KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



l. UME HA JIEKAPCTBEHMUS ITPOAYKT
A 1019025

Eranma 50 Mukporpama/BnphckBaHe cripeit 3a HOC, CyCIeH3Hs
Etacid 50 micrograms/actuation nasal spray, suspension 1% G4 08 -01- 702

y A KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika BIIPpbCKaHa J103a Chibprka S0 MUKporpama MoMeTasoHoB (Qypoar (mometasone furoate).

[ToMOLILIO BEHIECTBO € U3BECTHO JICHCTBUE
Tozu nekapered HpoaykT chibpska 0,02 mg Gensankonues xjaopuit (benzalkonium chloride) na

BIIPLCKBAHC.

34 ITLJIHUS CIIMCHLK HA TTOMOLUINTE BCIIECTBA BUXKTE TOoYyKa 6.1.
E, JEKAPCTBEHA ©OOPMA

Crpeii 3a HOC, CyCIIEH3HS.
Bsisia 10 nourH Osijia pCKOHCTHTYHpaHa CyCIIeH3HA.

4, KJJUHUYHHA JAHHHU

4.1 TepaneBTHYHH IMOKA3AHUN

Eranmn cnpeit 3a HOC ¢ II0Ka3aH 3a JICYCHHE HA CHUMITOMHTEC HAa CE30HCH @ICPruycH PHHHT HJIH
[1EJIOTOJIMIIEH aJIEpruuel pHHHT [IPU Bb3PaCcTHU M JICLa Hall 3-roJiMiIHa BB3pAacrT.

Eranm( cnpeii 3a Hoc € rokaszan 3a JICYCHNWE Ha Has3aJlHa 1OJIMII03a NpU Bh3pacTHu Ha 18 u noseue
FOJIMHH,

4.2 Jlo3zupoBKAa H HAYMHII LA IPHJIOKCHHE

Cuie/l IrbpBOHAYaJIHATA 110AIrOTOBKA Ha nomrara Ha Etauma cnpei 3a HOC, IpH BCAKO BIIPhCKBAHE CC
ocoOok1aBa okoso 100 mg momerazoHoB (Qypoar cycnensus, cpabpxkaiia S50 MHMKporpama

MOMETA30HOB (pypoar.

Jlo3npoBka

Ce3olnieH ajIiepruyc pUHAT WIIK 1LIEJIOTOJIMILIEH aJIepruiYeH PUHUT

Buvspacmnu (6xmouumenno nayuenmu 6 cmapyecka évspacm) u oeya nao 12 2oounu:

OGuyaiinara HpenopbuMTe/IHa Jio3a ¢ JBe BIpbckBaHMA (50 MuUKporpama/BlpbCKBaHe) BbB BCska
Ho3j(pa JHesHo (obiua jo3a 200 mukporpama). Ciiell oBJiajisiBaHe HA CUMIITOMUTE Jl03aTa C¢ HaMallsiBa
JI0 €JIHO BIIPBLCKBAHE BLB Besika Ho3jpa (obwa no3a 100 Mukporpama), KoeTo MOXKe J1a € JIOCTaTb4HO 3a

[OJUILPIKAIIO JICHCHHEC,

[Tpu HepocTaTLUHO NMOBJIMABAHE HA CUMIITTOMMTE J103aTa MOXKE Jla C¢ [MOBHIIN /IO MAKCHMA/IHA AHCBHA
710332 OT YETHPH BIPBHCKBAlMA BLB BCsAKa HO3JIpa €HOKpaTHO JHeBHO (oOmia jio3a 400 mukporpama).
CiieJ1 OBJIQISIBAHC HA CUMIITOMUTE CE IIpEropbUBa IOHMKABAHE Ha J103aTa.

lleduampuuna nonynayus

Jleya na evzpacm mesicoy 3 u 11 coounu.
OGuuaiinara 1pernopbuMuTeIHa Jo3a ¢ eJHo BrpbckBaHe (50 MHKpoOrpama/BIpbLCKBaHE) BbB BCsKa

HO3/1pa Be/IHbK JiieBHo (obuia jo03a 100 Mukporpama).




[Ipy HAKOM MALMEHTH ChC CE30HEH ajieprudeH PUHUT ETaun cnpei 3a HOC NOKa3ea KJIMHHWYHO 3HaYNMO
HauaI0 Ha JAehcTBHETO B paMkuTe Ha 12 vaca ciael mepBaTa A033, BLIPCKH UE Npe3 1IbPBUTE 48 yaca
MO3Ke 14 HE C& NOCTHTHE MeJict eekT oT neueHuero. [lopaau ToBa NaLMEHTUTE TPAORA Ja NPOABIXKAT

C PEAOBHOTO MY [IPHIIOXEHHUE C LieJl [0/ly4aBaHe Ha MbJICH TepaneBTHHCH CPEKT.
[Tpy1 NaLMEHTH ¢ aHaMHe3a 3a YMEPCHY J0 TEXKH CUMIITOMY Ha Ce30HEH AJICPrUtieH PHHHUT MOXKE A CC

HaJIOXH Neyernero ¢ Etauni cnpeif 3a HOC 1a ¢€ 3arOYHe HAKOMKO JIHK NMPEAX OYaKBaAHOTO HAualo Ha
NOJIEHOBHA CE30H.

Meya na ev3pacm nod 3 200uHu
besonacHocTra U edukacinocrta Ha Etauda cnpelt 3a HOC Npu j€la Ha Bb3pacT NoA 3 roAxHHU He ca

YCTAHOBCHH.

HazanHa noJauno3a

O6uuajinara TpenopbYMTENHA HAauanHa A03a 3a MONMNo3a € ABe BnphckBanua (obwa aosza 100
MHKpOrpama) BLB BCAKA HO3APa eAHOKpATHO AHeBHO (06wa anesna n03a 200 Mukporpama). AKO Cnes 5
10 6 CeaMHLM CUMIITOMUTE i€ Ca OBNAAEHHN B AOCTAaThUHA CTENCH, N03aTa MOMKE Jla CC MOBHIIN 10 JABC
BNPLCKBAHMA BLB BCAKA HO3Apa JiBa NBTH aHeBHO (0Buia anesha nosa 400 mukporpama ). Jlosata
TpsbBa jla Gbie THTpWpaHa [0 Haii-HUCKaTa 1033, KOATO OCUrypsBa €(eKTHBHO OBNANABAHE HA
cumirroMure. Ako cied 5 o0 6-CeAMHYHO JBYKPATHO [AHEBHO [IPHUIOKCHUE HE C€ [IOCTHUTHE
nonobpeiine, TpibBa J1a ce HanpaBh OLCHKAa Ha CHCTOAHWETO Ha MalMeHTa H Aa ce OOMHCAH OTHOBO

TCpaleBTHHHA CTRATCIHA.

[TpoyuBanusTa 3a eheXTHBHOCT M 6E30MaCHOCT Ha NEYEHUETO Ha Haza Ha nonunosa ¢ Etauua cnpei 3a
HOC ca OMJIM € MPOJABJIAKUTEITHOCT YETUPH MeceLla.

[Tecuampuvia nonynayus

BeszonacHOCTTa W edukacHocTTa Ha Etauup cmpeil 3a HOC MpH Jiena M IOHOUIM HA BB3pacT noi 18
FOAMHH HE Ca YCTAHOBEHH.

Haund Ha NpuioKeHue
HazanHo npunoxeHue.

[peau npunarane na nnLpsara Ao3a, cnpest Tpabea aa ce paskiaty jaobpe # pa ce Hanpasst 10
BNPLCKB2HUA BLE BL3/lyXa JOKATO CTPysATa CTAHE XOMOTEHHa, AKo nommara He € Onia narnonssata B
[poALIKEHNE 1A 14 IHW WK NOo-ALJiro, T4 TpAbBa Aa 6bae NOBTOPHO NOArOTBEHA ¢ 2 BNPbCKBAHMUA, A0

mony4yaBaHc Ha XOMOI'CEHHA CTPYA.

INpenwn Besika ynorpeba crpest TpsOsa goOpe na ce pasknaTtH, CrpesT TpAdBa Aa ce HIXBbPIN CJICA
M3NpLCKBAHE HA O3HaueHWTe Ha ervkera Opoit A03M MIM B paMKHTE Ha 2 meceua cieil MbpBOTO
OTBApAHE HA ONIAKOBKATA.

4.3 [Iporusoloxazanus

CBpBLXUYYBCTBUTEJIHOCT KEM AKTHBHOTO BEIWIECTBO WIH KbM HRKOE OT NOMOLIHHUTE BEIIECTEY, u3bpoeHun
B TOYKa O.1.

Etrauua cipeit 3a Hoc ne tpabBa Aa ce mpuiara MU HalM4ME HA HENEKyBaHa JIOKaJIHA HHQpeKuns,
3aCAralla NUraBuilaTa Ha HOCA, KaTo Xepiiec CUMIUIEKC.

ITopanu 3abaBeHOTO 3apacTBAaHE HA paHUTE NPU MPUJIOKEHHE HA KOPTUKOCTCPOMAH, NPH NMALMCHTH
KOMTO HAacKOpO €a APETLPMENH Onepali KM TPaBMU Ha Hoca, /10 3a3/[paBsiBaHe Ha paHuTE He TpAOea

Aa C¢ npuiarat HazaJHH KOpTUKOCTCPOHIH,




4.4 CrHeumaany Upesynpexaeius u Npeanasid Mepkd npu ynorpeba

Hmynocynpecus

Etaunz cripeif 3a Hoc Tpsbsa Aa ce npuiiara ¢ NOBHIIEHO BHHMAHKE WM BbOOLIE Aa HE Ce npuiara npu

NalMeHTH ¢ aKTuBla WM nareHTHa Genoppobna TyGepKy:no03a, KaKTO W NPH TaKkWBa ¢ HEJNEKYBAHH
rbOUYHHM, BAKTEPHATHHN, KAKTO U CHCTEMHY BUPYCHHM MHGPEKUMH MM OYHA XEPHEC CUMILICKC HHEKIIHA.

Jlokaauy Hazauly chekTu

Cnen 12-Meceuno JICUCHHE ¢ MOMETa30HOB (ypoar crpeii 3a HOC HE CE YCTaHOBABAT JlaHHHU 32 aTpodus
na nurasuiara Ha uoca. OCBeH TOBAa NPU TPHJIOKEHHE HAa MOMETazoHOB (Pypoar ce Habnionasa
TEHACHUMA 3a OGpaTHO pa3BUTHE Ha JMraBHL@ATZ Ha HOCA KbM HOPMAlEH XHCTOJIOrudeH (PeHOTHI.
Bunpekn TOBa, NAlMEHTHTE, KOMTO Ca HA JIEYEHHE C MOMCTA30HOB (ypoar cnped 3a HOC B
NpONBLIKEHUE HA TIOBEUE OT HAKONKO Mecelad, TpabBa Ja C¢ M3CNe[BaT NEPUOLHMUHO 33 Bh3MOXHH
NPOMEHH B JIMraBMIIaTa Ha HOCA. AKO ce pa3BHe JIOKAIHA re0uuHa MHPEKLUA Ha 1HOCa KK papuHKca,
le4eHUeTO ¢ MOMETasoHOB (pypoaT cnpell 3a Hoc TpsOBa na ce cnpe, UM Jla C€ MPEANPHEME
NOAXOAALLS JeueHue. IlepcucTHpaHeTo Ha Hazo(hapHHIeaJTHOTO APa3HCHE MOXE fa € MPH3HAK 3a

CnMpaHe Ha JeveHneTo ¢ Etauua cnpeH 3a Hoc.

Fraunn He ce npernopbusa Npy nepdopauins Ha HOCHUS cenTyM (BUX TOUKa 4.8).

B KNWHMUIK TNPOYUBAHMM CMMCTAKCHC CE HOABABA C [10-TO/IAMA 4ECTOTa B cpaBHcnMe ¢ mmauebo.
EHUCTAKCHCHT € OHIl KaTo LIAJI0 caMoorpaHiuasaiy ce ¥ cabo u3paseH no Texecr (sHx Touka 4.8).

Etaiuui cbAbpka GeH3ANKOINEB XJI0PH, KORTO MOXKE J1a IIPUYMHH JIpa3Hele Ha HOca.

Cucremiy eekTH Ha KOPTUKOCTEPOWJINTE

CucreMin edexrn npu NPUTOKEIIHE H2 HA3aJIHHM KOPTUKOCTEPOMIM MOraT Jia ce NpOsABAT IJiaBHO,
KOraTo ¢a MPERMHCAHH BLB BUCOKH /1034 33 NMpOABLIDKMTENICH nepuoa or Bpeme. BepoaTHocTTa Aa
BB3HMKHAT TE3M CHCKTU ¢ MHOI0 MO-Manka B CpaBHEHHE ¢ NePopaniuTe KOPTHKOCTCPOUAHN U MOXE Ja
BApUpa NpPH OTAEIINTE NAUMEHTH W [IpH Pa3IMiHHTE KOPTHKOCTEPOMANM NpoAykrTH. IloTenunanynre
cCHCTEMHM edeKTH MOXe Jia BKNIOYBAT CHHAPOM Ha KBIIMHT, KLUIMHIOHAHHA CUMITTOMH, NOTHCKAHE Ha
HanbnOpeunara dyuxuus, 3abaBane Ha pacTeka NpH AELA W BH3PACTHH, KaTapakTa, riaykoma 4 no-
psifko, HA0Op OT MNCHXONOrMYHM M MOBEACHYECKH €QCKTH, BKJIHQUHTENHO [ICHXOMOTOpHA
XMNEPaKTUBHOCT, HAPYILEHUS Ha ChHA, Ge3nokoicTBO, Aenpecus win arpecus (ocobeHo NMpu aeua).
CnoblaBaT ce CJyuyaH ia MNOBUIICHO BbTPEOYHO HAIradHe cnej NpHAOKEHHE Ha HWHTpaHa3allHU

KOPTHKOCTEPOUAM (BHX Toukz 4.8).
JleueHueTo B JI03H NO-BUCOKH OT MPENOPBYUTECIIHUTE MOXKE Jia A0BeAE 10 KIHHHYHO 3Ha4YNMa CynpecHs

na wuanOwOpeunara ¢yHkUMA. AkQ KMMa JaHHM 3a I[PHIOKEHHEe B HO3M, TNO-BUCOKM OT
IIPENIOPLYUTEIIHUTE, B IICPUO/AM HA "CTPeC HWIM NPH NJIAHOBM OnNepauMH TpsbBa aa ce Ocurypi
JIOMBABKUTENHO 1IOKPHTHE CLC CUCTEMHHU KOPTUKOCTEPOHIH.

3puUTeNHO HApPYUICHHE

Moxe aa Objc cLOOUICHO HApYIICHME Ha 3PEHHETO IPH CUCTEMHO W JIOKAJIIO IIPHIIOKCHUE HA
KOPTHKOCTEPOM/IM. AKO MALMCHTLT [ONYYH CUMNTOMM KaTO 3aMbIIICHO 3PESHUE WIIH JIPYTH 3PHTENHU
CMYIIEHWH, TpsbBa j1a ce oOMUCIIM [penpalladeTo My KbM OQTanMonor 3a OlieHKa Ha Bb3MOXHH
[IPUYMHH, KOMTO MOT'aT jla BKAIOYBAT KATAPAKTa, IN1ayKoMa WIIH PEAKHTE 3a00/1Baliis KaTo LUECHTpallHa
ceposHa xopuoperuHonatds (CSCR), nmoxnansaHp cneni ynorpeda Ha CHCTEMHM M JIOKAHU

KOPTHKOCTEPOUIH.




Hazajisa noauno3a

He ca npaseny npoyuBaHus 3a Oe30MacHOCT H €(QMKACHOCT Ha MOMETAa30HOB pypoaT npu
YHUJIATEPAIHM NOJIHIH, NOJHIN NPH KUCTO3HA (ubpo3a UnW MOIHNK, BOACLIH IO IIbJIHA 0OCTpYKLMA

Ha HOCHATA JIMIr'dBHLI4.
YHHJ'IHTEPEUIHHTB ITIOJIHTIM C HCPABHA ITOBbPXHOCT W/l HCTUITUHCH BHL, ocobeHo ako ca pa3x3BCHH HJIH

KHPBALIM TpAOBA J1a C€ OLEHAT AOIBIIHHTEIHO.

EdekT BLpXY pacTexa NpH NeARaTpUYHaTa NOmy 1AL

[TpenopbuBa ce NpH Jiela, KOUTO ¢a Ha NPOABJKHTETHO JICUEHHE C HA3aIHH KOPTHKOCTEPOUIH, PhCTBT
na ce cneay crpuktho. [Tpu 3abaBsne na Temna Ha pacTex, Tepanvsrta Tpa0Ba Aa ¢¢ npepasrie/a ¢ Len
HaMaIsBaHe Ha J103aTa Ha Ha3aJHWUTE KOPTHKOCTEPOMAM J0 HaH-HUCKaTra 1034, OCUrypssalia
ebekTHBHO OBNajisBane Ha cnMmnromure. OCBEH TOBA € XEMATENHO NalueHTa Aa ObJic HACOUEH U KbM

CrEeLUanuCT NMeAaTsp.

Bonpekn, ue npu noseuero nauventd Etanya cped 3a HOC IUE KOHTPOMMPA HA3ATHMTE CHMIITOMM,
eqHOBpeEMEHHaTa ynorpeba Ha noxxoidllia AONbJIBAlla TCPanUg MOXE [a OCHrYpPH IOMBIHUTEIIHO
obnekuasaiie Ha apyrud (1afi-Bede O4YHKU) CHMIITOMH.

4.5 BiaaumojaciicTBHE ¢ APYTY JCKAPCTBEHH NPOAYKTH U APYTrH (JOpMH Na B3aUMO/ICHCTBUE

3a CAHOBPEMEHHOTO MPUIIOKEHNE CLC CHCTEMHH KOPTHKOCTEpOMAM BWkTe Touka 4.4 Cneuuanhy
[peAYNPeXacHUs U NpeNa3Hu MEPKH NpH ynorpeda.,

[TpoBefilcHO € KIMHMYHO TNpOyuBaHE Ha JICKADCTBEHMTE B3aMMOAEHCTBHMA C JioparaauH. He ca
YCTaHOBECHHU NIEKAPCTBEHH B3AMMOACHCTBYA.

4.6 @ecprrianteT, OpEMCHHOCT H KbpMEHe

bpeMEHHOCT
Hsma jroctaTsbynio Hith 1obpe KOHTPOIUpaHH Npoy4BaHUs oT yrnorpebara Ha MOMETa30HOB (ypoat npu

6peMertiy N, TIpoyuBanuaTa MpH sKMBOTHH MOKa3BaT PENpOyKTHBHA TOKCHYHOCT (BX. TOuKa 5.3).
KakTo ¥ NnpH JApyr# HajalH¥ KOPTHKOCTEPOWAHM NpoAykTH, Etauma crnped 3a Hoc He TpabBa fa ce
npuaara npy OpeMEHHHU MM KbPMEIM XKEHH, OCBEH aKO NOTEHIMAHAT2 M0JI3a 3a MaHKaTa HaaBHUILABA
noTeHLUMANHUS PUCK 3a malikara, nnoga unu kepMmawero. [leua, pojieHH OT MaHKM, JIEKYBaHHU C
KOPTHKOCTEPOMM 1O BpeMe Ha GpeMeHHocTTa, Tpabsa aa GbaaT BHMMATENHO HabNI0/1aBaHy 32 NPOsiBH

Ha XUIMOKOPTHIIHIHLM.

KspMmeHe
He e M3BeCTHO Jlajit MOMETA30HOB (PYpoaT ¢€ €KCKpeTHpa B KbpmaTa., Kakto n npHu Upyrd HazallHH

KOPTUKOCTEPOHHH IIPORYKTH TpabBa [a ce B3eMe pelICHKE JaNiH Jia CE NPEKPAaTH KbPMEHETO HIIH Ja ce
npekparw/He ce npoBeae tepanus ¢ Erauup crpeft 3a HOC, KaTO C€ B3eMaT NPEABUI NON3aTa OT
KbpMEHETO 3a JEeTETO U MOJI3aTa OT TCPallMATa 3a XKCHaTa.

PepTUIHUTET
fluncear KIMHWUYLEK AaHHM 33 edexra Ha MOMETa3OHOB Gypoar Bbpxy depruaurera. IIpoyuBaHusATa
pH XKHBOTHHU MOKA3BAT PerpOAYKTHBHE TOKCHYHOCT, HO Ge3 edexTH BhpXy depTuinTeTa (BUXTE TOUKA

5.3).

4.7 Edexryn Bupxy cnocofnocrra 3a modupane H padtora ¢ MAIIHHH

He ca npoBexiany npoyyBanus 3a egexra Ha MOMeTa3oHoB (ypoar cnpeft 3a HOC BLpXy crnocobHOCTTa
3a wodupane v pabora ¢ MalluBu, ‘




4.8 Hexeaanu JieKapcTBCHH PCAKIHH

PestoMme Ha nipoduna Ha Ge30NacHOCT

[Tpy KAMHHUHK NPOYyYBaHHMS 33 aNcPI'UYeH PHUHHUT ¢ ¢hoOlaBa 3a €MUCTAKCHC, KOUTO KATO LAIO ©
caMoorpaHuyaBanl ¢e¢ ¥ cnado u3pasen No TEKECT U ce [POoABSBA [0-HECTO B CPABHCHHUE C mauedo
(5%), HO CbC CbLHU3MECPHUMA WM TO-HHCKA 4ECTOTAa B CPABHEHHE C HA3ATHHTC KOPTHKOCTEPOHIH,
H3MNON3BAHK KATO pedepeHTHH NPOAYKTH B MpoyuBaHuATa (10 15% ). Hecrorara Ha BCHYKH OCTAHAIIH
HEeXENaHH peakuuu e cxonna ¢ Tasu npu rauedo. Ilpyu mauMeHTH, nexyBaHW 3a Ha3aNMHA TFOJINNO3a,
06111aTa YECTOTA Ha HexeNaHUTe peakiuu € noAo0Ha Ha Ta3u NpH NalUMeHTH C alCpruicH pUHUT.

[Tpy ONpHIOKEHHME HA HA3ATHH KOPTHKOCTEPOMIH MOTAT Ja CE NPOABAT M CUCTEMHHU eeKTH, 0Cco0eHO
aKo ca Mpeanycaid BbB BUCOKH A03H K 32 NPOABIDKUTEIIHO BpeMe.

B Tabnuuara no-100y ¢a ONUCAHH HEKENAHUTE JIEKApCTBEHY PEeaKLMH, CbOOLLABAaHH MPH MPUJIOXKEHHE
Ha MOMETa30HOB (ypoaT NpH NalMEHTH C alepruueH pPUHMT WIM Ha3ajiHa IOnHno3a H OT
[IOCTMApKEeTHHroBaTa yriotpefa HEe3aBUCHMO OT NOKa3aHWATA, KaTo ca KiacHpUUMpaHu cboOpasHO
YyeCTOTAaTA:

- Muoro yectu (=1/10);

- Yectu (Z1/100 no <1/10);

- Heuecru (=1/1 000 ao <1/100);

- Penku (=1/10 000 no <1/1 000);

- Muoro peaku (<1/10 000);

- C Hewn3BecTHA vecToTa (OT HANMYHHKTE AaHHH He MOXe Aa Obae HanpaBeHa OLEHKa).

VIOro 4eCcTH YecTH C ncen3BecTHa 4ecrora
Hudekunn K Mapunrnr, HHPEKUHH
uHpecralum Ha FOPHHUTE JHXATENHH
MbTULLA*
Hapywenus Ha CBPbXUYBCTBUTEIIHOCT,
UMYHHATA CUCTEMA BKJIIOYHTENHO
aHa(PUNAKTHYHH

peaKLiH, aH'HOCIEM,
OpOHXOCNA3LM H

JUCTIHES
Hapyuienus Ha rnasofonue
HEPBHATA CUCTEMa
Hapyluenns Ha OUHTE riilaykoma, oBHUICHO
FLTPEOUYHO HaJlsAraHe,
KaTapakTa
Pecriinparoptiv, I'phAlNKY | CHCTAKCUC*™ eNMCTaKCHUC, fTapeHe B nepdopauus Ha
W MEAHACTHHAINH HOCa, HazallHO ocHaTa meMOpaHa
Hapy LIEHUA Jpa3HeHe Ha HOCA, S3BH
Ha HOCa
CromMalniHo-4ypesHU Jpa3HeHe Ha I'bp/loTO** | HapylleHUS BBB BKYyCa
Hapy LIEHUS ¥ ODOHSIHUETO

¥yCTAaHOBEHH KAaTO HEYECTH MPH NPUIOKEHUE JBa IThTH AHEBHO 32 JICYCHNUE HA HazalHata noJmno3a
**yCTAHOBEHH MPH NPHWIOKEHHE ABA ITLTH JHEBHO 33 JICUCHHE Ha Ha3alHa MOJINUIO03a

[leapaTpuuHa nonyanus
YecToTaTa HAa YCTAHOBEHHTE HeXKeJaHW peaklMuM NpH NeadaTpuyHaTta MomyJiauusi no BpeMe Ha
KNMHUYHY MIPOYYBaHMA, HanpuMmep enucrtakcuc (6%), rnasobonue (3%), Bh3nanedue Ha Hoca (2%) u

kuxaHe (2%), ca CPABHUMH C YECTOTA MM NPH NPUIOKEHHE Ha nnauebdo.

Cho0Olapale Ha NON03WpaHy HEXENaHu peakiiun
Cr0611aBaHETO [1a I0A03MPalId HeXeNaHH peaKLMy ciiell paspeluasane 3a ynorped

POAYKT € BaxHo. ToBa No3pBoNsBa Aa NPOABIKH HAOMIOAEHHETO HA ChOTHOILICHH




JlexapcTBeHMs NpoaykT. Of MeJMUUHCKUTE CIUMATHCTH ¢¢ M3UCKBA 1a ChOOIaBaT BCAKA [TO03MpaHa

HEXEJIaHA PEaKLUs Ypes:
VIanbaHuTenHa areHuMs 1o nexkapersarta

yI. ,,JJamsH I'pyes” Ne 8
1303 Codmus

ten.; +359 2 8903417
yebcaiiT: www.bda.bg

4.9 Ilpenoanpanc

Cumnmonu:
UHxanupaHeTo WiH NEPOpPajIHOTO NPHIOKEHWE Ha KOPTHKOCTEPOMAHM BbB BHCOKH 03H MOXE J1a

peAN3BHKaA MOTHCKANE HAa QYHKUMATA HA XHITOTANaMOo-XHNo¢u3o-HanoubpeyHaTa oc.

Jlevenue:
Hait-uecTo npu npejo3upale He ce Hanara NpeAarnpyemMane Ha Apyrd MEpKd, OCBCH HabnoaeHue,

[MOCJICABAHO OT NPWIOKEHHE B NOJAXOAALLATA Npe/ANKHcaHa A03a, ThH KaTO CUCTEMHATA OUOHATNUHOCT
HA MOMETa30H € < 1%.

5. QAPMAKOJIO'MYHHU CBOHCTBA

5.1 QapmakoanHaAMHYHH CBOHCTBA

(hbapmakoTepaneBsTHuHa rpyna; JlekoHrectanTd ¥ Apyry Ha3alHy npenapary 3a JIOKATHO MPUIOKEHHUC -
kopTukocreporyin. ATC xon: ROIADOY

MexaHUu3sM Ha JICHCTBHE

MowmerazonosusT (Pypoar ¢ JI0KaReH KOPTUKOCTEPOU/L ¢ TOKANHO NPOTHBORBINANNTEIHO e HCTBHE NpH
N1031, KOUTO HAMAT CHCTEMHH CPCKTH.

BepoAtHo B ronsiMa CTENeH MEXaHW3MBT HAa  OCBHIUECTBABAHC HA  AHTHAICPrHYHOTO U
NPOTHBOBBLINAIUTE/IOTO JICHCTBUC Ha MOMETA30HOBHUA Gypoar ce AB/XM Ha criocobHocTTa MY Aa
HHXOMpa ocBobOXAaBaHEeTO Ha MELMATOPU Ha aNepruuHy  peakuuy. MomeTasoHoB  ¢ypoar
FHAYMTEIHO HHXHONPa ocBOOOX1aBaHETO Ha JIEBKOTPHUEHH OT JIEBKOUWTHUTE NMPH MALIMCHTHU C aJIEpruyHu
3abonspanid. B xIeTbuHa KynTypa MOMETa30HOB ()ypOaT CHIHO MOTHCKA CHHTE3a W OCBODOMKAABAHETO
na IL-1, IL-5, IL-6 ¥ TNFa. Ocgex Tosa Toii € MOILEH HHXKOUTOp Ha ofpa3yBaHETO Ha JICBKOTpHEH. B
JIONBJIHEHNE, TOR € U3I0MOoYUTENHO MOIteH MHXKOHTOP Ha obpasyBaHeTo Ha Th2 uutokunu IL-4 u IL-5

ot uoBeikn CD4 + T-kneTku.

dapmaxoanHaMUUHM €DEKTH

[Ipy Tmpoy4BauMst ¢ KOHTAKT C Ha3ajeH aHTHIEeH, MOMETasoH crpeldl 3a HOC [Doka3Ba

NPOTHBOBBL3NAIUTENHO IelicTBHE KaKTO B paHHaTa, Taka M B KbCHaTa (pasa Ha ajnepruyuHus OTrOBOP.
Topa ce [0ka3Ba upe3 Hamanspane (B cpaBHeHHE C Manebo) Ha XUCTAMMHOBATA M €03MHO(MIIHATA

AKTUBHOCT M IoHWXaBaile (B CpaBHEHHE ¢ M3XOAHATA CTOMHOCT) HAa AAXE3MOHHUTE TNPOTEHHM Ha
co3nHOMUnuTEe, HEYTPOQHUIINTE M SUTCIHUTE KNETKH.,

Tpu 28% OT NALMCHTUTE CLC CE301ICH aAleprudeH PUHNT MOMETa30oNn cnpel 3a HOC 1oKa3sa KIMHUYHO
3HAYMMO Havyano Ha JefCTBUETO CH 13 paMKUTE Ha |2 yaca cnejt NPpuIoKEHUETO ha NMbpBaaTa 1034,
Cpennoro (50%) speme 3a obiekyaBaHe Ha CUMIITOMUTE € 35,9 vaca.

B npe npoyusanus ¢ 1954 nausenTd, MOMeTa30H crnipeh 3a Hoc B Ao3a 200 MHKporpama, NpuiokeHa
JIBA TFbTH JHEBHO, NIOKA3Ba 3HAUMTENHO NOACOPEHUE HA CUMITTOMKTE, CBBP3aHH C OCTLP PUHOCHHYHT, B
cpaBleHye ¢ 1mnatebo criopen 6ana 3a oLeHKa Ha rnasHuTe cumnrTomu (Major Symptom ScoreftSSr—an
MHTErpaiHO 3a cumnToMuTe (nuuesa Oonka/ HANpeXCHHE/UYBCTBUTEIHOCT, CHHYCOBQ '

PHHOpPEs, MOCTHA3ATHO TEUEHHE ¥ HA3AITHA KOHTeCTHUs/3alyluBale Ha HOCa) 10 BpeMeE/He

-




tepanesTHuen tiepuon (PO2683 p < 0,001; PO2692 p= 0,038). Pamoro, TperupaHo C 500 mg
AMOKCHMLUAJIMH TPH [TbTW [AHEBHO HE [10KA3Ba CTAaTHCTHMECKM 3HAuMMa painuka oT niaueboro no
OTHOLICHME HA HAMANIABAE Ha CHMIITOMUTE HA OCTpHA PHHOCHHYHT, Cropel oueHkara no MSS.
Ouenkara no SNOT - 20 HRQL nokaspa 3Ha4MTeIHO HHBO Ha noj3a npu po3ara ot 200 MukporpaMa
MOMETa30HOB (Bypoar ABa I'bTH JHEBHO B cpaBHeHue ¢ niauebo (p= 0,047). Ilpn ocrTbp pHHOCHHYHT HE
€ IpaBeHa OLeHKa Ha MPOALINKUTENHOCT Ha JICYCHUETO Hajl 15 .

[leanaTpryHa nonyaawusg

B miaue60-KOHTPONMpPaHO KIMHMYHO W3MMTBAHE Ha NpUioxeHHe Ha Momerason 100 Mukporpama
[HEBHO B NMPOIBL/KCHUE Ha €AHa roausa npu feua (n= 49/rpyna) He ¢ HaOIOAaBaHO 3a0aBaHe Ha

TEMITA Ha PacTex,

JTaunure 3a GezonaciocTTa U ePEeKTUBHOCTTA Ha MPHJIOKEHUETO Ha MOMETA30H NpY ACiA Ha Bb3PacT OT
3 10 5 FOAMHM Ca OrPaHWUENU M TIOPAJIA TOBA HE MOXE J1a CE ONPEAENH LO3OBUAT pexuM. B npoyusate

npu 48 Jeua Ha BL3PACT OT 3 A0 5 rOAMHHM, NEKyBaHH C WHTPAHA3aNeH MOoMeTa3oHoB dypoar 50, 100
unn 200 MukporpaMa/nHEBHO B [POALIKEHHE HA 14 JIHH He ca YCTAHOBEHHM 3HaYMMH pasiliK¥ B
cpaBHeHHE ¢ TUanefo Mo OTHOLIEHWE HA CPe/IHATA NPOMAHA B HMBOTO HAa IJA3MEHUA KOPTH3ON B

OTTOBOP HA CTHMYJIQUMA C TETPAKO3AKTPHH.

EBponeickara arcHUMM NO JieKkapcrBaTa OcCBOOOXKZaBa OT 3afbJDKCHUCTO 32 MPEAOCTaBAHE Ha

pE3yNTAaTHTE OT IPOYUBAHMATA C MOMETA30HOB GypoaT cnpeif 3a HOC BbB BCHYKH MOArpYNH Ha
NeAMaTpyyHaTa MOMyJauMa INPH CE30HEH M LETOroAMIlEH anepruyeH pUHUT (Bx. Todka 4.2 3a

nHpopManns OTHOCHO ynoTpeba B NEAUATPHUATA).

5.2 dapmakokvleTHUYIIH CBOHCTBA

Abcopbuus
MOMeTa30HOBHAT (Pypoar, NPUIOKEH KaTo BOAEH crpeil 3a Hoc, MMa CUCTEMHA GHOHAIMUHOCT < 1% B

Mjla3Mara, Karo € M3[O0N3BaH YYBCTBHTENICH METOA 3a aHajiM3 C MHWHMAMalHa rpaHHOoa Ha
yyscTeuTenHoct 0,25 pg/ml.

Pa3npeneneHuce
He e nprioxUMo, Thit KaTo MOMETa301i HMa MHOTO ntolua abcopOuus, NPUIOXKEH HHTPaHa3aIHO.

buoTrpanchopMalius
MaJIKUTe KONMMYECTBA, KOMTO MOraT la 6bAaT norbjHaTh ¥ abcopbupali, ce noasiaraT Ha 3HAUNTCANO

MeTaBoMM3NPatie IpY MPBOTO PEMHIIABAHE NMPE3 HepHHUa Apod.

EnuMuHKpane
A6copbupanusT MomeTazoHoB (ypoar ce Merabonu3vpa B 3HA4YMTENHA CTeneH U MerabonuTuTe Cce

CKCKpPCTHUPAT C YPHHATA U KITLHKATA.

5.3 Hpeaknuuuyun gannu 3a 6€301n1acHOCT

He ca ycTaHOBeHM TOKCHKONOrWuhu e(peKTH, XapakTepHd caMo 32 MOMETa3oHoB Qypoar. Beuuki
HaOMIOaBaHH HeXeNlaHH peaKlv# ¢d THNMHYHM 3a TO3W KJIac JIEKapCTBEHH ITPOAYKTH M MO CBLIIECTBO Ca

CXOIHU CbC CBPLXU3ABEHU TTIOKOKOPTHKOMIHH (GapMakoNnOrHuHy eeKTH.

[TpeAKNUHKUUHUTE JIAtHM [TOKA3BaT, Y€ MOMETa3OHOBHAT (PypoaTt HAMA aHAPOreHHa, aHTHAAPCHEPryuHa,
eCTPOTEHHA WY AHTHECTPOr€HHA AKTMBHOCT, HO IMOJ0OHO HA OCTAHAIHTE KOPTHKOCTEPOUAH, MMa
M3BECTHA AHTHYTCpoTpodHUHE aAKTHUBHOCT W NPH KUBOTUHCKM MOIENH C BHCOKM JO03H OT 36

mg/kg/nHesHo n 280 mg/kg/nuenno roam 20 2abaBeHO OTBApSHE HA BArajuLIeTo.

[TonoBHo #a ocraHanUTe KOPTUKOCTEPOHIH, BB BUCOKH KOHIICHTPALMY MOMETa30HOB Ailia
KJIACTOTEHEeH NOTelNMan in vitro. Bee nak npu TepanesTHYHH /1034 HE MOTAT J1a CC oyoKag)

eheKTH.



[Tpu Npoy4BaHMs 33 PENPOLYKTHBHA TOKCHYHOCT HA MOMETa30HOB (ypoar, 103a OT 15 mukporpama/kg,
ybJKaBa GpeMelHOCTTa U 3a6aBsl pakaHEeTOo, KOETO BOAHW JI0 HaMaIeNa NPeKMBACMOCT Ha
NTOKOJNICHHETO, HAMAJIEHO TENlECHO Terio Wi 3afaseHo Hamuasaie Ha Tero, He e ycranoseH edexr

BLPXY PEPTHIINTETA,

[ogo6HO Ha OCTAaHAITE KOPTHKOCTEPOMIH, NPH CpH3ayu M 3alilli MOMETa3OHOBWAT Qypoar e
TEpPaTOreHeH. YCTaHOBeHUTe eeKTH ca YMOMIHKANHA XepHUS NPH ILTbXOBC, UCNKa Ha HebUeTO TIpH

MWIIKH 0 ATCHE3UA Ha KITLUHUA MEXYD, YMOUIMKANHA XEPHHUA U QUIEKCHPalU NPEAHH JIANK TPy 3akLn,
OcBeH TOBA [IPKM IUILXOBE, 3aiilY ¥ MHULIKK CE€ YCTAHOBABA PEAYKIMA HA TEMIa Ha HajylaBale Ha Terjio
Ha MalikaTa, IPOMEHM B PacTexa Ha 3apoauila (MOo-HUCKO TENIECHO TErIO W/HMH 3a6aBctio BKOCTABAHE),

a NMpK MHUIIIKH - HaMa/IEHa 1TPEXUBACMOCT HaA [MOKOJCHUETO.

KaHleporeHHHAT [OTEHLUMANT Ha MHXaIupaHMd MOMETasoHOB  ¢ypoar (kato aepo3on  C
xJ10poGbyOPOBLINEPOAHM NPONENeHTH ¥ cbphakTanT) npu koHuentpauun or 0,25 no 2,0
MHKpoKporpama/l e mpoyuBaH 8 24-MeceuHd Npoy4BaHMs NPU MHUIUKKM W MIbXoBe. Habmonaeanu ca
TUMUYHATE TTIOKOKOPTHKOMIHH €(eKTH, BKIIIQUUTEIHO HAKOJKOTO HE-HEOTUIACTHYHH Nte3uu, Ilpn HuTo

CAHUH OT BHOOBETC TYMOPH HE © 3abens3aHa cCTaTHCTHYECKH 3HaYUMa BPBH3Ka 103a-0TroBOp.

6. ODAPMALEBTUYHHA JAHHH

6.1 Coucbk 112 HIOMOULITHTE BCILCCTRAE

MUKpOKpHCTAIHA LCTY103a U KapMesi03a HATpHH
HatpuxeB uurpar

I nuuepon

JIluMoHEeHa KHCENUia MONOX U paT

[Tonucopbat 80

beH3aATKOHHEB XJIOPH

[Ipeuncrena Boaa

6.2 HecbBMECTHMOCTH
Henpunoxumo
6.3 Cpok naroguocr

4 rOAHHU
CpoK Ha roJIHOCT CJIe/] NBPBO OTBapsHS: 2 Mecena

6.4 Cneunajiuy ycJjioBMs Ha ChLXpaHenye
Jla ce coxpanssa noy 25 °C. a ne ce 3aMpasssa,
0.5 Buau cbhiabpxanue 11a oNaxKoBKaTa

Erauna crpeit 3a Hoc ce chibpka B Osn1a Henpospauna 6yrunka or HDPE ¢ Homunanen ofem or 20 mi,
koATO chabpka 18 g (140 BnpnCKBaHMA) OT NEKApCTBEHUS MpPOAYKT, cHabuena ¢ Jo3upauma Osia
HaszanHa crnpei# nommna (Harnacesa Ha ao3a or 0,10 ml), kbM KOSTO € IIpHrOACH Ha3alcH
NOJMHITPONKHICHOB AIMJIUKATOP C Kanayka 3a NnpeAnasBaHe OT 3aMbpCsaBaHe.

BuooBe OnakoBKM:
Besixa KapTOHEHA KyTUs chaAbpxka | OyTuika v 1 TMcToBKa ¢ HHpOpMaLHMA 3a MaLMEHTA.




6.6 ChnenHanHH NpeaANA3HH MCPKH IIPH H3XBBLPAAINC H padoTa

Hen3non3saHWAT IEKapCTBEH NPOAYKT WK OTNAAbYHUTE MaTEpUany OT Hero TpadBa aa ce U3IXBLPAAT B
ChOTBETCTBHE C MECTHHUTE UIUCKBAHUA,

7. NMPUTEXATEJI HA PASPEUIEHUETO 3A YIIOTPEBA
Bopna Meaucuine Espona EOO/]

yJ. ,,bopuc Pymeros™ 16

1407 Codus, brarapus

8. HOMEP(A) HA PABPEIHEHHUETO 3A YIIOTPEBA

Per. Ne: 20190254

9. JATA HA ITbPBO PA3PEUIABAHE/TTOAHOBABAHE HA PASPEWMEHUETO 3A
YINIOTPEBA

JlaTa Ha nbpBO paspewasane; [1.11.2019
IaTta Ha nocneaHo noaHosABaHe: 19.03.2025

10, JATA HA AKTYAJIUBUPAHE HA TEKCTA

11/2023
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