HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

Opatanol 1 mg/ml kanku 3a o4u, pa3TBOP

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Enna ml ot pazrBopa ceabppxa 1 mg ononatanus (olopatadine) (kaTo XuapoXIopun).

ITomMomHo(1) BemecTBo(a) ¢ U3BBECTHO JIEWCTBUE

benzankonues xmopun 0,1 mg/ml
HunatpueB gocdar nonexaxuapat (E339) 12,61 mg/ml (ekBuBanentHu Ha 3,34 mg/ml pocdarn).

3a IBIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BIKTE TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Karmnku 3a oun, pa3TBop (Kanku 3a o4n)

[Ipo3paueH, Ge3BETEH pa3TBOP.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU MOKA3ZAHUS

JledeHnune Ha OYHUTE IPU3HAIY U CUMIITOMH Ha CE30HEH alepTHYeH KOHIOHKTHUBHT.
4.2 Jlo3UpOBKA M HAYUH HA NPUJIOKEHHNE

ﬂOBI/I[zOBKa

Jozara e enna kanka Opatanol B KOHIOHKTUBHUSI CaK Ha 3aCETHATOTO OKO (0YH) JIBa ITbTH JTHEBHO
(pe3 nnTepBain oT 8 yaca). JleueHHETO MOXKeE J1a MPOIBIDKH 10 YETHPU MECEela, ako € HE0OX0IUMO.

Ynompeba 6 cmapuecka 8v3pacm
He e HeoOx0auMO KOpUrHpaHe Ha Jj03aTa [IpU IallMeHTU B CTapyecKa Bb3pacT.

Ileouampuunu nayuenmu

Opatanol Mo>ke J1a ce M3MoJI3Ba NIPY NeJUATPHYHH NAIMEHTH Ha Bh3PACT HAJIl TPU TOJIUHH, KaTo ce
npuiara chllaTa j03a, KakTo Mpu Bb3pacTHU. be3onacHoctTa n eukacHoctTa Ha Opatanol npu fena
Ha BB3pacT oA 3 TOAWHY HE € ycTaHOBeHa. JIumcBar naHHH.

Ynompeba npu yeprnodpobro u 6v06peuro yepedcoatie

Onomaranuu ox hopmara Ha kanku 3a oun (Opatanol) He € u3ciieIBaH P NAMECHTH ¢ ObOpETHH
WM 9YepHOIpOOHHM 3a00/sBaHus. Bbrpeku ToBa, HE € HEOOXOAUMO KOPUTHPaHe Ha J103aTa MpH
qepHOIPOOHO Wi ObOpedHo yBpexaaHe (Bxk. Touka 5.2).

Hauun Ha IPHUITOKEHUC

Camo 32 OYHO TIPUIIOKEHHE.

Cne;[ KaTo Kaltadykara Ha 6YTI/IJ'IKaTa € CBAJICHA, aKO 3allITUTHUAT NPHCTCH € XJ'Ia6aB, MaxHCTC Io, Hpeau
Ja U310J3BaTC NPOAYKTA. TpH6Ba Ja C€ BHUMaBa JJa HC CC JOKOCBAT KJICIIAYUTEC, 3aO6I/IKaJ'I$IH.[aTa '
1oy Uik Apyry MNOBbPXHOCTHU € BPBXYUCTO HA allNIMKATOPA-KAIIKOMEP Ha 6YTI/IHKaTa, 3a Ja C€
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MPENa3aT OT 3aMbpPCSABaHE alTUKaTopa-KankoMep u pa3rBopa. CbxpaHsBaiTe OyTHIKATa ITBTHO
3aTBOpPEHA, KOraTo HE CE U3MOJI3Ba.

B ciydaif Ha chIBTCTBAIIA TEpPAUS C IPYTH JIEKAPCTBECHHU MPOAYKTH 32 JIOKAJTHO MPUIOKEHUE B
OKOTO, TPSOBa Jla ce Cra3Ba MHTECPBAJI OT MET MUHYTH MEXKTy OTACITHUTE HakanBaHus. OYHUTE Ma3u
TpsAOBa Aa ce MpHIaraT MOCICTHH.

4.3 IIporuBomokazaHus

CBpPBXUIyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KBbM HIKOE OT IIOMOIITHHUTE BEIECTBa,
n30poeHu B Touka 6.1.

4.4 Cheuuajanu mpeaynpesaeHus U NpeAna3sHyd MePKH NP4 ynorpeda

Opatanol e aHTHaNEprHUUEH/aHTUXUCTAMUHOB JICKAPCTBEH MPOAYKT M HE3aBHCUMO OT TOBA, Y€ Ce
npujiara JJOKajaHo, ce abcopOupa U CHCTEMHO. AKO C€ TIOSBAT HIKAKBH CUMIITOMU Ha CEPHUO3HU
PEaKIIMy WK CBPHXYYBCTBUTEIHOCT, JICUCHHETO TPSIOBA HE3a0ABHO Jia Ce MPEYCTAaHOBH.

Opatanol chabpxa OCH3aIKOHUEB XJIOPUJI, KOUTO MOXKeE Ja IPEAU3BHKA IPa3HEHE B OKOTO.
Cro011aBa ce ChIio, 4Y¢ OCH3IKOHUEBUAT XJIOPH/] IIPUYHUHSIBA TOYKOBUIHA U/WUJIA TOKCHYHA SI3BESHA
KeparonaTus. M3uckBa ce crienuaiino HaOIoAeHUe MIPY YecTa WK IPOJbIDKUTENHA yIioTpeda mpu

IMalqUEHTU CHC CYX0Ta B OKOTO, WJIK IPU CbCTOSAHUSA HA np06neMHa poroBuua.

KouTakTHHU Jemu

N3BecTHO e, Ye OCH3AIKOHUEBHAT XJIOPUJI MPSAU3BUKBA IPOMSHA B IIBETa HA MEKUTE KOHTAKTHU
nemy. Jla ce n30ArBa KOHTAKT C MEKM KOHTAKTHH Jiely. [lanmenture TpsOBa ga Obnat
WHCTPYKTUPAHHU J]a CBAIAT KOHTAKTHUTE JICIH MPEAH MPUIOKEHIE Ha KAITKUTE 332 OUYM U J1a M34aKaT
Ha-Maliko 15 MHUHYTH Clie/T HAKAIBAHETO, IPE/IH Ja MOCTABIT KOHTAKTHUTE CH JICIIH OOPATHO B
OYHTE.

4.5 B3aumopeiicTBHe C IPYIrd JeKAPCTBEHU NPOAYKTH U APYru (popMH HA B3auMojaelcTBUE
He ca nmpoBexaanu npoyyBaHUs 3a B3aUMOJEHCTBUATA C IPYTH JEKapCTBEHHU MPOIYKTH.

In vitro npoyuBaHHATa IIOKa3BaT, Y€ OJONATAINH HE NPEYH Ha METa0OIMTHUTE IPOLIECH, B KOUTO
ygacTtBaT nutoxpoM P450 m3zoensumure 1A2, 2C8, 2C9, 2C19, 2D6, 2E1 u 3A4. Te3u pesynratu
MIOKAa3Bart, 4e OJIONATaJAnH BEPOSATHO HAMA J1a TIOBJIKsE HA METAOOJIMTHUTE MIPOLIECH C APYTH
€IHOBPEMEHHO IIPUIaraHy aKTHBHU BELIECTBA.

4.6 dDepTUaAUTET, )PEMEHHOCT U KbpPMeHe

BpemeHHocT

Jluncear wim nMa OrpaHUYEHH JJAHHU OT YIOoTpedaTa Ha 0JIONaTauH 32 OYHO MPUIIOKESHUE TIPU
OpeMeHHM JKEHHU.

ITpoy4uBaHMATA PH KUBOTHH MIOKA3BAT PEHPOYKTHBHA TOKCHYHOCT CJIE]l CHCTEMHO MPUIIOKECHUE
(Bx. Touka 5.3).

OJ'IOHaTa}_II/IH HE CC NpCopbUBa 10 BPpEMEC Ha 6p€MeHHOCT U IIPpU KCHU C ACTCPOACH NMOTCHIIUAJL, KOUTO
HC U3M0JI3BAT KOHTPALCIIIHA.



Kwpmene

HannynanTe nanHu npy )KUBOTHU MOKA3BaT €KCKPEIMS Ha OJIONATaIUH B MIIIKOTO CJiell IEPOPaIHO
NPUIOKEHHUE (3a MOIPOOHOCTH BXK. TOUKa 5.3).

He Moske 1a ce U3KIF0UM PUCK 32 HOBOPOJICHHUTE/KbpMaUueTaTa.
Opatanol He TpsiOBa 11a ce M3MOJI3Ba IO BpeMe Ha KbPMEHE.

Peprunurer

He ca mpoBexxganu mpoydBaHUs 32 OIleHKa Ha e()eKTa Ha JTOKAJITHO MPIIIOKEHNE B OKOTO Ha
0JIOTIATaIUH BHPXY (PepTHIIMTETA MIPH XOpa.

4.7 EdexTu BbpXy criocodHOCTTA 32 mioupaHe U padoTa ¢ MAIIUHA

Opatanol He OBNHsIBA WM MOBJHsIBA IPEeHEOPEKMMO criocoOHOCTTa 32 modupane u padoTa ¢
MAIIHHH.

KakTo € ¢ BCHYKH KaIKu 3a 04H, BpPCMCHHOTO 3aMbIJIABAHC WJIN APYTH CMYIICHHA B 3pCHHUCTO MOraT
Jla TIOBJIHSISIT CITIOCOOHOCTTA 3a MIo(upaHe WK padoTa ¢ MalIiuHA. AKO IIPH IMMOCTaBSIHETO Ha
JIEKapCTBEHUS MIPOIYKT 3PEHUETO C€ 3aMbBIIIH, TAUESHTHT TPAOBA /1a M34YaKa JT0KAaTO 3pEHHETO ce
MIPOSICHU TIpean Aa modupa Win fa paboTH ¢ MaIIWHU.

4.8 Hexenanu JeKapcTBEeHH peaKINU

O060061eHne Ha poduia Ha OE€30IIaCHOCT

[Tpu xMMHUYHY W3NUTBaHUs, BKitouBamy 1 680 manuentn, Opatanol e npunaran euH 10 YETUPH
I'BTU THEBHO B JIBETE OUH, 32 IIEPHOA J0 YETHPH MECELa, KATO MOHOTEPAIIUS MJIM KaTO ChIITCTBRAILA
Tepanus KpM sopataauH 10 mg. [Ipu okono 4,5% OT mareHTuTe MOXKe 1a HaCTBIIAT HeXKeTIaH!
peakiuu, CBbp3aHu ¢ yrnoTpedara Ha Opatanol; o6aue camo 1,6% OT MalueHTuTe ca MPeKbCHAIH
KJIMHAYHUTE W3IUTBAHUS MTOPAaM N0sBa Ha HexenaHu peakuuu. [lo Bpeme Ha KIMHUYHHUTE
M3MUTBAaHUS HE Ca ChOOLICHN CEPHO3HU OYHH MM CUCTEMHH HEKEJIAaHU PEaKLUH, CBbP3aHH C
Opatanol. Haii-uecto cro0miaBaHara, cBbp3aHa ¢ JIEUCHUETO HeXellaHa peakiys e 00Jka B OKOTO,
cpoO1ena ¢ o6ia yecrora 0,7%.

TabauyeH CIMCHK HA HEXEITAHUTE PCaAKIIHN

CrneHHTE HEXKENaHU PEeaKIMu ca ChOOIICH! 110 BpeMe Ha KIIMHUYHHUTE U3MTUTBAHUS U
MOCTMAapKETHHTOBY JIAHHU M €A TPYIHUPAHU ChIIIACHO ClieHAaTa KOHBEHIIMs: MHOTO YecTH (>1/10),
yectu (>1/100 no <1/10), meyectu (>1/1 000 mo <1/100), peaxu (>1/10 000 mo <1/1 000), mHOTO
penxu (<1/10 000) wu ¢ HeM3BeCTHA YecToTa (OT HANMYHUTE JaHHU HE MOXKe Jla ObJ/ie HalpaBeHa
orieHka). [Ipu Bcsiko rpymupaHe B 3aBUCUMOCT OT Y€CTOTaTa, HeXKEIaHUTE PeaKIny ce n30posBar B
HU3XOIAIII PEJI 110 OTHOIIICHUE Ha TAXHATa CEPUO3HOCT.



Cucremo-opranHa YectoTa He:xenanm peaknuu
KJIacupukanus

Wudekumu un nadecramum Heuectn PUHUT
Hapymenns na nmynHara cuctema | C Hem3BecTHa CBPBXUYBCTBUTEIHOCT, ITOJYBaHE Ha
qeCcToTa JIMIIETO
Yectu TJ1IaBO0OJIHE, IUCTCY3Us
Heuectu 3aMaiiBaHe, XMII0eCTe3Us
Hapymienus Ha HepBHATa cucTemMa
C HensBecTHA CBHJIMBOCT
qeCcToTa
Yectu 00JIKa B OKOTO, Ipa3HEHE B OKOTO, CyXOTa B
OKOTO, HCOOUYAHO YCellaHe B OYUTE
Heuectn €po3us Ha POTOBHIIATA, Ie(DEKT Ha

POTOBHYHUS €IIUTEII, HAPYIIICHHE Ha
POTOBHYHUS €IHUTEI, TOYKOBH/ICH KEPATHUT,
KEPAaTHT, [IETHA 110 POTOBHUIIATA, OYHA
cekpenus, (oTohoOus, 3aMbIIICHO 3pPEHUE,
HaMaJieHa 3pUTEIHa OCTPOTA,
6nedapocnazbpM, odeH AucKoMdopT, oueH
Hapyiienus Ha ouynte OpypUTYC, (DOTMKYIIH Ha KOHIOHKTHBATA,
HapyllIeHHEe Ha KOHIOHKTUBATA, YCCIaHe 3a
Yy)KJI0 TSUIO B OYHTE, YBEIUUCHO
CI'B300T/ICNISHE, EpUTEMa Ha Kilenaya, 0TOK
Ha KJIeraya, HapylleHHUe Ha KJiernayda, O4yHa

XUIEPEMUS
C HemsBecTHa OTOK Ha pOroBULIATa, OTOK Ha OKOTO,
4eCcToTa MIOAYBAaHE Ha OKOTO, KOHIOHKTUBUT,

MUIpHa3a, HapyIIeHHe Ha 3PCHHUETO,
o0Opa3yBaHe Ha KPYCTH 10 ph0a Ha KJienayva

Yectu CyXO0Ta B HOCa
Pecriuparopuu, rppaau 1
C HeusBecTHa | TUCHHES, CHHY3HUT
MeJMAaCTUHAIHN HapyIIeHUs
4eCcTOoTa
CroMantHo-4peBHI HAPYIICHUS C HeusBecTHA rajieHe, MoBpbIIaHe
JecToTa
Heuectn KOHTaKTEH JIEPMAaTHUT, yCeIllaHe 3a MapeHe
Hapymenns Ha xoxaTa u 0 KOXaTa, Cyxa Koxa
MMOJIKOXHATA ThKaH C HeusBecTHa | JEpMaTUT, epuTEMa
yecToTa
OO HapyuieHus: ¥ epeKTH Ha Yectu ymopa
MSICTOTO Ha TIPHUIIOKEHHE C HeusBecTHa | acTeHUsl, HEPA3IIOIOKECHHE
4ecToTa

Cnyqan Ha KaJ'II_II/I(i)I/IKaI_II/IH Ha porosunara ca C’LO6H.IaBaHI/I MHOT'O pAAKO BbB Bpb3Ka € yHOTp66aTa Ha
@OC(I)&T-CT)II’bp)KaHII/I KaIllKy 3a O4YH IMPU HAKOHU IMaUCHTU CbC 3HAYUTCIIHO YBPEKIAHE Ha pOroBuara.

C'BO6I]_IaBaHe Ha 11003 PaHy HEXCJIaHU PCAKIINH

CpoOI11aBaHeTo Ha T0I03UPAaHH HEKEIAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnoTpeda Ha JIeKapCTBEHUsI
OPOIYKT € BayKHO. ToBa M03BOJISIBA J1a MPOABIDKUA HAOIIOICHUETO HA ChOTHOIICHHETO T0JI3a/PUCK 32
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATHCTH CE U3UCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HeXellaHa Peakiusl Yype3 HalMOHAIHA CHCTeMa 3a ChOOIIaBaHe, TIOCOYCHA B

Ilpunoxenue V.



4.9 Ilpeno3upane

Hsma nannu npu xopa, CBbp3aHH C MPeJo3UpanHe NpH CIy4aifHO WK MpeJHaMepeHO MOTTbIIaHe Ha
JIeKapCTBeHUs MPOAYKT. ONonarajnH NMa HECKa CTETICH Ha 0CTPa TOKCUYHOCT TIPH KUBOTHH.
Cry4daifHOTO TIOTJTBIAHE HA ISUTOTO ChAbpKaHue Ha OyTmikaTta Opatanol Ou 1oBeno 10 MakcuMamHa
CHCTEMHa EKCITO3UIIH OT 5 mg ononaTaanH. AKo ce pueme, ue abcoporusata e 100%, tazu
eKcrio3uis Ou joBena A0 Kpaitaa go3a ot 0,5 mg/kg npu nete ¢ terno 10 kg.

Yaemxaane Ha QTc uHTEpBaNa MU KyveTa ¢ HaOJII0JaBaHO CaMO TIPH SKCITO3UINH, TPECBHINABAIIN
3HAYUTEITHO MaKCHMAJIHATA EKCIIO3HIIUS MPU X0pa, KOETO IMOKa3Ba MAJIKO 3HAUYCHHE 33 KIIMHUYHATA
ynotpeda. [Ipu nepopaniHa 103a ot 5 mg, pasnpelelicHa Ha JiBa MpreMa THEBHO, B IPOIBIDKCHUE Ha
2,5 nena npu 102 ™ 3apaBu TOOPOBOIIIIH, MITAIA U B CTapUecka Bb3PacT KEHU U MBXKe, HIMa
3HauMMO yabipkaBaHe Ha QTc unTepBana B cpaBHeHue ¢ miare6o. O0XBaThT HA MAKCUMAITHUTE
TUTa3MEHH KOHIICHTPAIIMK Ha OJIONATaIuH B CTAlIMOHAPHO cheTostHKE (35 mo 127 ng/ml), HaGnronaBan
B TOBa MPOyYBaHe, ChOTBETCTBA Ha MoHe 70 MbTH rpaHUIIaTa Ha O€30MaCHOCT 3a OJIOMATaI1H,
MIPUJIOKEH JIOKATTHO TI0 OTHOIIIEHHE Ha e()eKTHTE BbPXY ChPACYHATA PEIIOJIAPU3AITHSL.

B cnyuaii Ha ipeqo3upaHe Ha JIEKapCTBEHUS MPOIYKT € HEOOXOANMO /1 C€ M3BBPIIN MOIX OISO
HAOJIIOIEHUE U JIEUEHHE Ha [TalieHTa.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoauHAMUYHHU CBOWCTBA

dapMakoTepaneBTHYHA TPyIa: 0QTaIMOIOTHYHY JICKAPCTBEHU NPOJAYKTH; ICKOHTeCTaHTH U
AHTUAJIEPTrUYHU CPEACTBA; APYTH aHTUANEepru4Hu JexkapcTtBeHu npoayktu, ATC kox: S01GX 09

OrnonaTavH € MOIIIEH CeNIeKTUBEH aHTHAIEPTHYeH/aHTUXHUCTAMUHOB areHT, KOUTO OKa3Ba
BB3/ICUCTBHUE UpPE3 MHOKECTBO PA3IMYHU MEXaHU3MU Ha AeicTBUe. Toil aHTaroHU3Upa XUCTaMUHA
(OCHOBHUSI MEUATOP Ha AIEPTUYHUS OTTOBOP IIPH XOpaTa) M CHIIO TaKa IMPedr Ha XMCTaMUHA J1a
HMHJIyUMpa MPOAYKIMS Ha Bb3MAJUTEIHN HIUTOKUHU OT ENUTEIHUTE KJIETKU Ha YOBEIIKaTa
KOHIOHKTHUBA. [JaHHUTE OT in vitro npoy4BaHUs NpEAnoaraT, 4e ojgonaTajauH Bb3I€CTBa Ha
MaCTOILMTUTE HA KOHFOHKTHBATA U TIOTUCKA OCBOOOKIABAHETO HA NMPOBB3MATUTEIHN MeauaTopu. [1pu
MalMEHTH C OTBOPEH HA30JaKpPUMAJICH KaHaJl Ce MPEAINOIIara, 4e JIOKAIHO MPUJI0KEHUE B OKOTO Ha
Opatanol HamansiBa Ha3aTHaTa CHMITOMATHKA, KOSTO YECTO CHITPOBOXK/IA CE30HHUS aJIepTUICH
KOHIOHKTUBHUT. TOI HE NPUUYMHABA KIMHUYHO 3HAYMMH IPOMEHU B IMAMETHpa Ha 3€HULATA.

5.2 ®apmakOKMHETHYHH CBOWCTBA

AOGcopOuus

OnomnaraauH ce abcopOupa CUCTEMHO, KaKTO BCHUKH JPYTH JIOKATHO MPUIOKEHH JEKapCTBEHU
NpoAyKTH. Bbrpeku ToBa, cucteMHaTa abcopOLus Ha JIOKATHO MPUIIOKEH OJIONATaJH € MUHUMAaJIHa
C IJIa3MEHU KOHLEHTPALIMH, BAPUPALIH OT CTOMHOCTH MO/ TPAaHULATa 32 KOJMYECTBEH aHAIIN3

(<0,5 ng/ml) no 1,3 ng/ml. Te3n xonuentpauuu ca ot 50 10 200-bTH NO-HUCKU B CPAaBHEHHE C
KOHIICHTPAIMUTE, TIOTYYCHH [TPH J0Ope MOHOCUMU TIEPOPAITHH JIO3H.

EnumMunupane

[Ipu papMakoOKHHETHYHH MPOYYBAHUS C TIEPOPATHO MPHIIOKEHUE € YCTAHOBEHO, Y€ TIOJTYKUBOTHT Ha
OJIOTIATaIUH B IJIa3MaTa € MPUOIU3UTEIHO OceM 110 12 Yaca, a OT/AEISTHETO My CE OCBIIECTBIBA
raBHO upe3 Ob0peuna ekckpenus. [IpubmmsuTtenno 60-70% oT mo3ata ce B3CTaHOBSIBA KATO aKTHBHO
BEIIECTBO B ypHHATa. B yprHaTa ca OTKpUTH B HUCKH KOHIIEHTPAIMH J[BA META00INTa, MOHO-
necMeTnn 1 N-OKCHJI.



Tl KaTO OJIOMATA/INH CE eKCKPETHPa OCHOBHO C ypUHATA KATO HEMPOMEHEHO aKTUBHO BEIECTBO,
YBpEKIaHETO Ha ObOpeuHaTa (yHKIUS MPOMeHs (hapMaKOKHHETHKATA Ha OJIOTMATAJMH C MAaKCUMAITHU
TUTa3MEHH KOHIICHTpAIMK 2,3-IIbTH IMO-BUCOKHU TIPH MAIMEHTHU C TEXKO ObOPEUHO yBpexkaaHe (ChC
CpellHa CTOMHOCT Ha KpeaTMHWHOBHS KIUpHHC 13,0 ml/min), B cpaBHEHHUE ChC 3ApaBU Bh3PACTHHU.
Crnen mepopanHa 1o3a ot 10 mg mpu manueHTy, NoUI0KEeHN Ha XeMouanu3a (0e3 oTaensHe Ha
ypUHA), MJIa3MEHUTE KOHIICHTPAIIMY Ha OJIONIATAJIH ca 3HAYNTEITHO TO-HUCKU B JICHS Ha
XEMO/INANIN3a, OTKOJKOTO B JICHS KOraTo HE ca MOJJI0KEHU Ha XEMOHAIN3a, KOETO TPEIoiara, Je
oJionaTaIuH MOXe Jja ObJie OTCTPaHEeH Ype3 XeMOIHaIN3a.

[IpoyuBanus, cpaBHsBaIM (hapMaKOKHHETHKATA HA TIEPOPATHH 103K OT 10 mg oyomaraauH mpu
MJIaIW HHIUBHIN (ChC CpelaHa Bb3pacT 21 romrHN) ¥ TaKWBa B HAIIPEIHAIA BB3pacT (ChC CpemIHa
BB3pacT 74 TOMWHMN) HE IMOKa3BaT 3HAYMMH PA3JIKH B T1a3MeHuTe KoHrneHTpaimu (AUC),
CBBP3BAHETO C MPOTEHHH WITH EKCKPEIHATA C YPHHATA HA HEPOMEHEHOTO JIEKAPCTBEHO BEIIECTBO
WJIH HETOBUTE META0OHUTH.

IIpoyuBane npu 6b0pedyHa HELOCTATBYHOCT CIIE]] IEPOPATHO MIPUIOKEHUE Ha OJIONATa/IUH, €
MIPOBEIEHO IPH MALMEHTH ¢ TEXKO ObOpedHo yBpexkaane. Pesynrarure mokassar, 4e MOrar J1a ce
OYaKBaT [10-BUCOKH IIa3MeHU KoHLeHTpauuu ¢ Opatanol mpu Ta3u nomynauus. Tei KaTo m1a3MeHUTE
KOHLICHTPALUU CJIE] JIOKAJTHO NMPUJIOKEHUE Ha oJomaTtaguH B okoTo ca 50 10 200-mbTH MO-HHUCKHY,
OTKOJIKOTO clie]] 10Ope MOHOCUMHUTE NePOpaTHU 1031, He € He00X0IMMO KOpUTUpaHe Ha J103aTa IpU
MOITyJIAIMATA B HATIpEIHANIA B3pacT WK ¢ ObOpedHo yBpexxaane. YepHOAPOOHUSAT METaOOIN3bM €
BTOPOCTETICHEH BT Ha eNnuMUHNpaHe. He e HeoOXouMo KopUrupane Ha J03aTa pHU 4YepHOAPOOHO
YBpEXKIaHE.

5.3 IIpeakJMHMYHU JaHHM 32 0€30MaCHOCT

HexnuHuvHuTE JaHHU HE MOKa3BaT 0COOEH PHUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
(bapMaKoJIOTHYHH POYYBaHU 3a OE30MACHOCT, MPOYYBAHHSA 32 TOKCUYHOCT MPH MHOTOKPATHO
IIPWJIAraHe, TeHOTOKCUYHOCT, KaHIEPOI€HEH MOTEHIIMAN U PENPOLYKTUBHA TOKCUYHOCT.

[IpoyuBaHusiTa IpH )KMBOTHU MTOKAa3BaT HAMAJIEH PacTeX Ha MaJIKUTE, KbPMEHHU OT )KEHCKH, KOUTO
MOJTy4aBaT CUCTEMHH JI03H OJIONATaINH, HAAXBBPIIIIIN MaKCUMAaJIHATa IPEIOPBHUUTETHA 1032 38 OUHO
NpUIoKeHUe pu xopa. OnonataanH ce OTKpUBA B MIISIKOTO Ha ITbXOBE C JIAKTALMA CJIE IEPOPATHO
MIPUIIOKEHHE.

6. DAPMALIEBTUYHU JAHHU

6.1 Chnucbk Ha IOMOLIHHUTE BelIECTBA
benzankoHues xjaopun

Harpues xnopun

Hunarpues gocdar nonekaxuapar (E339)
Xnoposogopoana kucenuna (E507) (3a kopexmust Ha pH)
Harpues xunpoxcun (E524) (3a xopexuus Ha pH)
[Ipeuncrena Bona

6.2 HecbBMEeCTHMOCTH

[Ipu munca Ha Ipoy4YBaHUsI 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT He TpsiOBa Ja ce cMecBa ¢
JIPYyTH JIEKapCTBEHU MPOIYKTH.

6.3 Cpok Ha roaHOCT

3 roauHU.



CpoOK Ha TOJHOCT CJe/ TbPBOHAYAIIHO OTBAPSHE

[a ce U3XBBPIM YETUPHU CEAMULM CIIE]] IbPBOTO OTBApsIHE.

6.4 Cheuuananu ycaoBHs HA CbXpaHeHUe

To3u nekapcTBEH MPOAYKT HE M3UCKBA CICHUAIHH YCIOBUS Ha ChbXpaHEHHUE.
6.5 Bwuau chabp:kaHue HA OMMAKOBKAaTAa

Henpo3paqHH 6yTI/IJ'IKI/I OoT 5 ml OT MONMETHIIEH C HUCKA IUITHTHOCT C KalayKy Ha BUHT OT
ITOJIUITPOITUIICH.

Kapronenu kytuu cpappkamy | wim 3 Oytunku. He BCHUKH BUIOBE OTIAKOBKH MOTaT Ja Obaar
MTyCHATH B poiax0a.

6.6 Crhenuajanu NpeanasHu MepKHU NP U3XBbPJIsiHE

Hsama crienmanamn n3nCKBaHMS.

7. HPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Wpnannus

8. HOMEP(A) HA PASPELIEHUETO 3A YIIOTPEBA

EU/1/02/217/001-002

9. JATA HA ITbPBO PABPEIIABAHE/IIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Hata Ha nbpBo pazpewmanane: 17 mait 2002 r.

Jata Ha mocnexno nmoaHoBsBane: 22 mait 2007 1.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[onpobna uHpopManys 3a TO3M JEKapCTBEH NPOIAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickara
areHInus mo jJexkapcraTa http://www.ema.europa.eu.




I.

INPUJIOKEHHUE IT

INPON3BOJUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE
HA ITAPTUIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT



A. NPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

Hme u aapec Ha npousBoauTesa(UTe), OTTOBOPEH(HM) 32 OCBOOOKIaBaHE HA MAPTUINTE

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Hcnanus

Novartis Manufacturing NV

Rijksweg 14

2870 Puurs-Sint-Amands

Benrus

Novartis Pharma GmbH

Sophie-Germain-Strasse 10

90443 Niirnberg

I'epmanus

[TeyaTHata JTMCTOBKA Ha JICKAPCTBEHUS MPOLYKT TPsIOBA Ja ChABPKA UMETO U aapeca Ha
MIPOM3BOIUTEINS, OTTOBOPEH 32 OCBOOOKIaBAaHETO HA ChOTBETHATA APTH/IA.

b. YCJIOBUSA WU OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT IPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

B. JIPYI'U YCJIOBUS U UBNCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanu aokjaanau 3a oezonacuoct (IIALB)

Usuckanwusra 3a nomasane Ha [TAJIb 3a To3u JiekapCTBEH NPOIYKT ca MOCOYCHH B CITHCHKA C
pedepentaute natu Ha EBponetickus cpro3 (EURD cnuchk), npeasuaes B wi. 1078, an. 7 ot

Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIM3al[lH, TTyOJIHUKYBaHU Ha €BPOICHCKHS
yeOmnopTai 3a JeKapcTBa.

I'.  YCJI0OBHUSA NN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSAT INPOAYKT

. IInan 3a ynpaBaenue Ha pucka (ITYP)

Henpunoxumo
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HPUJIOKEHHUE I11

O3HAYEHMHSA BbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABbP/KA BTOPUYHATA OITAKOBKA

KYTUSA 3A 1 BYTUWIKA + KYTHUS 3A 3 BYTHIKHA

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Opatanol 1 mg/ml kamku 3a o4u, pa3TBOP
oJlonaTaguH

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BELLIECTBO(A)

1 ml ot pa3tBOpa chabpka 1 mg omomaraauH (KaTO XUIAPOXIOPHUL).

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

beH3ankoHNeB XJI0pHI, HATPUEB XJIOPU, TUHATpUEB GocdaT JoAEKaXUIPaT, XJIOPOBOLOPOIHA
KHCEIIMHA/HATPUEB XUIPOKCHU]L U TPEYNCTEHA BOJIA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kamnku 3a oun, pa3tBop

1x5ml
3x5ml

S. HAYUH HA ITPUJIOKEHUE U I'bT(MIIA) HA BBBEXJIAHE

[Mpeau ynorpeba npovereTe JINCTOBKATA.
3a OYHO MPHUITIOKEHNE

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT NIPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JACHaA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen o

[a He ce u3Mon3Ba MOBEYE OT YETHPH CEAMHUIIH CIIE]] IBPBOTO OTBAPSIHE.
OTtBOpeH Ha:

OtBopeH Ha (1):

OtBopeH Ha (2):

OtBopeH Ha (3):
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9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CIHEINUAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJIAHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/217/001 1 x5 ml
EU/1/02/217/002 3x5ml

13. MAPTUAEH HOMEP

ITapT.Ne

14. HAYMUH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MMPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCAIINCaHUC.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

OmataHoin

‘ 17. YHUKAJIEH UWIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHMU 3A HETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

ETHUKET 3A BYTUIKA

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U I'BT(MIIA) HA BBBEKJIAHE

Opatanol 1 mg/ml kanku 3a oun
oJIonaTa uH
3a 0YHO MPUIIOKEHUE.

2. HAYUH HA ITPUJIATAHE

IIpeau ynorpeba npodereTe IMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP
[la He ce u3non3Ba MOBEYE OT YETHUPH CEAMHULH CIIE]] IBPBOTO OTBAPSIHE.
OTBOpEH Ha:

| 4. NAPTMJEH HOMEP

Lot

S. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

5 ml

6. JPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a noTpeduTeNs

Opatanol 1 mg/ml kanku 3a o4n, pa3TBOp
olopatadine (omomarasuH)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEAH 12 3aM04HeTe 1a U3M0J13BaTe TOBA

JIEKAPCTBO, Thil KATO TS ChAbPKA BaxkHa 3a Bac undopmanus.

- 3amazere Ta3u IUCTOBKA. MOJKe /1a ce HaJIOXKH J1a 51 POYETETe OTHOBO.

- AKO UMate HIKaKBH JIOTBJIHUTEITHA BBIIPOCH, TonuTaiiTe Bamus nekap wiu gapmarieBT.

- Toga nekapcTBo € npeanucano JuyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To Mmoxke
Jla M HaBpeJy, HE3aBUCHMO Ue MPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bamure.

- AKO TIONTyYuTe HAKaKBU HEXEJaH! pPeaklny, yBeoMeTe Bamms nekap wiu dpapmanesT. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HEXKEJIaHU PEeaKIny, HEOMMCAH! B Ta3M JINCTOBKA. BrokTe
TOuKa 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kaxkso npencrasnsaBa Opatanol 1 3a KakBO ce H3M10J13Ba
Kakso TpsiOBa na 3naere, npenu aa usnonsare Opatanol
Kak nma m3non3Bate Opatanol

BBb3M0KHM HEXEIaHU peaKLuU

Kak nma cexpansBate Opatanol

ChbabppkaHue Ha ONTaKOBKATa M JOIMBIHUTEIHA HHPOPMALIUS

QUL e~

1. Kakso npeacrasiasipa Opatanol u 3a KakBo ce M3I0J13Ba

Opatanol e npeqHa3HayeH 3a JiedeHHe HA MPU3HAIUTE U CUMITOMHUTE HA CE30HHU AJIePrUYHU
KOHIOHKTHBHUTH.

AJiepruyHHu KOHIOHKTHUBUTH. Hsikon BemiecTBa (ajieprenu) KaTo MOoJICHUTE, TIOMAIIHUS Mpax HiTH
JKUBOTHMHCKATa KO3WHA MOTaT Ja MPUYMHAT aJePTUYHU PEaKki1y, U3pa3sBalliy ce B ChpOeiK,
3ayepBsBaHe, a ChILO TaKa U MIOAyBaHE Ha MOBBPXHOCTTA HAa OKOTO.

Opatanol e JiexapcTBO 3a JieueHUE HA aJIEPTUYHU CHCTOSHHS Ha OKOTO. To JieiicTBa upe3 HamalsiBaHe
Ha MHTCH3MBHOCTTA HA aJleprUYHAaTa PEaKIusl.

2. Kakso Tps0Ba na 3Haerte, npeau Aa usnouassare Opatanol

He uznoassaiite Opatanol

o AKO cTe aJIepru4Hu KbM OJIOTIATaJIH WK KbM HIKOS OT OCTaHAINTE ChCTABKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
o He m3nomsaiite Opatanol, ako KbpMuTe.

IpenynpesxaeHust ¥ MpeaNa3sHu MEPKH
T'oBopete ¢ Bamms nekap, npenu ga w3noasBate Opatanol.

OrcTpaHeTe KOHTaKTHUTE JICIM OT OYUTE CH, IpeAau na usmon3sare Opatanol.

Jema

He m3nomsaiite Opatanol npu nema nox 3 roguiiHa Bb3pacT. He naBaiite ToBa 1ekapcTBO Ha Jiena
o1 3 TOAMIIIHA BH3PACT, 3aII0TO HiIMa JaHHH, KOUTO JIa TIOKa3BaT, 4e TO € 0e301macHo 1 AeicTBa Ipu
Jiena rnoja 3 roquHM.
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Apyru gexapcrBa u Opatanol
Tps6Ba na kaxxeTe Ha Bamms jgexap wnn (apManeBT, ako MpreMaTe, HACKOPO CTe MPHUEMANH WK €
BB3MOKHO J1a IPUEMATE APYTHU JEKapCTBa.

AKO U3I0NI3BaTe APYTH KaIKU 33 OYM WITH JIEKapCcTBa 3a 04 1o opmara Ha Mas3w, U34aKaiiTe moHe
MeT MUHYTH MEX]y IIOCTaBsIHETO Ha BCAKO JiekapcTBo. O4HMTE Ma3| TpsOBa 1a ce mpujiarat
MOCTIETHH.

bpeMeHHOCT, KbpMeHe U (pepTHIUTET

AKoO cTe OpeMeHHa WM KbPMHUTe, CMATATE, Ye MOxKe 1a cTe OpeMeHHA MJIM IUIaHMpaTe
OpeMeHHOCT, TIOCHBETBaiiTe ce ¢ Bammst nekap win ¢apmaneBT npeau ynorpebdara Ha TOBa
JICKapCTBO.

He uznomsBaiite Opatanol, ako kepMuTe, IOChBETBaiTe ¢ Bammms nexap mpeau yrnorpedara Ha TOBa
JIEKapCTBO.

lo¢upane u pa6oTa ¢ MAIIUHHA

BB3MO0xHO € HermocpeACTBEeHO ciiell mocTaBsiHeTo Ha Opatanol f1a ycraHoBuTe, 4e 3peHueTo Bu e
KpaTKoTpaitHo 3ambrieHo. He TpsaOBa na modupate win aa paboTHTE ¢ MAIlIMHM, TOKATO TOBA HE
peMUHE.

Opatanol cbabp:xa GeH3aTKOHHEB XJIOPU

Tosa nexapctBo chabpka 0,5 mg OeH3aIKOHHUEB XJIOPUA BBB BCEKH 5 ml, KOUTO ca eKBUBAJICHTHU Ha
0,1 mg/ml.

KoncepsupamoTo BemectBo B Opatanol, 6eH3aIKOHUEB XJIOPH MOXKeE J1a ce abcopOrpa OT MEKHUTe
KOHTAKTHH JICHIU U MOXKE J1a IPOMCHU LIBETA HA JICIIUTEC. TpSI6Ba Ja CBAJIMTEC KOHTAKTHUTEC JICHIN
npeau ynorpedaTa Ha TOBA JIGKAPCTBO U Jla M34akaTe MoHe 15 MUHYTH NpeAn Aa TY TOCTaBUTE
OTHOBO.

beH3anKOHUEBUAT XJIOPUA MOXKE CHILO Ja IPUYKUHY Jpa3HEHE Ha O4UTe, 0COOCHO aKo UMaTe ,,CYyX0
OKO* MJTM HapyIlIeHHEe Ha poroBHLaTa (IpO3pavyHusl CJIOH B IpeJHATa YacT Ha OKOTO). AKO UMaTe
HeoOMYaifHO ycellaHe B OKOTO, KaTO MapeHe Mk 00JKa B OKOTO Clie/l yroTpebdara Ha TOBa JIEKapCTBO,
ropopere ¢ Bamus sekap.

Opatanol cbabpska TUHATPHEB (pochaT K0AeKAXUAPAT

ToBa nexapcTBo cbabpika 16,72 mg dhocdaru (B 63,05 mg nuaatpuer Gocdar nonexaxuapar) BbB
BCsiKa OyTmika oT 5 ml, kouro ca ekBuBasieHTHH Ha 3,34 mg/ml.

AKoO cTpagaTe OT TEKKO yBPEKIaHE Ha TIPO3pAUYHUS CJIOH B IpeIHATa YacT HAa OKOTO (POTOBHIIATA), B
MHOTO pelKH ciydan (hocdarute MOXKe J1a TOBEAAT A0 MOosBaTa Ha MBTHH METHHIIA BHPXY POTOBUIIATA,
JUBJDKAIIY Ce HA HATPYIBaHE Ha KAIIUH 110 BpeMe Ha JICYSHUETO.

3. Kak na nznosseare Opatanol

Bunaru u3nos3BaiTe ToBa JIEKaPCTBO TOYHO KakTo Bu e ka3an Bammsr nekap i dapmareBT. AKO
HE CTe CUTYPHH B Helllo, onutaiite Bamus ekap wiu gpapmaresT.

IIpemoppunTeaHATA 1034 € €HA KallKa B 34CETHATOTO OKO MJIM OYH, [BA ITHTH JHEBHO — CYTPUH H
Beuep.

W3nonsBaiiTe o TO3M HAUYMH, OCBEH aKo Bamusr jgekap He BU € mpenucall Helo pasIngdHo.
Uznon3zgaiite Opatanol u 3a 1BeTe 0uM, camo ako Taka Bu e kazan Bammsar nekap. M3non3paiite

TOJIKOBa ABJIT0, KOJKOTO € NMPECUCHUIT Bammsr JICKap.
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Uznonzgaiite Opatanol caMo KaTo Kamk# 3a O4H.
OOBpHeTe cTpaHHLaTa 3a TOBeUe HHOpMAIIHS.
Cera o0BpHETE

Kak na nznoassare Opatanol (npodvasicenue)

Komako 1a ce nsmoissa
BIKTE CTpaHa 1

[TpurotBere O6yTuikara ¢ Opatanol u orienao.

W3muiite ppuete cu.

Bsemere OyTunkara 1 OTBBpPTETE KalaykaTa.

Cren xaTo Kamadkara € CBaJIeHa, aKko 3alllUTHUAT IPBCTEH € XJ1a0aB, MaxHeTe 0, Ipean Aa
U3I0JI3BaTe JIEKapCTBOTO.

3aapbxre OyTHIIKATa ¢ Majela u CpeHus MPbCT Taka, 4e a COUU HaJlO0My.

o Haxsonere riaBa Ha3aj. Pa3rBopere Kienaya, ¢ IOYNCTCHUTE Beue MIPBCTH, TAKA Y€ Ja Ce
o0pa3yBa “mk00” Mex Iy Hero u okoTo. Kamkara TpsiOBa fa monaaHe IMEHHO Ha TOBA MSICTO

(dwur. 1).

o HobmmkeTe BpbX4yeTo Ha OyTHIIKaTa 01130 10 OKOTO. M3mon3BaiiTe orieaanoTo, ako ToBa BH
yJIECHSBA.

o He nokocBaiite 0kOTO MM Kilenada, 3a001uKaisiaTa OKOTO IO WM JPYTH OBBPXHOCTH €
BpBXueTo. Taka MMa OMAacHOCT OT 3aMbpPCSABAHE Ha KAIIKUTE, OCTAHAIH B OyTHJIKATA.

o BHumarenHo HaTHCHETe OCHOBaTa Ha OyTHIIKaTa, 3a Ja U3mycHe eana kanka Opatanol.

o He cruckaiite critHO OyTHIIKATa, TS € KOHCTPYyHpaHa Taka, ue JISK HATUCK Ha IbHOTO € HAIThJIHO
nmocrarbueH (ur. 2).

o [ToBTOpETE CHIIUTE CTHIIKK M C JPYTOTO OKO, aKO BU € MPEIITHCAHO Ja HAKAIBaTe B JIBETE OYH.

o Cren ynorpeba, BenHara ocraBeTe Kamadkara Ha OyTuiKarta u s 3aTBOpeTe 100pe.

Axo IIPpU NMOCTAaBAHETO KallkaTa HE IMomaaHe B OKOTO, OITUTaNTE OTHOBO.

AKo0 cTe H310J13BAJIN NOBeYe 0T HeoOxoguMaTa no3a Opatanol
Wznnakuere ¢ Tomia Boaa. He mocrassiiTe moBeue Kamnku 0 clIeABaNiaTa g03a.

AKo cTe nponycHaau 1a n3noJssarte Opatanol

IocTaBeTe enHa Kamka BeHara Clie/l KaTo ce CETUTE M ClIe/l TOBa Clia3BaiiTe BamaTa oOM4yaiiHa cxema
Ha J03UpOBKa. AKo oOaye e HaOIMKWIIO BpeMeTo 3a Bamara ciieiBaina 103a, mporrycHeTe
NpUJIaraHeTo Ha MPOITyCHAaTaTa J03a MPEe/IH Jia ce BbpHeTe KbM oOnuaifHaTa cxema. He nocrassiite
JIBO¥Ha /1034, 3a J1a HaBaKcaTe.

AKo cTe cnipesu ynorpedara Ha Opatanol
He crimpaiite yorpebarta Ha TOBa JEKapCTBO MPEAH 1a ToBOpHUTe ¢ Bamms nekap.

AKO UMate HAKaKBH JIOMTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, ITOMUTANTE
Barmus siekap win GpapMarieBT.
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4. Bb3MOKHE HeKeJIaHU pe€aKkuumn

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPECAMN3BHKA HEIKCIaHU PCAaKIIUU, BBIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

CremauTe HEXENIaH! peakIuu ca HabmomaBanu ¢ Opatanol:

Yectu (Mo:ke xa 3acerrar 10 1 Ha 10 qymm)

OuHu HEeKeJaHU PEAKIIUU

0oJKa B OKOTO, Apa3HEHE B OKOTO, CyXOTa B OKOTO, HEECTECTBEHO YCEIllaHe B OKOTO, OU€H
nrckoMdopT.

OO011M HEeXETaHH PEeaKIUU
FJ'IaBO60J'II/Ie, yMoOpa, CyX0Ta B HOCA, JIOII BKYC.

Heuectu (Mmoxe na 3acernar 10 1 na 100 qymm)

OuHHU HEXKEJIaHU PEAKIIUU

3aMBIIEHO, HAMAJIEHO WJIM MTPOMEHEHO 3peHre, HapyIieHe Ha pOTOBUIIaTa, Bh3MAICHNE Ha
MOBBPXHOCTTA Ha OKOTO C WJIH 0€3 yBPEXkIaHe Ha MMOBbPXHOCTTA, Bh3MAJICHUE WIIH HMH(EKITU Ha
KOHIOHKTHBATa, OTACIAHC Ha OUCH CCKPCT, YyBCTBUTCIIHOCT KbM CBETJIIMHA, YBCIIMUCHO
CBJI300T/ICIISIHE, ChPOEXK B OKOTO, 3aUePBsIBAHE HA OKOTO, MPOMEHU Ha KjienaJa, ChpOex, 3auepBsBaHe,
MoTyBaHe Wik 0Opa3yBaHe Ha KOPUYKH I10 KJIerayva.

OO0111M HEXKENAHU PEAKIUU
MPOMEHEHA MJIM HaMaJIeHa YyBCTBUTEIHOCT, 3aMastHOCT, XpeMa, CyXa KOoXKa, Bh3IaJICHUE Ha KOXKaTa.

C Hen3BeCTHA YeCTOTA (0T HAJMYHUTE JAHHU HEe MO:Ke 1a Ob/le HANPABeHA OLlEHKA)
OuHH HeXeJIaHU PeaKIUuU
MOyBaHE Ha OKOTO, MOTyBaHE HA POTOBUIIATA, TPOMSIHA B TOJIEMUHATA HA 3CHUIIATA.

OO0111M HEXENAHU PEAKIIUU
3a]lyX, 3aCUJIBaHE Ha aJleprHYHUTE CUMIITOMH, TOAyBaHe Ha JIUIIETO, ChHIUBOCT, OOIIIa OTIIAaTHAIIOCT,
rajieHe, MoBpbIIaHe, HPEKINI Ha CHHYCUTE, 3aUepBsIBaHe Ha KOKaTa U ChpOeK.

B MHOTO PEAKHU Ciiydan HAKOU MAIUCHTHU € TCKKO YBPCIKIAHE Ha NIPO3PavYHUS CIION B npeaHara 4acTt
Ha OKOTO (pOFOBI/II_Ia) pa3BuBaT 06J'IaKOBI/I,Z[HI/I IIE€THA IO poropuuaTa, mnopaad KajJlllueBU HATPYIIBaHUS
110 BpEMC Ha JICYCHUCTO.

Cpol0maBaHe HA HesKeJIAHH PeaAKIHHU

AKO ToITyunTe HIKAKBU HEXEJIaHU JICKAPCTBEHU Peakiny, yBegoMere Bamms nekap winn hapManesr.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH HEOTIMCAHH B Ta3M JINCTOBKA HEXKEJIaHU peaknu. MoXkeTe ChIIo Aa
CHOOLINTE HEXENAaHU PEAKLMH AUPEKTHO Ype3 HallMOHAIHATAa CUCTEMa 3a ChOOLIaBaHe, I0OCOYEHA B
ITpunoxenue V. Karo cbo0iiaBare HexelaH! peakuy, MO>KETe Ja JaJleTe CBOs IPUHOC 3a
[I0JIy4aBaHe Ha IoBeue MH(OpMAalMs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansiBate Opatanol

Ja ce cbxpaHsiBa Ha MSICTO, HEJOCTHITHO 32 ACIIA.

He u3non3BaiitTe TOBa JIEKapCTBO CJIEJ CPOKA HAa TOJHOCT, OTOEsI3aH BbpXY OyTHIIKaTa M KapTOHEHATa
omakoBKa cien ,,['onen 10°/,,EXP“. CpokbT Ha TOTHOCT OTrOBaps Ha MOCIEIHUS JICH OT MTOCOYCHUS

MCCCII.

Topa JICKApCTBO HC M3HUCKBA CIICIHUAJIHU YCIIOBUSA HAa ChbXPaHCHUC.
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M3xBbpaeTe OyTHIIKaTa YeTHPH CEIMHUIIM CIISI ITEPBOTO OTBAPSHE, 3a JIa M30erHeTe NH(PEKITHH, U CIIe
TOBa M3MOJI3BaiiTe HOBa OyTrika. Hammimere qarata Ha oTBapsiHE Ha 03HAYEHOTO 32 TOBA MACTO BBPXY
€TUKETa Ha BCSAKA eHa OyTWIIKAa U KapTOHEHATa KyTHsl.

He uzxBbprstiiTe nekapcTBaTa B KaHATH3AIMATA WIH B KOHTEHHEPA 3a JOMAITHH OTIIa TbITH.
ITommuratiTe Bammus dhapMarieBT Kak 1a H3XBBPIISITE JIEKapCTBATa, KOUTO BeUue He m3mosBaTe. Te3un
MEpKH IIe CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATA Cpefa.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHOpManus

KaxBo cbabp:ka Opatanol

- AxTrBHO(M) BemiecTBO(a): oionataanH. Becexu ml ot pa3tBopa chabpka 1| mg omomaragna
(kxaTo XuapOXIOpH).

- Hpyru cheTaBKU: OCH3aNKOHHEB XJIOPH, HATPUEB XJIOPHU, TMHATpHEB PocdaT JoAeKaxuIpat
(E339), xnopoBomopoaHa kucenuHa (E507) w/unm natpues xunpoxcun (E524) u npeuncrena
BOJA.

Kak m3rie:xkna Opatanol 1 KakBO CbAbpPKa ONAKOBKATA
Opatanol e npo3pauHa u Oe31[BETHA TEYHOCT (Pa3TBOP) U CE MpeJiara B ONMAaKOBKa, ChbpKallla Wi
€/IHa, WJIH TPY TJIACTMAcOBH OYTHIIKH OT 5 ml ¢ Karna4yku Ha BUHT.

He Bcuuku BHIOBE ONTAKOBKU MOTAT Aa OBJAT ITyCHATH B IPOAAKOA.

IIpuTexkaTes Ha pa3peLIeHUETO 32 ynoTrpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus

IIpousBoauren

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Hcnanms

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
T'epmanus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIs, CBbPKETEC CC C JIOKAJTHUSA
MNpEACTABUTCII HA IPUTCIKATCIIA HAa pa3pCIICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva
Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: 4322246 16 11 Tel: +370 5269 16 50
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bbarapus
Novartis Bulgaria EOOD
Ten.: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 273 0

Eesti

SIA Novartis Baltics Eesti filiaal

Tel: +372 66 30 810

EArada
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espaiia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 1 5547 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvbmpog

Novartis Pharma Services Inc.

TnA: +357 22 690 690
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Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +322 246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z o.0.
Tel.: +48 22 375 4888

Portugal

Novartis Farma - Produtos Farmacéuticos, S.A.

Tel: +351 21 000 8600

Romania

Novartis Pharma Services Romania SRL

Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenska republika
Novartis Slovakia s.r.o.
Tel: + 421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00



Latvija
SIA Novartis Baltics
Tel: +371 67 887 070
JlaTa Ha MOCJIeTHO Mpepa3rJjiek/AaHe HA JINCTOBKATA

Apyru n3rouHuuu Ha uHpopManus

[TogpoOHa nHpopManus 3a TOBa JIEKapcTBO € IpelocTaBeHa Ha yeOcaiita Ha EBponeiickara areHIus
IO JIeKapcTBara http://www.ema.europa.eu/
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