KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA

1. MME HA JEKAPCTBEHHUSA NPOJYKT IEKAPCTBATA
flpunoxkenue 1
Aneproaun 0,05 % Kanku 3a o4y, pa3TBoOp A
Allergod1l® 0,05 % eye drops, solution ; e ST U e O
: A0.02. 701

2. KAYECTBEH U KOJIMYECTBEH CHhCTAB

Bonen pasteop, ceawpaxain 0,05 % (0,5 mg/ml) asenactunos xuapoxnopun (azelastine hydrochloride)
KaTo aKTHBHO BelecTBO. 1 ml oT pasteopa cbaspka 0,5 mg azenacTHHOB xuapoxiopu. Beska kanka
cpabpxka 0,015 mg asenacTMHOB XUAPOXJIOPH]L,.

HOMOHIHH BELECTBA: OEH3aJIKOHUER XJiopun.
3a MBJIHUA CIIHCHK Ha NMOMOUIIHHUTE BCIIECCTBA, BUUKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a oun, pa3reop
Crepunen, 6ucTbp, Ge3LBETEH, BOAEH pa3TBOD.

4. KIMHMYHU TAHHHA

4.1 Tloxa3anus

3a CMMNITOMAaTHYHO JICYeHHE U Npe/iNa3BaHe OT AIEPrHYHH KOHIOHKTHBHTH.
4.2 Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

Ob6uuaiiHaTa n03a 3a Bb3pacTHU M 3a A€la HaJl 4 TOMHM € €JHA KaNKa BbB BCAKO OKO 2 ITbTH JHEBHO.
Io BpeMe Ha mepromUTe Ha MOBHLICH PHUCK, J03aTa MOXE [1a CE€ YBEJIMYM HA €HO HAKaNBaHE BLB
BCSIKO OKO 4 ITbTH AHEBHO.

[lpy ouakBaH KOHTaKT C ajepreHd, AJIEprofgui Kamkk 3a OYH, pasTBop TpsaOBa Oa ce mpmiara
OpOHIAKTHYHO MPeH KOHTAKT C TAX.

4.3 IIpoTHBOmOKa3aHHSA

CBp’BX‘{yBCTBI/ITeJ'IHOCT KbM AaKTHBHOTO BCHICCTBO HWJIM KBM HAKOC OT IMMOMOIIHUTC BCIICCTBA Ha
Aneprozum KaIlkH 3a O4H, pas3TBoOp.

4.4 CroenuaaHn npexynpexaeHHs H NpeINa3HA MePKH NPH ynoTpeba

Kaxto apyrure pasTBopH 3a oun, Aeproawi Kanku 3a O4H, pa3TBOp He ce MpenopbhyBa 3a ynotpeda,
KOraTo HOCHTE KOHTaKTHH Jiemu. [Ipeau npunarane Ha Aneproaui Karky 32 OYH, KOHTAKTHUTE JIELLH
TpAOBa na ce MaxHat. Cien npuiaraHero My e no0pe na ce u3daka 15 MUHYTH Mpeay MOBTOPHOTO
NIOCTaBsHe Ha JICIIHTe.

H3BecTHO €, Yye MOMOIIHOTO BeleCTBO OEH3AJIKOHHEB XJIOPHI MOXKE Ja MpeausBUKa JPasHEHe Ha

okoTo. Toii IMa CBOMCTBOTO Aa 06e3LBeTIBa MEKHTE KOHTAKTHH JIEILH. el
ATnlepro Karky 3a 04H, pasTBOp He € MpeJHa3HaYeH 3a JieYeHne Ha HH(eKIUH H qm"e f‘;\ 4(_
3a Ipyru npenna3Hu Mepku Bk T.4.5, 4.6 u 4.7. i g




He ca nposexianu npoy4sanus 3a crietuduuHy JIeKapCTBEHH B3aMMOJEHCTBHA Ha AJIeproui Kanky
3a OYH, PaTBOp.

H3ciiensanus BB BHCOKM OpaNHH JIO3H Ca MPOBEXIAHH, HO Te He ca [PHIOKHMH KbM AJIepromusn
Kalki 32 O4H, pasTBOP THH KaTO € YCTaHOBEHO, e CEpPyMHHTE My HHBA Ca OT IOpAABKA Ha
NHMKOTPaMH.

4.6 BpemeHHOCT H KbpMeHe

Hsama omur ¢ ynotpe6ata na asemactun mo Bpeme Ha GpeMeHHOCT KbpMeHe mpd xopa. Ilpu
NIPOBENICHUTE MPOYYBAHUA 3a PENPOAYKTHUBHA TOKCUYHOCT IIPH XXHBOTHH, C IpPHJIAaraHe HA BHCOKH
A03H asenacTvH nepopaiHo (17600 msTH Hal npefaraHaTa 3a OYHO HMPHIOKEHHE AHEBHA 1032 npu
Xopa), ce HabmonaBa CMBPTHOCT Npu (eTyca, 3a6aBAHe Ha pacTeka M TIOBHMIIEHA YECTOTA Ha
CIIy4auTe Ha CKCJIEeTHH aHOMaiMu. IIpu JOKaIHO OYHO NPHIOKEHHE MOXKEe Na Obie OYaKBaHO
MHMHMMAIIHO CHCTEMHO H3/laraHe Ha a3e]acTWH (OT MOpAAbKA HAa MHKOrpamu). Bnhpeku ToBa ce
M3UCKBA MOBHULIEHO BHUMAHHE IPH ynoTpeGaTa Ha ANIEprofi Kanku 3a O4H, Pa3TBOp IO BpeMe Ha
OpeMeHHOCT.

HsiMa nannm nanu asenacTHHOBMAT XHMAPOXJIOPHI NPEMHHABA B MIIAKOTO nipu xopa. ITopagu ToBa ce
M3HCKBA MOBUILICHO BHUMAaHHE MPH ynoTpebara Ha a3elacTHH OT KbpPMEIH HKEHH.

4.7 Edekr BbpXy cniocoGHocTTa 32 modupane n pa6oTa ¢ MaIHHK

TlauueHTy Che Ce30HEH anepruyeH KOHIOHKTHBHUT OGHKHOBEHO NPOSIBSBAT CHI3EHE WM cbpbex B
04YHUTe, KAaTO TOBA TOBJMsBA 3pEHHETO MM. JIeKOTO M MpexXOmHO apa3sHEHe, KOETO MOXKe Oa Ce MOSBU
cnen mpuiaraHe Ha AJIEproJmi KamKH 32 OYM, Pa3TBOP € MAJIKO BEPOATHO Ja OKAXKE CHIIECTBEHO
BB3JCHCTBHE BBPXY 3peHHETO. Brnpeku ToBa, ako ce HaGmoaBa MPEXoaHO AEHCTBHE BHPXY OUHTE,
NalMeHTsT TpsibBa fa GbJe MOCHBETBAH Ja W3YaKa, JOKATO TOBa OTMMHE, Npeau Aa modupa Win
paboTH ¢ MalIMHy.

4.8 HexenaHH JieKapCTBeHH peaKIHH

HeseraHH JIeKapCTBEHM peakiMH, Ca M3PENEeHH MO-J0Jy, KaTO Ca MOAPEIEHH M0 CHCTEMO-OPraHHH
KJ1acOBe W YeCTOTa.

Ilo 4ectora Te ce onpenenar Kato ciaeasa: MHoro uectu (>1/10), wectn (=1/100, <1/10), HeuecTn
(2171000, <1/100), peaxu (>1/10000, <1/1000), MHoro peaxu (<1/10000) u HemsBecTHa yecToTa (OT
HAJIMYHUTE JAHHU He MOXKE J1a Ce HATIPaBH OLICHKA).

. Hapymennss ua wumyHHaTa | MHOrO peakn (<1/10000) JIEPTHYHH peaKiu
cHcTeMa
Hapymenuss na Hepsaarta | HewecTH (>1/1000, <1/100) T'OpYMB BKYC
cHCTeMa
Hapymenust Ha ounTe qectn (>1/100, <1/10), JIEKO, MPEXONHO Apa3HEeHe Ha
ouHTe

4.9 Ilpeno3upane

He ca nosnatu cnenuQu4Hy peakunu ciex npeao3upaHe B OUUTE, 4 M HE MOTaT J1a C€ OYaKBaT TaKMBa
TIPH TO3H HAYMH Ha MPUIOKEHHE.

ITpu npeno3upane B city4aif Ha WHOUAEHTEH NEPOPATHO NPHEM, NMO30BABalKH ce Ha pesynTatHTe OT
NPOY4BaHMA C €KCIIEPUMEHTATIHH XKHBOTHH, MOTaT Ja C€ O4YaKBaT HapyIIeHUs Ha uenman/;x/m;@m\\ .
CHCTEMa, KaTo Hamp. ChHIMBOCT, 0O0BPKBaHE, KOMa, a ChLIO U TAXHKAPAHUS, XHIIOTOHHS. Vs %-Q\\‘ —— Tp
B Te3u ciyvau ce Hanmara CHMOTOMATHYHO JIEYEHHE. ;
Hsama n3BecTeH aHTUOOT.

5. ®APMAKOJIOTMYHH CBOMCTBA /’ &
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S.1 ®apmakoaHHAMHYNHE CBOHCTBa

®dapmakoTepaneBTHYHa rpyna: AHTHaNEprHYHHE cpeacTea; S01GX07

A3eNacTHH e (JTaTa3sMHOHOB [EPHBAT, CIAjall KbM MOLIHHMTE JBIArONEHCTBAIM aHTHANEPIHYHH
JIEKapCTBEHH TNPOAYKTH CBC CeNEKTUBHHM Hj-aHTaroHUCTHYHH  CBOWCTBA.  JIOITBJIHHUTENEH
TMPOTHBOBB3NAIUTENECH eeKT Moxe J1a 6B/le yCTAHOBEH CJIe[| IOKATHO O49HO MPUIIOKeRHe (TI0-BHCOKH
JIOKaJIHH KOHLIGHTpALMH).

Haunute OT in-vivo (NPeAKIMHWYHH) W in-vitro TPOy4BaHMA IIOKAa3BaT, Y€ a3eJacTHH MOTHCKA
CHHTE3aTa H 0CBOGO0XKIaBAHETO HA XHMHUYHUTE MEJMATOPH, KOMTO CE 3HAe, Ye Ca HAMECEHH B paHHUTE
M KbCHH CTaJMH Ha AJICPrHYHHTE DPEaKUHMH, KaTO JEBKOTpHEHH, XMcTaMMH, PAF-uHxuGuropu u
CEPOTOHHH.

5.2 (apmakokHHETHYHH CBOCTBA

Obwu xapaxkmepucmuxu (cucmemHa QapmaxoKunemuxa)

Cren nepopaiieH npueM asenactuH Gbp30 ce pe3opbupa, MOKa3Baiikk aGCOMOTHa GHOHAMYHOCT OT
81%. Xpanara nama BIHsAHHE BBPXY pe3opOuusra. oneMusaT ofem Ha pasnpesc/ieHHe € NPU3HAK 3a
pasnpejeneHue npeauMHO B mnepudepHHTe ThKaHH. CTENeHTa Ha CBBp3BaHe C IPOTEHHH €
CpaBHUTENHO HUCKA (80-90% - TBBpAE HHMCKa CTENEH Ha NPOTEHHHO CBBP3BaHE, MOPAJH KOETO HAMA
OMAacCHOCT OT peaKlHsi Ha H3MECTBaHe Ha MeJUKaMEHTa).

ENMMHHAIMOHHMAT MONY)XKHBOT CJIell eJHOKPAaTHAa 103a a3ejacTMH e mpubmusuTenHo 20 vaca 3a
a3eNacTMH M OKOJO 45 4Haca 3a TEpameBTHYHO aKTUBHUA MeraGonmur N-Ie3MeTHIa3€IacTHH.
Exckpeumsta ce ocChbIIECTBABA IJIAaBHO upe3 (Qekanuute. IIPOXBIDKMTENHATA EKCKpELHA BbB
¢exanuuTe Ha MaIKKM KOJIMYECTBA OT NpPHETATa /1032 Mpelioiara Bb3MOXHOCTTA 3a ChIECTBYBAHETO
Ha M3BECTHA EHTEpOXENaTaTHA HUPKYJ/Ialus.

Xapaxmepucmuku 6 3a6ucumocm om nayuenma (0YHa apmaxoxunemuxa)

Cren MHOrOKpaTHH OYHO MpHJIOKEHHE Ha AJIEprojil KalKH 3a O4YH, PasTBOp (X0 €HA KarlKa BbB
BCAKO OKO 4 MBTH JHEBHO) Cpay "steady state" mnasMeHHTe HHBA Ha a3eJIACTHHOBHUS XMAPOXJIOPH] ca
OUITN - OKOJIO WITH TIOJ FPAHHIIMTA HA JETEKIIHS.

5.3 IlpeaxauHHYHHE JaHHH 32 (€30MACHOCT

Anepropun 0,05% kanku 3a o4y, pa3TBOp HEe NMPUYWHABA HUKAKBU CUCTEMHH HWIH JIOKATHA TOKCHYHU
edeKTH ciell O4HO MPWIOKEHHE NPH 3aiiliY, B IPOABIDKeHHe Ha 27 [HY (4 IIbTH JHEBHO).
A3eJ1aCTHHOBHAT XHJIPOXJIOPH/ He NIPHTEXKaBa CeHCHOMIN3MpALIl IOTELHANT IIPU MOPCKH CBHHYETA.
A3€aCTHHET He IPHTEXKaBa KapLHHOTEHEH MOTEHIMAN IIPH CEPHSA OT in Vivo U in Vitro TeCTOBe, KaKTo
Y He € YCTaHOBEH KapLIMHOTeHEeH e()eKT IpH MUIIKH H IUTBXOBE.

Ilpy MBXKKH W XXEHCKH IUTBXOBE, a3€JaCTHH B MEpOpaIHH J03H, Mo-BHcOkHM OT 3,0 mg/kg/nmeH,
NPUYHHABA 03a-3aBHCHMO HaMaJliBaHe Ha WHAeKca Ha QepTiiHocT. [Ipu u3cneBaHus HA XPOHHYHA
TOKCHYHOCT HE Ca YCTAHOBEHH MPOMEHHU B PENPOAYKTHBHHTE OpPraHH Ha MEBXKKH M JKCHCKH ILTHXOBE,
CBBP3aHH C aKTHBHOTO BELIECTBO.

EMOpPHOTOKCHYHH M TepaTOreHHH ed)eKTH NpH ILTHXOBE, MULIKH M 3aiili¥ ce HabironaBar camo mpH
TOKCHMYHH 3a Maiikata [03M (HampuMep cKeleTHH MandopMallM IpH MHIIKH M IUTBXOBE Ce
HaboaBar npu 1034 ot 68,6 mg/kg/neH).

6. OAPMAIIEBTHYHU JAHHU
6.1 CuncLK Ha NOMOIIHHTE BelleCcTBA
Benzankonues xnopun

JluHarpues enerat
Xumnpomenosa
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Cop6uron 70%

Harpues xunpokcuy
Bopa 3a umkexuun

6.2 HecnBmecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogaOCT

3 roguamn
Jla He ce u3non3Ba noseye oT 4 CEAMUIM Clie]] ITBPBOTO OTBapsHE.

6.4 CnennajHH yc/I0BHSI Ha CbXpaHeHHe

To3u nekapcTBeH MPOAYKT HE H3HCKBA CIELMATHH YC/IOBHA HA ChXPAaHEHHE.

6.5 lanum 3a onakoBkaTa

bano mume 10 ml or mosmeTiieH Bucoka mwistHOCT (Hostalen GF 4750) ¢ aruIMKaTOp-KarnKkoMep OT
NoNMeTHICH HUCKa IWIbTHOCT (Lupolen 1840 H) u kamauka Ha BHHT OT MOJIMETHIEH BUCOKA TUTHTHOCT
(Hostalen GC 7260).

O6eMm Ha 3amrbBane 6 ml.

6.6 Crneunannu npeaNa3sHH MepKH NPH HIXBBHPJIsiHe H paGoTa

3a 51a ce u3berne 3aMbpcsABaHe Ha BbpXa Ha (JIakOHa M Ha Pa3TBOpa, TPAOBA Ja ce BHAMABa Jia He ce
AOKOCBa OKOTO MJIH HEILO APYro ¢ BbpXa Ha ¢rakoHa. ChXpaHsaBaiiTe NIMIISHIIETO IUTBTHO 3aTBOPEHO.
ITpoxykThT € CTepHUIICH MPU ONaKOBaHe.

7. IIPUTEXATEJI HA PE3PEIIEHHETO 3A YIIOTPEFA

MEDA Pharma GmbH & Co. KG

Benzstrafle 1

61352 Bad Homburg
I'epmanns

8. HOMEP HA PABPEHIEHUETO 3A YITOTPEBA

9. JATA HA IIBPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO paspewenue: 14.12.1999 r.
JlaTa Ha noceHO MOJHOBSABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2010 r.
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