KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



USNBIHNTENHA ATEHLAR N0 NEKAPCTBATA

1. HME HA JIEKAPCTBEHHA ITPOAYKT

Aneproaun 0,1% cnpeit 3a Hoc, pa3TBop
Allergodil 0,1% nasal spray, solution

2, KAYECTBEH H KO/IMMECTBEH CbCTAB
Pasteop, ceabpkall] 0,1% w/v azenacturos xnapoxnopua (azelastine hydrochloride).
EaHo BnpbekBane (0,137 ml) cvabpxa 0,137 mg azenacruHos xuapoxnopua (azelastine hydrochloride),

exkBrBaneTHO Ha 0,125 mg azenacTHH (azelastine).

3a ITBJIHUA CIMTUCBK HA NOMOLLHHTE BEUICCTBA, BHXTE TOYYKA 6.1.

3. JIEKAPCTBEHA ©OPMA

Cnpeii 3a Hoc, pa3TBOp
bHCTBp, Oe31BeTeH pa3TBOP

4, K/IMHHUYHU JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

3a CHMIITOMATHYHO JIeueHHe Ha.

. CE30HEH ANEPruyeH pHHUT (CeHHa Xpema);
o LIJIOTOJUILIEH ANIEPrHYEH PHHUT
. Ba30MOTOpPEH (LENIOrOAMIUIEH HEANEPrHYEH) PHHHUT

4.2 Jo3upoBKA H HAYHH HA NPHJIOKeHHe

Anlepruyes puHUT

Bw3pacmuu u oeya
CranpaptHa ao3a: Eavo snpseksate (0,137 ml = 0,137 mg a3enacTHHOB XUAPOXJIOPHA) BLB BCAKA

HO3pa ABa [TbTH JHEBHO (€KBUBAaNEHTHH HAa AHEeBHA 1032 oT (0,548 mg a3enacTHHOB XHAPOXIOPUA) NpPH
Bb3PAaCTHU M Aella Haj 5-roAuUIHA BB3PacT.

I1o-Bucoka go3sa: Jise snpeckBaHus (0,274 ml = 0,274 mg azenacTHHOB XUAPOXIOPKI) BbB BCAKA HO3Apa
A\Ba [TbTH AREBHO (€KBUBANEHTHH Ha AHEBHA 1032 oT 1,096 mg azenacTMHOB XUAPOXNOPUI) NpH
Bb3PACTHH ¥ Aeua Haj 12-roauliiHa Bb3pacT.

BazomoTopeH (menoroauileH Hea/lepraueH) pHHHT

Buvapacmnu u oeya om 12 200unu

Hse srnpbckBadua (0,274 ml = 0,274 mg a3enacTHHOB XHAPOXJAOPHA) BbB BCAKA HO3/pa IBa MbTH JHEBHO
(exBUBaNeHTHH Ha AHEBHA Ao3a oT 1,096 mg a3enacTHHOB XHAPOXJIOPHA) NPH BB3PACTHH U N€LA HAR
12-roauiiHa BB3pACT.

[TpoabNXMTENHO JEYECHUE
Aneproaun 0,1% cnpeit 3a HOC, pa3TBOp € NOAXOAALLL 32 NPOABIAKHTENHA ynoTpebha.
W3MoN3Ba 40 H34e€3BaHE HA CHMNTOMUTE. HAMa orpaHHuYeHNE B NPOABIKHUTENHOC




Crapuecka Bb3pacT
He ce Hanara penyundpase Ha ao3ata Ha Aneproaun 0,1% cnpei 3a HOC, pa3TBop.

HauuH Ha OpUTIOKEHUE
Hasanno npunoxenue (JIoOKanHO — HOCHa TUraByLa)

[Ipednasrnu mepxu, koumo mpabesa oa ce ezemam npedu paboma uiu NPUIAzaLe Ha 1eKapPCmeeHun

npPOOYKM.
HanpbCkaiTe ¢ n3npapeHa riaga.
[fpenu nupeara ynorpeba, nomnara Tpabea 1a 6bae 3apencHa Upe3 HaTUCKAHE H OTIYCKAHE HA MOMIMATa

HICCT I[IBTH.

Korarto cripear 3a HOC He € H3MON3BaH B NPOABb/HKEHHE KA 3 UMM OBEeYe AHU, nMoMnarta Tpsadaa na ce
[pe3apeiH, KaT0 C€ HATUCHE W OTIIYCHE NMOMIIATa JOCTAThYEH Opol NbTH, A0OKATO ce noaABU huH cnpeii.

4.3 IIporuBonokazaHus

CBpbXYYBCTBHTE/IHOCT KbM @KTHBHOTO BEINECTBO MJIM KBM HSKOE OT NOMOLIHMUTE BeLleCTRa, H30POEeHH B
Touka 6.1

44 CuoenHalHu npeaynpexacHus U npeanasHn MepKH npn ynorpeba
Hsama.
4.5 BiaumopeiicTBue ¢ ApYyru JeKapcTBEeHH NMIPOAYKTH H APYrH ¢opMH Ha B3auMoaeicTBHE

He ca npoBexxaaHK NpoOy4BaHUA 3a CIEUMUYHH IEKAPCTBEHHN B3aUMOLEHCTBHA Ha a3€1aCTHH Crpei 3a
Hoc. [lpoBexcRaHu ca MpoyuBaHKMA 3a IEKAPCTBEHH B3aWMOAEHCTBUA NMPH NPUIOKEHHE HA BHCOKH
nepopanHi A03u. Te obaue He ca MPUNOXKUMM 3a aneprofui cnpeif 3a HOC, Thif KATO CHCTEMHHUTE HHBA
Clel Ha3aMHO MPHIIOXKEHHUE ¢a B paMKMTE Ha HAHOTpaMH.

4.6 @epTHIANTET, OPEMEHHOCT H KbpPMEHE

bpeMeHHOCT

Hsama unn uMa orpaHM4eHy JaHHU 3a ynotpedata Ha a3zenacThH npH OpeMeHHH keHU. IIpH BUCOKH
[ePOpaIHH 03M € HabMoaaBaHa penpoAyKTHBHA TOKCHUHOCT NMPH )KUBOTHH (BXK. Touka 5.3). [lopaau
TOBa C€ M3MCKBa NOBHIUIECHO BHUMaHHE NpH ynoTtpebaTa Ha a3efacTUH cnpeif 3a HOC Mo BpeMe Ha
OpeMeHHOoCT.,

KbpMmeHe
HsaMa panHM panu azenactuH/MeTaboNUTHTE MY IPEMUHABAT B MISKOTO npM Xopa. [lopagu ToBa ce
H3UCKBA NOBHILIEHO BHUMAaHUE NpH ynotpedara Ha a3eNacTHH OT KbPMELLH KEHH.

GepTUIUTET
Edekty Bbpxy PepTunuteTa ca HabaroJaBaHH MpHU MPOYUYBAHHA BLPXY KUBOTHY (BXK. TOUKa 5.3).

4.7 EdexTn BBpXY cnocobHocTTa 32 modupane 1 pabora ¢ MalIHHH

A3enacTHH MOBJHABA B MAJIKA ¢TeNeH cnocobHOCTTa 3a odupane ¥ pabotac M




Paako nauMenTbhT MOXE Aa U3MKHTA yMOPa, 3aMasHOCT UK ¢1aboCT, KOWTO MOTAaT Aa C€ ABJKAT Ha
sabonsgBaHeTO MK Ha ynorpebara Ha a3enacTUH cnpeif 3a Hoc. B Te3u ciiyyan Moxe Ja ce HapyIuu

cnocobnocTTa 3a LodHpane U pabota ¢ MawrHU. Tpabsa aa ce oObpHE CNEUMANHO BHUMaHHe Ha (PaKTa,
ye aNKOXONBT MOXKE 1@ YCHIIH Te3U eeKTH.

4.8 Hexenanu JeKapcTBeHH peaKkiMH

LIECTD, CJEA MMPUIAOKCHHE MOXE Ja CC [I0OABH JHUCICY3UA, CI'IELIH(I]H‘IEH 3d BCLUCCTBOTO FOP‘IHBJ"HEHPHHTEH
BKYC ('-IeﬂTO AbJKALL ¢C Ha HENPABKIICH MCTOA Ha IIPHUAOKEHHE, 4 UMEHHO HAKJIAHAHE Ha rjlaBaTta TBbpAcC
Ha3aj I10 BpEMEC Ha ﬂpHﬂOH{BHHE), KOCTO B PCAKH Ciiydan MOXE a NOBEAC N0 ragCHe.

Hexenanurte NeKapCTBEHH peaklMy ca ca u3dpoeHu No-A0ayY N0 CHCTEMO-OPraHHH KJIacoBe H YeCTTa.
YecToTHTE Ce ONpeaenar Karo:

Mmuoro vectu (= 1/10);

Yectu (=1/100 no <1/10);

Heuectn (=1/1 000 no <1/100);

Peaxu (>1/10 000 go <1/1 000);

Muoro peaku (<1/10 000), ¢ HeuspecTHA YecTOTa (OT HAIMYHHUTE JaHHH HE MOXe aa ObAe HampaBeHa
OlICHKA)

Cucremo-opranex Yectn - | Heuectn Penkn MHoro peaku
KJIac 17100 a0 | (21/1 000 po (=1/10 000 oo (<1/10 000)

<1/10) <1/100) <1/1000)
Hapyumenns Ha CBpBXHYBCTBUTENHOCT,
HMYHHATA CHCTEMA AHa(uIaKTHYHa

peakuuns®

Hapymenus na Hdncresun 3amMasgHocT**
HEPBHATA CHCTEMA (ropuus/

HENPUATEH

BKYC)
PecnupaTopHH, Hpa3HeHe B Hoca
rpbAHH H (napene,
MeaHACTHHAJIHH crpbex),
HApYLIEeHHS Kuxaxe,

Enucrakcuc
CroMaluno-4peBHH ["aneHe
HapylleHus
Hapywenus na Obpus,
KOXATA H [IpypuTtyc,
NOJKOKHATA ThKaH Yptrukapus
O6mu HapymeHus YMopa**,
Cnaboct**
* - IOKNIaABaHH ca 3a NPOAYKTH, ChbAbPHKALLY OEH3aNKOHHEB XJIOPUJ
ok TE3M HEXENAHU peakLUH Ce nosABABaT MHOro psaaKo Npu azenactu xuapoxiopun 0,1% cnpeii 3a

HOC, Da3TBOP M MOTAT CBILO Aa ObAAT NpHUKMHEHH OT caMoTo 3abonsBaHe (BX. Touka 4.7)

ChobmaBaHe Ha NMOROIHPAHH HCKC/TAHH PCAKIIHH




Cpo0LaBaHeTo Ha MOAO3UPAHH HexXeNnaHd peakliun ciel pa3pellaBaHe 3a ynotpeda Ha fekapcTBeHK
[IPOAYKT € BaXHO. T0Ba NO3BOJABA Ja MPOAbHKY HabMKOAECHUETO Ha ChOTHOLLIEHUETO NON3a/PHCK 3a
JIeKapcTBEHMA NMPOAYKT. OT MEAHUHHCKHMTE CIELHANTUCTH CE€ H3HCKBA Aa ChOOLIABAT BCAKA NOA03HpaHa
HeXE/aHa peaKLUa Ype3 HallMoHanHaTa CUCTEMa 3a ¢hobllasaHe:

ManbaHuTenHa aresuus no nekapcreara (MAJ)
yi1. ,,JlamsaH ['pyes” Ne §

1303 Codus

P. bnarapus

Ten.: +359 2 8903417

Daxc: +359 2 8903 434

e-mail: bda@bda.bg

yvebcailT: www.bda.bg

4.9 Ilpepo3upane

HPH HAa3aJMHO NPHUIIOAKCHHE HE CC OYaKBaT pCaKLIMH Ha NMpEAO3IHpaHL. HpH NpCAO3HPAaHE B ClyHaHd Ha
HHIHUACHTHO NEPOPAIHO NPHIOKCHNC, DEIVITATHTE OT [MPOYHBAHHUA IIPH KUBOTHH NMOKA3BAT HAPYLIEHHA
OT CTPpaHa HA LCHTpaJiHdaTa HEPBHA CUCTCMaA (BKJIIG'-{HTBJTHG CBbHJIMBOCT, Oﬁ'prBElHE, KOMa, a ChlLLUO U
TAXHKApAHUA, XHI’IOTDHHH). B Tesu ClyHaH €€ HaJlara CHMINTOMATHYHO JICHCHHC.

Hama ¥3BecTeH aHTHAOT.

5. GOAPMAKOJIOTMYHH CBOMCTBA

3.1 PapMaKoIMHAMH4YHH CBOHCTBA

(PapmakoTepaneBTHYHA rpyna: [lekOHrecTaHTH ¥ APYry Ha3alHH penapaTH 3a JIOKANHO NPHIIOXKEHHE,
AHTHANEPrHYHH CPeJCTBA, C H3KNIOUeHHe Ha KopTuKocTeporuau, ATC koa: RO1ACO3.

A3enactyH e ¢pTaja3zsyHOHOB ASpPHBAT, CNajall KbM MOLLHUTE AbAToAeHCTBALH AaHTHANEPTHYHH
IEKapCTBa CbC CeACKTUBHH H|-aHTaroHUCTHYHHU cBoiicTBa. JIONBIIHUTENEH TPOTHBOBB3NANUTENEH eeKT
MOXe€ Ja Obe YCTAaHOBEH cnel NOKaJHO OUHO NPUJIOKEHHE.

IanuuTe OT in vivo (IPEAKNIMHUYHK) U in vitro NpOyYBaHUA NOKA3BaT, Y€ a3eNacTUH MHXUOKpa cuHTe3a
UK ocBodOX 1aBaHEeTO HA XMMHYHH MENHATOPH, 38 KOKTO € U3BECTHO, Y€ YYAaCTBAT B PaHEH U KbCeEH
CTaAUH Ha aNepruyHH peaki Uy, Hanp. NeBKOTPUEeHH, XHcTaMuH, PAF # cepOoTOHHH.

JJaHHM OT KJIMHUYHU NpOyYBaHHS MOKA3BAT, Ye a3eNaCTUH cipel 3a HOC MMa Mo-6bp30 Hayallo Ha
NeHCTBHE OT AeCIopaTaJMH U Npuiarad HasajaHo MoMeTa3zoH. O6ekvuaBaHe Ha HOCHUTE aJlepru4HH
CUMIITOMHM ce HabmogaBa B paMKHTe Ha 15 MUHYTU Cliej| NpHaraHe.

5.2 dapMaKOKRHEeTHYHH CBOHCTBA

O6f111a XapaKTepHCTHKA
Cnea nepopainHo NprIOKeEHUe aszenacTil O6bp30 ce abecopbupa, nokassaiikn abconoTHa OMOHATHYHOCT OT

81%. XpaHata He Biuae Bppxy abcopbuuata. ['oneMuaT 00eM Ha pasnpeaeneHHe € Npu3ag
pasnpeneneHye NpeaAUMHO B NepudepHuTe oprad. CTefieHTa Ha CBbpP3BaHE ¢ NIZEMmE
CPaBHUTENHO HUcka (80% - 90%, HUBO, KOETO € TBEPAE HUCKO, 32 [a NPeau3BUKELDT
PEAKLUM Ha N3MECTBAHE HA IEKAPCTBEHHU S IPOAYKT). O




[1nasMeHHAT NONYKUBOT HA EIMMUHHUPAHE ClIE] €IHOKPATHA J032 Ha a3eNacTHH € MPHOAU3HUTENHO
20 yaca 3a azenacTHH H OKON0 45 yaca 3a TepaneBTHUYHO aKTHBHHA MeTabonuT N-Re3MeTHI a3eNacTHH.

ExckpeLMsTa ce oCbLIECTBABA rMasHo ypes Pexanuute. [locTosHHaTa exckpeLus BB heKkanuuTe Ha
MaJIKH KOJIH4eCTBa OT NIpHeTaTa A03a Bpeanosara ChbleCTBYBAHETO HA H3BECTHA EHTEpOXENaTana
HUPKYNaLuA,

Cnen MHOrOKpaTHOTO HA3ATHO NPUJIOKEHHE Ha AHEBHA 1032 0T 0,56 mg a3enacTHHOB XUAPOXJOPHA,
(oTroBapsAiLa Ha €4HO BIPLCKBAHE B HO3ApPA, ABA MbTH JHEBHO), MJ1a3MeHUTE HYUBA HA Ciax B CTALIHOHAPHO
CbCTOAHHE HA a3enacTHH ca Ouamn okono 0,27 ng/ml npu 3apasu aodposonuy. HuBata Ha aKTHBHUS
meTabonut N-Ie3MeTH a3eRacTHH Ca OTKPHTH Ha MM MOA AONHATa I'paHHlia Ha KOTHYECTBEHO
onpeaensxe (0,12 ng/ml).

XapakTepUCTUKH TPU NALMEHTHTE

MHOrokpaTHOTO Ha3anHo NPUJIOKEHHUE MPH MALUEHTH C aJlepruuyeH PUHUT BOJH RO MOBUUIEHH NAA3MEHH
HHBa Ha a3eMacTHH B CPAaBHEHHE ChC 3APABH NHLA, KOETO NpeAnoaara no-BUCOKa CTENeH Ha CUCTEMHA
abcopbuus (Hal-BepoATHO 00ycOBEHA OT NO-a00paTa nNeHeTpaUus Npe3 Bb3nageHaTa Ha3anHa MyKo3a).
[Ipn obma nuesHa no3sa ot 0,56 mg azenacTHHOB XUApPOXJIOpUA (Hanp. Mo €AHO BIPLCKBaHE B HO3/Pa, [Ba
NbTH JHEBHO), CPEOHUTE MIa3MEHU KOHLIEHTPALMY HA a3€JJaCTUH B CTAUMOHAPHO CLCTOSHHE,
HabroaBaHy ABa yaca clel fnpunoxedue ca ounu oxkono 0,65 ng/ml. YapossaHeTo Ha ofliaTa AHEBHA
no3a 1o 1,12 mg azenacTHHOB XHUAPOXNOPHA (Hanp. ABE BNpPbCKBaHKA BbB BCAKa HO34pa, ABA NBTH
JAHEBHO) BOAU OO CPEAHH NNasMeHH KOHUEHTpauuu Ha aszenactuH ot 1,09 ng/ml, koeTo nokassa fo3osa
NPONOPUHOHAJIHOCT B 1030BHs AMana3oH. HezaBUCHMO OT OTHOCUTENHO noBulleHaTa abcopbuua npu
NayHeHTHUTE, CHCTEMHATa €KCNO3ULIMA CAE] HA3aNHO NIPHIOKEHHE CE CUMTA 34 8 MbTH NMO-HUCKA B
CpPaBHEHME ¢ Ta3M MpU NEPOPATHO NPHUIOKEHUE HA JHEBHH 03U 0T 4,4 mg a3eJaCTHHOB XMAPOXIOPKA,
KOETO ChOTBETCTBA HA TEPANCBRTUYHATA €pOpaliHa 1034 32 IeUSHHE HA AICPTHYEH PUHHT.

3.3 IlpeaknHHU4YHH JAHHH 34 fe30naCHOCT

A3eNaCTHHOB XHAPOXJIOPHA HE MOKa3Ba CEHCUOUIU3UPALIL NOTEHUKA PH U3CNEABAHHA BBPXY MOPCKH
CBHHYETA. A3eNacTHHDBT He M0Ka3Ba MEHOTOKCHUYEH NOTEHUMAN [IPU in vivo U in vitro TeCcToBe, KaKTO U
HaJIHuHe Ha KaHUEPOreHEH MOTEHLIMA MTPYU MHIUKH U NI1bXOBE.

[Ipy MBIKKH M )KEHCKH NNBXOBE, MEPOPATHO NPHIOKEHHE HA a3€NIaCTHH B IO3H NMO-TOJNEMH OT
3,0 mg/kg/neH, NpUUMHABAT A0303aBUCHMO HaAMaABaHe Ha QEePTUNHHSA HHREKC; He ca HabnroJaBaHH
U3MEHEHHUA, CBBbP3aHHU C BEUIECTBOTO, HA PENPOAYKTUBHATA CHCTEMA TIPY MBIKKHTE HIH KEHCKH IUThXOBE

Mo BpCMC HA H3NHTBAHHUATA 34 XpOHHYHA TOKCHYHOCT.

EMOpHOTOKCHYHM M TEPATOreHHH e(EKTH MPU NABXOBE, MULLKHU Y 3aliuu (peTanHa cMBPT, 3abaBsiHe HA
pacTexa M MOBHUIUEHA YECTOTa Ha CKEJICTHU Mandopmauui) ce HabntoaaBaT npy TOKCHYHH 3a MaiikaTa
J03U (HanpuMeEp NpH MULUKK H IUTEXOBE c& HabaroaapaT npH no3u ot 68,6 mg/kg/nen).

EdexTn npH HEKIHHUYHH NPOYUBaHUSA ca HabMonaBaHH CaMO NPH €KBHBAIEHTHHW AO3H NPH XOpa,
CUMTAHH 3a JOCTATHYHO HAJABHILABALI[M MaKCUMAHATA €KCIIO3ULUNA NPH XOpa, KOETO NOKa3Ba MaJIKO
3HAYCHHE 33 KIMHHYHAaTAa ynoTpeba.




6. OAPMAINEBTHYHH JJAHHHA
6.1 Chnucbk Ha NOMOLIHMTE BellleCcTBA

XHUnpomenosa

JluHaTpueB egeTar

JINMOHEHA KUCENHHA

JluHatpues ¢ocdart, AoaeKaxuaApaT
Hartpures xnopun

[IpeyucTeHa soja

6.2 HecbBMeCTHMOCTH

Hama u3BecTHH

6.3 CpoK HA rOgAHOCT

CpoOKbT Ha FOAHOCT Ha ANeprojun copeit 3a Hoc, pa3TBOP Ha HEOTBOpeHa OyTHNKA € 3 roJHHH.
Cnep otBapsHe Ha OyTHJIKaTa, pa3TBOPLT He TpabBa Aa ce “3non3sa roseue oT 6 Mecela.

6.4 ChneusajilHH YCI0OBHA 38 ChbXPaHEHHE

Ha ce cpxpanssa noa 25°C. |
Jla He ¢e ChXpaHaBa B XNAAWIHHK H Aa HE Ce 3aMpa3fBa.

6.5 Buan cbabpKAHHE HA OMAKOBKATA
byTunka oT ThbMHO CTBHKIO, ChAbpxamia 10 ml pasreop, ¢ po3upaina cnpeli NOMNa Ha BUHT.
6.6 Cneunanum npeAnasHU MepKH IIPH H3XBLPJAHE H paboTa

Heusnon3BaHUAT IEKapcTBEH NPOAYKT UK OTMaAbYHUTE MaTepHanH OT Hero TpsadBa na ce H3XBLPJAT B
CbOTBETCTBHE C MECTHUTE H3UCKBAHKA.

7. IPUTEXATEJI HA PAJPEHIEHHUETO 3A YIIOTPEBA

Cooper Consumer Health B.V.
Verrijn Stuartweg 60
1112AX Diemen

Hunepnanpus

8. HOMEP HA PAZPEIUNEHHETO 3A YIIOTPEBA

Per. Ne 9800144




9. JIATA HA IThPBOTO PA3PEUIABAHETIOAHOBABAHE HA PA3PEUHIEHHUETO 3A
YIIOTPEBA

HlaTa Ha mbpBO paspettenue: 05 asryct 2003 r.
Hara Ha nocaesHo noAHoBsABaHe: 14 maif 2009 r.

10. JATA HA AKTYAJNIMIUPAHE HA TEKCTA
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