1. HWME HA JEKAPCTBEHUA ITPOOYKT

Anepronun 0,05 % xankH 3a O4H, pa3Tsop
Allergodil® 0,05 % eye drops, solution

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

* ---4,1-1 LR T L L T A e

Bones pastaop, ceaspiat 0,05 % (0,5 mg/ml) a3enacTUHOB XHAPOXIIOpUI (azelastine hydrochloride)
KaTO aKTHBHO BewecTeo. 1 ml oT pa3Teopa chabpxa 0,5 mg a3enacTHHOB XHAPOXJIOPHAL. Bcaka kanka
cpabpxa 0,015 mg a3eaCTHHOB XHAPOXIIOPHA.

MMomotuHK BellecTBa: OEH3AMKOHHEB XJIOPHA.

3a TLAHUA CIUCHK HA MOMOLIHUTE BELIECTBA, BHXTE TO4YKA 6.].
3. JIEKAPCTBEHA ®OPMA

Kaﬁxn 33 O4H, pa3TBOp

CtepuneH, 6ucTbp, Oe3uBeTEH, BOAEH PasTBOP.

4. KIMHHWYHH JAHHH

4.1 Iloxa3zanus

3a CUMIITTOMATHYHO NeYeHue | Mpeana3iBaHe OT anepruiHH KOHKOHKTHBHTH.

4.2 JJo3MpOBKAa H HAYHH HA NPHI0KEARE

O6uuaiiHaTa 1032 332 BH3PACTHH W 3a Aclla Hal 4 rOAMHH € eaHa Kanka BbB BCAKO OKO 2 ITbTH ZHEBHO.
[To BpeMe Ha NEPHOJUTE HA NOBHUIEH PHCK, 03aTa MOXKE 3 CE yBEIMUM HA €IHO HAKANBAHE BBB BCAKD
OKO 4 ITHTH ZHEBHO.

[Ipr o4akBaH KOHTAaKT C alepreHH, AJIEProAWN Karkd 3a O4H, paiTeop Tpabea Ja ce mpunara
Npo®HNAKTHYHO NpPEIH KOHTAKT C TAX.

4.3 TIlpoTHBONOKA3IAHHA

CBpbXUYBCTBHTE/HOCT KbM aKTHMBHOTO BEIIECTBO MM KBM HAKOE OT MOMOLIHWTE BEUIECTBA Ha
Asleproun Kanxku 3a O4H, pasTsop.

4.4 CnenuaiHH NPeAyNpPeKICHHS H Npeana3Hy MEPKH NpH ynorpeda

KakTo Apyrute pa3TBOpH 3a o4H, AJIEProfnN KarKy 33 O4H, pa3TBOp HE CE NPENOopLUBa 34 ynotpeda,
KOFATO HOCHTE KOHTAKTHH Jietr. [Ipeau npunarade Ha Aneproiun Karnk 3a 044, KOHTAKTHHTE JICILN
tpabBa na ce MaxHar. Cliell pHiaraHeTo My € aobpe na ce u3vaka 15 MHHYTH 0ipedd MNOBTOPHOTO
[IOCTaBAHE Ha JICIHTE,

H3BeCTHO €, Y€ NMOMOLLHOTO BelecTro 6eH3aIKOHMEB XOPHI MOXE [1a IPSAM3BHKA APa3HEHE Ha OKOTO.
Toit uMma ceodicTBoTO Aa obe3luBeTs IBa MEKHTE KOHTAKTHH ACILIH.

AJeproin1 KankH 3a O4H, pasTBOP HE € NpeaHA3HAYEH 33 IeYeHne Ha HHQEKUHN HA 04y

HanuyuuTe orpaHHYeHN NaHHHA MOKA3BAT, Y€ HAMA padjinka B Npoduia Ha O6e30MacH
CpaBHEHMe ¢ BL3pacTHY. B noseyeto ciryyan obaue onpeneneH ApasHUTEN 3a OUNTE
CWIHA peaKuys TpH [elaTa B CPABHEHHE C Bb3PAaCTHHTE. [Ipa3HEeHETO MOXe Aa H
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NPHABLPXKAHETO KbM JIEUEHHETO NpPH AcLa. CpobluaBa ce, ue OeH3aNKOHUEBKHAT XJIOpHA MPHYHHABA
[pa3HeHe Ha OMHMTE, CHMITOMH HA ,CYXO OKO* ¥ MOXKe [a 3aCErHe CTp3HMA PHIM M NMOBBPXHOCTTA HA
porosuuara. Tpatea na ce M3M0/I3Ba ¢ NOBHIUISHO BHUMAHHE MPH NaUHCHTH CBLC ,,CYXO0 OKO" H MNpH
MALUWEHTH, NPH KOWTO POTOBMLATA MOXE Ja €& KOMIpOMETHDA. [Maunentute TpaOBa na 6bAaT
HabmofaBaHM B CTy4all Ha IpOABIKUTENHA YNOTpeba.

3a Apyry npeanasHH Mepky sux 1.4.5,4.6 n 4.7,
45 BianmopelicTBHE C APYrH JCKAPCTBEHHA NPOAYKTH H APYIrH qmpﬁn Ha B3aHMoaelicTBHE

He ca nposexaaHy NMpoy4BaHHA 32 CMEUH(UIHH NEKAPCTBEHH p3auMoaeiicTBHA Ha ANEproaui KankH
33 04, paTBop.

Hacnensanus BBB BUCOKHM OPATKH JO3K Ca MMPOBEKAAHH, HO T€ HE Ca MPHIIOKHMH KbM Aneproaun
KATIKH 33 O4H, pasTBOP THH KaTo € yCTAHOBEHO, 4e CEPyMHHMTE My HUBA Ca OT NOpANBKA HA MUKOTPaMH.

4.6 bpeMeHHOCT H KbpMEHe

Hama onur ¢ ynorpebaTa Ha a3zenacTMH no BpeMe Ha OPEMEHHOCT ¥ KBPMCHE NpH XOpa. [pn
NpoBEAEHHUTE NPOYuBAHKA 32 PEPOLYKTHBHA TOKCHYHOCT NPH XKUBOTHHK, C npunarane Ha BHCOKH J03H
azenacTiH nepopando (17600 nMeTH Hajl MpeasaraHara 3a OYHO NPHIIOXKEHHE THEBHA 032 MPH Xopa),
ce mabmonasa cMbpTHOCT npu deryca, 3abaBAHe Ha pacTeXa M MOBUILEHA HECTOTA HA CTyHaHTc Ha
CKEJIETHH aHOMATHA. TIpH JIOKAIHO OYHO MPHIOKEHHE MOXe a 0bJIE O4aKBAHO MHHUMATHO CUCTEMHO
HaNaraHe Ha a3enacTHH (OT MOPALBKa HAa MUKOrpamy). BerpekH TOBa Ce H3NCKBA NOBHIIEHO BHUMAHHUC
npH ynorpefara Ha Aneproaun KarnkH 3a O4H, pasTBop no BpEME Ha OpeMeHHOCT.

Hama JaHHK JAMK a3eNacTMHOBHAT XHAPOXNOPHI NpeMHHARA B MAAKOTO MPH XOpa. [lopanu ToBa Ce
M3KMCKBa MOBHIIEHO BHUMAaHHE NpH ynoTpebara Ha a3eNacTHH OT KhPMELLHM XKEHH.

47 E¢exrt Bbpxy cnocobuocrra 3a wodupane 4 pabora ¢ MAWIHHA

[NaumMeHTH ChC CE30HEH anepruydeH KOHIOHKTHBHT OOMKHOBEHO MPOABABAT CH/I3CHE WIIH chpOex B
OYHTE, KATO TOBA MOBIMABA 3perKeTo M. JIekoTO M MpexoaHOo Apa3HEHE, KOETO MOXKE N1 CC NOABH CICA
npwiaraHe Ha AJIEprofui Kank{ 3a O4YM, PasTBOp € MAIKO BEPOATHO A3 OKAKE CHIIECTBCHO
Bp3eHCTBHE BHPXY 3peHHeTo. BBNpekH TOBa, ako Ce Hab/monasa MpexoaHo AEHCTBHE BBPXY OYHTE,

MauneHThT TpA6Ba Aa Obiie MOCHBETBAH Aa H34akKa, I0KATO TOBA OTMHHE, TIpEIH Na wodupa nny paboty
¢ MALIKHHH.

4.8 Hexenany nexkapcTBeHH PeaKUHH

HexenaHu fekapcTBEHH PeakiMu, ca M3PedeHH no-A0my, KaTo ca NOAPEACHH I10 CUCTEMO-OpPraHHH
KnacoBe W uYecToTa.

[To decToTa Te Ce ONpenAeslsT Karo CleaBa: MHOIO MECTH (>1/10), uwectu (=1/100, <1/10), HeuecTH
(>1/1000, <1/100), peoku (=1/10000, <1/1000), muoro peaxu («<1/10000) u "Heu3zBecTHa HecTOTa (OT
HANIHYHUTE AaHHM He MOJXe [a ce HanpaBH OUCHKaA).

Hapywienus Ha WMYHAaTa | mroro pexks (<1/10000) anepruyHy peakiHn

CHCTEMA

HapywmieHus Ha HEPBHRATA | HEYECTH (>1/1000, <1/100) FOPYMB BKYC

CHCTEMA

HapymenHua 23 0MBTE yectn (>1/100, <1/10), K0, NMPeXodHO [pa3HEHE Ha
OYHTE

CrofiuasaHe Ha NON03MpaHn Heenasd peaKunm
C1b0o01IaBaHeTo Ha MOJO3MPAHH HEXKENaHH peaKUuH Crel paspeulaBaHe 3a yIoTpe
nponyKT € BaxHo. ToBa no3ponssa Ja NPOABIKH HaONIOAEHHETO HA CHOTHOLUI
feKapcTBEHHA NPOXYKT. OT MEIHLHHCKHMTE CNELHAIHCTH CE HIHCKRA 14 cpoO1L
HeXeNlaHa peakLud 4pe3 HAUHOHANIHA CHCTEMA 32 ChoB1LABAHE.
N3mbnuuTenHa areHuus no 1exapcreaTa




ya. ,.Jamsau ['pyes” Ne 8
1303 Codus
Ten.: +359 2 8903417

yebcaliT: www.bda.bg
4.9 Ilpenoinpakle

He ca mo3HaTH cnemMpuyHH peakluy cnel Npefo3npaHe B OUKTE, a M He MOTAT J1a €€ oHakBsat TaKUBa
NpY TO3H HaUMH Ha NPHITOKCHHE,

[Tpy npenosupane B Cily4all Ha HHUKACHTCH NEPOPAMHO MPHEM, MO30BaBailkM c€ Ha pe3yNITATHTE OT
NpOy4BaHHA C EKCTIEPHMEHTAIHM )XHBOTHH, MOTar Ja ¢€ oqakpar HapylUeHHA Ha UEHTPANHaTa HepBHa
CHCTEMA, KATO Hamnp. CHHJIKBOCT, 0ObPKBaHe, KOM2, a CHILO M TaXHKapIAHA, XHITOTOHHA.

B Te3u coyuaH ce Hasara CHMITTOMaTHYHO JICHCHHE.

HsiMa v3BecTed aHTHAOT.

5. ®APMAKOJIOI'MYHH CBONCTBA
5.1 @apMakolHHaMHYHH CBOHCTBA
dapMmakoTepanesTHYHA Tpyna; AHTHANEpruvHU CPEACTBA, S01GX07

AzenactTud e (QTaTa3MHOHOB JepWBaT, Cnajaumt KbM MOUHHTE ABbArofeACcTBALLK AHTHANCPTHYHH
eKApCTBEHH MPOMYKTH CBC CeNeKTHBHM  H)-aHTaroHUCTHYHH cpoiictea. JlonennuTeneH
NPOTHBOBB3NANKTENEH eeKT MOXe na ObAe YCTAHOBEH CNE/L NIOKANHO 09HO NPUAOKEHHKE (10-BHCOKH
JIOKATHH KOHUEHTPaLIWK).

Jlanuute OT in-vivo (MPEAXIMHHYHM) K In-vifro NPOYYBAHHA [10KA3BAT, 4€ A3CTACTHH MTOTHCKA
CHHTE3aTa H OCBODOKAABAHETO HA XHMHYHUTE MEIHAaTOPH, KOKTO ce 3Hae, He €a HAMCCCHH B PAHHHUTC

M KbCHH CTAJHH Ha ANEPrHYHUTE pEaKUHH, KaTO JIEBKOTPHCHH, XHCTaMHH, PAF-uuxuburopn u
CEpOTOHHH.

5.2 ®apMakOKHHETHYHH CBOHCTBA

Ob6wyu xapaxmepucmuixu (CUCMEMKA (BAPMAKOKUHEMuUKA )

Cnen nepopaneH MpHeM asenacTuH Obp30 ce pesopOupa, noka3iBaiixy abcomoTHa OHOHATHYHOCT OT
81%. XpaHaTa HAMa BIAHAHUE BBPXY pe3opOumata. ['onemuar obeM Ha pa3npelencHue € Npyu3HaK 3a
pasnpeaeneHue MpeAUMHO B nepudpepHUTE ThKAHH. CTerneHTa Ha CBhP3BaHe C MPOTEUHH € CPaBHHTENHO
Hucka (80-90% - TBBPAE HHCKA CTeNeH Ha MPOTEHHHO CBbp3BaHE, NMOpaiH KOeTo HAMA OMacHoCT OT
peaklua Ha H3IMECTBAHE Ha MEIKKAMEeHTa),

EIMMUHALUHOHHMAT NOTY)XMBOT CNied EAHOXPAaTHA 1033 a3enacTMH € MPHONHIHTENHO 20 yvaca 3a
alenacTHH M Okono 45 uaca 3a TepaneBTHUHO aKTHBHHA MeTabonuT N-Ae3MEeTHIa3eNacTHH.
EKCKpEeLHATa ce OChLISCTBABA IMaBHO 4pe3 hekanuure. [IpoNbDKUTETHATA EKCKPELMA BbB dekanunte

Ha Ma/IKi KOJIHYECTBa OT MPHETATA 033 MPEAnonara FhaMOXHOCTTA 33 CHLUECTBYBAHETO HA HIBECTHA
eHTepoXenaTanHa HpKyNaLHs.

Xapakmepucmuxu 8 3aeucumocm om nayuenma (04Ha DaApMAKOKUHEMUKA)

Criex MHOFOKPATHH OMHO TIPHIOXKEHHE HA ANEProfin Kankw 3a 04H, pasTEop (0 eAHa KAnkKa BbB BCAKO
oKO 4 TpTH AHeBHO) Cmax "steady state" Nna3MeHUTE HUBA HA a3elaCTHHOBMA XUIPOXJIOPHA €4 Ounu -
OKOJIO WIH MOJ I'PaHULINATA HA JETeKLUA.

5.3 Tipeaxnumuunn xauuy 3a OezonacnocT

Anepropun 0,05% xamnky 3a O4M, Pa3TBOP HE NMPHYHHABA HHKAKBH CUCTEMHH H
edekTH Cnefl OUHO APUIOKEHHE NPH 32HUM, B NPOAB/DKEHHE HA 27 ouu (4 TBTH
A3eaCTHHOBHAT XHAPOXJIOPHI HE NPUTEXKaBa CEHCHOWIH3HpaLl noTeunan npH




A3enacTHHBLT He IMpUTEkKaBa KapLUHHOTCHCH NOTEHUHAN MpH CepHA OT in Vivo ¥ in vilro TECTOBE, KakTo
4 HE € YCTAHOBEH KapUXHOTECHEH eeKT NMpH MHUILUKH U NTBXOBE.

[lp MBLKKHM M IKEHCKH ILTBXOBE, a3ejJACTUH B TepOPATHU [03Y, MMO-BHCOKH OT 3,0 mg/kg/neH,
NPHYMHABA A033-3ABMCHMO HaMaIABaHE HA MHACKCA Ha deprunsoct. [lpy u3cnenBaHuA Ha XPOHHIHA
ToXCHYHOCT He €4 YCTAHOBEHM [POMEHH B perpoIyKTHBHHTE Oprani HAa MBXK{ M KEHCKH TUTBXOBC,
CBBLP3aHH C aKTHBHOTO BELLECTBO.

EM6pHOTOKCHYHH M TEpATOTeHHH edeKTH TPH TUTBXOBE, MHLIKH K 3afiuy ce HabmoxaBat camoO I1pH
TOKCHYHM 32 MalKaTa I03M (HanpuMep CKEICTHH ManhopMaLMH NMPH MALIKH H IITBXOBE CE HabrponaBart
rpu ao3u ot 68,6 mg/kg/neH). ‘

6. ©APMAIIEBTHMHH JAHHH
6.1 Cnoucsbk HA NOMOIIHHTE BeulecTsa

Bexn3ankoHNEB XJIOPHI
JuHaTpUeB eneTar
XHApOMENo3a
Coptutosn 70%
Hatpuer XMAPOKCHUA
Boaa 32 RHXEKIIHH

6.2 HecLBMeCTHMOCTH ‘
Henpunoxumo
6.3 Cpok Ha roaHocTt

3 roanHH
J1a He ce W3noN3Ba nopede 0T 4 CEAMMUHM CICA NBPBOTO OTBapsHE.

6.4 ChnenHaJHH YCIOBHS HAa CBXpPaHCHHE

To3u JEeKapCTBCH [MpOOYKT HE H3IUCKBa CTEIHANMHY YCNOBHA HA ChXpPaHEHHE.

6.5 JlauHH 3a onaKoBKaTa

Eano wxiie 10 ml oT nonveTHIeH BUCOKA MIBTHOCT (Hostalen GF 4750) ¢ annukarop-KankoMep Ot

nonuetwiex Hucka rwrbTHocT (Lupolen 1840 H) 1 kanatka Ha BUHT OT NonueTHNEeH BUCOKA MIIBTHOCT
(Hostalen GC 7260).

OGeM Ha 3ambitBade 6 ml.
6.6 CneunanH# NpeaANa3A® MEPKH NPR HIXBHPAAHE H padoTta

3a na ce wiberte 3aMbPCABaHe Ha BLPXA Ha JIAKOHA W HA PA3TBOPa, TpaGBa fa ce BHUMaBa Ja He e

OKOCBA OKOTO WK HElllo APYTo ¢ BbpXa Ha (MIaKoHa. CbxpaHaBaiiTe HLIEHIETO LIBTHO 3aTBOPCHO.
[TpoayKThT € CTEPUJICH [IPH OTIAKOBAHE.

7 MPATEXATEJI HA PE3PELLIEHHETO 3A YINIOTPEBA

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

Hsigepnanaus

8. HOMEP HA PASPEUIEHHUETO 3A YIIOTPEBA




Per.Ne 9900378

9. JIATA HA ITbPBO PAIPEIIABAHENIOJHOBABAHE HA PASPEIHEHHETO 3A
YIIOTPEDBA

Jlata Ha mepBO paspewnenue: 14.12.1999
Ilata Ha nocnenunoe nogHossBaxe: 10.02.2011

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

06/2025




