KPATKA XAPAKTEPHCTHKA HA TIPOJYKTA 20 o 6 2 71/

1. IME HA TEKAPCTBEHUSI IPOAYKT : y é/ fo 4] P2/ - S5 ol

AHTAJIEPT YHUME]] ®APMA0,05% xamku 3a 04H, pa3TBOp 21 12 1

ANTALERG UNIMED PHARMA 0,05% eye drops, solution

2. KAYMECTBEH A KOJTMYECTBEH ChCTAB

Kankute 3a ouu chaspxar 0,05% pasTsop Ha a3eNacTHHOB XUAPOXIOpHI (azelastine
hydrochloride) kato akTuBHO Beluectso.l ml or pasTBopa ¢bALpKa 0,5 mg a3zenacTHHOB
xunpoxnopul (azelastine hydrochloride).

3a BJIHMA CITUCHK HA NOMOLHHTE BellecTBa BHXKTE T. 6.1

3. JEKAPCTBEHA ©®OPMA

Kankun 3a o4y, pa3Teop

BHCTBp, GE31BETEH A0 JIEKO XbITCHHKAB, Clab0 BUCKO3EH pa3TBOp, 63 MCXaHHYHH
[IPHMECH. ' |

4. KIMHAYHHA NAHHH

4.1. TepaneBTHYHH NOKA3AHHA
AHTAJIEPTT YHUMEA ®APMA 0,05% ce u3nonssa 3a CHMINTOMATHYHO JICHCHHE Ha

CE30HHH AaJCPrivyHH  KOHKOHKTHBHTH, HAa UCHOrogMIIHO 1@poTHHaLUH  AJICPTHYHH
KOHKHKTHBHTH H PHHO-KOHIOHKTHBHTH Y Bb3PacTHHU H J€0a Hall YETUPHUTOJHILHA Bb3DACT.

4.2. Jlo3HpOBKA H HAYMHH HA NPHJIOKEHHE

Ho3upoBka

Buv3pacmnu:

TTo3aTa H MPOALKATEHOCTTA Ha JICUEHHETO Ce OTpeNeNs BHHArH OT jJekapsa. OOMKHOBEHO
C€ 3amo4Ba ¢ NPHJIATAHETO Ha 1 Kanka ABa NMBTH Ha JieH B KOHIOHKTHBajlHaTa TOpOWuxa.
[IpenopbydTeHO € Ja c€ MOJABPKA €IHAKBB BPCMEBM HMHTCpBa]l MEXIY OTIAC/IHHTE
npunoxenus (Haki-manko 10-12 daca). IIpH TexKu Cirydan, 003ara MOXE Ja € NOBUIIH 10 1
Kanka 4 mBTH AHEBHO BLB BCAKO OKO. JIGUEHHETO NpOABLKaBa IO H3YC3BAHETO HA
CHMIITOMHTE.

[Teduampuyna nonyrayun:
AHTAJEPT YHUMEZL ®APMA 0(,05% MOXe ja ce W3NON3BA NMPH ACHA HAL YETUpH
roAMIIHa Bb3pactT. JJo3MpaHeTo € ChILIOTO KaKTO MpH BE3PacTHHTE.

4.3. IIpornBONOKA3aAHNMSA

ITpu CBPBXUYBCTBHTETHOCT KbM AKTWBHOTO BEIECTBO MM KbM HAKOE€ OT TMOMOIUIHHTEC
BELLECTBA Ha MPOAYKTA.




TIpH GakTepHaliHi, BAPYCHHA U rbOHYHH HH(EKUKH HA OKOTO.

Ounprte kankn AHTAJIEPT YHHMEA ®APMA 0,05% ca mpoTHBONOKa3aHM Mpes3
NBPBOTO TPUMECEUHE Ha OpEMEHHOCTTA U TIO BpEME Ha KbpMEHE.

ITpanaraeTo WM Npe3 BTOPOTO M TPETOTO TPAMECEUHME Ha OPEMEHHOCTTA € Bb3MOXKHO CaMO
CJIe] BHHMATEIHa OLIEHKA HA NON3aTa H pHCKa.

Ougure kanku AHTAJEPT YHHME/I ®APMA He TpiaOBa na c¢ npHeMar OT Jela Ha
BBIPACT MO-MANKU OT YETUPH TOUHH.

4.4. CnenHaJIHH npeIynpeKIcHus U NPEANa3HH MEPKH NPH ynoTpeda

AKO ce Hajiara Ia ce HOCAT MeKH JelH, Te TpabBa Ja ce MaxHaT MPEAH NMPHIIOKEHHE Ha
npoaykra. Cnen Hero ¢ noGpe Aa ce u34yaka 15 MHHYTH Npead MOBTOPHO NMOCTaBAHE Ha
neuure. M3BecTHO €, ye€ MOMOIIHOTO BeleCTBO OCH3ANKOHHAEB XJIOPH MOKE a NpeH3BHKa
OYHO JApa3HEHE U Ja IPOMEHH [BETA HA MEKHTE KOHTAKTHH JICLUH.

ITpx BB3MOXKHOCT MO BpEME Ha NPHIIAFaHETO Ha NPOAYKTa, HOCEHETO W HA TBBPAH KOHTAKTHH
nemy Tpabea Aa 6bae u3bersaro. Tosa 6H yJISCHHIIO NPOHAKBAHETO HA MPOAYKTA A0 OYHATa
MOBLPXHOCT ¥ OM NMpeIoTBPaTHIIO N0 TO3H HAUKH JIOKAJTHOTO JIpa3HEHE OT KOHTAKTHATA JIeila.

4.5. BzaumoaeicTBHE ¢ APYTH JEKAPCTBEHH NPOJYKTH H ApYrH OpMH HA
B3anMOAEHCTBHE

[Mopag wuHckaTa cucTeMHa aGcopOuMsd Ha a3enacTHH XHAPOXTIOPHA CHCA  JIOKATHO
IPUACKEHUE B OKOTO, HE OMXa MOTIH 1A €€ OUAKBAT B3aUMOACHCTBUA OT CUCTCMHO €CTECTRO.
B cnyuaure xorato TpsaOBa Aa ce mnpuiaraT HAKOJKO Ppa3jiM4HH O4YHH IIPOJYKTH 3a
MpeACTBPATABAHE Ha NMPEXKAEBPEMEHHOTO MEXAHHYHO OTMHBAHE Ha JIEKAPCTBCHOTO BELIECTBO
BBH OT OKOTQ € HeoOXOOWMO a MMa (10He 5 MUHYTEH WHTEpBANl MPEAU MPUIAraHeTO Ha

ApYrys MPOAYKT.
4.6. ®epTuanTeT, OpeMEHHOCT H KbPMEHE

Bbnpekd ue IpH €KCIIEPUMEHTAIHH KMBOTHH HE Ca MOJYYC€HH JaHHH 32 YBPCKAAHE HA
dbeTyca NMpH NpuIarase Ha NpOAYKTa, B CBITIACHE CbC ChBPEMEHHATA (papMaKoTepanus
AHTAJIEPT YHUMEJA ®APMA 0,05% He 1padBa fa ce mpHeMa OT KEHH B ITBPBOTO

TpUMECEUMe Ha OpeMeHHOCTTa.
[opasu muncata Ha aocratbuHo uHpopmauus AHTAJEPT YHUME ®APMA 0,05%

He TpAOBa Ja ce mpHeMa ChIIO Taka H MO BPEME Ha KbPMCHE.
4.7. EdexkTH BBPXY criocofHocTTa 32 opHpaHe H paboTa ¢ MALHUHH

ITopagn HHMCKaTa cHCTeMHa abcopOLusA Ha aKTHBHOTO BEILCCTBO, HE MOXE Ad CC OHAKBa
[IOBIMSABAHE HA CMOCOGHOCTTA 3a wWodupaHe W paboTa ¢ MauwlMHKA. OT Ta3u IiedHa TOYKa,
MPOAYKTHT MOXE A2 cMATA 3a Ge3onaceH, KOTaTo € MPUIOKEH HAH-Manko 5 MHHYTH NPCAu
3alO4YBAHETO Ha TE3U JSHHOCTH.

4.8. Hexenanu JieKapcTBEHH PEaAKIHHA

Hapywenua na ouume

Yecmu: IPEXORHO NApasHeHe Ha OKOTO, KOHIOHKTHUBHT, 0O0JIKA B OKOTO, BPEMEHHO
3aMBI/IABaHe HA 3PEHHETO.




Pecnupamopnut, 2pbORK U MEOQUACTEHWIHYU HAPYVULCHUS
Uecmu. aCTMA, THCIIHESA, PUHUT, GapHHTHT.

Hapvutenus 1a koxeama d neoKo3crama mokaH
Yecmu. cupOex.

Obwu HapyuwieHUA U eQeKmu Ha MACMOmMO HA NPUTONCEHUE.!

Yecmu: yMOpa, TpUNONOCA00HH CHMIITOMH.
Peoxu: n0ogBa Ha YyBCTBO Ha FOPYMB BKYC.

CroblilaBane Ha NOAO3MPAHH HEXKENIAHW peaKIMu
CroblaBaneTo Ha NOAO3MPAHM HEXeNaHW peakUWH Cliell paspelaBaHe 3a ynorpeba Ha

NeKapcTBEHNS NPOAYKT € Baxuo. ToBa no3sondBa Aa ¢€ NPOALIKA HaOMOACHWETO Ha
CHOTHOLICHUETO TIOI3a/PHCK 3a JICKAPCTBEHUA NpOoAyKT. OT MEAHLMHCKHUTE CHCUHMATHCTH CE
M3MCKBA [1a CHOOILABAT BCAKA NOAO3HPaHa HeXellaHa peaKkuHs Ypes:

HM3osiHATEIHA areHI|aA o JIEKapCTBaTa

yiL.,,Jlamsan I'pyep’ Ne 8

1303 Codus

Ten.: +35928903417

yeOcaliT: www.bda.bg

4.9. Ilpenosupane

[IpH CBPBXAO3HPaHE CIIE] NPHIOKEHHE B OKOTO, HE €A NMO3HATH CICLH(HIHN peaKiHy H He
MOTaT /14 ¢ OYAKBaT TAKHBA MPH TO3W HAUWH Ha npwiarase. Hama nanHu 3a CBPBXA03HPAHE
fpH CyyaiiHo Wik nnanKpano npuiaoxexne. Easa mume ot 5 ml AHTAJEPT YHUAMEA
PAPMA 0,05% coappika 5 mg asenacTvH xuapoxnopui. llepopaisata 103UpOBKa NpH
anepriutn 3abonsasanyd € 2.5 mg ABa MBTH JHEBHO. AKO C€ MOCBIHE CIy4aHHO LANIOTO
KOIMYECTBO HA €IHO LIKUIE, HE MOKE /1A CE OYaKBa U YMEPEH CEJATHBEH edeKT.

5. PAPMAKOJIOTTYHHA CBOHNCTBA
5.1. @apMaKoAHHAMHYIHH CBOHCTBA

dapMakotepaneBTHuHa rpyna: O¢raaMonorHiHe rnpenaparH
ATC koxn: S01GX07

AHTAJEPT YHUMEJ ®APMA 0,05% ¢ anTHANEPTHUCH OYCH npenapar. AKTHBHOTO
BEIIECTBO a3elacTUH € CHIHO, ABLArOACHCTBAIO, AHTHAJICPrHYHO BEIUECTBO ¢ HAKOIKO
aKTHBHOCTH., TO mpurexaBa H;-aHTaroHMCTHYHA aKTHBHOCT, KaTO B CBHILOTO BPEME MOTHCKA
OCBOGOAIABAHETO HA XHCTAMHH OT MACTOLMTHTE Cliel, pasiudHH CTUMYNAH. OCBeH 4e MMa
AHTHXMCTAMMHOBO [AciHCTBHE, TNPH HAKOH EKCMNEpUMEHTAJIHH H3CJICABAHHA a3€eNacTHH
MHXHOHpa CHHTe3aTa W OCBOOOXKAaBaneTo Ha jeikorpueHd (LTC4 u LTDy), anTaronusupa
edexTHTE Ha allETHIIXO/HHA, CEPOTOHKHHA, OPAAMKMHHHA M TPOMOOLHMT-aKTHBHPALIHNA (aKTOp
(PAF). B TepanepTHyHH KOHUEHTPALMH TOit € B CHCTOSHME Aa ONOKHpa MPOAYKLHMATA Ha
CYHEPOKCHAEH PafiHKai OT HeYTPO(pHIHN H €O3SHHODHIHH JICBKOLIMTH.

Hocera EKI™ u3cieapanis Ha MALMEHTH, JICKYBAaHMA ABJAr0 BPpEME ¢ BHCOKH TO3H a3CNaCTHH,
MOKA3BaT, Ye HAMA KJIMHUYHO H3paszeH edeKT Ha azenacTHH pbpxy QT uHTepBana.




Ecbexmu evpxy oxomo.

Cnen NoKaJHO MPUIIOKEHHE B KOHIOHKTHBaAHaTa TopOWuKa ¢€ HabmoJapa NMOTHCKaHE Ha
CUMIITOMHTE V TallMeHTH, CTPaJalld OT Ce30HeH WIH LEJIOroJuilieH aJIepruyieH
KOHIOHKTHBHT. Ha MACTOTO Ha MNpUIOKEHHUETO ¢€ HabmomaBa nmpeMaxBaHe Ha XHCTAMMH-
HHIYIMpaHaTa Ba3oJMJlaTalMd, a Taka CbIWO W OrpaHH4YaBaHe Ha KalMIAPHWA
nepMeaCHIMTET, KOETO BOAM A0 HaMajlABaHE Ha OTOKa M B CHLLOTO BpeME A0 MPEMaxBaHETO
Ha YYBCTBOTO Ha ¢uplex, Gonesnenoct u dorododus.

3.2. ®apMaKOKHHECTHYHH CBOHCTBA

Cnen nepopaiHo npuemaHne, aseacTul ce abcopbupa 6bp30, KaTo nokaspa 81% abcomoTHa
OHoHaMYHOCT. XpaHaTa He OKasBa HWKAKBO BIMAHME BbpXy abcopOumsra. HHBOTO Ha
CBBP3BaHE ¢ MIA3MEHUTE NPOTEHHU € OTHOCHTENHO HHUCKO. To# ce meTaGonmmusHpa B YepHHS
Apo6 o akTHBHHUS MeTaGoauT N-JecMeTHAa3eNacTHH, KOHTO y4acTBa BEB (PApMaKONOTHYHIS
eekT Ha a3eNaCTHHOBHA XxuApoxiaopuiA. EnTUMUHHpaHETO Ce€ OCBHIIECTBABA [NaBHO 4pes3
dexanuute (75 %). [TOCTOAHHOTO OTE/IAHE HAa MAJIKH KO/IHYECTBA a3€/laCTUH BbB QEKATMUTE
TORBOPH 3a CBHHIECTBYBAHETO HAa EHTepoxemaraicH LUKBI. Cjiel JOKaJdHO NMPHIIOKEHUE Ha
MAJIKH KOJTHUYECTBA A3€/IaCTHH NOoA GopMAaTa Ha OUHH KankKy MOorar ja ce H3MEpAT MUHHMATHU
nnasMeHd Hupa. Cliell MHOTOKPATHO TNpWIoxeHHe Ha AHeBHa jaoda or 0.06 no 0.12 mr
a3eNnacTHHOB XHPOXJIOPH B OKOTO (CTOMHOCTTA HA a3€JIACTHHOB XHAPOXJIOPU/ B €1HA KarKa
BbB BCAKO OKO) ce Habmoaasa MakcHManHa nnasmeHa KOHUEHTpauus (Cpax), KOATO € noj
npara Ha onpeaensemus MuanMyM (0.25 ng/mL).

5.3. IIpeakTHHHYAM JAHHH 32 0e30NacHOCT

A3eIacTHH € BEIIECTBO ChC CpaBHHTECIIHO AbJra KIWHHYHA ynmpeﬁa, KaTO0 HAMa HORBH
CKCNNIECPUMCHTATHH JaHHH 34 0€30MacHOCT.

6. PAPMAIEBTHYHUN JAHHHU

6.1. CnNuchbK HA NOMOHIHUTE BEINECTBA

beH3ATKOHUEB XJTOPUI
XHUITPOMEJI03a
XHAPOXHNPOITHIOETAACKCYM
HaTPUEB XJIOpH]

AUHATPUCB CACTAT

HAaTPUEB XUJPOKCH]L

BOJA 32 HHKEKLHUH.

6.2. HechbBMECTHMOCTH

Henpunoxumo.

6.3. Cpox Ha rogHoCT

B HeoTBOpEHa ONaKkoOBKa: 2 ro/IMHH
Cnea nepBOTO OTBapAHE: 28 THH

6.4. CienHa/IHH YCJIOBHA HA CHXPAHEHHE




_Jla ce cexpaHsBa [pH Temnepatypa nox 25°C.
Jla e ce cbxpaHABa B XAaAWTHHK.
Ha ce na3H OT CBETNIHHA.

6.5. Bua H ¢sabpXaHHe HA ONIAKOBKATA

bsuta 6yrunka or LDPE (5, 10 ml), 641 annrkartop — kankomep oT LDPE u 64/1a Kanaduka Ha
BuHT OT PP cne 3amuTen npbeted or LDPE, etuxer. MakoHHUTE Ca ONaKOBAaHH B KapTOHCHU
KYTHH 3a€JHO C YKa3aHHETO 3a ynorpeoda.

PasMep Ha onmakopkaTa: 1 x 5 mL1 x 10 ml.

6.6. Cnenuannn OpeanasHy MepKH NpH U3XBHPJsHE H pabdoTa

Cnen OTBapiaHE IEKApPCTBOTO € FOTOBC 3a BBHITHO NPHUIOXKEHHE.

OTBHHTBA Ce MpEANA3HOTO Kamaue, upe3 ¢nabo 3aBbpTBAHE OOparHO Ha YacOBHHKOBATa
cTpenxa, OyTHnkara ce obpeiia ofpaTHO M 4pe3 HATHCKaHe Ha Kankomepa c€ OTMEpBaT H
HaKanBaT ofpelcieHuTe Opoil KankH B KOHIOHKTHBaNHaTa TOpOMUYKa. [IpH HakanBaHETO He
Tpa6Ba Ja ce AOKOCBAT OKOTO WM Bexaute. Cren TOBA ce H3MCKBa Kana4yeTo Aa ¢e 3aBHHTH
o6paTHO A00pe, 3a MpeAnazBaHe OT €BEHTYANTHO 3aMbpCsABaHe. byTHikaTa ce ChbXpaHsBa BbB
BEPTHKAJIHO MOJIOKEHHE.

7. IPUTEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

- UNIMED PHARMA s.r.o.

OrieSkova 11
8§21 05 Bratislava, Cnoeakus

8. HOMEP HA PA3SPEIIEHHUETO 3A YIIOTPEBA
PerncrpauuoneH Ne 20060131

9. TATA HA ITBPBO PA3PEIIABAHE/MIOAHOBSBAHE HA PA3PEIIEHHUETO
3A YIIOTPEBA

Jlara va nspBo paspewapane 20.03.2006
Jata Ha nogHoBapaHe 24.10.2011

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

HOnu/2018




