KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUS IMPOAYKT

dnukconase 50 MUKporpama/ao3MpaHo BIPbCKBaHe, CPeH 3a HOC, CYCIIEH3Hs
Flixonase 50 micrograms/metered actuation, nasal spray, suspension

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

®nytrkason nponuouar (fluticasone propionate), 0,05 % w/w.

BonHa cycnensus ot yaTpaduH (ayTHKa30H MPOMMOHAT 3a JIOKATHO NMPHJIOKEHHE BbpPXY HOCHATa
NMraBMLIA NOCPEACTBOM J103Mpallia pasnpaiiaBaiia nomnu4ka (cnpei). Beekn 100 mg cnpe,

0cBOGO/IEHH TIPe3 arIMKaTopa 3a HoC, chabpkar 50 MUKporpama (1yTHKa30H MPONHOHAT.

[ToMoOHO BELIECTBO C U3BECTHO JICHCTBHE
dnukconase cbabpika 0,02 mg GeH3anKOHHEB XJIOPH/L Ha 103UPAaHO BIPHCKBAHE.

34 TbJIHUS CIIMCHK Ha MOMOIIHUTE BELIECTBA BHXKTE TOYKaA 6.1,

3. JEKAPCTBEHA ®OPMA . - —
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Anepru4Hyd pUHUTH N e e

diMKcOHa3e ce npuiara 3a NpoQUIaKTHKa W JIeYeHHE Ha Ce30HHH a/IepriyHH PUHHTH, BKITFOUHTEIHO
CeHHa XpeMa, KaKTO M Ha LeIOTOMIIHN pUHUTH. [1okasaH e U MpH NaUMEeHTUTE C alIepruiHH pUHUTH
3a KOHTPOJI Ha CBbP3aHUTe CbC 3a00/18BaHeTO 00JIKA U MOBHILECHO HAJIATAHE B CHHYCHTE. dnyTukazoH
MPOMHOHAT MMa CHJTHO NPOTHBOBB3NAIHMTEIIHO A€HCTBHE, HO MPH JIOKATHO NPHIIOKEHHE BHPXY
HA3aJIHATa JIMraBULIa HE NMPOsABABa J10JIOBUMA CUCTEMHA aKTUBHOCT.

[Tosiuno3a Ha HOca
dnukcoHase ce rnpuiara 3a CHMNTOMAaTHYHO JICYEHHE Ha MOJIMIO3a Ha HOCA.

42. Jlo3HpPOBKA H HAYHH HA NPHJIOKCHHE

Jlo3aTa TpaOBa Ja ce HamaJisBa /10 Hal-HUCKaTa 1034, MPU KOATO CE MOUTbprKa e(heKTUBEH KOHTPOJI Ha
3a009BAHETO.

PeoBHaTa ynotpeba € OT ChIIECTBEHO 3HaY€HHE 3a MOCTHraHe Ha IThJIHATA M0J13a OT TEpanHATa.
OrtcbeTBMETO Ha HezabaBeH edexkT TpaOBa ja ce OOSACHM Ha MNAalLMEHTAa, ThbH KaTO MaKCHMAaTHO
oBJIeKYEHHE MOKE /1 C€ MOJIYYH CJiel TPU 10 YETHPH JIEHa OT Ha4YaJloTO Ha JIEYCHHETO IPH alnepruvcH
PUHMT WJIM CJie]] HAKOJIKO CeIMMIIM OT Ha4aJloTO Ha JIEYEHHETO Ha MOJIMIO3a Ha HOCA.

dukcoHase ce npuiara caMo HazanHo. Jla ce u30srsa KOHTaKT ¢ OYHTE.

AJIepruyHyd pUHUTH

3a npoduIaKTHKA U JIeYEHHE HA CE30HHH aJIePrHYHH PUHHTH H LEJIOrOIMLIHH PUHHTH:

 Bwn3pacruu u aena Haa 12 roauHa
[To nBe BrpbCKBaHHMS BbB BCAKA HO3/Ipa BE/IHBXK THEBHO, 3a MPEANOYHTaHE CYTPHH.
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MOJKE 112 ca HeOOXOAMMH 1O JIB€ BIPHCKBAHHMs BbB BCSKA HO3/pa [Ba [TbTH JIHEBH %eﬁm Hara | - l“

JHEBHA /103a He TpsOBa J1a HaJIXBbP/1s YETHPH BIPBCKBAHHMA BBB BCAKa HO3/1pa. = \ e B Ve | =
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o Jlena Ba Bh3pacT oT 4 10 11 roanaBH

EnHO BOPHCKBAHE BBB BCAKA HO3pa BeIHBXK AHEBHO, 33 Mpeino4HTaHe CYTPHH. B Hikou ciyqau
MOJe [a ce HaiOXH{ M0 eJHO BIPBhCKBAHE BHB BCAKA HO3Apa ABA MBTH AHeBHO. MakchHManHaTta
AHEBHA 7103a He TpAOBa /1a HAOXBBHPJA JiBe BNPHCKBAHMA BB BCAKA HO3ApA.

» TIanueHTH B cTaApYeCKa BLIPACT
[Tpunara ce obuualinaTa 1038 32 BE3PACTHH.

[Tomunosa Ha HOCA
33 JeueHHe Ha MOMMIOo3a Ha HOoCca!
e BnipacTHR

HauanHo JeyeHue:

[To gBe BNpbCKBAHHUA BBB BCAKA HO3[Ipa iBa MTH AHEBHO (CyTpHH W Beuep) B NPOARDKEHHE Ha | 10 2
mecena. Hyzaara OT JieueHHe Mnpe3 BTOPHA MeCeL Ha ChUlMi JO30B PEXHM TpAOBa a ce MPELECHH
HMHIMBHAYATHO CJIEN NPUKTIOUBAHE HA TEPBHA MECEI] OT JIEYEHHETO., MakcumanHaTa JHEBHA 1032 HE
TpaOBa Aa HAAXBBPIIA 4 BIPBCKBAHHA BbB BCAKA HO3Mpa.

[Togabpcalllo NEYCHHE:
[To fBe BMPLCKBAHUS BLB BCAKA HO3IPA BEJHBK AHEBHO. MakcHManHaTa AHEBHA 1032 HE TpAOBA na

HAZXBBpIA 2 BNPHCKBAHMA BBB BCAKa HO3/pa. Hyxnara oT jieteHHe Cpell TPETHA MCCELL TpabBa aa ce
npeLeHH MHAHBHAYATHO 32 BCCKH MaLHEHT.

¢ lena
JTurcBaT AOCTATHYHO JaHHH 3a ynoTpeba Ha DIHKCOoHA3€e 3a J1CUCHUE HA MOJKIIO3A Ha HOCA NTPH /ielid.

e IIaupeHTH B CTAPYIECKA Bb3PACT
[Tpunara ce obHuaiHaTa 1032 38 BH3PacTHH.

4.3. IlporuBonOKA3aHA

DMKCOHA3E € MPOTHBOMOKA3aH 3a ynoTpela NpH NalMeHTH CbC CBPLXYYBCTBHTEHOCT KbM AKTHBHOTO
BEIIECTBO WM KM HEKOE OT NIOMOILHHTE BELIECTBA Ha MPOAYKTa, M30poeHH B TouKa 6.1.

4.4. CienBa HH TpeayIpekIeHAR B Npeana3HKk MEpKH 38 ynorpeda

JTokanHu HHGEKIMH: HH(EeKUMHTE HA HOCHHTE AHXaTCTHH TbTHINA TpabBa Aa 6bAAT JEKYBaHH N0
MOAXOAALL HA4UH, HO T€ HE MPEACTABIABAT CIELUPUIHO NPOTUBONIOKAIAHHE 32 JICHEHHUE C Ty THKA30H
IIPOTIHOHAT CITPEH 3a HOC.

MakcHMaTHO obeKYenye MOXE ia He ce MOCTUIHE BEHAra Cjie]l 3arn04BaHe Ha MPUIOIKCHHETO.
[T11HAT2 NOM3a OT TEPANKATA ¢ QITYTHKA30H MPONMOHAT MOXKE 212 C€ MOYYBCTBA HAKOJIKO AHH CIIC]
HAYAJTOTO Ha JICYEHHETO Ha aAJIEPrHYHY PHHUTH H HAKOJIKO CEAMHIIM CPEJl HRYANO0TO Ha JIEUCHUETO
HA I1OJIMO3a Ha Hoca.

Tps6Ba Aa ce BHMMABA NP NIPEMUHABAHE Ha MALHEHTHTE OT CUCTEMHA KOPTHKOCTEPOH/HA TCPAITHA
KbM (ITYTHKA30H NPOMIMOHAT CTIpeid 32 HOC, 0CODEHO aKO MMa ChbMHEHHE 32 yBPEH/AHE Ha

HaaObnOpeuHara QyHKLMA.

Cpo611aBaHH ca CHCTEMHM eeKTH PH HA3aIHO MPHIOKEeHH KOPTHKOCTEPOHIH, 0COOEHO NPH
BUCOKM J03H, HA3HAYSHHU 32 NPOIBIDKHMTENEH NEPHO OT Bpeme. BEpOATHOCTTa 3a NOsBa HA T
edeKTH € MHOIO NI0-Majika, OTKOJIKOTO APH MEPOPATHHA KOPTHKOCTCPOHIHK. Te3n epexT MO
6BAAT PA3THYHO M3Pa3eHH NPH OTACTHHUTE NALMEHTH H NMpPH PasIHiHATE KOPTHKOCTEPOUL
[ToTeHuMaNHHTe CHCTEMHH edeKTH MOraT Aa BITIOYBAT CHHAPOM Ha KBILHHT, KbUIHHIO
afpeHanHa Cynpecus, 3afaBaHe Ha pacTexka NpH ACLA H NOAPACTBALIH, K [I0-PAKO, pa3]l




[ICUXOJIOrMYECKH WM TIOBEACHYECKH €dEKTH, BKIKOHHTETHO NCHXOMOTOPHA XUIIEPAKTHBHOCT,
HapyILIeHHA Ha CbHA, OE3MOKOUCTEO, ACNPECHS WIH arpecus (ocobeHo npu AeLa).

[Tpu nelia Ha EUEHHe C HHTPAHa3aTHH KOPTHKOCTEPOKAH € HabJio1aBaHo 3a0aBsHE Ha pacTexka.
[Topanv Ta3H NPUMHHA NIPH AeliaTa TpAOBa fa ce U3MOoN3Ba HAH-HUCKATA NOAAbpKALIA 103, NIPH
KOATO CE MOCTHUra aAeKBaTeH KOHTPOJ Ha CHMIITOMHTE.

d1yTHKa30H MPONHOHAT ORIA/ABA CE30HHHTE AICPrUYHH PHHHTH B MOBEHETO CiiyHaH. [Ipe3 naToTO
ofade, NOpay NO-TEXKO OT 00H4aHOTO HATOBapBaHe C AlEPTeHH, € Bh3MOXKHO B OTIPEAC/ICHH
CITyHaH [ia C€ HAIOXKH MOOXOAAILO AOTTBJIHHTEIHO JICYCHHE.

IMo speme Ha CleA-perucTpauMoHHaTa yoTpeda ca JOKIaABaHH C/IyHaH Ha KIIHHHIHO 3HA9HMH
NIEKAPCTBEHH B3aUMOACHCTBHA NMPH NMaLHEHTH, KOUTO NpHeMat ¢JryTHKA30H MPONMOHAT U PUTOHABHD,
BOZEIIM /IO CHCTEMHH KOPTHKOCTEPOHIHH eheKTH, BKIIOUUTEHO CHHAPOM Ha KBIIHHT H HanOBOpeuHa
cynpecus. [1o Tasu npuunHa TpaGBa Aa ce U30ArBa €JHOBPEMEHHA ynotpeba Ha QyTHKa30H
[IPONMOHAT H PHTOHABHP, OCBEH aKO OYAKBAHATA N0/13a 32 MAUMEHTa € NO-To/IAMa OT BEIMOXKHHA PHCK
OT CHCTEMHM KOPTHKOCTEPOUIHK HEXENaHH peakiuu (BxK. To4Ka 4.5. BianMopeiicTBHe C ApyTH
JIEKAPCTBEHY TIPOTYKTH U APYrH GOPMH Ha B3IaUMOJCHCTBHE).

3pumenri CMYyUeHUR

[1py CHCTEMHO U JIOKAIHO NPHIOKEHHE Ha KOPTHKOCTEPOH M Ca BE3MOKHU CHOOIUEHHS 33 3PHTEIIHH
cMynieHHs. AKO TIpH MALMEHT Ca HAMLE CHMITTOMH KATO 3aMBbIIICHO 3peHHE WK NPYTH 3PUTC/IHHM
CMYILIEHHS, MALMeHTHbT TPAOBA Na Obe HACOUEH 38 KOHCY/ITalMA C o TanMOoJIOr 3a OLEHKA Ha
Bb3IMOKHHTE NIPHUYHHH, KOUTO MOraT 1a BKIIIOYBAT KaTapakTa, riiaykoMa WiK peiKH 3ab0n9BaHHA
KaTO LIEHTPA/IHA CEpO3HA XOPHOPETHHOMNATHA, 33 KOHTO C€ ¢bh00i1[aBa C/iel CHCTEMHO H JIOKAIHO
M3TI0N3BaHe HA KOPTHKOCTECPOUIH.

[ToMoIHH Benecrna
To3u nekapcTBEH NMPOAYKT ChAbLPXKA 6eH3aikoHHeB Xopua. [IpoapkuTenHaTa ynotpefa Moxe J1a

NPHYMHH €0EM Ha HOCHATA JIUraByLA.
4.5. B3aaMoAeHCTBHE ¢ APYTH JJEKAPCTBCHH NPOAYKTH H APYTH ¢dopmMn HA B3AHMOACHCTBHE

[Tpy HOpMAJTHH YCJIOBHA CJIe]l HA3ATHO NPWIOKEHHE C€ NOCTHTaT MHOIO HUCKH IU1a3MCHH
KOHLIEHTPALMKH OT (QIyTHKA30H MPOIHOHAT, NOPaJH eKCTCHINBHH mMeTal0oIH3 LM Ha ITBPBO
npeMUHaBaHe 1 BUCOKUA CHCTEMEH KIMPBHC, MEUHPaH OT HHTOXPOM P450 3A4 B yepBaTra H YepHHUA
Apob - crieAoBaTeNHO KIMHHYHO 3HAYHMH JICKapCTBEHH B3aHMOACHCTBHSA, MERHHPAHH OT QUIyTHKA3OH
NpONUOHAT, Ca MAIKO BEPOATHHA.

IMpoyuBaHe 3a IEKAPCTBEHO B3aMMOACHCTBHE NPH 3APaBH UHANBH/IH [I0KA3BA, He PHTOHABHP
(BrcoKoedeKkTHBEH LMTOXPOM P450 3A4 MHXHOKTOD) MOXE 3HAUHTENIHO fa MOBHILK NNA3MEHHTC
KOHLIEHTPAIMH Ha QITyTHKa30H MPOMUOHAT, KOETO BOH /10 MOAYEPTAHO HAMAICHH CEPYMHH
KOHLIEHTPaUuM Ha kopTH3o). [lo Bpeme Ha ciiea-perucTpalHoHHaTa ynoTpefa iMa AaHHH 32
KITHHMYIHO 3HAYMMH JIEKAPCTBEHH B3aUMOACHCTBHA MPH MALKMEHTH, NPUEMALIIH Ha3ATICH WK
MHXANATOPEH (PIYTHKA30H MIPOMUOHAT U PUTOHABUP, KOETO BOJAM 10 CUCTEMHH KOPTHKOCTCPOHIHH
edbeKTH, BKTIOUHTETHO CHHAPOM Ha KBILIHHT H HanOBOpeyna cynpecus. [To Ta3u npuyvHa TpAOBa Aa
ce W364rea eIHOBPEMEHHA yrioTpeba Ha QIyTHKa30H MPONHOHAT H PUTOHABHP, OCBCH aKO
IOTEHLIMATHATA 110/13a 3a NaLMEHTA MPEBHILIABA PUCKA OT CUCTEMHH KOPTHKOCTEPOHIHH HEXC/IaHH

PEAKLIMA.

OyakBsa ce eHOBPEMEHHOTO Neuenne ¢ MHXHOMTOpH Ha CYP3A, BKIIOUUTENHO NPOLYKTH,
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Tlpyru uaxu6utopy Ha uuToxpoM CYP3A4 BOAAT N0 HE3HATHTEIHO (epUTPOMHULIMH) H MHHHM T
(KETOKOHA30/1) OBHIIABAHE HA CHCTEMHATa EKCMO3ULMA Ha dbnyTHkazoH nponuoHat Oe3 3a0stRH Nl ﬂ;g\\\h\
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peaKLMH, B KOUTO Cydyai NauHeHTUTe TpAGBa Aa ce MPOCACAABAT 3a CHCTEMHH KOPTHKOCTCPOUHH
He)XeJIaHH PeakLHu.

4.6. @epTRIARTET, OpeMEHHOCT H KbPpMEHE

KaKTo rnpy BCHHKH IEKApCTBAa, 110 BpeMe Ha 6peMEHHOCT K KbpMeHe (IyTHKa30H NPOMUOHAT, cripeit 3a
HOC MOJKE /13 Ce HPHJIAra CaMo aKo OYaKBAHATA N0J132 OT JIEUCHHETO Ha MaiikaTa € no-rojiamMa ot
BB3MOKHHTE PHCKOBE, CBBP3aHH C NPOYKTa WK ¢ APYTO anTepHaTUBHO JICHEHHIC.

bpemMeAHOCT:

TiMmcsaT JOCTAaThYHO JOKa3aTe/ICTRa 3a 6e30MmacHOCTTa TIPH NPUIIOKEHHT He dayTHKa30H NponKUoHAT
no BpeMe Ha OpEMEHHOCT NPy YOBEKA. [TpH penpOAYKTHBHH M3C/IeABAHMA NPH XKUBOTHH HEKENAHH
edeKTH, THIIHYHH 32 MOLLHHTE KOPTHKOCTCPOMUIH, CC HaGroaaBatT camo NMpH BHCOKH HHBA Ha
CHCTEMHA EKCIO3ALMA; AHPEKTHOTO HA3aHO NIPHIIOKEHHE OCHIypABa MUHHMAITHA CHCTEMHA
eKCMO3HLIMA.

Knpmene:

He ca npoBex/AaHy U3C/IE/IBAHMNS 32 €KCKPETHPAHETO Ha (TyTHKa30H NPOMMOHAT B KbpMaTa MNpH
qoBeka. [Iph AOCTHraHe HA U3MEPUMH NIA3MEHM HI1BA Ha MPOAYKTA ciie] NOAKOXHO NPHAMKEHHE NPH
KbpMeILH 1a00paTOPHH ITBXOBE B KbpMATa CC yCTRHOBABA HATHYHE HA QITYTHKA30H NPOMHOHAT. Cnen
HA3aJTHO MPHIIOKEHHE HA PITYTHKA30H NMPONHOHAT B TepaneBTH4HH J03H, 0Dadve, ce O4aKBaT MHOTO
HHCKH TUIa3MEHH KOHLICHTPALHH.

4.7. EdexTn BbpXy cnoco0HOCTTA 38 modupane 7 padoTa ¢ MAIIHHA

He ce ouakpa MIMKCOHA3e Ja MOBIMABA CMIOCOOHOCTTA 32 modupaHe W padoTa ¢ MALIHHH.

48. HexejlagH JeKapCcTBeHH peaKUHH

HexenaHuTe peakUMy ca H30poeHH Mo-A0.Y CTIOpea CHCTEMO-OPraHHATa KJacHQHKaLMA H
aGCoMOTHATA YecToTa. YecToTHTe ca AeQUHHpPAHH KaTo: MHOTO 4eCTH (>1/10), yectn (=1/100 u <
1/10), Hewectr (= 1/1 000 u < 1/100), peaxn (> 1/10 000 u < 1/1 000) u MHoro peaku (< 1/10 0600),
BKIOYMTEIHO W30MHpaHH chobuicHus. MHOro 4€CTUTE, HECTHTE H HeYeCTUTE HeXeJlaHW IeKapCTBECHH
pPEaKIMM Ca ONPEIENCHH B NO-roNIAMarTa CH 4acT o7 JAHHM OT KIMHHYHH Mpoyv4paHms. PeaKHUTe H
MHOTO PEAKHTE HEXENIAHH JIEKapCTBEHH PCaKiiiy ¢a onpejeNicHH B MO-roJiaMaTa CH 4acT oT
crorTanty aaHuy. [IpH onpejessHe Ha YECTOTATa Ha HOMENIAHMTC JIEKAPCTBEHH PEaKLIny,
CTONHOCTHTE MpH Mnauedbo rpynuTe HE ca B3MMaHH [OA BHMMaHHe, Thii KaTo Te3H CTOMHOCTH B
[lOBEYeTO C/ydaH ¢a CPaBHUMH C Te3H NPy rpynara Ha aKTHBHO JIEYEHHUE.

HapymeHna B2 HMYHHATA CHCTEMA!

MHoro pedku: Peakuus Ha CBPBXYYBCTBHTEIIHOCT, aHaunakcHs/aHaQHNAKTHYHH PCAKLIMH,
6poHXOCHAa3bM, KOKEH o6pHB, OTOK Ha JIHLIETO WiH €3HKa.

Hapymenna HA HepBHATA CHCTEMA!

YecTH: [nasobonue, HENPUATEH BKYC, HENPHUATCH MHPHC.

KakTo ¥ TIpH OCTAHAIMTE Ha3aNHH CMIpeH eKapCTBEHH NPOLYKTH, BMa ChOOILEHMA 32 HENPUATCH
BKYC H MHPHC H riasobonue.

Hapymenus HA OMHTE!

MHoro pexu: INayKoMa, MOBUILEHO BETPEOHO HANATAHE, KaTapaKTa.

C Hen3BecTHA YeCTOTa: 3aMBIJICHO 3peHHe (BXK. CHINO TOHKA 4.4)

PecndpaTOpHE, IPbAHH B ME¢AHACTHRAIHH HApYIMEeHHs:




Muoro yectd: EnucTakcuc.

YectH: Cyxora B HOC3, Pa3sHEHe B HOCA, CYXOTa B I'bpPJIOTO, APA3HEHE B I'bPIIOTO
KaKTo ¥ fpH OCTAHANMTE HA3ATHKM CTIpeit 1eKapCTBEHH NPOAYKTH, HMa ChOOILICHHA 3a CyXOTa H
Apa3HeHe B HOCA H MbPJIOTO M eIHCTAKCHUC.

Muoro peaku: [lepdopanns Ha HOCHATa niperpana
ChobmaBany ca cayuau Ha nepdopalys Ha HOCHATa Mperpaja e/l HasaiHa ynorpeda Ha
KOPTHKOCTEPOHIH.

C HeW3BeCcTHA YeCTOoTa: YIlEepauuH B HOCa

C1no01IgBaHe Ha MOJO3HPAHU HEXKEIAHH PeaKlMu
Cro0lIaBaHEeTO Ha TOJAO3HPAHH HEXKENaHH peakuWM cjell paspelilaBaHe 3a ynorpeba Ha

NIEKapCTBEHUA MNPOAYKT € BaxHo. Tosa no3soiABa [a NPOABIDKH HaOMOAECHHETO Ha
CHOTHOILCHUETO MMON3A/PUCK 3a JIEKApCTBEHHA NPOAYKT. OT MEOMUHHCKHTC CMEIUANNCTH Ce
H3WCKBA Na ChOOIIABAT BCsKa MOAO3MPAHA HEXKENAHA PEaKLHA 4Ype3 HAalMOHalHA CHCTEMa 3a
chodUIaBaHe:

HM3mbasRuTENIHA areHLus 1o JieKapcTsara

yn. "Jamsan ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 34 17

yebcaiiT: www.bda.bg

4.9. IIpeaozupane
I[IpA3zHany H CHMOTOMH

Hama jaHHH 32 eheKTHTE OT CITydaiHO WK CHCTEMHO Npe03HpaHe ¢ (iyTHKA3OH NPOMHOHAT CripeH
3a Hoc. [TpOBeICHO € M3C/IeiBaHE C HA3ANMHO NIPHIOXKEHHE Ha 2 mg (uTyTHKa30H NPONHOHAT /iBa IbTH
AHEBHO B MPOABJIKEHHE Ha 7 AHH TIpH 34paBH JOOPOBOILM, HPH KOCTO HE €A yCTaHOBEHH edeKTH
BBPXY QYHKIMATA Ha JKIIE3UTE OT XUNOTaaMo-XKnodu3apHo-HaiObOpeuHaTa oc.

Jledenne

MpunoxkeHHETO Ha MO-BHCOKA OT MpenopbyBaHaTa f03a 32 MPOOB/DKATENCH TNMEPHOR OT BPEME
MOJKE Na JI0Bele KO BpeMeHHa cympecus Ha HanosOpevyHaTa QyHKIMS.

[py Te3H NALMEHTH fAEHEHHETO ¢ (UIyTHKAa30H MPOTHOHAT TpabBa Ha NPOABIKM C 1034,
IOCTAaThYHA 33 KOHTPOJ HaA cuMnromute, Hanopbpeynara pyHKUHA e ce Bb3CTAHOBH B DAMKHTE
Ha HAKOJIKO JAHM M MOxXe fia ObJic npocieasBaHa 4pe3 H3MEpBaHe Ha MJIA3MEHHUS KOPTH30/1.

5. DAPMAKOJIOI'TYHHA JAHHH
5.1. PapMaKoIHHEAMHAYRA CBOHCTEA

ATC xon: RO1ADOS

MexagH3BLM HA JeHCTBHE:
dnyTHKa30H NPOMMOHAT WMAa MOIUHO TPOTHBOBBL3MATIUTENHO AcHCTBHE, HO TMpH JOKAIHO
NPUJIOKEHHE BbPXY HOCHATA JIMFABHLIA HE C€ OTKPHBA CHCTEMHA aKTHBHOCT.

dapMakoaHHAMEYHA €¢PeKTH
OiIyTHKa30H TPONHMOHAT APHYMHsABA cltaGa cynpecus wid e Oe3 edeKT BLPXY ¢yH
KIE3MTE OT XMIOTANaMO-xurodusapHo-HanbsOpeunara (XXH) oc cien Ha3aHO NpHIO
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' Cnen HazagHO NPWIOKEHHE Ha (nyTHKazoH nponuoHar (200 MHKporpama AHEBHO) He ca
HaGmonaBaHH 3HAYMMH H3MeHeHMs1 B 24-uacomara ruoi nof kpusata (AUC) Ha cepyMHMA
KOPTH30J1 IPH cpasHeHue ¢ mauedo (croTHouieHue: 1,01; 90% C10,9 no 1,14).

5.2. PapMaKOKHHETHYHHE CBOHCTBA

AbGcopbumns

Cren Ha3aIHO NPUIIokeHHe Ha GIyTHKA30H nponHoHaT (200 Mukporpama JHEBHO) HpH TIOBEYETO
NalMEHTH PABHOBECHHTE MAKCHMATHM IU1a3MeHH KOHLUEHTPALHK ¢a OWIH NnoJ H3MepHUMHTE HuBA (<
0,01 naHorpama/ml), Hait-srucokara HaGmonasana cToRHOCT Ha Cmax € 6una 0,017 Hanorpama/ml.
JupexTHaTa aGcopOLms B HOca € NpeHeOpeXMMO Masika ropaJH HHCKaTa BOAOPa3TBOPHMOCT H
MOCNAEABALIOTO MOTTbIUAHE Ha MO-rojiaMaTa 4acT oT Ao3ara. Cnel nepopajieH nNpueM CHCTEMHAaTa
eKCTIO3HIHS € NpeHeGpex Mo Manko (noa 1%), B pe3ynTar Ha KOMOMHALMATA OT HEIThJIHA pe3opOuus B
CTOMAILIHO-YPEBHUA TPAKT M MOYTH MMbj1eH MeTabonM3bM NpH MbpBO npemuHagane. 1lopany Tasu
npu4aMHa o6iaTa cicTeMHa abeopOiyia, BKIo4Balua abcopOumMATa B HOCa H NEpopasiHaTa abcopbuus
Ha MOrLIHATATA YaCT OT A03aTa € NpeHeOpeXxMMOo Malka.

Pa3jupeneneHue
PaznpeneneHneTo Ha GpAyTHKa30H MPOMHOHAT B PABHOBECHO CHCTOAHUE € FOIAMO (NMpUOIUIUTETHO
318 L). Cbp3BaHETO ¢ IUIa3MEHHTE TIPOTEHHH € yMEPEHO BHCOKO (91 %)

BroTpanchopManHn

®yTHKA30H NPOMHOHAT Ce eHMHHMPA OBP30 OT CHCTEMHATa LMPKYyNauis OCHOBHO Npes3
meTaGonu3npane B 4epHus Apob ¢ yuacTHeTo Ha LuToxpom P450 ensum CYR 3A4 no HeakTHBEH
meTaGonut Ha kapboxciuHara kucenuHa. [Torbaxarara 4acT or 103ata QJyTHKa30H NPOMHOHAT
CBHINO ce MeTabonM3upPa NOYTH HAIMBJIHO NPH MbPBO NpeMHHaBaHe. TpaOBa fNa ce BHUMABA MpH
eHOBPEMEHHO MPWIOKEHHe Ha MOLIHM HHXHOHTOPH Ha CYP 3A4, KaTo KETOKOHA301 H
DUTOHABMP, Thid KATO CHIUECTBYBA NMOTEHLIMAI 33 NIOBHIIIABAHE HA CHCTEMHATA CKCITO3HLINA ¢
¢yTHKA30H MPOMKOHAT.

EnaMBHEpaHE

CkopocTTa Ha eTMMUHHpAHE Ha (PIYTHKA30H NPOMUOHAT NPH HHTPABEHO3HO NPWIOKEHHE B 1030BHA
waTepsan 250-1000 Mukporpama € B THHEHHA 3aBUCHMOCT H CE XapaKTepu3upa ¢ BHCOK Ij1a3MEH
kapsHC (CL = 1,1 V/min). MakcHMaiHHTe MIa3MEeHH KOHUICHTPaUHMH CaaaT ¢ ApuOaH3KHTeNnHO 98% B
paMKHTe Ha 3-4 Yaca ¥ caMO HMCKHU MIa3MEHH KOHLICHTPALMH Ce aCOLIHMpAT ¢ KpaHHO BpEME Ha
nosy»uBoT oT 7,8 uaca. BuGpeyHusT KIHPBHC Ha (bTyTHKA30H NPONHOHAT € NPeHeOpexkHuM (< 0,2%) 1
e TIO-MAJTKO OT 5% KaTo MeTabonuT Ha KapboxcunHarta kuceauHa. OCHOBHHAT BT Ha ETMMHHHpAHE €
eKCKpeLHATA Ha GJIyTHKA3OH MPONHOHAT K META0OINTHTE MY B JKITHUKATA.

5.3. IlpenxiARAYHH JaHHH 32 0€300ACHOCT

TOKCHKOJIOTHHHHITE H3CICABAHUS ONMHUCBAT e()EKTH, KAKBHTO NPHTEKABAT CAMO MOILHHTE
KOPTHKOCTEPOHAH M TO B 103¥, MHOTOKPATHO HABHILIABANIM TepaneBTHYHHTE. He ca ycTaHOBEHH HOBM
e(heKTH MpH NMPOBENCHH M3CIEABAHHSA 32 TOKCUMHOCT C MHOTOKPATHO NO3HPAHE, PENPOIYKTHBHH
TOKCUKONOTMUHH W3C/IEABAHHSA KM NPOYUYBAHUA 33 TEPATOTC¢HHOCT.

[Ipu ycnoBusa in vifro N in vivo He Ce YCTAHOBABA MyTar¢HHa AKTHBHOCT Ha $AYTHKA30H NPONHOHAT.
He ce ycTaHOBABa KAPIMHOTEHEH NOTEHLHAN NpH rpu3aqu. [Ipn j1abopaTopHu KHBOTHH NPOAYKTHT
HE BOAY 0 JApa3HeHe U CEHCHOUMU3HpaHe.

6. DPAPMALEBTUYHM JTAHHU

6.1. Cnacek HA NOMOHIHHATE BelleCTBA

aekcrpoza (6e3poaHa)
MHKPOKPHCTATHA LIETY/103a U HaTpueBa kapbokcumeTuienynosa (Avicel RC 591)
(EeHWIETUIOB ATKOXO
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_ " GEeH3QIKOHHEB XJIOPH

noaucopbar 80

pa3pezieHa XJOpOBOJIOPOAHA KHCEIHHA
NpeYHCTeHa BoJa

6.2. HecbBMeCTRMOCTH

HenpunioxHumo.

63. Cpox Ba roIHOCT

Tpu roauHH.

6.4. Crnenuanns YCJOBHS HA ChXpaHeHHe
Jla ce chxpaHaBa npu Temneparypa 10 25°C.

6.5. BAa H chADbPKAHKE HA ONAKOBKATA

Beska GyTwika ocurypssa npubnusntento 120 1o3upany BIpECKBaHUA, KOTATO C€ H3MON3BA 110
npenopbYaHUs HAuHH.

6.6. Cienua/NA NpeANa3Hn MEPKH PR H3XBLPJASHE H paboTa

IMpeau ynotpeba paskiareTe BHUMATENTHO OyTHIIKATA.
B HCTOBKATA 33 MALMEHTA ¢a BKIIOUEHH YKazaHus 3a yrnorpeda CThIIKa O CThIKA.

7. MIPATEKXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, D24
YKI11, Upnangns

8. IPUTEXXATEJ HA PASPEIIEHHUETO 3A ITAPAJIEJIEH BHOC:
“Becta Men” EOQJL, yn. "Kpauo Cropues" Ne8, 5350 TpssHa, bunirapus
9. HOMEP(A) HA PAZPEIHIEHHUETO 3A YIIOTPEBA
Ne20030010

10. JXATA HA ITBPBO PA3PEIIABAHE/IIOXHOBSBAHE HA PAZPEIIEHMETO 3A
YIIOTPEBA

Jlata Ha mTLpBO paspeiuasaxe: 17 maid 1994 r.
Jlata Ha nocjeaHo nogHosssaxe: 31 mapt 2008 T.

11. JATA HA AKTYAJIM3UPAHE HA TEKCTA




