate)}, 50
MHKpPOIpaMa/BIpbCKBAHE.

Bceexu rpam ot To3u nekapetpen npoaykr CbABpika 0,2 mg Ge3anKoHHEB XIOpuA,

3a MbIHAA CNHCBK HA MOMOLHHTE BeloiecTBa, BHXTE Touka 6.1,

3. JEKAPCTBEHA ®0OPMA

Cnpeif 3a Hoc, cycneH3Hs.
Basia po mouty 61aa MaToBa cycriensns.

4. KJIHHHYHH JAHHHU

4.1 TepaneBruunA NOKAIAHHE

Hazocran cripeii 3a HOC € TOKa3aH 3a JiedeHHE HA CHMIITOMHTE Ha Ce30HEH alePruyeH pHHAT UNH
UENOTOAHIIEH aNePrHen PHHNT [IPH Bh3PaCTHH M Jelia HAN 3-roJHIiHa Bb3pact.

Hasocran copeii 3a Hoc e nokasaH 3a TevyeHHe HA MONHIIA Ha Hoca TIpH BE3pacTHH HaA 18-roauiuHa
BB3PacT.

4.2 [o3upoBKa H HAYMH HA IPHJIOKCHAE

Crex mspBOHAYANHOTO NPOYHCTBAHE HA IOMITHYKATA HA Hazocran cnpeii 3a Hoc (06uxHOBeHO ¢ 10
TNIPBCBAHMA 10 T0ABATA HA XOMOrCHHA CTpPY#), BCAKO BNPBCKBale 0CB0BOX1aBa npubausaTento 100
mg MOMETa30HOB (ypoaT CyCreHs3ns, ChABPKALIA MOMETA30HOB (ypoaT MOHOXHAPAT, eKBUBAIEHTEH
Ha 50 MHKpOrpama MOMETa20HOB (ypoar.

Cezouen AleprHYeH PHHKET HIH HENOTONUIIEH ANCPrsyeH pHHKT

Bvapacmuu (exnovumenno nayuenmu 6 cmapyiecka gvspacm) u deya Hao 12 20dunu:

O6uuaiinata npenopsuKTenHa 103a € aBe BNPBCKBaHuA (50 MHKporpamMa/BriphckBane) BEB BesKa
HO3Apa nHEeBHO (0bima nosa 200 Mukporpama). Criesr OBNAJABAKE HA CHMITOMHITE 033TA Ce HAMAJARA
AC €XHO BNPBCKBAHE BBB ECAKA HO3Apa (0bwa no3a 100 Mukporpama), KOETO MOE [ e JOCTATHYHO 32
MOANBPKALIO ICYEHHE.

IIpr BeaOCTaTHYHO NOBNUABAHE HA CHMITOMHTE JO3aTa MOXKE A4 C€ NOBHINH A0 MAKCHMAITHA JHERHA
A03a OT YCTUPH BNPbCKBAHHA BbB BCAKA HO3/pa eAHOKPATHO AHeBHO (06l1a go3a 400 MHKpOrpama).
Crnen opnanssaie Ha CHMNTOMHTE ce NpenopbyBa [IOHHKABAHE HA A034aTa.

Heya na evspacm mexncdy 3 u 11 200unu; obuyaiinara OpenoprYHTENIHA /1032 € eAHO Blpbekpane (50- ...
MHKporpama/BipLcKBaHe) BbB BCAKA HO3Pa BEAHBX AHEBHO (o6wa nosa 100 Mukporpama). .-

Hpn AsKOM MAUKMEHTH CHC CE30HEH ANePrateH punaT HazocTaa copeif 3a Hoc nokaspa Kiu

3HAYMMO HAYano Ha JelicTBHETO B PaMKMTE Ha 12 yaca cllen OepeaTa Jo3a, BBITPEKH Y€ NIp
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48 uaca MOXe 11 He Ce MOCTUTHE ITBAEH e)ekT OT JIeYEHRETO. IMopaan ToBa naumeHTHTE TpAGBa Aa
TPOABJDKAT € PEACBHOTO My MPUJIOKEHHE C el TIo/yyaBaHe Ha IbJEH TepaneBTHyeH edexT.

Ilpn nansenTH ¢ anHamHe3a 32 YMEPEHH 10 TEXKH CHMIITOMH Ha CE30HEH ANEPrUYeH PHHHT MOXKE J3 C8
Hanoxku Jedennero ¢ Hazoctan cipeii 3a HOC a ce 3aMo4He HAKONKO AHHA NpefH OYaKBAHOTO HAYamo
HA NOJICHOBHA CE30H.

Hazanua nonunosza

O6nuaiinata npenopsunTenHa HavaTHa 703 32 NONHIO3A € JBE BOphcKBanKs (0bima moza 100
MHKpOrpaMa) BbB BCAKa HO3/Ipa €AHOKDATHO JHEBHO (06ma THeBHa Ko3a 200 MHKpoTpama). Ako cien 5
A0 6 CEMHLH CUMIITOMUTE He Ca OBJA/ICHH B OCTATHYHA CTEIIEH, 03aTa MOYKe Ja ¢e NOBHIIN A0 [BE
BIPBLCKBAHNA BBB BCSKA HO3/pa NBa MBTH AHeBHO (06ma AHeBHa A03a 400 Mukporpama). osara
TpAbBa Aa 6bAe THTPHpaHa Ao Hal-HHCKATA 1032, KOATO OCHI'YpABA €(heKTHBHO OBAANABAHE Ha
CHMIITOMATE. AKO cnesi 5 10 6-CeIMHYHO ABYKDATHO IHEBHO IPHIIOKEHHE HE CE IOCTHIHE
noo0Openue, TpaGBa 1a ce HANPABH OLIEHKA HA CHCTONHHETO Ha NANHEHTA H J1a ce OOMHCIH OTHOBO
TEpaNeBTHYHA CTpaTerus.

[IpoyusannsTa 3a eheKTHBHOCT ¥ GE30MACHOCT HA ICYCHHETO HA onunosa Ha Hoca ¢ Haszocraa cnpeii
33 HOC ¢a GHIIH C MPOBIKHTENHOCT 4 Mecela.

Heouampuyna nonyrayua
CesoHen aJlepraven pEHAT HJIH NeJOTONHIIEHE PHANUT
Besonacnocrra n eduxachocTTa Ha HazocTan npy feua Ha BB3pacT ol 3 roAHHH HE C4 YCTAHOBEHH.

Ha3zanga noasanosa
BesonacHoctTa 1 edukacnocTra Ha Hasocran [IpH Aela H IOHOWH Ha BB3pacT oA 18 roaHHy e ca
YCTAHOBEHH,

Haqnn Ba npanokenne

IIpenu npunarane Ha mepBaTa 1034, COpesT TpalBa na ce pazknaTi nobpe U Aa ce u3npbeka 10 meTH
BbB BE3AYXa (AOKATO CTPYATa CTAHE XOMOTeHHa). AKO IOMIHYKATA HE € H3MOI3BAHA B IPOALIKCHHE
Ha noBeye oT 14 nHH, npean ynotpeba TpaGBa oTHOBO Aa Gbae npoYKcTeHa ¢ 2 IPBRCBaHHNA Jlo
MONy4aBaHe HA XOMOreHHa CTpys,

Ipenu sesxa ynotpeGa cnpest Tpabpa ao6pe na ce pasknarti. Bytunaxara tpaGa ga ce u3XBLpIH cnen
H3NPLCKBaHE Ha O3HAUECHATE Ha eTHKeTa Opol No3u MK B paMKUTe Ha 2 Mecena cel ITEPBOTO
OTBApAHE HA OMIAKOBKATA,

4.3 TIIporuponoxazanun
CBPBXYYBCTBHTENHOCT KbM aKTHBHOTO BEIIECTBO WAH HAKOE OT TIOMOLUHHTE BELIeCTBA, H30poeHH B
TouKa 6.1.

Hasocran ciipeii 3a Boc ne Tpa6Ba aa ce npunara NPH HaNW4YHE Ha HENeKyRaHa JIOKATHa HHOEKINA,
3acArallla IAraBUIATA HA HOCA, KATO XEPIeC CHMILIEKC.

Mopaxu 3abaseHoTo 2apacTeane Ha paHuTe TIPY NPUAOXKEHHE HA KOPTHKOCTEPOHIN, IIPH NAlMEHTH
KONTO HACKOPO €A NPEThPIEH ONePaliiH MK TPABMH Ha HOCA, KO 3a3ApaBABaHe HA PAHHTE He Tpabea
Aia Ce MpHJIaraT KOPTHKOCTEPOHAH.

4.4 Croenuajanu npeIynpekieHAs B NPEANAINE MEpPKH OpH yOoTpeGa
Hmynocynpecaa

HazsocTaa copetit 3a Hoc TpaGea aa ce npHiara ¢ NOBMIIEHO BHUMAHHE HITH BBOOIIE /A He
TIPH NAIHEHTH ¢ aKTHBHA UK NaTeHTHA Genonpobha TyOepKy103a, KAKTO | TP TAKUBA C H




rbOHYHY, GAKTePHANHE, KAKTO H CHCTEMHH BHDYCHH HHOEKIAN HITH O4HA XEpIieC CHMILIEKS
HHperuus.

Jloxannn edexrn BHpxy Hoca

Cren 12-meceuno nevenne ¢ Hazoctag crpefi 3a Hoc He C& YCTaHORABAT MAHHH 34 aTpodua Ha
NHraHuaTa Ha Hoca. OCBEH TOBA NPH NPHIIOKEHHE HA MOMETA3OHOB ¢ypoar ce Habmonasa TenAeHIHA
32 06paTHO Pa3BHTHE HA IHrABHLATA HA HOCA KbM HOPMANEH XHCTOIOTHYCH denoTin. Benpeku Tosa,
TIpH TIALHEHTHTE, KOHTO Ca Ha evenue ¢ Hasoctan crpeii 3a HOC B IpoABIDKEHNHE HA NoBEYE OT
HAKONKO Mecela, TpaGBa Aa ce PaBAT NEPHOAHYHH TIPETTIeAH 3a BB3MOKHH IpOMEHH B IHTABHIATA 34
HOCa. AKO C€ Pa3Bue JIoKa/Ha rp6rdHa HHMEKUMA Ha HOCA HIH dapuHkca, neaeHuero ¢ Hazocran
cripeii 3a Hoc TpsGBa Aa ce Clipe, WIK A3 C& MpeAnpUeMe MOAXOIAIO NeUeHHe. IMepcucTupanero na
HA30(hapuHreanHoOTO ApasHEHe MOXKE Ja € IPH3HAK 33 cmHpaHe Ha NedeHneto ¢ Hasocran copeii 3a Hoc.

Hazocran e ce npenopbisa npu nepdopanys Ha nockus cenTyM (BHX Touka 4.8).

B kn#HH4YHH NPOYYBAHNA ENHCTAKCHC CE IOKBABA C T0-TOJIIMA YeCTOTA B CpaBHEHHE ¢ nuaneso.
EnucrakcucsT e 6N kaTo usano CamMoOrpaHH4aBall ce M JieK (BIk Tovka 4.8).

Hazocran chabpixa Gensankonnes xnopug, kolito Moke aa NPHYHHH JpasHeHe B HOCA,

CHcTeMHH eheKTH Ha KODTHRKOCTEDOHIHTE

Cucremun edexTn NpH npHnokeHKe Ha HAzATHH KOPTHKOCTEPOHTIH MOTAT fja e NPOSBAT [JaBHO,
KOT4aTO Ca NPEANHCAHH BbB BHCOKH JI03H 33 IPOABILKHTENEH IIEPHOA OT BpeMe. Beposmhoctra na
BESHHKHAT T€3H e(heKTH € MHOTO ITO-MaJIka B CPaBHEHHE ¢ TIEPOpaIHHTE KOPTHKOCTEPOHAH M MOXKE Ja
Bapupa Mpy OTACNHATE NAUKEHTH U MPH pasnUYHHTe KOPTHKOCTEPOHAHH TipoAyKTH. [ToTeHunannTe
CHCTEMHH eheXTH MOkKe Ja BKIIOUBAT CHHIPOM Ha KBIIMHT, KIIHHTOHIHH CHMNTOMH, TIOTHCKAHE HA
HanGbOpeunara dynkim, 3a6aBAHe HA pacTexa NPU Ieua BB3pacTHH, KATapaKTa, FNaykoMa | [o-
PAAKC, HAGOP OT NICHXOMOTHYHH H HOBEAEHYECKH E(eKTH, BKTIOUHTETHO NICHXOMOTOPHa
XHNEPAKTHBHOCT, HAPYIICHHS Ha CbHA, GesnokolicTro, Aenpecua UnH arpecns (ocobeHo npu aewa).

Crpo6wasar ce ciydaH Ha NOBHWIEHO BHTPEOYHO HANACAHE Cle] MPHIOKEHHAE Ha HHTPAHAZAIHH
KOPTHUKOCTEPOHAH (BHX TOUKA 4.8).

Jleuen1eTo B 1031 NO-BHCOKH OT NPENIOPLYHTENHHTE MOYKE 1d NOBENE A0 KIWHHIHO 3HAYHMO
TOTHCKAHE Ha HanbBOpeyHaTa GyHKIHA. AKO HMA JAHHH 32 NIPHIOKEHHE B NO3H, TIO-BHCOKH OT
HPENOPLYHTENIHNTE, B IEPHOAM HA CTPEC KK [IPH NIAHOBH ONepatky TpaGsa Aa ce OCHrypH
AOIbJHUTENHO NOKPHTHE ChC CHCTEMHH KOPTHKOCTEPOHLIH.

Haszanna noannosza
He ca npaBenn npoyusanus 3a 6e3onacHoct u edukacHocT Ha HasocTas npu yHunaTepaniu nonmm,
TOITHIY PY KHCTO3HA PUOPO3a MM MONKIH, POJEINH 10 MLIHA obCTpyKIHA HAa HOCHATA IMTABHIIA.

YHUIaTepantuTe MONHIH ¢ HEPABHA NORBPXHOCT HITH HETHIHYEH BHJ, 0CODEHO aKo Ca pasa3BeHH HIIH
KBPBAINHM TPAGBA A4 ce OUEHAT AOTBIHUTEIHO.

E¢exT BRPXY pacTexa Npu neqnaTpHUYHATA nonynaanua

I[TpenopruBa ce npu aena, kouto ca Ha NPOABIDKATENHO NEYEHHE ¢ HA3AMHH KOPTHKOCTEPOHAH, PBCTBT
Jia ¢ce cneiH CTpUKTHO. [1pH 3abasaHe Ha Temma Ha pacTex, TepannaTa TpaGBa Aa ce npepasriena ¢ Lei
HaMajliBaHe Ha 1103aTa Ha Ha3alHATE KOPTHKOCTEPOUAH [0 Hali-HHCKaTa 1033, OCHI'YpsaEBala

ebeKTHBHO OBNaaABaNE HA CHMITOMHTE. OCREH TOBA € KenarenHo Gbe HacOYeH H KbM CICUHANHCT
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Henazanan camoromu

Bolipeks, ye pu moBe4eTo NalHEHTH Hasocrtag cripeii 3a Hoc e KOHTPOJIHpa Ha3aIHHTE CHMIITOMH,
SHOBpPeMEHHATa ynotpeba Ha NOAX0AAIIa JOITbIBALLA TEPAaITHA MOXKE Ad C€ HPENoCcTaBH AOMBIHHTENHO
obnexyaBaHe Ha JPYrH CHMIITOMH, 0CoOEHO OT CTpaHa Ha OYHTe.

3pHETeNHN eMyIIEHUA

nplfl CHCTEMHO H JIOKAaJHO HPDHIOKEHHE HA KOPTHKOCTEPOHIH ¢a BE3IMOXHH 0'50611(6}-]]»!5[ 3a 3pHTE/IHA
CMYIIEHHA. AKO DA NAIHEHT €A HAULE CHMIITOMH KaTo 3aMbIJIEHO 3PSHHE WM APYTH 3PHTENHH
CMYLIEHHA, MallHeHTET TPAOBa 1a Oboe HacoueH 3a KOHCY/ITALIHA ¢ o TANMOJIOL 33 OLIEHKA Ha
BB3MOXKHHTE IIPHYHHH, KOHTO MOraT Oa BKIKYUYBAT KaTtapakTa, riiayxoma HJIH PEOKH 3a00IABAHHA KATO
LeHTpanHa ceposHa xopHopeTHHonaTHg (LICX), 3a kouto ce crobmara cien CHCTEMHO H JIOKATHO
H3M0JI3BAHE HA KOPTHKOCTEPOH/IH.

HMoMomne BemecTBa
Hasoctan ceabpixa Gesankonues XNOPHI A HATpHIA.

To3n nexapcTBen npoayxt chabpika 0,02 mg Ge3alkOHHEB XIOPHA Ha BrpbCKBaHe. [1poabmkHTeNHaTa
ynotpeba Moske Ja IpHYHHH €4EM Ha HOCHATA IMraBHIa,

To3u nexapcTseH npoayKT ChABPXa Mo-Manko ot 1 mmol HaTpHi (23 mg) Ha BOPBCKBAHE, T.€. MOKE Ja
C¢ Kake, e PAKTHYECKH HE ChOBPXKA HATPHIA.

4.5 BsawMoneiicTEHe ¢ APYru AeKapeTBeRH NPOIYKTH H APYrH popMHA Ha B3aumoieiicTBHe

32 eNHOBPEMEHHOTO NPHIIOKEHHE ChC CHCTEMHH KOPTHKOCTEPOHAM BHXKTe TouKa 4.4 Cneumainu
NIpEnYNPEeRACHHA W NpeANasHi MEPKH MpH ynoTpeba.

IIpoBenieno e KIMHHYHO NPOYYBAHE HA NEKAPCTBEHHUTE B3aMMONEIHCTBHA C noparagud. He ca yctanoseHu
NeKapcTBeHH B3aUMOACHCTREA.

Ouakxga ce eqHOBPEMEHHOTO JICUEHHE ¢ HHXHOHTOpH Ha CYP3A, BKIIOUHTENHO NPOAYKTH, ChIbPHKAIIH
KOOHIMCTAT, A2 YBENHYH PUCKA OT CUCTEMHH KOpTHKOCTeponanU edekti. KomGuuupanero Tpadra na ce
H30TBa, OCBEH 4KO [0/138Ta [IPEBHIIIABA YBETHUCHHS PHCK OT CHCTEMHH KOPTHKOCTEPOHIHH ¢eKTH, B
KofiTo cnyuait natuenTute TPAGEA 1a ce MPOCAEABAT 32 CHCTEMHH KOPTHKOCTEPOMIHH e(eKTH.

4.6 ®@epraaurer, (PEMEABOCT B KbPMeHe

bpeMeHHoCT

Hsama pocrarbuno uin 206pe KOHTPONHPaHH NPOYYBAHMA OT ynotpebara Ha MOMETa30HOB (ypoar mpu
Opemennn xenu. [IpOyUBAHMATA IPH KHBOTHH MOKA3BAT PENpPORYKTHBHA TOKCHYHOCT (BX. To4Ka 5.3).
Kakto u npu ApyTH HasanHu KOPTHKOCTEPOHIHK npoayktH, Hasocran cnpeii 2a Hoc e Tpsbea na ce
TpHJIara npn GpeMeHHN HIH KbpPMEIH XKEHH, OCBEH aKo TOTEHUHATHATA 10133 32 MANKATA HAJBHIIABA
MOTEHUHATHMSA PHCK 3a Mal{kaTa, [1104a WIH KbpMadeto. Jena, poJieHn oT Maiiky, JEKYBaHH ¢
KOPTHKOCTEPOR]IH MO BpeMe Ha OpeMEeHHOCTTa, TpaGBa Aa 6bAaT BHHMATENHO HAGTIOABAHH 32 MPOABH
Ha XHIIOKOPTHI[HIBM.

KspMmene SR
He e u3BecTHO Aann MomeTasoHOB Qypoat ce €KCKPEeTHpa B KbpMara. KaxTto u npu gpyry ) QpHMA ﬁo,;
KOPTHKOCTEPOHIHH NPOAYKTH TPAGBA fa ce B3EMe pellleHHe Nand aa ce MPEeKpPaTh KepMe

npeKpaTi/He ce nposeje Tepanus ¢ Hazocran crpeli 3a HOC, KAaTO Ce B3eMaT IpeABHI I

i f
KbPMEHETO 32 ACTETO H MON3ATA OT TepanuiTa 3a JKeHAaTa. | &
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DOeprunurer
JlunceaT KNHHEYHY AaHKY 38 edeKTa HA MOMETA30HOB dypoar popxy deprunntera. Ipoyusannsra npu
KUBOTHH MOKA3BAT PENPONYKTHBHA TOKCHYHOCT, HO 63 edexTu BEPXY heprunnTeta (BK. TOUKa 5.3).

4.7 Edexrs BLpxy cnoco0HOCTTA 33 modHPARE H patoTa ¢ MATUHHRA
He ca u3zpecTHy,

4.8 Hexenann JeKAPCTBEHH PeaKNEH

Pestome Ba npodnaa Ha GezomacHocT

IIpa x1HHIYEH NPOYYBAHNS 3a ANleprHueH PHHKT ce chobINaBa 3a ENHCTaKCHC, KOHTO KaTo namo e
CaMoorpaHi9aBall ce H Jiek, ¥ ¢¢ NposBsiBa NO-Y€CTO B CpaBHEHHE ¢ Nhauebo (5%), Ho cbe ChH3MepHMa
WIH NO-HHCKA HECTOTA B CPABHEHHE C HA3AIHMTE KOPTHKOCTEPOHAH, H3MON3BAHH KaTo pedepeHTHH
IPOAYKTH B IpoyuBaHuATa (A0 15%). YecToTaTa Ha BCHUKH OCTAHATH HeXelaHU PEaKUMH € CXOAHA ¢
Ta3u npr nnanedo. Ipu namuenTs, nekyeaHu 2a HasalHa NOMHNO3a, OGIATA YECTOTA Ha HEKENaHH
PeaKuHH € MOXOGHA HA Ta3u MPH NAHSHTH C ANEPruYeH PHHHT,

HPH NPRBRIOKEHHE Ha Ha3anH| KOPTHKOCTEPOKAH MOTAT Aa ce [IPOABAT H CHCTEMHH ed)ex'm, oco0eHo ako
Ca IPSANMACAHH BhB BHCOKH 03H H 3a MPOABLIKHTENHO BpEME.,

TaOna4en CHACHK HA HeXeTANATE PeaKNHH

Cebp3anuTe C IeUEHHETO HEeXeENaHH peakuH (> 1%9), cro6IleHH Mo BpeMe HA KIMHHYHE H3MATBAHHA
MPH MAUMEHTH C ANEePruyeH pUHHT UM Ha3allHa NOIHNO3a H MOCTMAPKETHATOBATA YNOTpesa,
HE3ABHCHMO OT NIOKa3aHVATa, ca IoKa3auH B Tabauna 1. Hexenannre peakiyii ca H3GpOSHR ChITIACHO
OCHOBHATA CHCTEMO-Opraka Kiach(rkawns Ha MedRA. Hexenanure peaximi ca noapefesy no
H€CTOTa BB BCEKM CHCTEMO-OpTaHeH Kinac. YecToTuTe ca onpeaenenH KakTo cClieABa: MHOTO YECTH
(21/10), uectu (>1/100 o <1/10), revectn (>1/1000 go <1/ 100). YecroTara Ha HeXeNaHUTE PEAKIIHA OT
NOCTMAPKETHHIOBAaTa YNIOTpeba e onpeaeneHa Kato ,, ¢ HEW3BECTHA YECTOTa (0T HANMYHKTE JaHHH He
Moxe Aa Objie HanpaBeHa OeHKa™).

CBbp3aHHUTE C NIEYEHHETO HeXENAaHR PEaKLMH, 33 KOUTO MMA ChOGIIEHHS OT KITHHHYHH HPOYYBAHHKA 32
JIEICHAC Ha ANEPTHEH PAHHUT NPH BB3PACTHHU H IOHOWIM, Ca NIOKa3aHH 11o-gony (Tabmaua 1).

MHoro yectn YecTn Penxn C Hem3BecTHa 4ecTOTa
Nudexunn H DapuHTUT
HHGeCTALMH Hugexunn  Ha
TOpHHTE
JUXaTeNnH:
OETHIIA*
Hapymenus wa CBpPBXYYBCTBHTEIHOCT,
HMYHHATA BKITHYHTENHO
CHCTEMa anabuUnaKTHUHH
peaKuHH, aHrHOEAEM,
Bporxocnazem 1
JUCHHes
Hapymenne wua I'naBobonue
HepBHATA
CHCTEMA
Hapymenus Ha 3aMBIIeHo
O4YHTE 3peHne
(BXk. CcBHINO TOMKa
4.4)




Pecnmparopuu, Enncrakcuc** Enncrakcuc [epdopauna Ha
TPRIHA H ITapene B HOCa HOCHATA MeMbpana
MeIHACTHHANHH Jpasnene Ha
HapyuieHHA HOca

H3BH Ha Hoca
Cromamuo- HApasaeHe Ha HapylieHns BLE BKyca
YpPEBHH rspaoto** # 060HAHMETO
HapyleHHs

*YCTAHOBEHH KaTO HEUECTH [IPH IPHNOKEHHE ABA ITHTH AHEBHO 33 JICICHAE HA HAIANHATA MonKnosa
**YCTAHOBEHH IPH NPWIOKEHHE 1BA ILTH JHEBHO 32 JIeYeHHe Ha HA3AIHA IOHN03a

Ileduampuuna nonynayus

YecToTaTa Ha YCTAHOBEHUTE HelKeNaHH PeaKiHH TIPH NIeIHATPHYHATA NOTYNALHA [0 BpeMe Ha KITHHHYHH
NpoyBaHHA, HanpuMep enucTakcHe (6%), rnasobomme (3%), Bp3nanene na Hoca (2%) ¥ Kuxade (2%),
Ca CpaBHHMH C YeCTOTa UM NPH IPUIOKEHHE HA TiaLefo,

C’bOGI_J:]aBaHe Ha NDOAO3HPAHH HEXEIAHH PeaklUH

Crofimasanero Ha MONO3MPAHN HEXENAHH PeaKIHK clex pa3speuiaBase 3a ynotpeGa Ha JeKapCTBEHUA
NpOAYKT € BakHO. ToBa NO3BONsBA a NMPOTBDKH HaGMIOAEHHETO HA CHOTHOLIEHHETO [OM3a/PHCK 32
AeKapCTBEHUA NPoAYKT. OT MeHLHHCKHTE CNICIHATHCTH Ce H3MCKBA 1a CHoBIaBaT BeAKa HoA03upaHa
HewxeNaHa Peakius 9pes ;

W3re1HATENHA areHIMA N0 JekapeTBaTa

ya. ,Jamss Fpyes” Ne 8

1303 Cogna

Tem.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 TIIpenosmpane

Camuoromn

W HxanupaneTo Wik mepopalHoTO NPHAOKEHRE HA KOPTHKOCTEPOUAH

BbB BUCOKH H03H MOXKE /ia IPeM3BHKA MTOTHCKAHE HA GYHKUMATA HA XHIIOTANAMO-XHIO(H30-
HanGLOpeyHara oc.

Jegenne

Haii —4ecto npn npeposnpane ne ce Hamara MpeAnpHeMaHe Ha ApYI'H MEPKH, OCBEH HabIOACHN e,
NOCAEABAHO OT NPHIOKEHHE B MOAXOAINATA MPSATHCAHA 1033, Thil KATO CHCTEMHATA GHOHAIWYHOCT Ha
MOMeTaioH e < 1% .

5. ®APMAKOJIOIHYHU CBOHCTBA
5.1 ®apmaxoaumaMnuHH cBOMHCTBA

PapMakoTepaneRTHYHA rpyNa; JeKOHTeCTAHTH H ApPYTH Ha3aIHH MPENapaTH 3a TOKATHO TIPUIOKEHHE -
koprukocTepouau, ATC koa: RO1A D09

MexannaasM Ha peiicTRHE

MowmerazoHoBHAT dypoar e nokaneH KOPTHKOCTEPORJ C JIOKAJHO NPOTHEOBBINATHTENHH CBO Bﬁ'\ﬁ
JO3H, NPH KOHTO HAMA CHCTEMHH eeKTH. o

BepoaTHo B ronsMa crenen MeXaHH3MBT Ha OCBLUECTBABAHE HA AHTHANEPTHYHOTO 1 .
TIPOTHBOBB3NANHTENHOTO AEHCTBHE HA MOMETA30HOBHS (hypoaT ce XbJIKH HA CIIOCODHO!
HHXHOHpa 0CBOGONIABAHETO HA MEAHATOPH HA ATEPTHYHH peaxunn. MoMeTtazoHoBHS
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HHXHOHPA B 3HAYNTENHA CTETIEH OCBOBOKIABAHETO Ha NEeBKOTPHEHH OT JIEBKOLMTHTE TIPH NALIMEHTHATE C
aneprudHy 3abonseanius.

B kneTbuHa KYNTYpa MOMETa30HOBHST dypoar noxasea BUCOK aMHHTET 33 MOTHCKAHE Ha CHHTE3a H
ocBobox aaBanero Ha IL-1, IL-5, [L-6 4 TNFa; ocBeH ToBa Toit € H MOIlieH HHXUOHTOP Ha NPONYKUHUATA
Ha NIEBKOTPHEHH. B nombiHenye, Tol € H3KII0UHTENHO MOLIEH HEXHOUTOP Ha NpoAyKuuaTa Ha Th2
HHTOKHANATE, IL4 # IL-5 ot yoBemkn CD4+ T-kneTku.

DapMaKOAHHAMAYHH e)eKTH

Tipu mpoy4BaHMs ¢ KOHTAKT C Ha3aNeH aHTHTEH, MOMETA30H cripeil 33 HOC IOKA3Ba
NPOTHBOBB3MAIHTENHO ACHCTBHE KAKTO B PAHHATA, TAKA H B KBCHATA (asa Ha anepruunms otrosop. Tosa
C¢ ZoKa3Ba pe3 HamanaBane (B CPABHEHHE C M1aLe60) Ha XUCTAMUHOBATA H €03MHO(HTHATA AKTHBHOCT
H TIOHIDKaBaHe (B CPABHEHHE C H3XOIHATA CTOMHOCT) Ha ANIXE3HOHHHTE IPOTEHHH Ha eo3nrodunuTe,
HEYTPO(HIHTE H eNUTENHATE KIETKH.

Hpu 28 % OT NauHeHTHTE ChC CE30HEH ANEPrHYCH PHHUT MOMETAS0H cnpeii 33 HoC MOKA3Ba KIMHHYHO
3HAYHMO HAYAN0 Ha NEHCTBHETO CH B paMkuTe Ba 12 4aca cliely TPUIOKERHETO Ha ITbPBATA 4034,

Cpennoro (50%) Bpeme 3a obnexkyaBaHe Ha CHMITTOMHTE & 35,9 yaca.

B age npoyusanus ¢ 1954 nanyenTu, MoMeTasoH cnpeli 3a Hoc B 1o3a 200 MHKpOrpama, TpHI0XKeHa 1Ba
II'BTH JHEBHO, MOKa3Ba 3HAYMTE/IHO NOA0OPEHHE HA CHMIITOMUTE, CEBP3aHH € OCTBP PHHOCHHYHT, B
CpaBHeHHe C Wiane6o criopen Gana 3a ollekka Ha rMaBHATe cumnToMu (Major Symptom Score (MSS)),
HHTErpaJIHo 32 CHMITOMHTE (JIHLeBa 60ka/ HanpexeHHe/ yBCTBUTENHOCT, CHHYCOBO Imagobonue,
PHHODEA, IOCTHASANHO TEUCHHKE 1 HA3AHA KORTECTHA/3aMyIIBaHe HA HOCA) O BpeMe Ha 15-nHeBHus
TepanesTieH neproa (P02683 p < 0,001; P02692 p= 0,038). Pamoro, TpetHpano ¢ 500 mg
AMOKCHUHKIIIH TPH THTH THEBHO He NOKa3Ba CTATHCTHYECKH 3HAYHMA PasiiuKa 0T MianeoTo mo
OTHOLICHHE HA HaMalABaHE HA CHMNITOMHTE Ha OCTPHA PHHOCHHYHT, COpeJ] OleHKaTa o MSS,
Ouerxara o SNOT - 20 HRQL noxaspa 3Ha4TENHO HHBO Ha 1034 npH Aosara ot 200 MHKporpama
MOMETa30HOB (ypoar JBa MbTH JHEBHO B CPABHEHHE ¢ maane6o (p= 0,047). ITp OCTHP PUHOCHHYHT He &
npaBeHa OLEHKA HA IPOABIKUTETHOCT HA IEYeHHETO Han 15 qHu,

IeqmaTpEYnAa Donyaanus

B nnane6o-koHTponupano KIHHHYHO H3IHTRAHE Ha NPHIOKEHHE HA MOMETA30H 100 MHKpOrpamMa
AHEBHO B IPOALIKEHHE HA €1HA TOAHHA npu neua (n= 49 /rpyna) He ¢ nabmonasaxo 3abaBsHe Ha TeMna
Ha pacTex. '

Haunnte 32 Ge3onacHocTTa i eheKTHBHOCTTA HA IPUICKEHHETO HA MOMETA30H TpH AEA Ha BR3PACT OT
3 io 5 roAMKM ca OTpaHKYEHH H TIOPAJH TOB2 HE MOXKE 11 ce OIpesesid JO20BHAT pexkiM. B npoyusane
MpA 48 fela Ha BB3pacT oT 3 10 5 TONMHM, NleKyBaHH C HHTpaHa3aieH MoMeTa30HoB Qypoar 50, 100 unn
200 mukporpama /aHeBHO B NPOABIDKEHHE Ha 14 1HM He ca YCTaHOBEHH 3HAYHMH PA3THKH B CPABHEHHE ©
nnane6o Mo OTHOICHHE HA CPEAHATA IPOMAHA B IUIA3MEHOTO KOPTH3ONIOEO HHBO B OTTOBOD Ha
CTHMYNaL{A C TETPaKO3aKTpPHH,

5.2 dapmaxoxumeTHIHM CBOlCTRA
Abcopbuns
Mowmerasonoauat gypoar, npunoxkeH KaTo BojieH cnpeti 3a HOC, IMA CHCTeMHa GHOHATHUHOC

T_.<lf@1;

Ti1a3mMaTa, KaTo € M3MON3BAH YYBCTBHTENEH METON 3a aHAH3 ¢ MHHMMANHA rPaHHLA Ha
0,25 pg/ml.

Pasnpenenenne
He e mpunoxmuMo, Thit kaTo MOMETa30H UMa MHOTO Jiola abcopOuud, NpUNOXeH 1

BHoTpancdopmanas




Masikute konuyecTBa, KOHTO MOraT 4a 6BAAT TOrBIHATH H abcopbupany, ce NoaIarar Ha 3a4UHTETHO
MeTaboNH3HpaHe NPH ITBPBOTO NPEMUHABAHE NPE3 HEPHUS apob.

Enamaunpane
ABcopOHpaHAAT MOMETa30HOB (yPOAT ce MeTaloNH3Mpa B 3HAUHTENHA CTENeH H METAGOIUTHTE ce
eKCKPEeTHpAT ¢ YPHHATA H XKITbYKATA.

5.3 IlpeaxanAwdHE AaHHH 3a Ge3omacHoCT

He ca ycTaHOBeHH TOKCHKONOrMYHE edeKTH, XapaKTEPHH CaMo 33 MOMETa30HOB Qypoar. Benuku
HaG/II0aBARN HEKENAHH PeakiHH Ca THIHYHH 38 TO3H KJIAC NIEKAPCTBEHH NPOAYKTH H N0 CBIIECTBO ca
CXOIHH CBC CBPBXH3ABEHH MIIOKOKOPTHKOWIHH PapMaKonoruyHy edekTH.

Hpenxnvniunute JaHHH NOKa3BaT, 4 MOMETa30HOBHAT (ypoaT HAMa aHIPOTeHHa, AHTHAJpSHEPTHYHA,
€CTpOreHHa HIIH aHTHECTPOrEHHA AKTHBHOCT, HO NOAOGHO Ha OCTAHANHTE KOPTHKOCTEPOHAN, HMa
H3BECTHA AHTHYTEPOTPO(HYHA AKTHBHOCT U [IPH KMBOTHHCKH MOJENH C BHCOKH I03H OT 56
mg/kg/nHesHo u 280 mg/kg/nHeBHO BOAH Ko 3a6aREHO OTBAPAHE HA BIIATATHINETO.

Tono6Ho Ha ocTananHTe KOPTHKOCTEPOUH, BEB BUCOKH KOHIEHTPALHH MOMETA30HOB
MOKa3Ba KJIACTOICHEH MOTEHUHAN HH BHTPO. Bee Nak npyu TepaneBTHYHH J03H HE MOTAT Aa Ce OYAKBAT
MYTareHHU edieKTH.

Hpu npoyusasus 32 PENpOAYKTHBHA TOKCHYHOCT Ha MOMETa3oHOB dypoar, 7033 ot 15 MuKporpama /kg,
yAbAaBa GpeMennoCTTa | 3a6aBd paKIaHETO, KOSTO BOAM 10 HaMaNeHa IPeXUBISMOCT Ha
TIOKQJICHHETO, HAMATIEHO TENIECHO Tero MM 3abaBeHO HanMaBaHe Ha Terno. He e yctaHoben eexr
BEpXY depTHmnTeTA.

ITopo6uo Ha ocTaHaNHTe KOPTHKOCTEPORTH, NpH TPH3atH W 3aHUH MOMETA3OHOBHAT Qypoar e
TEpaTOreHeH. Y CTaHOBEHUTE eeKTH ca YMOUNMKAIHE XePHHA TP ITbXOBE, LIENKA HA HEBLETo pH
MHIIKH U areHe3us Ha XIBYHHA MEXYP, YMOUNHKATHA XepHHS ¥ (IIeKCHPaHH NIPEAHH NalTy IPH 3aiIH.
OcpeH TOBa [IPH ILTbXOBE, 3aiI[H ¥ MHLIKH Ce YCTAHOBSBA peAyKLHA Ha TeMIla Ha HAJIaBaHe Ha TErio Ha
MaiikaTa, IPOMEHH B PACTEXa Ha 3aPOAHINA (TIO-HHCKO TENECHO TETNIO H/HNH 3a6aBeHo BKOCTHBARE), a
TPy MHIIKH - HAMAIEHA MPEXHBASMOCT HA IOKOJICHHETO.

KaHuuporeHHUsT noTeHUMAN Ha MHXaTHPaHHA MOMETAZ0HOB (ypoaT (KaTo aeposol ¢
X10poTyOPOBEIIEPOHH NPOIENEHTH K ChpdaKTaHT) [IPH KOHUEHTPAHH ot 0,25 10 2,0
MHKpOKporpama/l e IpoyusaH B 24-MeceMHH NPOYHBAHUA IPH MHILIKH H TUTbxoBe. Habmonapanu ca
THIIHYHHTE CTIOKOKOPTHKOMAHK eheKTH, BKIIOYHTEIHO HAKOIKOTO He-HEOTaCTHYHH ne3Hy. [Tpu nuTo
€IMH OT BUAOBETE TYMODH He ¢ 3afie/i13aHa CTATHCTHYECKH 3HAYAMA BPB3kKa 7103a-0TroBOP.

6. @®APMAIIEBTHYHH JAHHHU

6.1 CouchK Ha OOMOINHATE BElIECTBA

I'manepon

Harpner uutpar

JlnmMoHeHa K1ceIMHA MOHOXHAPAT
Tlonmcopbar 80

benzankoHuer xnopua
IMpeuncTena soga




6.2 HecbeMecTumocTH

Henpunoxumo.

6.3 Cpox na rogmocr

3 roauun

CpoK Ha FOJHOCT ClIEJ IBPBO OTBapsAHe: 2 Mecella
6.4 CrenmansH yc10BHS HA CHXPAREHHE

Ja Be ce saMmpa3sBa,

6.5 BugH cHALPXKAHAE HA ONAKOBKATA

Hasoctaz e Hanuuen B GyTHiIky OT GAN BHCOKOIUTBTHOCTEH NOJHETHIIEH C No3Mparia noMna, Koito

coappka 10 g (60 Bupbexsanun), 17 g (120 snpbekpanus) win 18 g (140 BnpbcKBaHMA) OT NPORYKTOBATA

qupmynauml, CH&G,E[CH& C NOJTHIIPONHJICHOB alTHKaTOp K Kana4ka 3a Npeana3iBaHe oT 3aMbpCABaHe.

He Bcuikn BunoBe onakoekH mMorar Aia 6baT nycHaTH B Ipoaax6a.
6.6 CnenmajHR IpeANa3sHH MEPKH OPH H3XBLDISHE H pabora

Hsma cneunands nanckeanns.
Hpemn ymorpe6a, pasknarere BHUMaTeNHO GyTUNKATA.

Hen3nomssanuat nexapeTses NPOAYKT UM OTNATBYHHTE MATEPHANH OT HErD TpADBa Aa ce HIXBBPIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.
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