JUCTOBKA
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Aneproauna 0,1% cnpeii 3a Hoc, pa3TBODP —

Allergodil 0,1% nasal spray, solution

azenacTUHOB XMAPOXJIOpU
(azelastine hydrochloride)

IIpoyeTeTe BHHMATENHO HAAATA JHCTOBKA, NIpeH AAa 3aM04HeTe A3 U3MO0A3BATE TOBA JIEKAPCTRO,

ThH KaTO TH CbABPXKA BaXKHa 3a Bac nudopmanus.

BuHaru uanon3ssaiite ToBa IeKaApPCTBO TOYHO KAKTO € OMMCAHO B Ta3W JIMCTOBKA MJIM KAkTO BU e kaszan

Bawusa nexap unu gapMaLesT.

- 3anaseTe Ta3M JTMCTOoBKa. MoxXe J1a C& HAIOKH Aa A NpoYeTeTe OTHOBO.

- AKO ¢e HyxaaeTe OT ACITbJIHUTENHA HH(POPMALIMA HIIH ChBET, nonuTtaite Baluus gapmalesrt.

- AKO NONy4YHTE HAKAKBH HEXENAHU NEKAPCTBEHH peaklHH, yeeaomere Baiuns nekap nian
(apmauest. TOBa BKAKOYBA M BCUUYKH Bb3MOXKHM HEXEIAHH PeaKLUU, HEONUCAHU B Ta3W JIMCTOBKA.
Buxre Touka 4.

- AKo ciea 4 ceAMHLM HE C€ YYBCTBATE N0-100pe nau cbeTosHueTo By ce Bhotlun, Tpabea aa
MOTBPCUTE JIeKapcKa MoMolll,

KakBO ¢bABpKA TA3H JIHCTOBKA:

Kaxso npeactaBsnsasa Aneproaun 0,1% cnpeil 3a Hoc, pa3TBOp U 3a KaKBO CE U3NOA3BA
KaxBo TpabBa aa 3Haere, npeau aa uanonspate Aneproaun 0,1% cnpeit 3a HOC, pa3TBOP
Kax ra usnonseare Aneproaun 0,1% cnpeit 3a Hoc, pasTBop

BB3MOXKHU HexeNaHu peakuuu

Kak na cbxpausasare Aneproaun 0,1% cnpeit 3a Hoc, pa3Tsop

CoabpKaHue Ha ONaKOBKaTa U AOIbAHHUTENHA HHPOpMALIKS

i A

1. Kaxkso npeacraBasga Aneproann 0,1% cnpeii 3a nHoc, pa3TBOp H 3a KAKBO € H3110/13B2

Aneproaun 0,1% cnpeii 3a Hoc, pa3TBOP € NPOTUBOANIEPTHYEH 1IEKAPCTBEH MPOAYKT 3@ HA3aJHO
NMPUJIOKEHHUE, ChAbPXKALIL a3€JaCTHHOB XHAPOXJIOPHI KaTO aKTHBHO BEILECTBO.

Aneproaun 0,1% cnpe#t 32 Hoc, pa3TBOp C€ NpHara 3a CHMINTOMATHYHO JIEUEHHE HA CEHHA XpEMaA
(ce30HeH anepri4eH pUHUT); HeCe30HEH (LENOroAuUIEH) anepruue pUHUT UK LeSIOroAULLIEH
HeaJepruyueH (Ba3soMOTOPEH) PUHMT.

2. KaxBo TpafBa aa 3naeTe, npead aa ninoassare Aneproaui 0,1% cnpeit 3a Hoc, pa3TBop
He n3nonssakite Aneproaun 0,1% cnpeii 3a Hoc, pasTeop

- aKO CTE aJIEPTUYHH KbM a3€JIACTHHOB XHAPOXJIOPHI UITH XbM HAKOSA OT OCTAHANUTE ChCTABKH HA
TOBa jeKapcTBO (H30poeHH B TOUYKA ).

[IpeaynpexaeHns U Npeana3nd MepKH
i osopete ¢ Bawus nexap wnu dapmauest, fipeay aa npuemere Aneproaun 0,1%

Heua
Aneproann 0,1% cnpeii 3a HoC, pa3TBOp He TpAOBA fAa ce ripuara npu geua n

IIauHeHTH B cTApYEeCKA Bb3pacT




He ce Hanara mpoMsHa Ha A03aTa OpH NALMEHTH HAJ 65-rouiiHa Bb3pacT.

Apyru aekapersa U Aneproaun 0,1% cnpeii 3a Hoe, pa3TBop

TpadbBa na xaxxete Ha Bailius nekap Uid QapmaleBT, ako NpueMate, HACKOpO CTe NpUeMAasTH HiH e
Bb3MOXHO Ja [IpUEMATE ApPYTH JleKapCTBa.

He ca nabmrogasany B3auMoAEHCTBUS C ApYTH NEKAPCTBEHN MPOAYKTH.

Aneproaua 0,1% cnpeii 3a Ho¢, Pa3TBOP ¢ XpaHa, HANMHTKH B AJKOXO0J1
He e HaOmoaasaHo B3auMoaeiicTBue ¢ xpaHu. IlpenopruBa ce na ce u3bsrea ynorpebarta Ha alIKOXOIHHU
HAIINTKH N0 BpeMe Ha MPHJIOXKEHHUE HA JIEKapCTBa.

bpeMeHHOCT, KbpMeHe K PepTHIHTET

HsaMa unn MMa orpadHucHHy JaHHH 3a yrnorpebara Ha aszenacTuH rpu OpeMeHHH xeHu. [IposeaeHuTe
H3NUTBAHUS MPH OMTUTHH XUBOTHH € NPUJIAraHE HA BUCOKH J03M NMEPOPATHO NOKA3BAT Pa3IMyHH
aroManui. [lopaamn TOBa ce M3MCKBa NOBHIIEHO BHUMaHHUE npu ynotpebara Ha Aneproaun 0,1% crnpeit 3a
HOC, pa3TBOp 10 BpeMe Ha HpeMeHHOCT.

Hsma Ja”HHK gany a3enacTHHOB XHAPOXJIOPU] MpeMKHHABA B MISKOTO npH xopa. M3uckea ce nosuiueHo
BHUMaHHUE npH ynorpedara Ha Aneproau 0,1% cnpeit 3a HOC, pa3TBOP OT KbPMEILH XEHH.

EdexTtn BbpXy $epTrauTeTa ca HabngaBaHy Npy NpoyHBaHUA BbPXY KHUBOTHU.

AKxo cTe OpeMeHHa UITH KbPMUTE, YBeAOMeTe Batuus aekap npeau Aa 3alovHETe Aa [punarare
Aneproaun 0,1% cnpe#l 3a Hoc, pa3TBOD.

Ilodupane u padboTa ¢ MAIIHHH

A3eNaCTHH NOBJIMSABA B MafkKa cTeneH cnocobHocTTa 3a wodupare U paboTa ¢ Matuuuu, Psaxo Moxe na
U3MHUTATE YMOPA, 3aMasSIHOCT WJIH cabocT, KONTO MOTAT Ja ce ABKAT Ha 3ab0onsiBaHeTO UM Ha
ynotpebaTta Ha a3enacTHH crpeti 3a HOc. B T€3u cnydad Moxe fa ce Hapyliun cnocobrocTra Bu 3a
wodupane u pabora ¢ Maumnu. TpsabBa aa 06bpHETE cnelanHO BHHMaHHe Ha (DaKTa, Ye alKoXOAbT
MOXE A3 YCHITH TE€3H €(EKTH. |

3.  Kak pa manoassate Aneproaua 0,1% cnpeit 3a Hoc, pa3TBOp

Buraru nanonapaiite TOBa IEKAPCTBO TOYHO, KAKTO € ONIMCAHO B Ta3W JUCTOBKA MK KakTo Bu e kazan
Baiuust aekap. AKO He CTe CUTYPHH B HELlO, MOoNUTaliTe Bauiusa nekap niu ¢apMalesrt.

IIpu anepruyeH pUHHT
IIpenopreunTenHaTa A03a NpU BL3PACTHY U A€la HAJ S-TOAMLIHA BBL3PACT € N0 €AHO BIPBLCKBaHE OT
Aneproaun 0,1% cnpeit 3a HOC, pa3TBOp BBB BCAKa HO3APA, ABa MLTH JHEBHO.

[Ipu Bb3pacTHH M Aeua Haa 12-rofAMuIHA Bb3PacT MOXKE J1a €€ ITpUJara no-BUCOKa K03a, Mo ABe
BNpbCKBaHUA OT Aneproaun 0,1% cnpei 3a Hoc, pa3TBOp BbB BCAKA HO3Apa, ABA ITbTH NHEBHO.

ITpu uenoroaniueH HeanepruyeH (Ba3OMOTOPEH) PUHHT
[penopbunTenHata 103a Npy Bb3PacTHH 1 Je€la Haj 12-roouiuKa Bb3pacT e [0 ABE BIPbCKBAUSA OT
Aneproaun 0,1% cnpeii 3a HOC, pa3TBOP BLB BCAKA HO3ApA ABA NBTH AHEBHO.

BH]J‘]:CKBEIHETB CC H3BbplIBa IIPH KU3MpaBCHA IaBa (BH}I{TE MHCTDYKLIHHUTC KBM (f

[Ipeau nbupsara ynorpeba, noMnara Tpadea Aa Obae 3apeacHa Ype3 HaTHCKaHE l



Korarto cnpesT 3a HOC He € U3I10J13BaH B MPOIb/DKEHHUE HA 3 UK NOBEYE HHU, noMnara TpsbBsa aa ce
HambJIHK OTHOBO, KaTO C€ HATHCHE W OTIMYCHE MOMIAaTa A0CTaTb4€H OpO MbTH, 10KATO CE MOSABU (PHH
CIIpeH.

1. Orctpanere 3ammtHata 2. [lpean ynorpeba Hanomnaiite 3. BnpbckaiiTe no BeAHBX BbB
3aMyLaka. HSKOJIKO IbTH, JIOKATO C€ MOJIYYH  BCSAKA HO3[pa, KATO JbPIKHUTE
I i buH cnpei. rjlaBaTta CH U3MpaBeHa.
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4. M3uyucrere HaKpanHUKA M MOCTABETE 3aLlUTHATA 3alyllaJjiKa.

Aneproaun 0,1% cnpeii 3a HOC, pa3TBOP € NMOAXO/SIL 3a NPOAb/IKUTENIHA yrioTpeba. Moxe z1a ce
M3110/13Ba 10 M34e3BaHE Ha CUMNTOMUTE. HAMa orpaHnyeHre B NPOABb/HKHTEIHOCTTA Ha JIEYEHHETO.

Mouns, oObpHeTe ce KbM Baiuus siekap, ako cuurare, ye aeiictBuero Ha Aneproaun 0,1% cnpeii 3a Hoc,
pa3TBOP € MPEeKaJCHO CHIIHO MK MpeKaJeHo cado.

AKO cTe H3110JI3BAJIH noBeve oT HeoOxoaumaTa 103a ot Asieproaua 0,1% cnpeii 3a Hoc, pa3TBOp
Aneproaun 0,1% cnpeii 3a HOC, pa3TBOp Ce npuara JOKajJHoO B Hoca. biiaronapeHue Ha MankoTo
KOJIMYECTBO aKTHBHO BELLECTBO, MPU3HALK HA TOKCHYHOCT HE C€ OYaKBaT, AOPH U B Cllyyail Ha
[MPEKOMEPHO MpeI03UpaHe MpH JIOKATHO NpUJIoKeHHe. Brnpeku ToBa, npyu HeEnpeaHaMePeHo NMorijbllaHe
Ha roJiIsIMO KOJIMYECTBO OT JIEKApCTBOTO (Hanpumep CbAbpKaHUETO Ha eHa OyTHIIKa OT aeTe), TpsiOBa
obe3aresiHo a ce NMOTbPCH MEAULIMHCKA MOMOLL.

Pe3ynTaTuTe OT OMUTH C XKUBOTHH ITOKA3BaT, Y€ EKCTPEMHOTO MPEe03UpaHe U HHTOKCUKaLUs (OTpaBsHe)
NnpeAnu3BUKBAT CHMIITOMH OT CTpaHa Ha LiEHTpaJiHaTa HEpBHA cucTema (Hamnp. O€3MoKoNHCTBO, TPEBOXKHOCT
HJIM TEXKKa MPOABbJDKUTE/IHA yMOpaA UJIK CBHJIMBOCT). B T€3u ciayyau JeYEHHETO € CUMIITOMATHYHO.

AKO cTe nponycHaau aa uinoJjssare Aseproaua 0,1% cnpeii 3a Hoc, pa3TBop
Axo 3abpasute a npuioxure Aneproaun 0,1% cnpeii 3a HOC, pa3TBOp, HE Ce HajlaraT HAKaKBH
crieHaaHi Mepku. [IpoabikeTe NeYeHHETO ChC Chllata 103a U BpeMe Ha MPHIIOKEHHE.

AKo cTe ciipesid ynorpebdara na Auaeproaua 0,1% cnpeii 3a Hoc, pa3TBOp

AKO € Bb3MOXXHO, MPOABJ/DKETE PEIOBHO NpHIoKeHHeTo Ha Aneproaua 0,1% cnpeii 3a Hoc, pa3TBop A0
H34ye3BaHe HAa CUMNITOMUTE. [Ipu npeaBapuTesIHO NpeyCcTaHOBsABaHE Ha jeyeHueTo ¢ Aneproauni 0,1%
Crpei 3a HOC, pa3TBOp THIIMHYHUTE CUMIITOMH Ha Baweto 3abonsiBaHe MOXKE CKOPO Ja c€ Bb30OHOBST.

4. BB3MOKHH HeXKeJIAHH PeaKIHH ~
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Yectu (Morat ga 3acerdart o 1 Ha 10 gyiun):

- FOpPUMB BKYC (Y€CTO AbJIKALL CE HA HENPaBU/ICH HAYKK HA NIPUNOXKEHHE Ha NIEKAPCTBOTO, MNIaBHO
NpH NPEKOMEPHOTO HAKJIZHAHE HA [J1aBAaTa HA3aA NpH BNPBCKBaHe). B peaku cayyan ToBa MOXe na
AoBeje 10 raaeHe.

Heuectu (Morart ja 3acersar ao 1 #a 100 aywu):
- Apa3HeHe B Hoca (mapeHe, chphex)

- KUXaHE

- KbPBEHE Ha HOca (EMUCTAKCUC)

Penku (Morat aa 3acerdHar no 1 va 1 000 qyiuu):
- 3aMasiHOCT

- ragcHe

- yMopa (M3TOLLeHHE)

- cnaboct

MHuoro peaku (Morat aa 3acer#at no 1 Ha 10 000 ayiuwm):

- CBPBXYYBCTBHTEIHOCT

- TEKKA anepruyHa peakyys, KOATO NPHYKHABA 3aTPYAHEHHE B ZULLAHETO MM 3aMaliBaHe
(aHauNaKTHYHA peaKLus)

- oOpuB, cbpdex no koxara (mpypHuTyc), oOpuB (YpTHKApHUs)

CrofuiaBane Ha HOXKENAHN peaKiUH

AKO NMOJIYYNTE HAKAKBH HeXeNaHU IEKAPCTBEHM peaklnH, yBeaoMere Balina nekap unu gapmaliesT.
Toea BkJIOUBA BCHUYKH BE3MOXHH HEOMKUCAHH B Ta3M NUCTOBKA HEeXeNaHU peakuun. Moxere ¢bluo Aa
CbOOLIHTE REXKENaHH peaKLUHH JHPEKTHO Upe3 HALIMOHAIHATA CHCTEMA 3a ChoOLiaBaHe:

ManbnrutenHa arequus no aexapersara (MAJI)
yi. , Jlamad ['pyeB” Ne 8

1303 Codus

Ten.. +359 2 8903 417

e-mail: bda@bda.bg

yebcaiit: www.bda.bg

KaTo cpo0luasate HeXenaHu peakiii, MOXKeTe Ja AajieTe CBOd NPUHOC 3a NMOJIydYaBaHe Ha NoBeye
HH$poOpMaLUsa OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kaxk na cuxpansipate Aaeproaua 0,1% cnpeii 3a HOC, pa3TBOp

Ha ce cpxpaHsaBa nog 25°C.

ﬂﬂ HEC CC ChXPaHiBa B XJNIAAUJIIHHK H 4 HC CC 3aMpasiBa.

Hﬂ C¢ CbXpaHABa Ha MACTO, HEJOCTBITHO 3d ACLA.

He u3noa3saiTe TOBA JEKapCTBO Clie/l CPOKa Ha rOAHOCT, OTOENA3aH BbPXY KapTO
Ha 6ytunkata Aneproaun 0,1% cnpeil 3a Hoc, pasTBop. CpOKbT HA FTOAHOCT OTT
OT NNOCOYEHHUA Mecel,

2

Ha He ce ynotpefsaBa noseye oT 6 Mecella ¢el MbPBOTO OTBapAHe HA OYTHUIK



He nu3xpbpnsiiTe nekapcTsaTa B KAHANIU3AUMATA UM B KOHTEHHEDA 3a AOMALIHY oTnaabUH. [lonuTaiite
Bawnga apMaleBT Kak A3 U3XBLPIATE NEKAPCTBATa, KOUTO BEYUe HE H3N0A3BaTe. Te3H MEPKH LIe
CMIOMOTrHAT 3a OMa3BaHe Ha OKOJIHATA Cpeaa.

6. Cobabpxanue HA ONAKOBKATA H AONBbAHNTENHA HHDOpMAUMA

Kakso coanpxa Aneproann 0,1% cnpeii 3a Hoc, pasTBop

- AKTHBHO BEIUECTBO. a3eJaCTHHOB XHUAPOXI0pKA. EaHo BnpbhekBaHe (exkBuBaiieHTHO Ha 0,137 ml
pa3TBop) chAbpkKa 0,137 mg asesacTHHOB XHAPOXIOPUA, EKBUBAJIETHO Ha 0,125 mg a3zenacTuH.

- Jpyru cbCTaBKH: XMNIPOMENO3a, AHHATPHEB €AE€TAT, IKMOHEHA KHCENHHA, AUHATpUEB docdar,

NOJEKAXWAPAT, HATPHEB XJAOPHA, [TPEHHCTEHA BOAA.

Kax uarnexna Aneproann 0,1% cnpeii 3a HoC, pa3TBOP M KAKBO CbAbPAKA CMIAKOBKATA
Aneproaun 0,1% crnpeit 3a HoOC, pa3TBOp € DUCTLP, Oe3uBeTeH PasTBOp B OYTUIIKA OT TBMHO CTBKIJIO €
nosupaiila cnpei-nomMna Ha BiHT. Begka Oytunka ceaspxa 10 ml pasreop.

IpuTexkaTen Ha pa3pellieHHETO 32 YOTPe6a U NPOU3BOAHTE/I
IIpuTexaTe/ia HA pa3pelleHHETO 32 ynoTpeda

Cooper Consumer Health B.V,

Verrijn Stuartweg 60

1112AX Diemen

Huaepinanaus

IlponssoauTe/n
Madaus GmbH
Lutticher Strasse 5
53842 Troisdorf

["'epManHuA

JlaTa Ha NMOCAeAHO NpepasTiIexIaHe HA JUCTOBKATA
1OHH 2025




