KPATKA XAPAKTEPUCTHUKA HA INTPOAYKTA

L. UME HA JIEKAPCTBEHHA ITPOAYKT

(dDaukconasze S0 MUKporpama/103MpaHoO BNPbCKBAHE, CIPEN 32 HOC, CYCTEH3HS
Flixonase 50 micrograms/metered actuation, nasal spray. suspension

p KAYUECTBEH U KOJIMYECTBEH ChbCTAB

Dnyrukaszon nponuoHar (fluticasone propionate), 0,05 % w/w.
Boana cycnensus ot yatpaduH ¢uiyTHKa30H NpONMOHAT 3a JIOKAJIHO MPHJIOKEHHE BbPXY HOCHATa
JIMraByLa MnocpeacTBOM J103Mpaliia pasnpaiuasaiia nomnuuka (cnpei). Beeku 100 mg cnipe,

O0CBOOO/IEHH MpeE3 aruiMkaTopa 3a Hoc, cbabpkaT S0 Mukporpama g1yTHKa30H NPONUOHAT.

[ TOMOILIIHO BELIECTBO C U3BECTHO JIEUCTBUE

Dnukconasze cbabpika 0,02 mg OeH3aNKOHUEB XJIOPH/L HA 103UPAHO BINPbLCKBAHE.

3a NbJIHUA CITUCBK HA NMOMOLIIHUTE BELIEeCTBA BHKTE TOYKa 6. 1.

3 JJEKAPCTBEHA ®OPMA

rmarwmmmﬂa ATEHLINS NO NEKAPCTBATA

Kpamka xapaxmepucmuxa Ha npogykma - [TpusoxeHue 1

Kom Pez. Ne .............. i:,{)%:() LO ..................
PaapewsnHue Ne 2 2 ‘GB‘ 2025

Cnpei 3a HOC, CYCIEH3HUS.

4. KIUMHUYHHU JAHHU

4.1. TepaneBTHYHH NOKA3AHHUS

| OgoBpeHue M ...........c.cccceunsnnss

ANEpruyHu pUHHUTH

(DnukcoHase ce npuiara 3a npouaaKkTHKa U JJleYeHHE Ha CE30HHU allepruyHi PUHUTH, BKJIIOUYUTETHO
CE€HHa Xpema, KaKTO W Ha LeIoroiMHU puHUTH. [1oka3aH e U npu nauMeHTUTE ¢ alIepruuyHu PUHUTH 3a
KOHTPOJ1 Ha CBbP3aHUTE CbC 3a00/19BaHETO OOKA U MOBULLIEHO HAISiraHE B CHHYCHTE.

DyTHKa30H MPONMHOHAT KMA CHITHO NMPOTHBOBB3MAUTEIHO AEHCTBHE, HO MPH JIOKATHO NMPHIOKEHHE
BbpXY Ha3a/lHaTa JIMraByLia He NMposBSABa 10JOBUMA CUCTEMHA aKTHBHOCT.

| lonunosa Ha HOca

DaukcoHase ce npuiara 3a CUMITOMAaTHYHO JIEYEHHE Ha MOJKII03a Ha HOCA.
4.2. J103MpPOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3ara TpsOBa na ce HamanisBa 10 Hal-HUCKATa /1034, MPH KOATO Ce MoAAbPKA e(DEKTHBEH KOHTPOJ Ha
3200/151BaHETO.

PenoBHata ynortpeda € OT ChbLUIECTBEHO 3HAaYE€HHE 3a OCTHIraHe Ha MbJHATA 110134 OT TeparnuaTa.
OrcbeTBHeTO HAa He3abaBeH edekT TpsOBa Aa ce 00ACHU Ha MALMEHTA, Thil KATO MAKCUMAJTHO
00JIeKYEHHE MOXKE J1a C€ MOJIYYH CJIE/L TPH J1I0 YETHPH I€HA OT HAYa0TO HA JICYEHHETO MPH alepruueH
PUHHUT WIIH CJ1€/]1 HAKOJKO CEJIMHMLIM OT HA4aj0TO Ha JICYEHUETO Ha M0JIMIO03a Ha HOCA.

(DiimkcoHase ce npuiara caMo HazaliHo. /la ce u30grea KOHTaKT C OYMTE.



AJ'IEPI"H‘-IHH PHHHTH

3a npodmnarcrmca H NJCHCHHC Ha CC3O0HHH aaACprMiHu puHHUTA H UENOINOQHUIHH PHHHTH!

¢ BmnipacTan B gena nax 12 roxuHn
[lo aBe BNpHLCKBaHMA BbB BCAKA HO3APA BEAHBXK AHEBHO, 33 NPEANOYUTAHE CYTPHH. B HAKOM ciiyyau

MOJKE Ra ca HEODXOaMMH MO ABE BNPLCKBAHHUA BbB BCAKA HO3APA JIBA MbTH AHEeBHO. MakcumanHara
AHEBHA 1032 He TpsaOBa Aa HAAXBBPJA YETHPH BIPbCKBAHHA BLB BCAKA HO3ApA.

o Jleua Ha Bn3pacr or 4 no 11 roaunn

EIHO BNPBCKBAHE BHB BCAKA HO3APA BEAHBK AHEBHO, 3a NPEANOYHTAHE CYTPUH. B HAKOM Clyuan Moxe
21a C€ HAJIOXKH NO €AHO BNPBCKBAHE BLB BCAKA HO3/pa ABa NbTH AHEeBHO. MakcuManHaTa AHEeBHa 403a He
Tp#bOBa Na HAAXBLPJIA ABE BNPbCKBAHHS BHB BCAKA HO3JIpA.

o [lauueHTH B cTapuecKa Bb3pacT

[lpunara ce obuuaitHaTa n03a 3a Bb3pacTHM.

[lonunosa Ha HOoca

3a edeHUe Ha NOAMIOo3a HA HOCA:

¢ BnipacTHH

HavanHo neuenue:

[To aBe BNpBbCKBaHMA BBbB BCsika HO3Jpa ABa MbTH AHEBHO (CYTPUH M Beuep) B MPOABLDKEHHE Ha | 110
2 meceua. Hyxxnarta ot ieueHHe npe3 BTOpHA Mecell Ha ChLUMSA 030B pexkuM TpaOsa J1a ce MpeLeHH
WHAHWBHAYATHO Chel NPUKAIOYBAHE HA MBPBUA MECEL] OT NeueHHMeTo. MakcuMaliHaTa JHeBHA 1034 He
TpabBa Na HaAXBBbPAA 4 BNIPbCKBAHUA BbLB BCAKa HO3APA.

[lonawpxaluo neyeHue:

[To aBe BNpbCKBaHUA BB BCAKa HO3Apa BEAHDBXK AHEBHO. MakcHManHaTa JHeBHaA n03a He TpadBa a
HaAXBbPJIA 2 BIPBCKBAHHUS BLB BCSKA Ho3Apa. HyxkaaTa ot neveHue cpea TpeTus mecell TpaORa 1a ce
NpeueHH HHAWBUAYAHO 3a BCEKHU NaLUEHT.

¢ Jleua

JIMNCcBaT JoCTaTh4YHO JaHHH 3a ynoTpeba Ha MaukcoHase 3a NeueHHe Ha NONUIo3a Ha Hoca MPH JeLa.
e [lanHeHTH B CTAPYECKA BHLIPACT

[lpunara ce oOHyaiiHaTa no3a 3a Bb3PACTHMU.

4.3. IIporEBonoKazaHHA

DaUKCOHA3€ € MPOTHBONOKA3AH 3a yNoTpeda npu NalUeHTH ChC CBPBXYYBCTBUTEHOCT KbM aKTHBHOTO
BELLICCTBO HJIH KBM HAKOE OT MOMOLHHTE BELIECTBA HA NPOAYKTA, W30pOeHH B Touka 6. 1.

4.4. CrneunaaHH npeaynpexIeHAd H NPeANA3ZHA MEPKH 33 ynorpeda

Jlokanuu HHPEKUNH: HHDEKUHHTE Ha HOCHUTE AUXATEHH MbTHILA Tpa6Ba aa 6baart
NMOAXo AUl HaYWH, HO T€ HE NpeacTaBiasBaT cneudPpryHO MPOTHBOMOKA3AHHE 34 Jieye
MPONUOHAT CrpeH 3a Hoc.




MaxkcumanHo obiekdeHHe MOXKE Ja HE ¢€ NMOCTHIrHe BEAHATa ¢JIel 3anoYBaHe Ha NPHIOKCHHCTO.
[InaHaTa nonsa ot TCPpAartiaTa C (I)ﬂ)’THK&Z}OH NPpONMHOHAT MOXKC [a CC INMOYYBCTBA HAKOJAKO AHH CEA
HAYA10TO Ha JICHEHHUCTO Ha ANCpPIrudHH pUHHUTH W HAKOJIKO CEAMHULHM CpE€A HAYAJIO0TO HaA JIEHECHHETO Ha

MOJIHMO33 HAa HOCA.

Tpabsa na ce BHMMAaBa NpU NPEMHUHABAHE HA NMAUWEHTHTE OT CUCTEMHA KOPTHKOCTEPOH/IHA TEPATIUA KbM
¢nyTHKA30H NPOMHOHAT CNpel 32 HOC, OCODEHO aKO UMa ChbMHEHHE 3a YBpeXxaaHe Ha HanOBwOpeuHara

PYHKLHA.

Cbo0LaBaHy ca CHCTEMHH €(pE€KTH NPH HA3aJHO NPUJIOKEHH KOPTHKOCTEPOUAH, 0COOEHO NMPH BHCOKH
1034, HA3HAYEHH 324 NPOABLIKHTENEH NEPUOA OT Bpeme. BepoaTHocTTa 3a nosBa Ha TakMBa €(PEKTH €
MHOIO MO-MaJjika OTKOJKOTO NpPH NEPOPATHH KOPTHKOCTEPOUIHU. Te3n edeKTH Morar aa 6bAaT pazIHUHHO
U3pa3E€HH NPH OTACTHUTE NALUHUEHTH U NPH PA3THHHUTE KOPTUKOCcTEpOnaH. [loTeHUHaITHNTE CHCTEMHH
edeKTH MOTAT 13 BINTKOYBAT CUHAPOM Ha KBIIMHI, KbIIMHIOWAHH HEPTH, aJ\pEHANHA cynpecHs, 3abaBaHe
Ha pacTesKa NpH Aeua W NoApacTBally, H NO-PAAKO, Pa3IHUHKH NTCUXOJIOrMHECKH WITH NOBEACHYECKH
e(eKTH, BKIIOUYHTENTHO NICHXOMOTOPHA XUNEPAKTHBHOCT, HAPYILIEHHA HA CbHA, 6€3N0OKONHCTBO, Aenpecus
UaKn arpecus (ocobeHo npu aeua).

[Ipy neua Ha JleyeHre ¢ HHTPaHAa3aTHH KOPTUKOCTEPOUaH € HabnoaaBaHo 3abaBiaHe Ha pacTexa. [Topaau
Ta3u NPUYKHA NpH neuaTa TpAOBa Aa ce M3MO3BA HaH-HUCKATA NOLABPKALIA A034a, PH KOATO Ce
MOCTUra aCKBATEH KOHTPO HA CUMITTOMUTE.

OnyTHKA30H NPOMHOHAT OBNAAABA CE30HHHUTE aJIEprH4HMA PHHUTH B NOBeYETO cnyyaw. [1pes nsroro
obaue, Mopanu no-TexKo oT 00WUYatHOTO HATOBAPBAHE ¢ AIEPTEHH, € Bb3IMOXKHO B ONpeAESICHH cayyay 1a
C€ HANOXKH NOAXOAALLO AOMBJAHUTEHO JIEYCHHUE.

[To Bpeme Ha cnea-perucTpalMOHHATA ynoTpeba ca JOKIaaBaHU CJIy4aH Ha KIIHHHUYHO 3HAUYHMW
JIEKAPCTBEHH B3aHMOCHCTBHA NMPH MALKWEHTH, KOHTO ripueMar QyTHKA30H NPONUOHAT U PUTOHABHP,
BOJELWH A0 CHCTEMHH KOPTHKOCTEPOHAHH €(DEKTH, BKIHOYHUTENHO CUHAPOM Ha KblMHN W HAnOOpeuHa
cynpecus. 1o Tasu npuunna Tpadea aa ce u3barea enHoBpeMeHHa ynotpeda Ha (pNYyTHKA30H NPONMUOHAT
M PMTOHABHP, OCBEH aKO O4aKBaHaTa MoJ3a 33 NALMEHTa € MO-TroJiIMa OT Bb3MOXHHUA PUCK OT CHCTEMHHU
KOPTHUKOCTEPOHIHH HEXKeJIaHH peakuMy (BX. Touka 4.5. BsanmoaeicTeue ¢ Apyru JekapcTBEHH
NPOAYKTH U APYTH HOpMH Ha B3aUMOJEHCTBHE).

3pumennu cmMyujeHus

[IpH CHCTEMHO UM JIOKANHO NPHIOKEHHE Ha KOPTHKOCTEPOHAN €A BBIMOXKHH CHODILEHNSA 3a 3PUTEAHH
CMYWEHHA. AKO NPH NAaLUMWEHT €a HaMLIE CUMNITOMM KaTO 3aMbIJIEHO 3PEHHE WM APYTH 3PUTENHH
CMYLLUEHHA, MALUHEHTLT Tpa0Ba Aa ObjJe HACOUYEH 3a KOHCYNTALUA ¢ opTANMONIOT 33 OLEHKA Ha
Bb3MOXXHHTE NMPHYHHH, KOUTO MOTAT A2 BKJTKOUBAT KAaTapaKTa, rMaykoMa WiH peaKHd 3abonsaBaHua KaTo
UEHTpAJIHA CEPO3HA XOPHOPETUHOMATHA, 32 KOUTO c€ choD1IaBa ¢Jie] CHCTEMHO H NOKATHO M3MOJ3BaHE
Ha KOPTUKOCTEPOUIH.

[loMOLUHY BElLEeCTRA

To3n nekapcTeeH NMPoAYKT ChAbpka OeH3ankoHueB xnopua. [IpoawmxuTennara ynorpeba moxe aa
NPUYMHH €1€M Ha HOCHATA JIMraBHLA.

4.5. B3aHMOAeHCTBHE C JPYTH JIEKAPCTBEHH NPOJYKTH # APYrA OPMH Ha B3aAMO

[lpv HOpManHH ycnoBrs cliea Ha3aTHO NPUIIOAKEHHE CE AOCTUTAT MHOIO HUCKH MJ1a3M
OT (pNyTHKA30H NPONHOHAT, NOPaAH EKCTEH3UBHHUA METAB0OINIBM Ha ITLPBO NPEMHHA
CHCTEMEH KJIUPBHC, MeaAurpaH oT uutoxpoM P450 3A4 B yeprara 1 uepuus apob. Cn
KIIMHHYHO 3HAYMMH NIEKapCTBEHH B3aUMOAECHCTBHA, MEAUHPAHH OT (MTyTHKA30H Npon
BEPOATHH.




IlpoyuBaHe 3a IEKapPCTBEHO B3aMMOAECHCTBHE NPH 34paBH HHAHBHAM MOKA3BA, Y€ PUTOHABUD
(BUCOKOE(PEKTHBEH LUUTOXPOM P450 3A4 HHXUOWTOP) MOXKE 3HAUMTETHO A3 NOBHLIH M1a3MEHHTE
KOHUEHTpauru Ha GIyTMKA30H NPOMUOHAT, KOETO BOAH A0 NOAYEPTAHO HAMAJIEHH CEPYMHH
KOHLIEHTpauuHu Ha KopTu3od. [1o BpeMe Ha crea-perMcTpauMonHara ynorpeda vmMa 1aHHH 3a KTUHUUHO
3HAYHMH NNEKAPCTBEHH B3aHMOAECHCTBHA NMPU NALMEHTH, NPUEMALLM HA3AIECH HITH HHXANTATOpEH
(IYTHKA30H MPOMHUOHAT U PUTOHABHP, KOETO BOAH 0 CHCTEMHH KOPTHKOCTEPOHAHH e(eKTH,
BIJIKOMHTENHO CHHAPOM Ha KbluuHT W HaaOwbpeyHa cynpecus. I1o Ta3su npudnHa tpabea aa ce usbarpa
eHOBpeMeHHa ynorpeba Ha Gy THKa30H MPONMHOHAT U PHTOHABUP, OCBEH aKO MNOTEHLMATHATA N0J13a 33
NauHeHTa NPEeBHLIABA PHCKA OT CUCTEMHH KOPTHKOCTEPOR/IHU HEXKENAHH peaKlIMH.

OuakBa ce €IHOBPEMEHHOTO JieueHHe ¢ HHXHOUTOpH Ha CYP3 A, BKIIIOYUTENHO NMPOAYKTH, ChAbpPXKaLLlK
KOOMLMCTAT, 12 YBEJIMUH PUCKA OT CHCTEMHH KOPTHKOCTEPOUHK HEXKEAAHH peakuuu. Jpyru
HHXHOHUTOPH Ha uuTOoXpoM CYP3 A4 BoasaT 00 HE3HAUNUTENHO (EPUTPOMHLIMH) U MMHHMAJTHO
(KETOKOHA30.J1) NOBHLIABAHE HA CHCTEMHATA €KCIIO3ULMA Ha (DIYTHKA30H nponHoHart 6e3 3abenexumo
MOHW>KaBaHE Ha CEPYMHUTE KOHLIEHTpaUUWK Ha KopTuzon. KomObuHupaHero TpabBa aa ce u3barsa, oCBeH
aKo Moj3aTa NpeBHilaBa YBEAUYEHHA PUCK OT CHCTEMHH KOPTUKOCTEPOUAHH HEXKENTaHW peaKLMH, B
KOUTO cliy4yait nauneHTrTe TpabBa Aa ce npocneasBar 3a CUCTEMHUM KOPTHUKOCTEPOUAHH HEXKENaHH
peaKkLinHm.

4.6. QeprHIAHTET, GPEMEHHOCT H KbpMeHe

KakTo npu BCHUYKH JIEKAPCTBA, M0 BpeMe Ha OPEMEHHOCT M KbpMeHe (PIyTUKAa30H NPOMHOHAT, crpeii 3a
HOC MOJKE /13 C€ NPHJIara camo aKo OYaKBAHATA MOA3a OT JIeYeHHETO Ha MaiHKaTa € NMo-rongma or
BE3MOXHHTE PUCKOBE, CBBP3aHH ¢ NMPOAYKTAa WK € APYrO aNTEPHATHBHO f€UYEHHE.

bpeMeHHOCT:

JIMNCBAaT NOCTATHYHO JOKA3aTeCTBa 32 OE30NaCHOCTTa NPH NPUNOKEHUE HA PNYTHKAZOH MPONMOHAT 10
BpeME Ha BpeMeHHOoCT npu Hoseka. [1pu penpoayKTUBHH U3CaeaABaHN NPH XXHBOTHH HexenaHu edekty,
THMHYHH 33 MOLIHHTE KOPTUKOCTEPOHAH, ce HabMoAaBaT caMO Npy BUCOKH HHBZ Ha CHCTEMHA
EKCMO3KHLIUSA;, AUPEKTHOTO HA3aJTHO MPUNOKEHHE OCUIYPIBAa MUHHUMATHA CHCTEMHA EKCTTOZULMA.

Knpmene:

He ca npoBexXaaHu U3CNeaABaHUS 34 EKCKPETHPAHETO Ha (pyTHKA30H NMPONHOHAT B KbpMATa NpH Y0BEKa.
[Ipy nocTUraHe Ha U3MEPUMH NAAa3MEHM HYUBA Ha NPOAYKTA Clell OAKOKHO NPHIIOKEHHE NTPH KbPMELLH
nabopaTopHH MITbXOBE B KbPMaTa C€ YCTAHOBABA HANWYHE HAa (PJYTHKAa30H nponuoHart. Cnen HazanHo
NPUIOKEHHUE Ha PAYTHKA30OH NPONUOHAT B TEPANEBTHUYHH J03H 0Daye, ce OYaKBaT MHOTO HUCKH

MNa3MeHU KOHUECHTPALIHU,

4.7. EdexTH BLPXY cnocobHocTTA 32 wodupane H padoTa ¢ MAIHHH

He ce ouakBa PyinkcoHase Aa noBnuaBa crnocoOHOCTTa 3a todupaHe U paboTa ¢ MalLUHM.
4.8. Hexenanu JekapcTBeHH peakKnHH

Hexxenanure peakuyu ca U3bpoeHn no-aony cnopea CUCTeMo-opraHHaTa Knacudukauus U abcontoTHaTa
yectoTa. YecTtoTTe ca nepuuupann karo: MHoro vectu (= 1/10), yectu (2 1/100 u < 1/10), HeuecTH

(= 1/1 000 1 < 1/100), peaku (= 1/10 000 u < 1/1 000) n muoro peaku (< 1/10 000), BrarOUHTENHO

W30JIMpaHik CHOOLIEHHA. MHOTO YECTHTE, YECTHTE U HE YECTHTE HEXETaHH JIEKAPCTBEHH PeaKLHH ca
ONpeneneHy B MoO-roJsaMaTa CH HacT OT JaHHK OT KJIMHWYHHU Npoy4uBaHHA. PeakuTe 1 MHOro
HEXENaHH JIEKAPCTBEHH peaKUUMH ca ONPEAENEHH B MO-TONAMATA CH 4YacT OT CNOHTAHHM
onpenensHe Ha HECTOTATa Ha HEXKEJTAHUTE JIEKAPCTBEHH PeaKUMH CTOWHOCTHUTE NIPHU M
Ca B3MMaHH NOJ BHUMAHHE, ThH KaTO T€3W CTOHHOCTH B MTOBEYETO CJIy4aH Ca CPaBHHM
rpynara Ha akTHBHO JIeUeHHE.




HapyiieHuss HAa HMYHHATA CHCTEMA:

MHoro peaxm: Peakuuu Ha CBpbX4YBCTBHTENHOCT, aHAdHIAKCUA/aHADUTAKTHYHU PeaKLIMH,
OpoHX0CcNa3ILM, KOXeH OOPHUB, OTOK Ha JIHLIETO HIM €3HKA.

HapyieHHS HA HepBHATA CHCTEMA:
Yectn: [ naBobonue, HeNnpHATEH BKYC, HENPUATEH MHUPHC.

KakTo W pH OCTaHANKWTE HA3AIHH CTIpEH TEKAPCTBEHU NPOAYKTH, HMa CbOOLIEHH S 38 HEMPHATEH BKYC M
MHPHUC H rMaroboNHe.

Hapywenns Ha o4YHTE:

MHoro peaku: | naykoma, nOBULIEHO BETPEOYHO HANISraHe, KaTapakTa.

C HEeM3BECTHA YECTOTA: 3aMBbIJICHO 3peHHE (BHK. CHILO TOUKA 4.4)

PecnupaTopHH, rpbIHH H MEAHACTHHAIHH HAPYIIEHHA:

MHuoro yectu: Enucrakcuc.

YecTu: CyxoTa B Hoca, Apa3HeHe B HOCA, CYXOTa B I'bP/0OTO, APA3HEHE B MbPIIOTO

KakTo 1 NpH OCTaHaNHWTe Ha3anHuU Cnpeii NekapcTBeHH NMPOAYKTH, UMa CHODUIEHHS 3a CYXOTa U Apa3zHeHe
B HOCA ¥ I'bPJIOTO U EIMHCTAKCUC,

Muoro peaku: [lepdopauns Ha HocHaTa nperpanaa

Cvobwasahu ca cnyyau Ha nepdopauns Ha HOCHaTa Nperpaja cliefl HasatHa ynotpeba Ha
KOPTHKOCTEPOUIH.

C Heu3BECTHA YecToTa: YJlllepaluy B HOCa

CboblilapaHe HA MOA03UPAHH HEXENAaHU PeaKLHH

CrobluaBaHeTo Ha NOJO3UPAHH HEeXXKeNaHH PeakUWH cliej paspellasaHe 3a ynorpeba Ha nekapcTBEHHUS
NMPOAYKT € BaxkKHO. ToBa ro3B8osisBa Aa NPOABLILKH HAOMONEHHETO HA CHOTHOLLIEHUETO NOJ3a/PHCK 3a
JIEKAPCTBECHUS NMPOAYKT. OT MEAHLIMHCKHTE CNIELMATMCTH €€ U3HCKBA Aa CbOOLIABAT BCAKA MO103HpaHa
HexeNaHa peakLus Ypes HauHMOoHa/lHa CUCTeMa 3a ¢cboDilaBaHe:

ManbnuuTenHa areHUMs No nekapcTaara
yn. ,.Jlamsau 'pyep” Ne 8

1303 Codusa

Ten.: +359 2 890 34 17

yebcaitT: www.bda.bg

4.9. Ilpenoszupane

IIpusnanu v cCHMITOMH

AHEBHO B NPOABAKECHHE HA 7 IHH NPH 3apaBy A06pOBOIILM, NTPH KOETO HE €A yCTa
QyHKUHATA HA XKIEIUTE OT XUTIOTANaMO-xunodH3apHo-HanbuOpeuHaTa oc.




JleueHHe

[puniokeHHETO Ha MO-BUCOKA OT NPENOPbUBAHATA 1034 32 NPOABMKHTENEH NEPHO OT BpeMe MOXeE Aa
AOBeJle 10 BpeMeHHa cynpecus Ha HaaObOpeuHaTa pyHKUuS.

[Ipu Te3u NnauHeHTH IeUEHUETO ¢ PNyTHKA30H nponuoHaT TpAdBa Ja MpOOBIKH € A03a AOCTaTb4Ha 3a
KOHTPO Haa cuMnromure. HanbnbpeuHata pyHKUHA LIE ce Bb3CTAHOBH B PAMKHKTE HA HAKOJIKO JHH M
MOXe a Obae npociieasBaHa Ype3 M3MEPBAHE HA IU1a3MEHHSR KOPTH3OJI.

3. PAPMAKOJIOT'HMYHH JAHHHU
5.1. PapmMaxkoaAUHAMHYHH CBOHCTBA
ATC koa: ROTADOS

MexaHH3IBM Ha AcHCTBHE:

tD.nmicamH MNnponnHoOHaT UMa MOLHO MPOTHBOBBL3NAIIKUTCIIHO ller‘lCTBHe, HO IIPH JOKANTHO MPHITOXKCHHC
BbpXY HOCHATA JIHraBHua HC CC OTKpHBA CUCTCMHA aKTHBHOCT.

PapMaAKOAHHAMHYHH e(PeKTH

DnyTHKA30H NPONHOHAT NPHYUHABA cnada cynpecusa uiu € 6e3 edexT BbPXy PYHKLHATA Ha XKNe3HTE OT
XHIoTanaMmo-xunogusapHo-Handwvopevnara (XXH) oc chen HazanHO NpHNOXKEHHUE.

Cnen HazanHo NpUNOkKeHME Ha PayTHKazoH nponuoHar (200 MMkporpaMa IHEBHO) He ca HabAKo aBaHu
3HaAYUMH W3IMEHEHHS B 24-uacoBara nuoul noa kpusara (AUC) Ha cepyMHHS KOPTH30JI NPH CPABHEHHE C
nnauebo (cvoTtHowenne: 1,01; 90 % C1 0,9 no 1,14).

5.2, @apMaKOKHHETHYHH CBOHCTBA
Abcopbunsa

Cnen HazanHo npunoxenue Ha PpuyTHkazoH nponruoHat (200 MUKporpaMa JHEBHO) NPH MOBEYETO
NAaUMEHTH PABHOBECHHTE MAKCHMAIHH NJTAa3MEHH KOHLEHTpaUHH c¢a Ounu noa H3MEepHMHTE HHBA

(< 0,01 nanorpama/ml). Haii-srucokarta HabniogaeaHa cTORHOCT Ha Ciax € Ouna 0,017 sanorpama/ml.
JAupekTHaTa abcopduma B HOoca € npeHeOpexkHMO MasIKa Mopaau HUCKATa BOAOPA3TBOPHMOCT U
MOCNEABAUIOTO MOrTblLaHe Ha MO-rONAMaTa 4acT OT fo3ara. Cnel nepopaneH nNpyveM CHCTEMHaTa
€KCNOo3HLUMsa € npenedbpexxumo mManko (noa 1%), B pe3ynrar Ha KOMOMHALIMATA OT HEMbJHA pe3opOiys B
CTOMALUHO-YPEBHHA TPAKT U MOYTH TbeH MeTabONH3bM NpY NbpBO NpeMuHaBaHe. [Topagu Tasu
npuurHa obuiara cucteMua abcopbumsg, BrmouRalla abcopbuusara B Hoca U nepopantara abcopOuus Ha
MOrbJIHATATA YacT OT J03aTa € NpeHeOpeKMMo Manka.

Pasnpenenenne

PasnpeeneHHeTo Ha (payTHKA30H NPONHOHAT B PABHOBECHO CHCTOSHHUE € rofiaMo (MpHBAK3HTENHO
318 L). Cebp3BaHeTo ¢ Nna3MeHUTE NPOTEHHH € YMepPEeHO BHCOKO (91 %).

buoTrpanchopmanus

(DnyTHKa30H NPONHOHAT C€ ENMMHUHHPA O0BbP30 OT CHCTEMHATA LUPKYIaUHA OCHOBHO
MeTabonusupaHe B yepHua Apod ¢ yuactreto Ha uutoxpom P450 ensum CYP 3A4
MeTabOMMT Ha KapOokcuaHaTa kucenuna. [lorsanarara wact ot aozarta GyTHKa30H

MeTaboJTH3Hpa NMOUYTH HAMKITHO NPH NbPBO NpeMHHaBaHe. Tpabsa Aa ce BHUMaBa Nnp OB )

NpUtoxeHHe Ha MOWHH HHXHOKTOpU Ha CYP 3A4, KaT0o KETOKOHA30/1 U PUTOHABHD, HKATQ &'\@

CbLUECTBYBA NOTCHUHAN 3a NOBHILABAHE HA CHCTEMHATA €KCTO3ULIMA ¢ PSIyTHKA30H Np ’6% H’V
"*-..._____....-'
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EnuMaHApaHE

CKOpOCTT4 Ha €NMMHHHpaHEe Ha QnyTHKA30H MPONUOHAT NMPH MHTPABEHOZHO TIPHITOXKEHUE B 1030BHUS
uHTepean 250-1000 mukporpama e B NMHelHa 3aBUCUMOCT U C€ XapaKTepH3Upa ¢ BUCOK MJa3MeH
KaupsHC (CL = 1,1 /min). Makcumannure nnasmeHu KOHUESHTpaLMK cnafiat ¢ npubnausutento 98% s
pamMKHuTe Ha 3-4 yaca U caMO HMCKHU TJIa3MEHHU KOHLIEHTPALIMH CE€ aCOLIMUPAT ¢ KpalHHO BpeMe Ha
nonyxuBoT oT 7,8 yaca. bbOpeUHnAT KIHpBHC Ha GyTHKA30H NPORKOHAT € NpeHelpexxuM (< 0,2%) u e
No-Manko oT 5% kato MeTabonuT Ha kapbokcuiiHaTa kucennHa. OCHOBHHAT MbT HA €TUMHHUPAHE €
EKCKpELHATA Ha (PJIYTUKA30H NMPONMUOHAT U MeTabONHTUTE MY B #1BUYKATA.

5.3. IlpeaAkJIHHHYHH JaAHHH 34 GezonacHoOCT

TOKCHKOSIOrHUHHTE W3CIEABAHHA ONUCBAT e}eKTH, KAKBUTO MPUTEKABAT CAMO MOLLHHTE
KOPTHKOCTEPOMIN U TO B J03H MHOIOKPATHO HaABULIABALIM TeparneBTHUHHTE. He ca ycTaHOBEHH HOBH
e(eKTH NPU NPOBENEHH H3CIEABAHUA 32 TOKCHUYHOCT C MHOTOKPaTHO AO3HPAHE, PETIPOAYKTHBHH
TOKCHKOJIOTHYHH H3CNIEABAHHA WU NMPOYUYBAHHUA 33 TEPATOreHHOCT.

[1pu ycnosud in vitro n in vivo He ce YCTAHOBABA MyTareHHa akKTMBHOCT Ha (J1yTHKa30H nponuoHar. He

Ce YCTaHOBABRA KApPLUWHOTEHEH MOTEHUHAN NpH rpy3avn. [1pu 1abopaTopHH KHUBOTHH NPORYKTHT HE BOAM
10 Apa3HEHE U CEHCHOWIH3HpAHE.

6. OAPMALEBTHYHHA NAHHH

6.1. CnHcCBK HA NOMOUIHHUTE BelllecTBA
nexcTpo3a (06e3sonHa)

MHMKPOKPHCTAJTHA Lenyno3a W HaTpuesa kapbokcumerunuenynosa (Avicel RC 591)
(DEHUTETHIIOB ANKOXOI

OCH3aIKOHHEB XJIOPHT

noaucopdar 80

paspeAcHa XJIOPOBOLOPOAHA KHCETHHA
npeyYrucTeEHa BOa

6.2. HecnBMecTHMOCTH

Henpunoxumo.

6.3. Cpok Ha roasocT

Tpu roanum,

6.4. CnenHajaHH YCIOBHS Ha ChXPAHCHHE

Ha ce cwxpanaea nop 30°C,

6.5. Bua n cbaAbpKaAHHE HA ONAKOBKATA

®nurkcoHase 50 MMKporpama/no3upaHo BNpbCKBaHe, CNpeii 3a HOC, CYCMEH3UA ce JOCTag
CTBKIO ¢ Kexaubapen uBAT, cHabeHH ¢ 1o3Hpalla crnpeit (pasnpaiiasala) MoMMHYK: 4
Kanayka, npeanaspatua ot npax.

Npenopb4YaHusa HauUH.



6.6. ChneunajJHy npeanas’HH MepKH NPH H3XBLPJAsIHE H pafoTa
[Ipeau ynotpeba paszknarere BHUMAaTENHO OyTUnKara.

B nucToBKaTa 34 mauMeHTa ca BKIKUYEHH YKa3zaHud 3a ynotpeda cThilKa Mo CThIIKA.

7. IIPUTEXXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
12 Riverwalk

Citywest Business Campus
Dublin 24

D24 YK1]
HUpnauaus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20030010

9. JATA HA ITHPBO PAZPEITABAHE/TIOJHOBSIBAHE HA PASPELIEHUETO 3A
YIIOTPEBA

HaTta Ha mbpBO pa3peruasane; 17 mMail 1994 r.
Jlata Ha nocneaxo noaHoeseaHe: 31 mapt 2008 r.

1. JATA HA AKTYA/IU3NPAHE HA TEKCTA




