MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,1 mg/ml kamku 3a o4, pa3tBop

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enmun ml pastBop ceabspka 0,1 mg oumaronpoct (bimatoprost).

IToMoOIIIHO BEIIEeCTBO ¢ U3BECTHO JICUCTBUE:!
Enua ml pasteop chabpixka 0,2 My OeH3aIKOHMEB XJIOPHI.

3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BELECTBA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA
Kamku 3a oun, pazTBop.

besugereH pa3TBop.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTUYHHU MOKA3AHUS

[MToHmwKEeHNE HA TOBUIIICHOTO BTPEOYHO HAIISITAHE TIPH XPOHUYHA IJIAYKOMa ¢ OTBOPEH BI'bJI H OYHA
XHIIEPTEH3Us TP BH3PACTHU (KaTO MOHOTEPAIHs WM KaTo JOMBIHUTEIIHO JIeYeHUue KbM OeTa-
OJIoKepH).

4.2 Jlo3upoBKAa M HAYMH HA MPUJIOKEHHE

2 1031/1[ DOBKa

[IpenopbuBaHarta 703a € €/IHa Kallka B 3aCErHATOTO/UTE OKO/OYH, €MH BT JTHEBHO, MPUIIOKEHA
Beuep. Jlo3zaTa He TpsaOBa /1a IpeBUIIaBa €THO MPHUIIOKEHIE THEBHO, Thid KATO MO-4ECTOTO
MPUIOKEHUE MOXKE Jla HaMaiu e(heKTa Ha MOHKAaBaHE Ha BbTPEOYHOTO HaJIATaHe.

Teouampuuna nonynayusi:
BesonacHocrTa u epukacHoctra Ha LUMIGAN nipu gena Ha Bb3pacT 0 10 18 roguHu Bee olie He ca
YCTaHOBEHH.

[TanmenTu ¢ yepHOAPOOHO M OBOPEYHO YBPEKIAHE:

LUMIGAN He e nmpoydBaH IpH NMAIMEHTH ¢ OBOPETHO UM YMEPEHO 10 TEXKKO YePHOIPOOHO
yBpEXKJaHEe U MOpaJu TOBa TPSIOBa Jla ce Tpuiiara ¢ MOBUIICHO BHUMaHUE MPH TaKUBa NManueHTH. [1pu
MAIMEHTH C aHaMHe3a 3a JIEKO YepHOAPOOHO 3a00IsBaHe WM aOHOPMHHU M3XOJIHH CTOHHOCTH Ha
anaHuH amuHOTpachepasa (ALT), acnaprar amunorpancdepasa (AST) u/unum OwnpyOuH,
oumarompoct 0,3 mg/ml karku 3a o4m, pa3TBOp HE € OKa3aJ HEXKEJIaH JICKApCTBEH €EKT BbPXY
YepHOAPOOHHUTE QYHKIMH B IIPOIbIDKEHUE Ha 24 Mecela.

Hauun Ha npunoxenue
AKoO ce U310JI3Ba [IOBEYE OT €/IUH JIOKAJIEH OYEH JIEKAPCTBEH IIPOAYKT, BCEKHU €JUH TPsAOBa 1a ce
IpuJiara Ipe3 UHTEpBaJl OT Hali-MaJlIKO 5 MUHYTH.

4.3 IlpoTuBONOKA3aHUSI

CBp’bX‘IYBCTBI/ITe.HHOCT KBbM aKTHBHOTO BEIICCTBO MJIN KbM HAKOEC OT IIOMOIIIHUTEC BCIIICCTBA,
n30poeHu B ToUKa 6.1.



LUMIGAN 0,1 mg/ml e mpoTuBookasan npu IMaldeHTH, IPU KOUTO UMa ChMHEHHS 32 TIPEIUIITHN
HEXCEJIaHU JICKAPCTBEHU PEaKIMU KbM OCH3aIKOHHUEB XJIOPHUJI, JJOBEIH JI0 MPEKPaTsIBaHEe HA
JICYCHUETO.

4.4 CneuuajaHu mpeaynpeskieHus U NpeAna3Hi MepKH NpHU ynoTpeda

Ounu

[Ipenu 3amouBane Ha JEYCHUETO, MAMEHTUTE TPsOBA Aa ObAAT HHOOPMHUPAHH 338 BB3MOKHOCTTA OT
pacTex Ha MUTJINTE, IOTbMHSBAHE HA KOXKaTa Ha KJIETIAYUTE U OBUIIIEHA MIMTMEHTALUs HAa UPHUCA, Thil
KaTo TakuBa ca Ouian HabmonaBanu npu tedenne ¢ LUMIGAN. Hsakou oT Te3u H3MEHEHHUs Morar Ja
ObJaT TpaiiHU U Jja JOBEAAT 10 Pa3/iMKa BbB BHHIIHUS BUJ MEKAY JIBETE OUH, KO CaMO €HO OT TAX €
JIeKyBaHO. VIMa BepOSITHOCT 3acriieHaTa MUTMEHTALMS Ha HpHca J1a OcTaHe nocTosiHHa. [IpomsHara B
MIUTMEHTALUATA Ce IbJKU II0-CKOPO Ha MOBUILIEHO ChAbPXKAHME HA MEJIAHUH B MEIAHOLIUTHTE,
OTKOJIKOTO Ha MIOBUIIIEHHE B OpOsi Ha MelaHOUTUTE. J[BArocpouHuTe €PeKTH OT MOBUILICHATA
MUTMEHTAIMs Ha UpHca He ca n3BecTHU. [[poMeHnTe B 1IBETa Ha UpHCca, HAOIIOAaBaHH MTPU OYHO
MpUIOKEHHE Ha OMMAaTONpPOCT, MOXeE Ja He ca 3a0eneXMHU HIKOJIKO Mecena 10 roquHu. OOMKHOBEHO
Ka(sBaTa MUTMEHTALIMS OKOJIO 3€HHIIATA C€ Pa3NpOCTpaHsIBa KOHICHTPUYHO KbM nepudepusta Ha
upuca 1 HejaviaT UpUcC UiIu 4aCTu OT HEro CTaBaT HO'Ka(l)CHI/IKaBI/I. H3FHC)KI[3, HHUTO IIMT'MCHTALIUUTEC,
HUTO IeTHATa Ha Upuca ce 3acsarar ot JeueHnero. Ciexn 12 Mecena yectoraTa Ha XMIIEPIIUTMEHTALIUS
Ha upuca npu oumatonpoct 0,1 mg/ml kamku 3a oun, pa3tBop € 0,5%. Cnen 12 Mecena yectoraTa npu
oumarompoct 0,3 mg/ml kanku 3a oun, pa3zrBop ¢ 1,5% (Bx. Touka 4.8, Tabnuia 2) u He ce e
MOBUIINJIA CiIe]] 3-TOAUIIHO JieueHne. MimMa cboO1ienust, 4e npy HAKOU NMALMEeHTH MUTMEHTaUsITa Ha
nepruopOuTaTHATa THKaH € oOpaThMa.

Kucrounnen eneM Ha Makynara € cro0miaBad Hedecto (>1/1 000 no <1/100) ciexn nedeHue ¢
ommaronpoct 0,3 mg/ml kamku 3a oun, paztop. Ilopanu ToBa LUMIGAN Tpsi6Ba fa ce n3nonssa ¢
MTOBHUINICHO BHUMAaHUE MPH MALUEHTH ¢ U3BECTHU PUCKOBY (DAKTOPH 32 MaKyJIapeH efem (Harp.
a(akWvHU MAIMeHTH, TIceBI0a(aKuuH MAUSHTH C JTyKCHpaHa MOCTEPUOPHA KarCyJia Ha JIelara).

Vma peiky CIOHTaHHH CHOOILCHHMS 3a PEaKTHBUPAHE Ha NPEIXOJHA KOPHEATHH HHPUITPATH WIN
ounu uHQekmu npu o6umarornpoct 0,3 mg/ml kanku 3a oun, pazrBop. LUMIGAN TpsibBa na ce
M3I0JI3Ba C OBUILICHO BHUMAHHKE MIPH TTAIIMEHTH C MPEIX01Ha aHaMHe3a 3a 3HAYMMH OYHHU BUPYCHH
vH(peKIHY (HaIp. Xepriec CUMIUIEKC) WIH YBEHT/UPHT.

LUMIGAN He e npoyyBaH IpH NAIMEHTH C BH3MAIUTETHN OYHH 3200 IsIBaHNUS, HEOBACKYJIapHa,
BB3MAJIUTENHA IJIayKOMa ChC 3aTBOPEH BI'bJ, BPOJECHA INIAYKOMA WM TJIAyKOMa C TECEH BIbII.

Koxxnau

CrhluecTByBa NOTEHIIMAIHA Bh3MOXHOCT 3a I0sIBa Ha OKOCMsIBaHE B 30HUTE, KbaeTo LUMIGAN
pa3TBOp BiIM3a B KOHTAKT C KOXKHATa MOBBPXHOCT MHOIOKpaTHO. 3atoBa € BaxxHo LUMIGAN na ce
npuiara CbrjacHO YKa3aHHsATa M Jla Ce M30sArBa CTUYAHETO My 10 Oy3aTa WM IPYTH KOXKHH 00JIaCTH.

Pecnimparopuu
LUMIGAN He e npoy4BaH MpH MaIMEeHTH ¢ HapyllIeHa pecriupaTopHa GyHKIus. Beipeku ue nma

orpaHudeHa nH(pOpMAITUS 3a IAIMEHTH ¢ aHaMHe3a 3a actMa Wi XOBbb, B MOCT-MapKeTHHTOBHS
Mepro UMa ChoOIIeHHs 32 000CTpsiHE Ha acTMa, quctHes U XOBb, kakTo u choOIIeHus 3a acTMa.
UYecToTtata Ha Te3u cuMnToMu He € u3BecTHa. [lanmentu ¢ XOBB, actma unu komnpoMerupaHa
pecnpaTopHa QYHKIIUS OPaad APYTH ChCTOSHUSA TPsIOBa 1a ObAaT JEKYBaHU C IIOBUIIICHO
BHUMAaHHE.

ChpedHO-CHIOBH

LUMIGAN He e npoy4BaH MpH MAIMEHTH ChC ChpiedeH OJI0K MO-TeXbBK OT IbPBA CTEIEH HIIH MPH
HEKOHTPOJINPaHa 3aCTOHHA ChbpACYHA HeJoCTaThYHOCT. MiMa orpannveH Opoil CIOHTaHHU CHOOILIEHHS
3a OpaauKapaus Wik XunoTonus npu oumaromnpoct 0,3 mg/ml kanku 3a oun, pazrsop. LUMIGAN
TpsiOBa J1a ce U3MO0JI3Ba C TIOBUIIIEHO BHUMAaHKE MIPU MAIUSHTH, MTPE/Ipa3oIoKeHd KbM 3a0aBeHa
Chbp/ICUHA ICHHOCT WM TIOHMKEHO KPbBHO HaJIsITaHE.
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JonbiHuTtenHa uHbopManus

B npoyuBanus Ha Gumatomnpoct 0,3 mg/ml npu manueHTH ¢ TJIayKoMa UM OYHa XUTICPTEH3US €
yCTaHOBEHO, Y€ MM0-YeCTOTO U3JIaraHe Ha OKOTO Ha MOBEYe OT e/1Ha 1032 OMMATONPOCT THEBHO MOXKE
na Hamanm edekra Ha moHmkaBane Ha BOH (Bx. Touka 4.5). [larmenTn, kouto usnomsat LUMIGAN
C IpyTH MPOCTArIaHANHOBY aHAJI03H, TpsIOBa 1a ObIaT HAOIr0IaBaHK 332 IPOMEHH B TSIXHOTO
BBTPEOYHO HAJISTaHE.

LUMIGAN 0,1 mg/ml ceappxa koHcepBanTa Oen3ankonunes xuopun (200 ppm), KolTo MoXe 1a ce
abcopOupa OT MEKH KOHTAKTHH Jieny. Ilopaay HATHYHETO Ha OEH3aIKOHUEB XJIOPHUJT MOKE CHIIO J1a
Ce MOSBM OYHO JPa3HEHE U MPOMsIHA B I[BETA HA MEKMTE KOHTAKTHH Jiel . KOHTaKTHHUTE Jieln TpsioBa
J1a Ce CBAJIAT TPEIN MPUIAraHeTo Ha KaIlKMUTE U MOTaT Jia ObaT MOCTaBeHH OTHOBO 15 MuHYTH ciej
TOBA.

Nma cpobmienns, 4e OEH3aIKOHHEB XJIOPHI, KOMTO Ce M3II0J13Ba YECTO KaTO KOHCEPBAHT B OYHU
npenaparty, IPUYMHIBA TOYKOBHUIHA KepaTONaTHs 1/MIM TOKCHYHA YIIIlepaTUBHA Kepartonatus. Thil
kato LUMIGAN 0,1 mg/ml cbabprka 200 ppm GeH3aikoHUEeB XJIOpH (YETUPHU ITBTH MO-TOJISIMA
KOHIIEHTpaIus B cpaBHeHue ¢ bumatonpoct 0,3 mg/ml kanku 3a oun), Toit TpsiOBa a ce U3MOII3BA C
MOBHUILICHO BHUMAaHHE TIPH MAIEHTH ChC CyXH OYH, ITPHU TAIMEHTH C B3MOKHO YBpE/IeHa POTOBHUIIA H
NPY MAIMEHTH, TpUJIaraiy MHOTOKPAaTHO KaIlKy 3a OYH, ChABbP)KAIIN OCH3aIKOHHUEB XJIopH. B
JOIBJIHEHNE, TIPY TAaKUBA MAIIMEHTH € HEOOXOIMMO MPOCIIeAsIBaHe IPH MPOIBIDKUTEITHO TIPHIOKEHHE.

Nma crobuienns 3a OakTepuaieH KepaTuT, CBbpP3aH C M3MO0I3BAHETO Ha MHOTOI030BH KOHTEHHEPH C
OYHH MPOJIYKTH 32 JIOKAJTHO MpHIoKeHHe. Te3u KOHTeHHepH ca OMIIM HEBOJIHO 3aMbPCEHH OT
MAMEHTH, KOUTO B TIOBEYETO CIIy4yaH, Ca UMali ChIIBTCTBAILO O4YHO 3a0osBane. [lanuenTu ¢
HapyLICHUE Ha OYHATA EMIUTEIHA HOBBPXHOCT Ca C MOBHUILEH PUCK OT Pa3BUTHE HA OaKTepHalieH
KepaTur.

[Naruenture TpsiOBa 1a ObJAT yBEIOMEHH Ja M30ATrBaT KOHTAKT HA HaKpaliHMKa Ha KOHTEHHEpa ¢
OKOTO WJTU OKOJIHUTE CTPYKTYPH, 3a Jia Ce MPEAOTBPATH TPaBMa Ha OKOTO M 3aMbPCSIBAHE Ha pa3TBOpA.

45 BzaumopeiicTBHe ¢ IPYTrd JeKAPCTBEHH MPOAYKTH U APYru (popMH HA B3auMojeiicTBHE
He ca npoBexxpanu mpoy4yBaHus 3a B3aUMOJIEUCTBUSATA.

He ce oyakBaT HUKAaKBU B3aUMOJECHCTBUS IIPU XOPa, Th KATO CUCTEMHUTE KOHLEHTPALlUX Ha
Oumarorpoct ca u3kirounTesnHo Hucku (mox 0,2 ng/ml) cien ouHO npusIoKeHNne Ha GUMATOIPOCT
0,3 mg/ml kanku 3a oun, pa3tBop. bumaromnpoct ce 6uoTpancdopMupa upe3 KOHTo U Ja € OT
MHOTOOpOWHUTE €H3UMHU ¥ OMOXMMHUYHH BEPUTH U NPH MPEIKIMHUYHUTE IPOYUBaHUS HE ca
HaOo1aBaHy ePEeKTH BbPXY YEPHOAPOOHNUTE €H3UMH, METa0OIM3UPAIIH JICKAPCTBA.

Bumatonpoct 0,3 mg/ml kanku 3a o4r, pa3TBOp € OWII U3MOJI3BaH SJHOBPEMEHHO C TOJIsIM Opoi
pasnuyHr 0(hTATMOJIOrHYHN OeTa-0JIOKepHH MPOAYKTH NPU KIMHUYHUTE POyYBaHUsl, 6e3
JI0Ka3aTeJICTBA 33 B3aUMOJICHCTBHE.

Ennopemennara ynorpe6a Ha LUMIGAN u aHTHIITayKOMHH MPOAYKTH PAa3JIMYHU OT JIOKATHUTE
Oera-O610KepH, HE € OLIEHABaHAa 110 BpeMe Ha JOITbIHUTENHA TTIAyKOMHA Teparwsl.

ChbImecTByBa MOTEHIMATIHA BB3MOXKHOCT €eKTHT Ha MoHmwkaBane Ha BOH Ha npocTarnananHOBUTE
anano3u (aarp. LUMIGAN) na 6b1e HamMalleH Tpy HalMeHTH C TJIAyKOMa WIIH OYHA XUTIEPTEH3US,
KOTaTo Ce U3IOJ3BAT C APYTH NPOCTarjJaHAMHOBH aHAJIO3H (BXK. Touka 4.4).



4.6 @epTHANTET, GPEMEHHOCT U KbPMEHe

BbpemenHoct
Hsma noctarsuyno maHHUM OT yrorpedara Ha OMMATONPOCT Mpu OpeMeHHH keHu. [IpoyuBanusiTa mpu

JKMBOTHHU IMOKAa3BaT pEIPOAYKTHBHA TOKCUYHOCT MIPU BUCOKH 103U, TOKCHUYHU 3a Maukara (B)K. TOYKa
5.3).

LUMIGAN He TpsiOBa &1a ce mpuiiara 1o Bpeme Ha OpeMEHHOCT, OCBEH B CITy4yai Ha KaTeropuiHa
HEO0OX0AUMOCT.

Kbpmene
He e m3BecTHO manm GUMaTOmpoCT ce eKCKpeTupa B KbpMara. [IpoyuBaHusiTa mpu )KUBOTHHU TIOKa3BarT,

4ye OMMAaTOIPOCT ce eKCKpeTHpa B KbpMaTa. TpsiOBa Aa ce B3eMe pelleHue Jalu Aa ce MpeKpaTu
KbpMEHETO UiH Ja ce npekparu Tepanusita ¢ LUMIGAN, kato ce B3emar npeaBuj Moyi3ara ot
KBpPMEHETO 3a IETETO U M0J13aTa OT TEpanusTa 3a JKeHara.

DepTunurer
Hsma manau 3a eexTuTe Ha OUMATONIPOCT BEPXY (PEPTHIIUTETA IIPH XOpa.

4.7 EdexTu BbpXy crnioco0HOCTTA 32 modupaHe u padoTa ¢ MAITHHA

LUMIGAN mnoBnusiBa mpeHEOpeKMO CIocOOHOCTTA 3a modupaHe u padora ¢ mamuHu. KakTo mpu
BCSIKO OYHO JICYCHHUE, ITPU TI0SIBA HA MIPEXOTHO 3aMbBIIISIBAHE Ha 3PEHHUETO CJIE/ PUIOKEHHE,
MaIlMeHTHT TPSOBa /1a TI0YaKa, I0KaTo 3pEHUETO ce MPOSICHH, MIPEIU OTHOBO J1a modupa u padboTH ¢
MaIiHY.

4.8 Hexenanu JiekapcTBeHU peaKuu

[Tpu 12-meceuno daza Il xmuHIIHO TpoyUuBaHe MpUOINU3UTENHO 38% OT MAIMEHTHUTE, JIEKYBaHH C
LUMIGAN 0,1 mg/ml kanku 3a ouu, pa3TBOp, NOJIy4aBaT HEKEIIAHU JISKAPCTBEHU peakuuu. Haii-
4eCcTO ChOOIIaBaHATA HE)KETaHa JISKAPCTBEHA PEaKIHs € XUIIEPEeMUs Ha KOHFOHKTHBATa (B MOBEYETO
cllydad He3HaYMTENHA JI0 JIeKa U ¢ HeBb3NaJIUTENeH Xapakrep), HabmonaBana npu 29% ot
nanuenTure. B 12-mMecednoro npoyusane npubiu3utesHo 4% OoT nanueHTHTe MpeKpaTsBat
y4acTHUETO CH MOPaJIU HAKAKBO HEXEJaHO ChOUTHE.

CrenHuTe HeXXENIaH! JIEKAPCTBEHH PEeakluy ca OWIIM ChOOIEHH M0 BpeMe Ha KIIMHUYHU MPOYYBAHHUS C
LUMIGAN 0,1 mg/ml kanku 3a o4, pa3TBOp WK Mpe3 NOCTMapKETHHTOBHs 1epro/. [ToBeuero ca
OWIM OYHWM, JIEKH U HUKOS HE € OMiIa cepHro3Ha.

Mtuoro yectute (>1/10), gyectu (>1/100 mo <1/10), neuectu (>1/1 000 mo <1/100), peaxu (>1/10 000
10 <1/1 000), muaoro peaku (<1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHHUTE JAHHHA HE MOXE Ja
ObJie HApaBeHa OIEHKA) HEeXKeTaH! JIEKAPCTBEHH PEAKIINH Ca TIPEICTABEHN CHITIACHO CHCTEMO-
opraHuu kiaacose B Tabuuia 1, Kato mpu BCSIKO rpyNUpaHe B 3aBUCMMOCT OT Y4€CTOTaTa ca
NPEJICTABEHH B HU3XO AL PEJT 10 OTHOIICHHUE HA TAXHATA CEPUO3HOCT.



Taoauna 1.

CHcTeMO-0pranHy KJIacoBe YecToTa Heke1aHa JieKapCcTBEeHA
peaknus
Hapywenus na nepenama HEYeCTH riraBodoime

cucmema

Hapywenus na ouume

MHOI'O 4YECTHU

KOHIOHKTHBAJIHA XUIICPECMUA

YCCTHU

TOYKOBHUJICH KEPATHUT, OYHO
JIpa3HEeHEe, OYCH MPYPHUTYC,
pacTex Ha MUTJIUTE, OYHA
0oJka, epuTeEM Ha KIleraya,
MIPYPUTYC HA KJienaJda

HCYCCTHU

ACTCHOIIHS, 3aMbIJICHO 3pCHHE,
HapylIeHHe Ha KOHIOKTHBATA,
KOHIOHKTUBAJIEH OTOK,
XUIMEPIUTMEHTAINS Ha UPHCA,
Majiapo3a, eJieM Ha Kiiernava

Pecnupamopnu, epvonu u
MeOUACTNUHATIHU HAPYWeHUS

C HCHU3BCCTHA YE€CTOTAa

acTMa, 000CTpsIHE Ha acTMa,
oboctpsine Ha XObBb n aucrHes

Cmomawno-upesru HapyueHusi | He4eCTH rajicHe
Hapywenus na xooxcama u YecTH KO’KHA XUIIePIUTrMEHTaIN4,
NOOKOJNCHAMA MbKAH XUIEPTPUX03a
HEYeCTH cyxa Ko’ka, KpyCTH T0 pb0a Ha
KJIeTava, IpPypUTycC
Obwu napywienus u egpekmu Ha | 4ecTu JIpa3HEeHe B MACTOTO Ha

MACNMOMO HA NPUNLOIICERUE

ITOCTAaBsAHEC

Han 1 800 naumenTu ca 6unu nexyBanu ¢ LUMIGAN 0,3 mg/ml kanku 3a oum, pa3TBop 10 BpeMe Ha
KIMHUYHY TipoyuBaHusi. Ha 6a3ara Ha komOuHUMpanu nanHu ot ¢asza Il moHOTepanus u
nombiaauTenHa ynorpeda Ha LUMIGAN 0,3 mg/ml karnku 3a oun, pa3TBop, Hai-4ecTo ChoOIaBaHUTE
HEXKEJIaH! JICKapCTBEHU PEaKIHH ca:
® pacrexx Ha MUrIHTe 10 45% Tpe3 mbpBaTa rojivHa, KaTo YeCTOTaTa Ha HOBH ChOOIICHHUS

HamaisiBa 10 7% Ha 2-ta roguHa u 10 2% Ha 3-ta roguHa

® KOHIOHKTHBAJIHA XHIIEPeMHs (B TIOBEYETO CIyuau HE3HAYUTEIIHA JIO JIEKA U C HEBBh3MAIUTEIICH
xapaktep) 10 44% mpe3 mbpBaTa rojinHa, KaTo 4eCTOTaTa Ha HOBU ChOOIIEHHs HamMalsiBa JI0
13% na 2-ta roguHa u 10 12% Ha 3-Ta roguHa

e OueH npyputyc npu a0 14% OT marueHTUTe mpe3 mbppBaTa roAnHa, KaTo YecToTaTa Ha HOBH
choOIIeHUs HamassiBa 10 3% Ha 2-Ta roguHa u 10 0% Ha 3-ta roguna. [To-manko ot 9% ot
MAIMEHTUTE TPEKHCBAT MOPAIH HIKAKBO HEXEJIAHO ChOUTHE Mpe3 IbpBaTa rojiHa, Kato
YeCcTOTaTa Ha JIOMBIHUTEITHOTO MMPEKhCBAHE OT CTPaHa Ha MarueHTure € 3%, KakTo Ha 2-Ta,

Taka ¥ Ha 3-Ta roanHa.

JIOMBITHUTEITHUTE HEXXENIaHH JIEKapCTBEHH peakiuu, chobmasann ¢ LUMIGAN 0,3 mg/ml, ca
npencraBeHu Ha Tabnwuia 2. Tabnuara BKIFOYBA U TE3U HEKETAHU JICKAPCTBEHH PEAKITUH, KOUTO Ca
ce MPOSIBUIIM | MIPH JIBaTa ChCTaBa, HO ¢ pa3jinyHa yecrtorara. [loBeyeTo ca OMIIM OYHM, JIEKH 10
YMEpPEHHU M HUKOS He € Omiia cepuosna. [1pu Besko rpynupaHe B 3aBUCHMOCT OT 4eCToTaTa
HEXEJIAHUTE JICKApPCTBEHU PEaKIUH ca MIPEJCTABCHHU B HU3XO/SII Pe/] 10 OTHOIIIEHHE Ha TSXHATa

CCPUO3HOCT.




Tao0auna 2.

CHCcTEeMO-0praHHH KJIACOBE YecToTa Hexenana jJjekapcTrBeHa
peakuus
Hapywenus na nepenama YEeCTH ri1aBo0oJIHe
cucmema HEYECTH 3aMasiHOCT
Hapywenus na ouume MHOT'O YE€CTH OYEH MPYPUTYC, PACTEXK Ha
MUTJINTE
YeCcTHu €po3HUs Ha KOPHESATA, MapEHE B

OKOTO, aJlepruieH
KOHIOHKTHBHT, Onedapur,
BJIOIICHA 3pUTEIHA OCTPOTA,
aCTEHOMNNS, KOHIOHKTHBAJICH
elleM, yCelaHe 3a 4yxK/10 TsUIO,
CyXOTa B OKOTO, O4Ha 00JIKa,
(hoTodobus, ChiI3eHE, OTHA
CeKpenus, HapyIIeHHe Ha
3pEHHUETO/3aMBIIICHO 3pEHHE,
MOBHUIIICHA MATMEHTALIUS Ha
upuca, MOThbMHSBaHE HA
MUTJIATE

HEYECTU peTuHaNHa XeMoparus, yBeurT,
[UCTOMJICH MaKyJapeH eJeM,
nput, 6medapocnasbpm,
peTpakiys Ha Kienayva,
NIEPUOPOUTAIICH EPUTEM

C HeM3BECTHA YECTOTA eHo(TanMm
Cv006u Hapywenust 4eCTH XUIEPTOHHS
Hapywenus na kosxcama u HEYeCTH XHUP3YTU3BM
NOOKOMCHAMA MBKAH
Obwu napywenus u e¢pekmu Ha | HEYECTH acTeHUsI
MSACMONMO HA NPUNOAHCEHUE
Uzcneosanus 4ecTH aOHOpMEH YepHOAPOOCH

(YHKIIMOHAJIEH TECT

Hexenanu peakiinu, cho0I1aBaHN BHB BPb3Ka C KaIlKH 33 04, ChIbpxamy gocdar:
MHOTO ps/IKO TIPU HAKOM MAIlMEHTH ChC 3HAUYUTEITHO YBPEJCHH POTOBHIIN ca ChOOIIaBaHU CIy4an Ha
POTOBUYHH KaITU(PHUKATH BB BPb3Ka C YIOTpedaTa Ha KalKH 3a 04YH, ChbpKaliy Gocdar.

CroO1raBane Ha MOJAO3MPAHU HEKEIAHU PEAKIINHU

Cno0I11aBaHeTO Ha MOI03UPAHU HEXKEIIAH! PEaKIlMy CJIe/ pa3pelaBaHe 3a ynotpeda Ha JIeKapCTBSHUS
MPOAYKT € BaxkHO. TOBA MO3BOJISIBA J1a TIPOIBIKH HAOIOICHUETO HA ChOTHOIIIEHUETO TOJI3a/PUCK 32
JIeKapcTBeHUs IPOAYKT. OT MEAMIIMHCKUTE CIIEIUAINCTH C€ N3KUCKBA J]a ChOOIIaBaT BCAKa
[0/I03MPaHa HeXKeJIaHa PeaKIysl Ype3 HallMOHAIHA CUCTeMa 3a ChOoOIaBaHe, mocoyeHa B [IpuiiokeHue
V.

4.9 TIlpeno3mpane

Hsma cpo01ienus 3a ciydan Ha IPeo3UpaHe U € MaIKO BEPOSITHO Ja HACTBIIT ISl OUYHO
MIPHIIO’KEHHE.

B cnyuaii Ha mpeno3upane, Je4eHUETo TpsOBa Ja Ob/ie CHMIITOMAaTHYHO M O bprkamo. CieqHata
nHpopmaius Moxe n1a Ob1e mosiezna, ako LUMIGAN 6b1e cirydaitHo morbJiHaT: IpH 2-CeIMHYHH
NPOYYBaHUS HA IUTBXOBE M MHUIIKH, TIepopaiHu 1031 10 100 mg/Kg/mHeBHO He ca moKa3aliu HIKaKBa
toxcuuroct. Ta3u 103a, u3paszena B Mg/m’ e Haii-maiko 210 mbTH HO-BHCOKA OT 103aTa IPH
ciyvaiiHo norbiane Ha efana oytuika LUMIGAN 0,1 mg/ml kanku 3a ouu, pa3TBoOp OT J€Te C TErJI0
10 kg.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5.  ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOIiCTBA

dapmakoTepareBTuuHa rpymna: OPTaaIMONIOrHYHU MpenapaTtH, npoctarnanauaoBu aHano3u, ATC kox:
SO1EEQ3.

MexaHn3bM Ha IEHCTBUE

MexaHu3MBT Ha AEHCTBHE, [0 KOMTO OMMAaTOMPOCT HaMalsiBa BRTPEOYHOTO HaJsIraHe MpU Xopa, €
CBBpP3aH C HOBHUIICHO OT/AENISHE Ha BOJHNCTA TEYHOCT Mpe3 TpadeKyapHaTa Mpeka 1 3aCHIBaHe Ha
YBEOCKIIEPATHOTO OTAesIHe. HamManeHneTo Ha BBTPEOYHOTO HAIATaHe 3a104Ba MPUOIM3UTEITHO 4
Yaca cliesl TbPBOTO NPUIIOKEHHE U MAaKCUMaJleH eeKT ce MOCTUTa clie MpuoIu3uTeaHo 8 10 12 gaca.
[IpoasmxutenHocTTa Ha eekTa Tpae Hal-mMajKko 24 yaca.

BbumaromnpocT e MOIIeH 049eH XUITOTCH3UBEH MPOIYKT. Toil € CHHTeTHYeH MpocTaMu, CTPYKTYpHO
CBBp3aH ¢ npoctarnanaut Fy, (PGF,,), K0WTO He meiicTBa upe3 HUKOM OT MO3HATUTE
MPOCTArJIaHIMHOBH perenTopu. bumaronpocT n3dupatenHo Hamono0sBa epeKTHTe Ha HOBOOTKPUTHTE
OMOCHHTE3MpaHu CyOCTaHIMU, HapedeHU npocTaMuan. [IpocTaMuaHUAT perientop obave Bce OIle He
€ CTPYKTYPHO HUICHTU(HUIIUPAH.

[Tpu 12-meceuyno ocHoBHO KnuHUYHO npoyuBane ¢ LUMIGAN 0,1 mg/ml xanku 3a ouu pu
BB3PACTHHU, CPEIHUTE AHEBHU CTOMHOCTH HA BOH, n3Mepenu npu BCUUKY BU3UTHU 1O BpeMe Ha 12-
MeCeYHHMsI IepUo/] Ha IPOYYBAHETO, HE ce pa3nuyasar ¢ nosede ot 1,1 mMmHQ npe3 neHs v HUKOra He
ca Imo-BHCokH oT 17,7 mmHg.

LUMIGAN 0,1 mg/ml kanku 3a oun chabpika OeH3aIKOHHEB XJI0pH] B KoHIIeHTpatwms 200 ppm.

Nwma orpannden onut ¢ m3non3Bane Ha LUMIGAN npu nanuenTy ¢ riraykoma ¢ 0TBOPEH BI'bII, C
HCCBI{OGKC(i)OJ'II/IaTI/IBHa 1 IMMMI'MEHTHA TJIayKOMa, KaKTO U XpOHHWYHA I'NIayKOMa CbC 3aTBOPEH BI'BJI C
OTKpHUTAa UPUAOTOMMUA.

[Ipu KIMHUYHUTE TPOYYBAHUS HE Ca HAOJII0JaBaHU KIIMHUYHO CBbP3aHu €(PEeKTH BbPXY ChpJeUHaTa
YECTOTa U KPbBHOTO HaJISITAHE.

[enuaTpuyHa momynaws
BesonacHocrTa n epukacHoctra Ha LUMIGAN npu gena Ha Bb3pact 0 10 moj 18 rogunu He ca
YCTaHOBEHHU.

5.2 @dapMaKOKWHETHYHU CBOiiCTBa

AOcopbuus
BumMaTonpocT mpoHnKBa 100pe Tpe3 YOBeNIKaTa KOpHest 1 ckirepa in vitro. Crie 04HO TPUITOKEHHE

IIPY Bb3PACTHH, CUCTEMHATA €KCIIO3UIUS Ha OMMATOIPOCT € MHOTO HUCKA M HE C& KyMYJIMpa Clie]
Bpeme. Cliesl eIHOKPATHO, THEBHO, OYHO mpHiioxkenue Ha enna kanka LUMIGAN 0,3 mg/ml B nsete
OYH, B IIPOIBIDKCHHE HA JIBE CEJIMUIY, KPbBHUTE KOHIICHTPAIIMH Ca C€ MOBUINMWIK 10 MUHYTH clie
MPHUJIATaHETO W ca HaMaJeNu oA mpara Ha otkpusane (0,025 ng/ml) 1,5 gaca cien mpumaratero.
Cpennnte Cpax 1t AUC o_p4nrs CTOMHOCTH ca Ouii 1o100HY Ha 7-mus U 14-TUs IeH U ca Ouin
cpoTBeTHO nprbamsuTenHo 0,08 ng/ml u 0,09 ngehr/ml, koeto mokassa, 4e cTalMoHApHATA
KOHIIEHTpAIU Ha OMMAaTOMPOCT € Oniia MOCTUTHATA TPe3 MIbpBaTa CeIMHUIA Ha OYHO MTPHIIOKEHHE.

Paznpenenenue
Bumaronpoct € yMepeHo pasIpe/ieiieH B ThKaHUTE Ha TAJIOTO U CUCTEMHHUAT 00eM Ha pas3npeelicHUe

NP X0pa, MPU CTallMOHApHO cheTosiHKe, € 0,67 1/kg. B yoBemkara kpbB, OMMATONPOCT CE HAMHPA
MpearMHO B TuiazMaTa. CBbp3BaHETO HAa OMMATONPOCT € TUIA3MEHHUTE IIPOTEHHHU € IPUOITU3IUTEITHO
88%.



BuoTpanchopmarms

BumaronpocT € OCHOBHOTO, IIUPKYJIMPAILO B KPbBTA ChESAUHECHUE, CIIS KaTO CIIE OYHO MPHIIOKEHHUES
JIOCTUTHE JI0 CUICTEMHOTO KPhBOOOpAIeHHe. BUMaTOIPOCT MpeMUHaBa Mpe3 OKUCICHHE,
N-meeTnnupaHe u TIIIOKYpOHUpPaHEe M 00pa3zyBa pa3IndHy METa0OIUTH.

EnuMunupane
bumaTonpocT ce oTaeNs TJIaBHO Ype3 peHaTHA eKCKpers, KaTo 10 67% OT HHTPaBEHO3HO

MPUIIOXKEHATA /1032 TIPH 37paBH JOOPOBOIIIH Ce eKCKpeTHpa B yprHATa, 25% OT 103aTa ce eKCKpeTupa
¢ dhexanuure. ENTMMUHAIIMOHHUSAT MOTY)KUBOT, ONIPEICIICH CJIe]] MHTPABEHO3HO MPHIOKEHHE, €
npuOIM3NTEIHO 45 MUHYTH; 00LIMAT KpbBeH KiupbHC € 1,5 I/hr/kg.

XapaKTepUCTHKA PU MAIMEHTH B CTAPYECKa Bh3pacT

Cren nBykpatHo mgaeBHO npwioxenne Ha LUMIGAN 0,3 mg/ml kanku 3a oun, pa3tBop, cpeaHaTta
AUC 241, cToiiHOCT OT 0,0634 ngehr/ml 6GumMaTompoctT mpu xopa B cTapuecka Bb3pact (xopa Ha 65
TOIMHH WJIH ITO-BB3PACTHH) € Omia 3HaunMo mo-Bucoka ot 0,0218 ngehr/ml mpu mo-mnanu 3apasu
BB3pPAaCTHH. Tes3n JaHHU 063‘16 HC Ca KIIMHWYHO 3HAaYUMH, TBHU KaTO CUCTEMHATa CKCIIO3MIHsA, KaKTO
MIPH XOpa B cTapuecKa Bh3pacT, TaKa U MPH MO-MIIQJN X0pa, OCTaBa MHOTO HUCKA CJIC]] OYHO
npwiokenue. He e Ha0M01aBaHO KyMyJIMpaHe Ha OMMATOMPOCT B KPHBTA, C TCUCHHUE HA BPEMETO U
npouabT Ha 0E€30MaCHOCT € OMJI TIOJJO0CH MPH XOpa B CTapuecka Bh3pacT U MPHU MJIaJIH MAI[UCHTH.

5.3 IlpenkIMHUYHM JaHHH 32 0€30MACHOCT

[Ipy HEKIMHUYHKUTE POYYBAHUS CAMO MPH EKCIO3UINH, 332 KOUTO CE CUMTa, Y€ Ca B IOCTAThYHA
CTEIEH MO-TOJIEMH OT MaKCUMaJIHaTa eKCIIO3ULUS [IPU X0pa, ce HabmogaBaT e(heKTH, KOUTO MOKa3BaT
MAaJIKO 3HaYCHUE 3a KIMHUYHATA YIOTpeoa.

OYHOTO MPUIIOKEHUE HAa OMMATONIPOCT TPH MaiMyHH, B KoHieHTpaiwst >0,03 mg/ml quesHo, B
NpOIBJDKEHHE Ha | TOMHA € JJOBEJIO 10 MOBHUILICHA MMTMEHTANNS Ha HpHca U 00paTHMH J103a-
3aBUCHMH NEPHOKYIapHU e(EeKTH, XapaKTepU3HPALIH CE C U3AaZEH FOPEH W/UIH J0JIEH CYJIKYC U
pasmmmpsBaHe Ha nanmneOpanHara ¢pucypa. Msriexa, ye moBUIIeHaTa MUTMEHTAIMS Ha UpHCa ce
NPUYUHSABA OT MOBUILIEHOTO CTHMYJIMPaHe Ha MPOIYKIMATA HAa MEJIAHWH B MEJIAHOLIUTHUTE, & HE OT
yBeIMueHne Ha TexHus Opoii. He ca HabmronaBany ()yHKIIMOHAIHU WITH MUKPOCKOITUYHY ITPOMEHH,
CBBP3aHH C IEPHOKyIapHHUTE ePEeKTH, a MEXaHU3MBT Ha JICHCTBUE MPH TE3H MEPUOKYIAPHU TIPOMEHH
HE € M3BECTEH.

bumaromnpoct He € OWJI MyTareHeH Wik KapIHHOTCHEH B CEpUU OT iN VItro u in Vivo npoy4BaHusl.

Bumaromnpoct He e Hapymui GepTuiuTeTa Ha wrbxoBe npu 1034 ot 0,6 mg/Kg/nueBHO (Hal-Mako
103 mbTH O-BUCOKHM OT MPEABUICHATA /1032 32 YOBEIIKa excro3uius). [Ipu npoy4Banus Ha
eMOpuro/eTaTHoTO pa3BUTHE ca HaOIr0aBaHu abOPTH, HO He U epEKTH BBPXY Pa3BUTUETO MPH
MUIIIKHU ¥ TLTEXO0BE, TipH 1031 Haii-Manko 860 meti uimu 1 700 mbTH 1MO-BUCOKH OT CHOTBETHUTE JTO3U
npu xopa. Te3u 1031 ca JJOBeNH 10 CUCTEMHH eKCIO3HUIUK Haii-Manko 33 10 97 mbTH MO-BUCOKH OT
CHhOTBETHATA MPEIBHJICHA EKCIIO3UIIMS TIPU Xopa. B nmepu/mocTHaTaIHM pOy4YBaHUs IPH TIHXOBE,
TOKCHUYHOCTTA NPU MaiiKkaTa e MPUYMHMIA HaMaJIeHO IT'eCTallMOHHO BpeMe, CMBPT Ha (eTyca 1
HaMaJIeHO TerJio Ha HoBopozaeHoTo npu >0,3 mg/Kg/mHeBHO (Hail-manko 41 mbTH HaJ| MpeaBHeHaTa
eKcro3uuys mpu xopa). HeBpornosenenueckure PyHKIMM Ha MOKOJIEHUETO HE ca OWMJIM 3aCeTHATH.

6. DPAPMALEBTUYHHU JAHHHU
6.1 Chnucbk Ha IOMOUIHUTE BellecTBa
benzankonues xyopus

Hatpues xmopug

Hunarpuer xuaporeHdpochaTt xentaxuapaT
JlmMoHeHa KUCeTnHa MOHOXHUIPAT



XJI0pOBOJIOPOIHA KUCETMHA UITH HATPHEB XUIpoKcu I (3a kopurupane Ha pH)
IIpeuncrena Boga

6.2 HecnbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoCT

2 TOOUHU

4 cemMuIA CIIe TBPBO OTBApSHE

6.4 CneumajHu ycja0BHUSI HA CbXpaHeHUe

To3su nexapcTBeH MPOAYKT HE H3UCKBA CIICLIMATHH YCIIOBUS 32 ChXpaHEHHE.
6.5 Buawu chabppikaHue Ha OMAKOBKATa

bsina, Henmpo3padHa OyTHIIKA OT TOJMETHIICH C HUCKA IUTBTHOCT, C IMIOJMCTHPEHOBA Karayka Ha BUHT.
Bceska Oytrsika uma 3 ml o6em Ha IbJIHEHE.

Hanuunu ca crneHuTe pasMepy ONaKOBKU: KAPTOHEHH KyTHH, ChAbpKaiiu 1 win 3 Oytuiaku ot 3 ml
pa3tBop. He Bcuuku BUIOBE OMMAKOBKM MOTAT Ja ObJaT MyCHATH B MPOAaKOa.

6.6 CneuuajaHu NpeaNna3Hu MePKH NPHU U3XBbPJsHE

Hsama cenmannn M3UCKBaHMS 32 H3XBBPJISIHE.

7. NPUTEXATEJI HA PASPELHLIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland

Castlebar Road

Westport

Co. Mayo

Wpnannus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/02/205/003-004

9. JATA HA II'bPBO PAZPEIIABAHE/IIOJTHOBSIBAHE HA PA3SPEIIEHUETO 3A
YIIOTPEBA

7 sayapu 2010 T.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Toapo6Ha mHGOpPMAIKS 3a TO3U JEKAPCTBEH MPOAYKT € MPeAoCcTaBeHa Ha yeOcalita Ha EBporefickara
areHIus 1o Jiekapcreara http://www.ema.europa.eu
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1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,3 mg/ml xamku 3a ouu, pa3TBop

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Enmun ml pastBop ceabspika 0,3 mg oumaronpoct (bimatoprost).

IToMoOIIIHO BEIIeCTBO ¢ U3BECTHO JICUCTBUE:
Enua ml pasteop ceaspxa 0,05 Mg GeH3aIKOHHUEB XJIOPHI.

3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA
Kamku 3a oun, pazTBop.

besugereH pa3TBop.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTUYHHU MOKA3AHUS

[MToHmwKEeHNE HA TOBUIIICHOTO BHTPEOYHO HAIISITAHE TIPH XPOHUYHA IJIAYKOMa ¢ OTBOPEH BI'bJI H OYHA
XHIIEPTEH3Us TP BH3PACTHU (KaTO MOHOTEPAIHS WU KaTo JOMBIHUTEIIHO JIeYeHHE KbM OeTa-
OJIoKepH).

4.2 Jlo3upoBKAa M HAYMH HA MPUJIOKEHHE

2 1031/1[ DOBKa

[IpenopbuBaHara 7j03a € €/IHa Kallka B 3aCETHATOTO/UTE OKO/OYH, €IUH BT JHEBHO, MPUIIOKEHA
Beuep. Jlo3zaTa He TpsOBa /1a IpeBUIIaBa €THO MPHIIIOKEHHE THEBHO, Thi KATO MO-4ECTOTO
MPUIOKEHUE MOXKE Jla HaMaiu e(heKTa Ha MOHKAaBaHE Ha BbTPEOYHOTO HaJIATaHe.

Teouampuuna nonyrayus:
BbezomnacHocrTa 1 epmkacHoctra Ha LUMIGAN nipu nena Ha Bb3pact 0 10 18 roguHu Bee omre He ca
YCTaHOBEHH.

HanmenTy ¢ yepHOIPoOHO U OBOPEYHO YBpEXkKIaHE:

LUMIGAN He e npoy4BaH npH MaIMeHTH ¢ ObOPEYHO HITH YMEPEHO JI0 TEKKO YEPHOAPOOHO
YBpEKIaHEe U IOpaJ TOBa TPSAOBa J1a ce IMpuiara ¢ NOBUIICHO BHUMAaHUE ITPU TaKUBa MalueHTH. [Ipu
MAaIMEeHTH C aHaMHe3a 3a JIEKO YepHOAPOOHO 3a00isBaHe Wi aOHOPMHHU M3XOJHH CTOHHOCTH Ha
anannH amuHOTpachepasa (ALT), acnaprar amunotpancdepasa (AST) u/unm OmmpyOuH,
oumarompoct 0,3 mg/ml kanku 3a oum, pa3TBOP HE € OKa3ayl HeXeJIaH JICKAPCTBEH ePEeKT BhPXY
YepHOAPOOHHUTE (PYHKIMH B MIPOIBIDKEHHE Ha 24 Mecera.

Haunn Ha npuioxxenue
AKO ce M3M0J3Ba IOBEUe OT €JIWH JIOKAJICH OYeH JISKapCTBEH MPOAYKT, BCEKH €IUH TPsOBa Ja ce
Ipuiiara rmpe3 UHTepBall OT Hali-MaIKo 5 MUHYTH.

4.3 IlporuBomokazaHus

CBpBXUYBCTBUTECITHOCT KbM aKTUBHOTO(MTE) BEHIECTBO(A) MIIM KbM HAKOE OT TTOMOIIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.
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LUMIGAN 0,3 mg/ml e mpoTrBoIIOKa3aH Ipy MalieHTH, KOMTO Ca MMAJIK CYCIIEKTHA MPe/IIIecTBala
He)KeJTaHa JISKapCTBeHA Peakiis KbM OSH3aIKOHHUEB XJIOPHU/I, A0BEa JIa MPeKpaTsIBaHe Ha
MPUI0KEHUETO.

4.4 CneuuajaHu mpeaynpeskieHus U NpeAna3Hi MepKH NpHU ynoTpeda

Ounu

[Ipenu 3amouBane Ha JEYCHUETO, MAMEHTUTE TPsAOBA Aa ObAaT HHHOPMHUPAHH 332 BB3MOKHOCTTA OT
pacTex Ha MUTIIHTE, MOTHMHSBAaHE HA KOXKaTa Ha KIICTAYUTE W TOBUIIICHA MATMEHTAITUS Ha UPUCA, ThI
KaTo TakuBa ca Ouian HabmonaBanu npu tedenne ¢ LUMIGAN. Hsakou oT Te3u H3MEHEHHUs Morar Ja
ObJaT TpaiiHU U Jja JOBEAAT 10 Pa3/iMKa BbB BHHIIHUS BUJ MEKAY IBETE OUH, KO CaMO €HO OT TAX €
NeKyBaHO. FiMa BEpOSITHOCT MOBHIIICHATA MATMEHTAIIUS HA UPHCa J1a OCTaHe TOCTosiHHA. [IpoMsiHaTa B
MUTMEHTAIUSTA CE KU ITO-CKOPO Ha MOBUIICHO ChABPKAHNIE HA MEIIAHWH B MEJTAHOIIUTHTE,
OTKOJIKOTO Ha TIOBUIIIEHHE B OpOsi Ha MeNaHONUTUTE. JbIrocpounurte eekTr Ha OBUILIEHA
MUTMEHTAals Ha UpHca He ca u3BecTHU. [I[poMeHnTe B IBETa Ha MpHca, HAOIIOAaBaHH IIPH OYHO
MPWIOKEHUE HA OUMATONPOCT, MOXeE Jia He ObJaT 3a0esI3aHH B POIBIDKECHIE HAa HAKOJIKO MECena Jio
roauau. OOMKHOBEHO KadsiBaTa MATMEHTAIIMS OKOJIO 3€HUIIATa c€ Pa3lpOCTPaHsIBa KOHIEHTPHYHO
KbM nepudepusiTa Ha ¥pUca U LENUIT HPUC WK YacTU OT HETro cTaBaT Mmo-KadeHnkapu. M3rnexna, ye
HUTO HEBYCUTE, HUTO JTYHUUKHTE [0 UPHCA ce TOBIMABaT OT neueHuero. Crien 12 Meceria yectoraTa
Ha MUTMEHTAalMs Ha upuca npu 6umaronpoct 0,3 mg/ml kanku 3a oun, pazrBop e 1,5% (Bxk. Touka
4.8) 1 He ce e TOBHUIIIIA Clie/l 3-TOIUIIIHO JiedeHue. FiMa choOIeHus, ye Mpu HAKOU MAI[UCHTH
MMMTMEHTAIUATA Ha IepHOpOHUTATHATA ThKAH € O0paTuMa.

Kucrounnen eneM Ha Makynara € cro0miaBan Hedecto (>1/1 000 no <1/100) cnex neueHue ¢
oumatonpoct 0,3 mg/ml xkanku 3a oun, pa3rBop. [lopaau ToBa LUMIGAN Tpsi6Ba 1a ce u3monsea c
TIOBHUILICHO BHUMAaHHE TIPH TTAIIEHTH C U3BECTHH PUCKOBH (DaKTOPH 32 MaKyJIapeH enieM (Harmp.
adakuHM MAIMEHTH, TIceB0adaKuIHU MAIHEeHTH ¢ TyKCHpaHa MMOCTepUOpHa Karlcyiia Ha OuHaTa
nemia).

Vma peiky CIOHTaHHH CHOOILCHHMS 3a PEaKTHBUPAHE Ha NPEIXOJHA KOPHEATHH HHPUITPATH WIN
ounu uHQekmu npu o6umarornpoct 0,3 mg/ml kanku 3a oun, pazrBop. LUMIGAN TpsibBa na ce
M3M0JI3Ba C MOBUILICHO BHUMAaHHKE IPH TAIIMEHTH C MPEIX01Ha aHaMHe3a 3a 3HAYMMH OYHHU BUPYCHH
vH(peKIHY (HaIp. Xepriec CUMIUIEKC) WIH YBEHT/UPHT.

LUMIGAN He e npoyyBaH IpH NAIMEHTH C BH3MAIUTETHN OYHH 3200 IsIBaHNUS, HEOBACKYJIapHa,
BB3MAJUTENHA IJIayKOMa ChC 3aTBOPEH BI'bJ, BPOJICHA NIAyKOMAa MM INIAyKOMa C TECEH BIbII.

Koxnu

CrhluecTByBa NOTEHIMAIHA Bh3MOXKHOCT 3a M0sIBa Ha OKOCMsIBaHe B 30HUTE, KbAeTo LUMIGAN
pa3TBOp BJIM3a MHOTOKPAaTHO B KOHTAaKT C KOXHaTa MOBbpXHOCT. [lopaau ToBa e Baxkno LUMIGAN na
ce ImpuJjiara ChbIIaCHO yKa3aHUsTAa U Jla ce M304rBa CTHYAHETO My BbpXY Oy3aTa Wil Jpyrd KOXKHU
30HHU.

Pecnvparopuu
LUMIGAN He e npoy4BaH NpH MaIMEeHTH ¢ HapyIlIeHa pecriupaTopHa GyHKIus. Bripeku ue nma

orpaHnueHa HHPpOpMAaIKs 32 HalMeHTH ¢ aHaMHe3a 3a actMa uii XObb, B mocT-MapkeTHHroBHs
NepuoJ UMa ChoOIIEHUs 32 000CTpsiHE Ha acTMa, aucnHes 1 XObb, kakTo 1 choOLIeHns 3a acTMa.
UYecroTara Ha Te3u cuMnToMu He € u3BecTHa. [larmentu ¢ XObb, actMa mimm komnpoMeTupana
pecniupatopHa GYHKLIUS IOPaaAN APYTH ChbCTOSHUS TPsIOBa 1a OBbIAT JIEKYBaHH C TIOBUIIEHO
BHUMAaHHUE.

CppiedHO-CHIOBH

LUMIGAN He e npoyuBaH NpH MaLHUEHTH CbC ChpAEUEH OJO0K MO-TEXbK OT IbPBa CTENEH WK MPU
HEKOHTPOJIMpaHa 3aCTOWHA Chp/AeYHA HEAOCTATHUHOCT. MiMa orpanuyeH Opoil CIIOHTAaHHU CHhOOIICHIS
3a OpajuKap/us Wik XUunoToHus npu oumaromnpoct 0,3 mg/ml kanku 3a oun, pazrsop. LUMIGAN
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TpH6Ba Ja C€ U3II0JI3BA C MOBUIICHO BHUMAHHWE IIPH NAIMUCHTH MTPEAPA3IOI0KEHN KbM 3a0aBeHa
ChpACYHa JIEMTHOCT WJIM TIOHUKEHO KPBBHO HaJIsAraHE.

JlombiHuTEeIHA UHpOpMAIHS

B mpoyuBanus Ha 6umaromnpoct 0,3 mg/ml npu manueHTH ¢ TIayKoMa WM OYHa XUTIEPTEH3US €
YCTaHOBEHO, Y€ M0-Y€CTOTO M3JIaraHe Ha OKOTO Ha TIOBEYE OT €Ha /1032 OMMATOIPOCT THEBHO MOXKE
na Hamanu epekra Ha moHmkaBane Ha BOH (Bxk. Touka 4.5). [aruentu, kouro uznom3sar LUMIGAN
C IpYTH MPOCTArJIaHAWHOBY aHAIO3H, TPSOBa /1a ObAaT HAOIIOAABaHH 32 TPOMEHH B TIXHOTO
BBTPEOYHO HaJISTaHE.

LUMIGAN 0,3 mg/ml kanku 3a ouu, pa3TBOp, ChABPkKA KOHCEPBaHTa OCH3ATKOHUEB XJIOPHU/I, KOHTO
MOXe J1a ce abcopOmpa oT MEeKH KOHTAKTHH Jieny. [lopaan HamndareTo Ha OCH3AIKOHUEB XJIOPH
MOKE CBIIO Ja Ce MOSIBH OYHO Apa3HeHe W MPOMSHA B IBETa HA MEKUTE KOHTAKTHH JICIIH.
Konrakthute nemy TpsiOBa Aa ce CBAIAT MpeIy MPUIaraHeTo Ha KamnmkuTe U Morar aa Obaat
IIOCTaBeHU OTHOBO 15 MuHYyTH Ccien ToBa.

Hma cpobuieHus, ye OEH3aIKOHUEB XJIOPH, KOMTO ce M3I10JI3Ba YECTO KAaTO KOHCEPBAHT B OYHU
npernapary, IPUYMHIBA TOYKOBUIHA KEpATONaTHs 1/UIM TOKCUYHA YIIIlepaTUBHA KepartonaTus. Thil
katro LUMIGAN cpabpprka O€H3aITKOHIEB XJIOPHI, HEOOXOIUMO € TIPOCIIeAsIBaHe TIPH YECTO HITH
MPOIBIDKUTEITHO TIPHIIOKEHHE TTPH TTAIMEHTH ChC CYyXH OYH, WM IIPH KOUTO POTOBHIIATA € YBPEACHA.

Nma crobuienns 3a OakTepuaneH KepaTuT, CBbP3aH C M3MO0JI3BAHETO Ha MHOTOZ030BH KOHTEHHEPH C
OYHH MPOJIYKTH 32 JIOKAJTHO MpHIoKeHHe. Te3u KOHTeHHepH ca OMIIM HEBOJIHO 3aMbPCEHH OT
MaIMEeHTUTE, KOUTO B IOBEYETO CIy4an ca UMaJi ChIIPOBOXKAALIO OYHO 3a0omsBane. [lanuentu ¢
HapyLICHUE Ha OYHATA EMUTEIHA HOBBPXHOCT Ca C MOBHUILEH PUCK OT Pa3BUTHE HA OaKTepHaeH
KepaTur.

[Naruenture TpssOBaaa ObIAT YBEAOMEHH Jla M30rBaT KOHTAKT HA HAKpalHUKA Ha KOHTEHHEpa ¢
OKOTO WJTU OKOJIHUTE CTPYKTYPH, 3a JIa Ce MPEAOTBPATH TPaBMa Ha OKOTO U 3aMbPCSIBaHE Ha Pa3TBOpa.

45 BzaumopeiicTBHe ¢ IPYTrd JeKAPCTBEHH MPOAYKTH U APYTU (popMH HA B3auMoaelicTBHE
He ca npoBexnanu npoy4BaHus 3a B3aUMOJACHCTBUSTA.

He ce ouakBaT HUKAaKBU B3aUMOJECHCTBUS IIPU XOPa, Th KATO CUCTEMHUTE KOHLEHTPALUU Ha
Oumarorpoct ca u3kirounTesnHo Hucku (mox 0,2 ng/ml) cien ouHO npuiIoKeHne Ha GUMATOTIPOCT
0,3 mg/ml kanku 3a ouu, pa3TBop. bumaromnpoct ce 6uoTpancopmMupa upe3 KOHTo u Ja € OT
MHOTOOPOWHHUTE €H3UMHU U OMOXMMHUYHN BEPUTH U MIPU MPEIKINHIYHUTE IPOYyUBaHUS HE ca
HaOo1aBaHy ePEeKTH BbPXY YEPHOAPOOHNUTE €H3UMH, METa0O0IM3UPAIIH JICKAPCTBA.

LUMIGAN e O6un u3noi3BaH eTHOBPEMEHHO C TOJISIM OpOoii pa3imnyHu 0 TaIMOIOTHYHA OeTa-
OJIOKEepHH NPOYKTH NPU KIMHHYHHTE MPOYYBaHUs, O0€3 J0Ka3aTeICTBa 3a B3aMMO ICHCTBHE.

EnnoBpemennara ynorpeba Ha LUMIGAN 1 aHTUTTIayKOMHY TIPOAYKTH Pa3InIHU OT JIOKATHHUTE
Oera-O610KepH, HE € OLIEHABaHAa 110 BpeMe Ha JIOIMbITHUTENHA TJIAyKOMHA Teparwsl.

ChbimecTByBa NMOTEHIMATIHA BB3MOXKHOCT €EeKTHT Ha MoHmkaBane Ha BOH Ha nmpocTarnananHOBUTE
anano3u (aarp. LUMIGAN) na 6b1e HamMalleH Tpy HalMeHTH C TJIAyKOMa WIIH OYHA XUTIEPTEH3HUs,
KOTaTO C€ M3IMOJ3BAaT C APYTH MPOCTATTIAHINHOBY aHAI03H (BX. Touka 4.4).

4.6 @epTHANTET, O)PEMEHHOCT U KbPMEHe

Bpemennoct
Hsma goctareuno maHHuM OT yrorpedara Ha OMMaTonpocT mpu 6peMeHHH xeHu. [IpoyuBanusiTa npu

YKMBOTHH Ca MTOKa3BaT PEMPOAYKTHBHA TOKCHYHOCT IIPH BUCOKH JI03HM, TOKCHYHH 3a MaiikaTa (BiK.
Touka 5.3).

13



LUMIGAN He Tpsi06Ba 1a ce mpuiiara o BpeMe Ha OpeMEHHOCT, OCBEH B CIy4ai Ha KaTeropuyHa
HEO0OXOMMOCT.

Kopmene
He e u3BecTHO nanu OMMaTONpPOCT ce CKCKpeTHpa B KbpMara. [IpoyuBaHusTa IPH )KUBOTHHU TIOKA3BaT,

4ye OMMaTOIPOCT ce eKCKpeTHpa B KbpMaTa. 1psi0Ba ga ce B3eMe pelleHne Aali J1a Ce MIPEeyCTaHOBU
KBbpPMEHETO WiTH J1a ce npeyctanoBu Tepanusata ¢ LUMIGAN, kato ce B3emMart mpeaBuz 1oji3ara ot
KbpPMEHETO 3a JIETETO U MoJ13aTa OT TepanusTa 3a JKeHara.

DepTUnuTeT
Hsma nannu 3a eexTuTe Ha OMMATONIPOCT BHPXY (PEpTHIINTETA TIPH XOpa.

4.7 EdexTtn BbpXy cnoco0HoCcTTa 32 modupane u padora ¢ MALIUHH

LUMIGAN moBnusBa npeHeOpeKMMO CIIOCOOHOCTTA 3a modupane u pabora ¢ mamuau. KakTo npu
BCSIKO OYHO JICUCHUE, MTPH TI0SBA HA TPEXOTHO 3aMBIIIIBAHE HAa 3PEHUETO CJIC/ IPUIIOKEHHE,
MaIMeHTHT TPAOBA Jla IoYaKa, JOKaTo 3pSHUETO Ce MPOSCHU, MPEAX OTHOBO Ja modupa u padoTH ¢
MalllMHH.

4.8 HexenaHu JeKapCTBEHH PeaKIUU

Han 1 800 nanuenTu ca 6mmu nekysanu ¢ LUMIGAN 0,3 mg/ml kanku 3a 0o4u, pa3TBOp 10 BpeMe Ha
KIIMHUYHY Tpoy4BaHwusi. Ha 6a3ara Ha koMOuHUMpaHu qaHHu oT (pasa Il MoHOTEpaneBTHYHA U
nombiauTenHa ynorpeda Ha LUMIGAN 0,3 mg/ml kanku 3a oun, pa3TBop, Hai-uecTo ChoOIIaBaHUTE
HE)KeJIaHU peaKlii, CBbP3aHU € JICYCHUETO ca: pacTex Ha MuriuTe 10 45% mpe3 mbpBaTa roavHa,
KaTo 4YeCToTaTa Ha HOBU CHOOIIEHNS HaMasiBa 10 /% Ha 2-ta roanHa U 10 2% Ha 3-1a roguHa,
KOHIOHKTHBaJIHA XUTIepeMHUs (B ITOBEYETO CIy4and He3HAUHUTEIIHA JI0 JIeKa U C HEBB3MAINTENICH
xapakrep) 10 44% 1pe3 mppBaTa roIMHa, KATO YeCTOTaTa Ha HOBH ChOOIICHUs HamassBa 10 13% Ha
2-ta roauHa u 10 12% na 3-ta roguHa, 1 oueH NpypuTyc npu A0 14% OT nauneHTUTe Mpe3 MbpBaTa
roANHA, KATO YECTOTaTa Ha HOBU ChOOIIEHUS HaMalisaBa 10 3% Ha 2-ta roguHa u 10 0% Ha 3-

Ta ronuHa. [lo-mManko ot 9% OT manueHTUTe MPEKHCBAT MOPATN HIKAKBO HEXKEIAHO CHOUTHE TIPe3
I'bpBaTa roAMHA, KaTO YeCTOTaTa Ha JOIBJIHUTEIIHOTO NPEKbCBAHE OT CTpaHa Ha nauueHTuTe e 3%,
KaKTO Ha 2-Ta, TaKa M Ha 3-Ta TOJUHA.

CrenHuTe HeXXENaH! JIEKAPCTBEHH Peakluy ca OWIIM ChOOIEHH M0 BpeMe Ha KIIMHUYHU MPOYYBAHHUS C
LUMIGAN 0,3 mg/ml kanku 3a 04, pa3TBOp WK B MOCTMApKETHHTOBHs 1iepuo/l. [ToBeuero ca ouim
OYHHU, JIEKH JI0 YMEPEHU U HUKOSI He € OHiIa Cepro3Ha:

Mmoro gectute (21/10), vect (=1/100 mo <1/10), vewectn (21/1 000 mo <1/100), pexku (=1/10 000
1o <1/1 000), mHOTO peaku (<1/10 000) u c Hen3BecTHa YecTOTa (OT HATMYHUTE JAHHU HE MOXKeE Ja
ObJie HANpaBeHa OIEHKA) HEXKeJTaH! JIEKAPCTBEHH PEAKIINH Ca TIPEICTABEHN CHITIACHO CHCTEMO-
oprannu kjiacose B Tabmuna 1. I1pu BCsAKO rpynupaHe B 3aBUCUMOCT OT Y€CTOTATa HEXKEJIAHUTE
JICKApCTBEHU PEAKIMH ca MPECTaBEHH B HU3XO/IAII PEI [0 OTHOIICHUE HA TSIXHATA CEPHO3HOCT.
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CHCcTEeMO-0pranHy KJIacoBe

Hapywenus na nepsnama
cucmema

YecToTa Heske1ana jJekapcTBeHa
peakuus
YeCcTH r1aBo0oJIHe
HEYeCTH 3aMasHOCT

Hapywenus na ouume

MHOI'O 4YECTHU

KOHIOHKTHBAJIHA XUTIEPEMUS,
OYCH MPYPUTYC, PACTEK HA
MUTJIATE

YeCTHU

ITOBBPXHOCTEH TOUYKOBUICH
KEepaTHUT, EpO3Us Ha KOPHEITa,
[apeHe B OKOTO, OYHO
Jpa3HEeHe, aJlepruucH
KOHIOHKTHBHT, Onedapur,
BJIOIIICHA 3PUTEIIHA OCTPOTA,
aCTEHOINS, KOHIOHKTHBAJIEH
eJIeM, yCelllaHe 3a 9yXkJI0 TSJIO,
CyX0Ta B OKOTO, 09Ha O0JIKa,
thotohobus, cea3eHe, ouHa
CeKpelrs, HapyIlIeHUE Ha
3PEHUETO/3aMBbIJICHO 3PCHHE,
IMOBHIIIEHA TNTMEHTALINS Ha
upHca, IOThbMHSBAHE Ha
MUTJIUTE, EPUTEM Ha Kileraua,
MPYPUTYC Ha Kienaya

HCYCCTH

pEeTHHAIHA XeMOparus, YBeuT,
[UCTOHUJICH MaKyJIapeH e/ieM,
upHuT, OJedapocnasbM,
peTpakiys Ha Kienaya,
epruoOpOUTAIIEH epUTEM, eIeM
Ha KJenaya

C HCU3BCCTHA 4CCTOTa

eHo(ranm

Cv0osu HapyuieHust

HYCCTHU

XUIICPTOHUA

Pecnupamopnu, epvonu u
MeOUACMUHANHY HAPYUWeHUs]

C HCHU3BCCTHA YC€CTOTA

actMa, 000CTpsiHE Ha acTMa,
oboctpsine Ha XOBb u aucnHes

Cmomawno-upesnu napyuieHus | HEUECTH rajJicHe
Hapywenus na xoocama u YeCTH MUTMEHTALUs Ha KOJKaTa OKOJI0
NOOKONCHAMA MbKAH OKOTO
HEYECTH XHUP3YTU3BM
Obwu epexmu u egpexmu Ha HEYECTH acTeHHS
MSACMOMO HA NPUTLOJICEHUE
Uscneosanusa 4ecTH a0HOPMEH 4epHOpOOeH

(yHKIIMOHAJIEH TeCT

Hexxenanu peakumu, cho01aBaHy BbB BPb3Ka € KAk 3a 0YH, ChAbpKay docdat:
MHOro psIKO P HAKOH MAllMEHTH ChC 3HAUYUTEITHO YBPEACHH POrOBHLIM ca ChOOIIaBaHU CIy4au Ha
POTOBUYHH KAITU(PHUKATH BB BPh3Ka C YIOTpedaTa Ha KalkH 3a 04H, ChbpKaliy Gocdar.

C’BO6H.[aBaHe Ha IMoa031MpaHd HCXCIIaHU PCAKIINN

CpoO111aBaHeTO Ha TOI03UPAHH HEXKETTAHU PEaKIMK CJIe]] pa3pelaBaHe 3a yrnorpeoa Ha JIeKapCTBEHHs
MPOIYKT € BayKHO. TOBa M03BOJISIBA J1a TIPOABIDKHA HAOIOIEHUETO HA ChOTHOIIIEHHETO TT0J13a/PUCK 32
JIeKapCTBeHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIUATUCTH CE U3UCKBA J]a ChOOIIABAT BCSKa
MOJI03MpaHa HexellaHa peakius ype3 HallMOHAIHA CHCTeMa 32 ChoO0IaBaHe, ocoveHa B [Ipunoxenne

V.

4.9 Ilpeao3upane

Hsama CT:O6I]_[€HI/I$[ 3a ClIy4ar Ha NpCA03UPaHC U € MAJIKO BEPOATHO Aa HACTBIIAT CJIC OUHO

MIPIITIOJKEHHE.
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B ciryuait Ha penio3upane, ie4eHHUETO TPIOBa Ja ObJie CHMIITOMATHYHO U Mo Ibpikaiio. CrieqHara
nHpopMarus Moxe 1a Obae nosezna, ako LUMIGAN Obae ciiy4aifHO MOTrbIHAT: pU 2-CeAMUYHU
MpOYYBaHUS Ha IUTHXOBE M MUIIKH, TiepopainHu 1o3u 10 100 mg/Kg/nHeBHO He ca moKa3ayiu HIKaKBa
TOKCHYHOCT. Ta3u 703a, u3paseHa B mg/m2 ¢ Hali-Manko 70 mbTH MO-BHCOKA OT J103aTa MPH CITyYaitHO
norbinane Ha eana oyrmika LUMIGAN 0,3 mg/ml kamku 3a ouwn, pa3tBop oT aere ¢ terio 10 Kg.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 @apmakoaMHAMUYHHU CBOIiCTBA

dapmakoTepareBTudHa rpymna: OPTaaIMONIOrHYHU MpenapaTtH, npoctarnanauaoBu aHano3u, ATC kox:
SO1EEQ3.

MexaHn3bM Ha IEHCTBUE

MexaHn3MBT Ha JecTBHE, 0 KOUTO OMMATOIIPOCT HaMajsBa BFTPEOYHOTO HAIATaHE IIPH X0pa, €
CBBP3aH C OBUIICHO OTAECISIHE Ha BOJHICTA TEYHOCT Mpe3 TpabeKynapHaTa Mpeka 1 3aCUIIBaHe Ha
YBEOCKJIEpaIHOTO OoTAesiHe. HaManeHneTo Ha BbTPEOYHOTO HAJISITaHE 3a1l04yBa NpUOIN3uTenHO 4
qaca cliell IbPBOTO NPUJIOKEHHE U MaKCUMaJIeH e()eKT ce IMOCTUra ciie npubausurento § 10 12 gaca.
[IpoawsmxuTenHocTTa Ha edekTa Tpae Hali-mMako 24 yaca.

BuMaTonpocT € MOIIEH OYeH XUITOTEH3UBEH NPOYKT. Toil € CHHTEeTHYEeH MPOCTaMU/, CTPYKTYPHO
CBBp3aH ¢ npocrarianaut Fo, (PGF,,), KOiTO He mAeiicTBa upe3 HUKOM OT MO3HATHTE
MPOCTaraHIuHOBHU PEIENTOPH. BUMAaTONPOCT N30UpaTEeTHO HANO00sIBa e)EKTHTE HA HOBOOTKPUTHUTE
OMOCUHTE3UPaHU CYOCTaHIIMH, HAPSUCHH MpocTaMuau. [IpocTaMuqHUST perenTop obade BCe OIIe He
€ CTPYKTYPHO HJICHTH(QUIIMPAH.

ITo Bpeme Ha 12-meceuna moHotepamnus ¢ LUMIGAN 0,3 mg/ml npu Be3pacThu, cpaBHEHa €
THUMOJIOJN, CpeiHaTa mpoMsHa Ha cyTpemHaTa (08:00) n3xoaHa CTOMHOCT Ha BBTPEOYHOTO HAJISTaHE €
Bapupaia ot -7,9 10 -8,8 mm Hg. Cpeanure nueBHu cToiinoctd Ha BOH, n3Mepenu npu BCUYKH
BU3HTH 110 BpeMe Ha 12-MeceuHus epro/| Ha IPOyYBaHETo, He Ce pa3iuyaBar ¢ noseue ot 1,3 mmHg
Ipe3 JIeHs ¥ HUKOTa He ca mo-Bucoku ot 18,0 mmHg.

Ipu 6-meceuno kmuryHO poyuBane ¢ LUMIGAN 0,3 mg/ml, cripsiMo J1laTaHOTIPOCT, CTATHCTHIECKH
HO-TOJISIMO HaMaJIeHHe Ha CyTpelrHara cpejiHa croiiHoct Ha BOH (Bapupaiua ot -7,6 10 -8,2 mmHg
3a bumaTonpoct crpsmo —6,0 10 —7,2 mmH( 3a naTaHompocT) € OMII0 HabIF01aBaHO TIPH BCUYKH
BU3UTH I10 BpeMe Ha NpoyuBaHeTo. KOHIOHKTHBaIHATA XUIIEPEMUSL, PACTEKBT HA MUTIIUTE U OUHUST
MPYPUTYC ca OMIM CTATUCTUUECKU 3HAYMMO I10-BUCOKH IIPU OMMATONPOCT, OTKOJIKOTO IPH
JIaTaHOIIPOCT, 00aye yecToTara Ha MPEKpaTsABaHe Ha IPUIIAraHeTo, IIOpaIy HEXKEJIaH! JICKApCTBEHU
peakiuy, e Ouna HUCKa, 0€3 CTAaTUCTUYECKH 3HAYMMa pa3iiuKa.

B cpaBHeHME ChC CAaMOCTOSATEIHOTO JIeUeHHe ¢ OeTa-010Kep, JOMBIHUTENHATA Tepanus ¢ 6era-01okep
u LUMIGAN 0,3 mg/ml nonmkasa cpearoto cytpernHo (08:00) BbTpeodHo Hasrane ¢ -6,5 10
-8,1 mmHg.

Hma OrpaHUYCH OIUT NPHU MANUCHTU C I'TIayKOMa C OTBOPCH BbI'bJI, C HCCB,Z[OGKC(bOHI/IaTI/IBHa n
IMUTMCHTHA I'JIayKOMa, KaKTO 1 XpOHWYHA I'JIayKoMa CbC 3aTBOPEH BI'bJI C OTKPUTA UPHUAOTOMMUS.

HpI/I KIIMHUYHUTC IIPOYYBAHUA HC Ca Ha6J'HO,Z[aBaHI/I KIIMHUYHO CBBP3aHU e(beKTI/I BBpPXY CbpJAcHHATa
YECTOTa U KPbBHOTO HAJIATAHE.

IleanarpuyHa nomyJaanus
Bezonacnocrra n epuxacHocrra Ha LUMIGAN mnpu aeua ua Bp3pact 0 10 oz 18 ronunu He ca
YCTaHOBEHU.
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5.2 dapMaKOKMHETHYHH CBOIiCTBA

AOcopOuus
BumMaTonpocT mpoHuKBa 100pe Mpe3 YoBeHIKaTa KopHest U ckiiepa in vitro. Cres 09HO IPUITOKEHHE

MIPY BB3PACTHHU, CUCTEMHATA SKCTIO3UIIHS Ha OMMATOIIPOCT € MHOTO HUCKA U HE Ce KyMYJIUpa CIIe]T
Bpeme. Ciiel eTHOKPATHO, THEBHO, OYHO mpHitoxkenue Ha exna kanka LUMIGAN 0,3 mg/ml B nsete
OYH, B MPOJIBIKCHHE HA JIBE CEJIMUIIU, KPbBHUTE KOHIICHTPAIIMH Ca CE€ MOBUIIMWIK 10 MUHYTH Clie
MpPHUIATaHETO U ca HaMaJelr o mpara Ha oTkpusane (0,025 ng/ml) 1,5 gaca ciie npumaraneTo.
Cpennute Cpax 1 AUC gp4nrs CTOMHOCTH ca OMIH MOA00HU Ha 7-Mus U 14-THs [I€H U ca Ouin
cpoTBeTHO pubamsuTenHo 0,08 ng/ml u 0,09 ngehr/ml, koeto mokassa, 4e cTaloHApHATA
KOHIICHTpAIU Ha OMMAaTONPOCT ¢ OMiia MOCTUTHATA TPEe3 MIbPBaTa CEIMUIIA HA OUHO MTPHIIOKEHHE.

Paznpenenenue
bumaronpoct e ymMepeHo pasIpeieiieH B ThKaHUTe Ha TAJIOTO U CUCTEMHHUAT 00eM Ha pa3mnpezesieHne

NP X0pa, MPU CTAllMOHAPHO cheTosiHKE, € 0,67 1/kg. B yoBemkara kpbB, OMMATONPOCT CE HAMHPA
IIPEeOUMHO B Iu1a3zMaTa. CBbpP3BaHETO HA OMMATONPOCT € IUIA3MEHUTE MPOTEUHHU € IPUOIU3UTETHO
88%.

Buotpanchopmanus

bumaromnpocTt € 0OCHOBHOTO, IIMPKYJIMPAILO B KPHBTA ChEJHHEHHE, CIIE/T KaTO JOCTUTHE JI0 CHCTEMHOTO
KpBbBOOOpaIlleHHE CJIe]] OYHO MPUIIOKeHNE. BUMaTonpocT mpeMuHaBa npe3 OKUCIICHHE,
N-zmeeTunupaHne v rIIOKYpOHHpaHe U 00pa3yBa pa3inuyHd METaOOIUTH.

Eaumunupane
bumaTonpocT ce oTaens IIIaBHO Ype3 peHATHA eKCKPEIHs, KaTo 10 67% OT UHTPaBEHO3HO

MPUIIOXKEHATA J103a TIPH 3]jpaBH JOOPOBOIIH Ce EKCKpETHpa B yprHATa, 25% OT 103aTa ce eKCKpeTupa
¢ (exanuure. ENMMUHAIMOHHUSAT TOIY)XUBOT, OTMPECIICH ClIe]] HHTPABEHO3HO MPUIIOKEHHE, €
npuOIM3UTETHO 45 MUHYTH; 00LIMAT KpbBeH KiupbHC € 1,5 I/hr/kg.

XapaKTEepUCTHKA IPU MAIMECHTH B CTAPYECKA Bb3pacT

Crnen nBykpatho aueBHO npuitoxkenne Ha LUMIGAN 0,3 mg/ml kanku 3a oun, pa3TBop, cpeaHaTa
AUC 241 cToitHOCT OT 0,0634 ngehr/ml 6umaromnpoct mpu xopa B crapuecka Bb3pacT (xopa Ha 65
TOJIMHM WITH [I0-BB3PACTHH) € Oriia 3HauuMo mo-Bucoka ot 0,0218 ngehr/ml npu mo-muaau 3apasu
BB3pacTHH. Te3u gaHHN obade He ca KIMHUYHO 3HAYUMH, Thil KATO CUCTEMHATa EKCIIO3UIINSI, KAKTO
MIPH XOpa B cTapuecKa Bb3pacT, TaKa U MPH MO-MIIIA X0pa, OCTaBa MHOT'O HUCKA CJIEJ] OYHO
npwioxenue. He e HaOmogaBano KyMynupaHne Ha OMMaToONpOCT B KPbBTA, C TEUCHHUE HAa BPEMETO U
npoduIbT Ha 6e30MacHOCT € OMI TOZ00EH MPH X0pa B cTapyecka Bb3PacT U IPH MJIa I MALEHTH.

5.3 IlpenkIMHUYHM JAHHU 32 0€30MACHOCT

[Ipu HEKITMHUYHUTE MPOYYBAHUS CaMO TIPH EKCITO3UIIHNH, 32 KOUTO CE€ CUMTA, Y€ ca B IOCTaThUHA
CTETIeH MO-TOJIEeMH OT MaKCUMAJTHATa eKCIIO3HIINS TIPH X0pa, ce HaOIo1aBaT epeKTH, KOUTO TTOKa3BaT
MaJIKO 3HaYeHHE 3a KIIMHUYHATa yrnoTpeoa.

OYHOTO MPUIIOKEHUE HAa OMMATONPOCT TPH MaiMyHH, B KoHieHTpaiws >0,03 mg/ml auesHo, B
MPOABIDKEHNE Ha | TOMHA € IOBEJIO A0 MOBHILEHA MTUTMEHTAlMS Ha uprca U 00paTUMu J103a-
3aBHCUMHM NEPUOKYJIAPHU €(heKTH, XapaKkTepU3UpaIlH Ce C U3aJieH TOPEeH U/ UM AOJIEH CYJIKYC, U
pasummpsiBaHe Ha nanneOpanHaTa ¢pucypa. M3riexnaa, ye moBHIICHATAa MUTMEHTAIVSI HA HPHCA Ce
MPUYMHABA OT MOBHUILEHOTO CTUMYJIMPAaHE HAa NPOIYKIMATA HA MEJIaHUH B MEJIAHOLIUTUTE, a HE OT
yBeIMueHue Ha TexHus Opoii. He ca HabmronaBanu (yHKIMOHAIHN MM MUKPOCKOITUYHH ITPOMEHH,
CBBP3aHH C TIEPHOKYyJIapHHUTE ePEeKTH, a MEXaHU3MBT Ha JICHCTBUE MPH TE3H MEPUOKYIIAPHU TIPOMEHH
HE € M3BECTEH.

Bumaromnpoct He € OWJI MyTareHeH WM KapIHHOTCHEH B CEpUH OT iN VItro u in Vivo npoy4BaHusl.

bumaromnpoct He e Hapymun GeprunureTa Ha IbXxoBe npu 103u ot 0,6 Mg/Kg/nueBHO (Hal-Mako
103 mbTH 1O-BUCOKHM OT MPEABUACHATA /1032 3a YOBEIIKa excro3uuust). [Ipu npoyuBanus Ha
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eMOpro/(peTaaHoTO pa3BUTHE ca HaOII0aBaHU a0OPTH, HO HE U e(peKTH BbPXY Pa3BUTUETO MIPH
MHUIIKH ¥ ITbXOBE, IpHU 1034 Hai-Manko 860 mbtu uiau 1 700 mbTH 10-BUCOKH OT ChOTBETHUTE 103U
npu xopa. Te3u 1031 ca MPUUUHIIN CUCTEMHH SKCIIO3UIMU Haii-Mako 33 10 97 mbTH MO-BUCOKH OT
ChOTBETHATA MPEIBHUICHA SKCIIO3UIIMS TIPH X0pa. B mepu/mocTHaTaiHu Npoy4YBaHuUs MPHU ILTHXOBE,
TOKCHYHOCTTA TPU MalikaTa ¢ MpUYHHNIA HAMaJIeHO TeCTAIllHOHHO BpeMe, CMBPT Ha deTyca
HaMaJIeHO Terjio Ha HoBopozaeHoTo npu >0,3 mg/Kg/mHeBHo (Haii-manko 41 mbTH HaJ| MpeaBHICHATA
EKCTIO3UITHSI ITpH Xopa). HeBporoBeneHueckuTe PyHKIMH Ha MTOKOJICHUETO HE ca OWJIM 3aCeTHATH.

6. DAPMAIEBTUYHU JAHHHA

6.1 ChnucbK Ha NIOMOLIHHMTE BeleCTBA

Benzankonuer xjaopun

Harpues xnopuna

Junarpuer xuaporeHpocdat XxenTaxuapat

JluMOHEeHa KUCeTMHA MOHOXHUIpAT

XJI0pOBOJIOPO/IHA KUCETMHA UITH HATPHEB XUIpOKcu I (3a kopurupane Ha pH)
[Ipeuncrena Boga

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

2 TOINHU

4 cemMUIM ciell TbPBOHAYAIHO OTBapsHE

6.4 CrnenuajaHH yCJI0BHA Ha ChbXpPaHeHHE

To3u IekapCcTBEH MPOAYKT HE M3UCKBA CIICIIUAIIHU YCIOBHS 32 ChXpaHCHHUE.

6.5 Buawu chabppkaHne Ha ONMAKOBKATA

bsina, Henpo3pavHa OyTHIIKA OT TOJMETHIICH C HUCKA IUTBTHOCT, C IMOJMCTHPEHOBA Karayka Ha BUHT.
Bcesika OyTrsika uma 3 ml o6em Ha IbJIHEHe.

Hanuunu ca cieHUTe pa3MepH OMaKOBKU: KapTOHEHH KYTHH, Chabpikamu 1 miu 3 Oytuiaku ot 3 ml
pastBop. He Bcuuku BUIOBE OMAKOBKM MOTAT Jia ObJIaT MyCHATH B MPOAAXKO0a.

6.6 CroeuuajaHu NpeANa3sHN MePKHU NMPU U3XBBLPJIsiHE

Hsama CIiClIMaJIHU U3UCKBAHUS 3a U3XBBPJISAHC.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/205/001-002

9. JATA HA ITBPBO PABPEIIABAHE/ IOJJHOBSIBAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jlara Ha mepBO paspernaBane: 8 mapt 2002 r.
Jara na noceqno noxHossBane: 20 dheBpyapu 2007 T.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[MonpoGHa nHOpMaNMs 3a TO3U JIEKAPCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcalita Ha EBporneiickara
areHuus 1o Jiekapcraata http://www.ema.europa.eu.

19



1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,3 mg/ml xamku 3a ouu, pa3TBOp, B €IHOA030Ba OMAKOBKA

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Enmun ml pastBop ceabspika 0,3 mg oumaronpoct (bimatoprost).

3a IIBJIHUA CIUCHK Ha IIOMOIIHUTE BELIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
Kanku 3a o4u, pa3TBop, B €1HOZ030Ba OIIAKOBKA.

besugereH pa3TBop.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTUYHU MOKA3AHUS

[ToHmwKeHne Ha MOBUIICHOTO BHTPEOYHO HAJSTAHE TIPH XPOHHYHA TJIAYKOMa C OTBOPEH BI'bJ M OYHA
XHUIIEPTOHUS TIPH Bh3pacTHH (KaTO MOHOTEpANHs UK KaTo JOMBbIHUTEIHO JeUeHne KbM OeTa-
Omoxepn).

4.2 ]Jlo3upoBKa U HAYMH HA NMPUJIOKEHHE

20314[3031(3

HpenoquBaHaTa J03a € €JHa KaIllKka B 3aCerHaTOTO/UTE OKO/O‘II/I, CIWH BT JHCBHO, IIPUJIOKCHA
BEUCDP. I[osaTa HE Tpr6Ba Ja MpeBUlllaBa €AHO NPHUIIOXKCHNUEC JTHCBHO, TBH KaTO MO-4€CTOTO
MIPUITIOKCHUE MOKE Ja HaMaJIn e(beKTa Ha NOHW)XAaBaHE HAa BbTPCOYHOTO HAJIATAHEC.

Camo 3a eTHOKpaTHA ynoTpeda, eaHa OlakoBKa € J0CTaThuHa 3a pUIIaraHe U B IBETE OUH.
Hewusnomn3BanusT pa3TBop TpaOBa Ja ce U3XBBPIM He3a0aBHO ciiesl ynorpeoa.

THeouampuuna nonyrayus:
BbezomnacHocrTa 1 emkacHoctra Ha LUMIGAN nipu nena Ha Bb3pacT 0 10 18 roguHu Bee omie He ca
YCTaHOBEHH.

Hayuenmu ¢ uepnodpobHo u 6vbpeuno yepescdane:

LUMIGAN He e mpoydBaH npu NAIMEHTH ¢ OBOPETHO WM YMEPEHO JI0 TEXKKO YePHOIPOOHO
yBpEXKJaHe U MOpaJy ToBa TPsiOBa Jla ce Mpuiiara ¢ MOBUIIEHO BHUMaHHWE MPH TaKKBa NanueHTH. [Ipu
MAIMEeHTH C aHaMHe3a 3a JIEKO YepHOAPOOHO 3a00sBaHe WM aOHOPMHHU M3XOJIHH CTOHHOCTH Ha
anaHuH amuHOTpachepasa (ALT), acnaprar amunorpancdepasa (AST) u/unu OwmpyOuH,
oumaTomnpoct 0,3 mg/ml xamnku 3a oun (MHOT0030Ba (hopMa), pa3TBOP HE € OKa3ajl HeKeTaH
JIEKapCTBEH ePEeKT BbPXY YepHOIpoOHUTE QYHKIIMU B IPOIBIDKCHUE Ha 24 Mecena.

Hauun Ha npunioxkenue
AKO ce M3M0II3Ba TIOBEYE OT EJMH JIOKAJIEH OYeH JIEKapCTBEH MPOIYKT, BCEKH EINH TPSIOBa Ja ce
npuiara rpe3 HHTEepBajl OT Haii-MaJIko 5 MUHYTH.

4.3 IlpoTruBONMOKA3aHUSI

CBpBX4UyBCTBUTEIIHOCT KbM aKTHBHOTO(MTE) BEMIECTBO(a) MIIH KbM HSIKOE OT IIOMOITHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.
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4.4 CneuuajJHu mpexynpexaeHus v MpeanasHu MepKU Npu ynoTpeda

Ounn

[Ipenu 3amouBane Ha JEYCHUETO, MAMEHTUTE TPsAOBA Aa ObAAT HHHOPMHUPAHH 332 BB3MOKHOCTTA OT
pacTex Ha MUTJINTE, IOTbMHSBAHE HA KOXKaTa Ha KJIETIAYUTE U OBUIIIEHA MMT'MEHTALMsI HAa UPHUCA, Thil
KaTo TakuBa ca Ouian Habmonasanu npu jedenne ¢ LUMIGAN. Hskou oT Te3u H3MEHEHHUs Morar Ja
ObJaT TpaiiHU U Ja JOBEAAT 10 Pa3liMKa BbB BHHIIHMS BUJ MEKAY IBETE OUH, KO CaMO €IHO OT TAX €
JeKyBaHO. MiMa BEpOSITHOCT MOBHILIEHATA MUTMEHTALIMS HA UpHca 1a OCTaHe ocTosiHHA. [IpoMsiHarta B
MIUTMEHTALUATA Ce IbJKU II0-CKOPO Ha MOBUILIEHO ChAbPXKAHKME HA MEJIAHUH B MEIaHOLIUTHTE,
OTKOJIKOTO Ha IIOBUILIEHHE B OpOs Ha MenaHouuTuTe. Jbirocpounure epekTu Ha mOBUILIEHA
MUTMEHTAaIs Ha UpHca He ca u3BecTHH. [I[poMeHnTe B IBETa Ha MpHca, HAOIIOAaBaHH IIPH OYHO
MPUIOKEHUE Ha OMMATONPOCT, MOXeE Aa He ObJat 3a0ess13aHy B IPOIBIDKEHIE Ha HAKOJIKO MEcena J10
roguHu. OOMKHOBEHO KadsiBaTa MUIMEHTALUS OKOJIO 3€HUIIATa CE Pa3lPOCTPaHsABAa KOHLECHTPUYHO
KbM nepudepusaTa Ha upuca U LENUIT UPUC WM YacTU OT HEro cTaBaT nmo-kadeHnkaBu. M3rnexna, ye
HUTO HEBYCHUTE, HUTO JIYHHUKHTE 110 HPHCA ce TIOBIMABAT OT JeueHneTo. Crex 3 mecelna yectoTara Ha
XUIEpIUrMeHTalusITa Ha uprca npu oumatonpoct 0,3 mg/ml eauanana no3a e 0,3%. Crnen 12 mecena
4ecToTaTa Ha MUTMEHTaIus Ha upuca npu oumaromnpoct 0,3 mg/ml (muoromo3osa gopma) e 1,5% (Bx.
Touka 4.8) ¥ He ce € MOBUIIMIIA ClIe/ 3-TOAUIIHO JieueHne. FiMa choOIIeH s, 4e TIPH HAKOH MallMeHTH
MMMTMEHTAIUATA Ha IepUOpOHUTATHATA ThKAH € O0paTumMa.

Kucrounnen eneM Ha Makynara € cro0miaBad Hedecto (>1/1 000 no <1/100) cnex neueHue ¢
oumaronpoct 0,3 mg/ml kamku 3a oun, (MHOTO/1030Ba (hopma). [Topamu ToBa LUMIGAN TpsiOBa na ce
M3I0JI3Ba C TTOBUIIICHO BHUMAHUE MTPH MAIMEHTH C U3BECTHH PUCKOBH (DAKTOPH 332 MaKyJIapeH elieM
(Hamp. aakM9IHU MAIMEHTH, TIceBa0a(aKuuHU MAUESHTH C JTyKCHpaHa MOCTEPHOPHA Karcyia Ha
OYHaTa JIea).

Nma penku cioHTaHHH CHOOIICHUS 32 PEaKTUBUPAHE HA MTPEIXOIHN KOPHEATHN HHPUITPATH WK
ounu uHpekuu mpu 6umaronpoct 0,3 mg/ml kanku 3a ouu, pa3TBoOp (MHOr0030Ba hopma).
LUMIGAN Tpsi6Ba a ce M3MoI3Ba C MOBUIIEHO BHUMAaHUE MPH MallMeHTH ¢ TIPEIX0/Ha aHAMHE3a 3a
3HAYMMH OYHU BUPYCHH MH(EKIMH (HAIP. XEPIIEC CUMILIIEKC) HIIH YBEUT/UPHUT.

LUMIGAN He e npoyuBaH NpH NALMEHTH C Bb3MAJIUTEIHN OUYHH 3200 sIBaHNS, HEOBACKYJIapHa,
BB3MAIMTENHA TJIayKOMa ChC 3aTBOPEH BI'bJI, BPOAEHA ITIayKOMa MJIH IJIayKoMa C TeCeH BbI'bJI.

Koxnu

CrhluecTByBa NOTEHIMAHA Bh3MOXKHOCT 3a MOsIBa Ha OKOCMsIBaHe B 30HUTE, KbAeTo LUMIGAN
pa3TBOp BJIM3a MHOTOKPAaTHO B KOHTAaKT C KOXHaTa MOBbpXHOCT. [lopaau ToBa e Baxkno LUMIGAN na
ce IpuJjiara ChbIJIaCHO yKa3aHUsATAa U Jla ce N30srBa CTHYAHETO MY BbpXY Oy3aTa MM JPyTH KOXKHU
30HH.

Pecnivparopuu
LUMIGAN He e npoy4BaH NpH MayeHTH ¢ HapylIeHa pecnuparopHa GyHKIus. Benpeku de nma

orpaHnueHa HHGOpMALK 32 HalMEHTH ¢ aHaMHe3a 3a actMa uini XObb, B nocT-mMapkeTHHroBus
MepUoJT IMa ChOOIIIEHUs 32 000CTpsiHE Ha acTMa, aucnHes 1 XOBb, kakTo 1 choOIIeHNs 32 acTMa.
UYecroTara Ha Te3u cuMnToMu He € u3BectHa. [larmentn ¢ XObb, actMa mim koMmpoMeTnpana
pecniupatopHa GyHKUIUS IOPaAN APYTH ChbCTOSHUS TPsIOBa 1a OBbIAT JIEKYBaHH C TIOBUIIEHO
BHHMAaHHUE.

Cppie4HO-CHIOBH

LUMIGAN He e npoyuBaH NpH MaLMEHTH CbC ChpAeUeH OJIO0K MO-TEeXbK OT IbpPBa CTENEH WK MPU
HEKOHTPOJIPaHa 3aCTOWHA ChpeYHa HeoCTaThYHOCT. MiMa orpanndeH Opoii CIOHTaHHU ChOOIICHUS
3a OpajuKap/us Wik XUIOTOHMs pu dumarorpoct 0,3 mg/ml kanku 3a oum, pa3TBop (MHOT01030Ba
¢dbopma). LUMIGAN TtpsiOBa 1a ce u3mon3Ba ¢ MOBUIIICHO BHUMAHUE MPH MMAIUEHTH,
MpepasoioKeH! KbM 3a0aBeHa ChpJicuHa JSHHOCT HIIH IOHMKEHO KPBBHO HaJlsITaHe.
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JonbiaHurenHa uadopmanus

B npoyuBanus Ha GumaTtompocT 0,3 mg/ml npu manydeHTH ¢ TJIayKoMa WM OYHa XUIIEPTOHHUS €
yCTaHOBEHO, Y€ MM0-YeCTOTO U3JaraHe Ha OKOTO Ha MOBEYe OT e/lHa JJ03a OMMATONPOCT THEBHO MOXE
na Hamanu eexta Ha moHmwkasane Ha BOH. [lauuentu, kouto n3nomssar LUMIGAN c apyru
[IpOCTarJaHIMHOBY aHAJIO3H, TPsAOBA Aa ObAAT HAOIIOJaBaHNU 32 IPOMEHHU B TAXHOTO BHTPEOUHO
HaJIsITaHe.

LUMIGAN 0,3 mg/ml exron030Ba onakoBKa He € MPOYYBaH MMPHU MAI[MEHTH, HOCSIH KOHTAaKTHH
JICTIH.

Konrakthute nemy TpsOBa 1a ce CBAIAT MpeIy MPUIaraHeTo Ha KalKkuTe U Morar aa Obaat
MIOCTaBeHU OTHOBO 15 MuHYyTH cien ToBa.

4.5 B3auMonelicTBHe ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru (opMu HA B3auMoelcTBHE
He ca npoBexaanu npoyyBaHus 3a B3aUMOJICHCTBUSTA.

He ce oyakBaT HUKaKBHM B3aUMOJICHCTBHS IIPH X0Opa, T KaTO CHCTEMHHUTE KOHLICHTPAIIMU HA
OuMaToIpocT ca u3kIrounTeHO HUCKH (1o 0,2 ng/ml) cien ouHO npusiokeHne Ha GUMATOPOCT

0,3 mg/ml xamnku 3a oun, pa3TBop (MHOr01030Ba hopMma). bumaronpocT ce GuoTpanchopMupa upes
KOUTO M Ja € OT MHOTOOpOWHHUTE €H3UMH ¥ OMOXUMHUYHH BEPUTH U TIPH MPEIKIMHUYHUTE POYIBAHUS
HE ca Ha0o1aBaHu e(peKTH BHPXY YepHOAPOOHUTE SH3UMH, METAO0OIH3UPAIIIH JIEKapCTBa.

LUMIGAN 0,3 mg/ml (maOTOM030Ba (hopMa) € OMIT M3MMOA3BaH €AHOBPEMEHHO C TOJISIM OpOit
pa3nuaHu 0(hTaIMONIOTHYHH OeTa-0JIOKepHH MPOAYKTH PH KIMHHYHUTE MIPOYIBaHus, 0e3
JI0KA3aTeJICTBA 32 B3aUMO/ICHCTBHE.

EnnoBpemennara ynorpeba Ha LUMIGAN 1 aHTUTTIayKOMHY TIPOAYKTH Pa3IUIHU OT JIOKATHUTE
OeTa-00KepH, HE € OLEHIBaHA M0 BpEMe Ha JIONBIHUTEIHA TIIayKOMHA Tepartsl.

ChbImecTByBa IMOTEHIMATHA BH3MOXKHOCT €eKTHT Ha moHmkaBane Ha BOH Ha npocTariananHoBUTE
ananosu (Hanp. LUMIGAN) na 6bae HaManeH Npy NalueHTH ¢ TIIayKoMa MM OYHa XUIIEPTOHHS,
KOTaTo Ce M3IMOJI3BAT C APYTH MPOCTarjaHANHOBH aHAI03HU (BXK. Touka 4.4).

4.6 @epTHANTET, )PEMEHHOCT U KbPMEHe

Bbpemennoct
Hsma nocrars4yHO maHHUM OT yrorpedara Ha OMMaTONpOoCT Mpu OpeMeHHU keHu. [[poyuBanusTa npu

JKUBOTHH Ca MOKa3BaT PENPOyKTHBHA TOKCHYHOCT IIPYU BUCOKH JI03U, TOKCHYHH 3a MaiKaTa (BK.
TouKa 5.3).

LUMIGAN He TpsiOBa J1a ce mpuiiara 1o Bpeme Ha OpeMeHHOCT, OCBEH B ClTy4ai Ha KaTeropuiHa
HEO0OX0AUMOCT.

Kopmene
He e u3BecTHO nanu GMMaTONpPOCT ce eKCKpeTHpa B KbpMmara. lIpoyuBaHusiTa mpy )KUBOTHHU TIOKA3BarT,

e OMMAaTOIPOCT ce eKCKpeTHpa B KbpMaTa. TpsOBa 1a ce B3eMe pelieHne Jajiu J1a ¢e IPeyCTaHOBU
KbpPMEHETO WM J1a ce npeyctanoBu Tepanusata ¢ LUMIGAN, kato ce B3emMart mpeaBu 1oji3ara ot
KBbpPMEHETO 3a JIETETO U 10J13aTa OT TepalusTa 3a JKeHara.

DepTUInTeT
Hsma nanHUM 32 eexTuTe Ha OMMATOIIPOCT BBPXY (PEPTHIIUTETA IIPH XOPa.
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4.7 EdexTH BbpXy cnoco0HOCTTa 32 modupaHe 1 padoTa ¢ MAIIMHA

LUMIGAN moBnusBa npeHeOpekuMO CrIocoOHOCTTa 3a modupane u pabora ¢ Mamuau. KakTo npu
BCSIKO OYHO JICUCHUE, MTPH TI0SBA HA TPEXOTHO 3aMBIIIIBAHE HAa 3PEHHUETO CJIC/ IPUIOKEHHE,
MAaIUEHTHT TPAOBA J1a TI0YaKa, JOKaTo 3pPSHUETO CE MPOSICHU, MPEAX OTHOBO Ja modupa u padboTu ¢
MaIlHH.

4.8 Hexenanu JeKapcTBeHH PeaKkuu

B 3-Meceuno kimHIYHO TipoyuBaHe npudnusuTenHo 29% ot nanuentute, nekyBanu ¢ LUMIGAN

0,3 mg/ml enHOO30Ba OMTaKOBKa, Ca MMaJK HEXEJIaH!U JIeKapCTBeHHU peakuuu. Haii-uecto
ChOOIaBAHUTE HEXKEJIAaHH JICKAPCTBEHH PEaKIMU ca KOHIOHKTHBAIHA XHUIlepeMHus (Haii-Bedye OT eBa
3a0erexuma o Jieka ¥ ¢ HEBb3MAIUTEJICH XapaKkTep), NosBsBamia ce npu 24% oT NalueHTuTe, 1
cbpOex B ounte npu 4% ot naumenture. [Ipubnmzutenno 0,7% oT mauueHTUTE B rpymnara c
LUMIGAN 0,3 mg/ml exrom030Ba onakoBKa MpeyCTaHOBSABAT JICYEHHETO CU TTOPATU HEKEITaH
JIEKapCTBEHU PEAKIUH 0 BpeMe Ha 3-MECEYHOTO IPOyUIBAHE.

CrerHUTE HEXEJTaHH JIEKAPCTBEHH PEaKIMU ca OMIH ChOOIIEHH 110 BpeMe Ha KIIMHUYHH TPOYYBAHUS C
LUMIGAN 0,3 mg/ml kanku 3a oun €1HO/1030Ba ONAKOBKA HJIH B IIOCT-MapKETUHTOBHUS TIEPUO/I.
[ToBeueTo ca OWIM OYHH, JIGKU M HUKOS HE € OMiia Cepro3Ha:

Mporo gectute (21/10), yectu (=1/100 mo <1/10), vewectr (21/1 000 mo <1/100), pexku (=1/10 000

1o <1/1 000), maOTO peaku (<1/10 000) 1 c Hem3BecTHa YecTOTa (OT HATMYHUTE JAaHHHA HE MOXKeE Ja
ObJic HallpaBeHa OLICHKA) HE)KEJIaHH JICKAPCTBEHH PEaKIMH Ca MPEACTAaBeHHU ChITIACHO CHCTEMO-
oprannu kiacose B Tabnuna 1. ITpu BCsAKO rpynupaHe B 3aBUCUMOCT OT Y€CTOTaTa HEXKEIIAHUTE
JICKApCTBCHU PEAKIMH ca MPEJCTABEHH B HU3XOJIAII PEI MO0 OTHOIICHUE HA TIXHATA CEPHO3HOCT.

Tabauua 1
CHCTEeMO0-0PraHHU KJIACOBe YecroTa Hexesiana JieKkapcTBeHa
peaKius
Hapywenus na nepsnama HEYECTH riaBoOoJme
cucmema
Hapywenus na ouume MHOTO YeCTH KOHIOHKTHBAJIHA XUTICPEMHUS
4YeCcTH TOYKOBHUJICH KEPATHUT, OUHO
JpazHeHe, ycellaHe 3a 9yKI10
TS0, CYX0OTa B OKOTO, OOJTKa B
OKOTO, ChPOEK B OKOTO, PACTEIK
Ha MHIJIMTE, €PUTEMA Ha
KIiernaJya
HEYECTH ACTEHOIHS, KOHIOHKTHBAJICH
OTOK, (hOTOOOHS, TTOBUILICHO
ChJI3CHE, XUIICPITUTMEHTAIUS Ha
HpHCa, 3aMbIJICHO 3PCHUE,
ChpOeXK Ha KJienaya, OTOK Ha
KJIernava
Pecnupamopnu, epvonu u C HEU3BECTHA YECTOTa acTMa, 000CTpsiHE Ha acTMa,
MeOUACMUHATIHU HAPYWEeHUS oboctpsane Ha XOBb u aucnues
Hapywenus na kosxcama u 4ecTH XHUMEPIUTMEHTAIINS Ha KOXKaTa
NOOKOJICHAMA MBbKAH (O0K0JI0 OKOTO)
HEYECTH A0HOPMEH PaCcTEeX HAa KOCMHU

B kimanynau npoyuBanus, Haja 1 800 marmentu ca nekyBanu ¢ LUMIGAN 0,3 mg/ml (mHoromo3o8a
¢dopma). [Ipr KOMOMHKMpPaHE HA JaHHUTE OT MOHOTEpamus BbB ¢a3za Il u gqombIHUTEIHO NTpHIIaran
LUMIGAN 0,3 mg/ml (mrOTOm030Ba popMma), Haii-uecTo ChOOIIAaBAHUTE HEXKEIAaHH JIEKAPCTBEHH
peakuuu ca:
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. pacTex Ha MUTIIH TIpu 10 45% mpe3 mppBaTa rolMHa, KaTo 9eCToTaTa Ha ChOOIIEHUTE HOBH
cirydau cnazaa a0 7% mipe3 2-pata ronuHa u 2% npe3 3-taTa roguHa,

. KOHIOHKTHBAJHA XHUIepeMus (Hail-4ecTo OT e/lBa 3a0elie)kimMa 0 JIeKa U ¢ TIPEATIoIaraeMo
HEBB3MAINTENICH XapakTep) npu a0 44% mnpe3 mbpBaTa roarHa, ¢ Y€CTOTa Ha ChOOIICHH
HOBHU ciay4au oT 13% mpe3 2-pata ronuHa u 12% mpe3 3-tata roanHa, u

. cbpOex B OKOTO TipH 110 14% OT manueHTuTe npe3 mbpBarta roJuHa, C 4eCTOTa Ha ChOOIIeHU
HOBHM ciy4au oT 3% mpe3 2-para roguna u 0% mnpe3 3-Tara roguxa.

[Mo-manko oT 9% OT MaMEHTHUTE MPEYCTAHOBSABAT JICYCHUETO CH MOPAIN HIKAKBO HEXKENIAHO ChOUTHE
Mpe3 mbpBaTa roANHA, KaTO YeCTOTaTa Ha JOMBIHUTEIHO MPEYCTAHOBIIUTE JICUEHHETO cu ¢ 3% mpe3
2-para U 3-Tara roJMHa.

B Tabnuua 2 ca n30poeHu He)XETaHUTE JICKAPCTBEHN PEaKLuK, HaOII0IaBaHu Mpu 12-MeceuHo
kauHugHO npoyuBane ¢ LUMIGAN 0,3 mg/ml (mroromo3osa ¢opma), HO chOOIIaBaHH C MO-BHCOKA
yecrora B cpaBHenne ¢ LUMIGAN 0,3 mg/ml (exmomo3oBa omakoBka). IToBedero ca ouHH, JEKH [0
YMEpEeHH, KaTO HUTO €JHA HE € CEPHO3HA.

Tao6auuna 2

CucTeMo-0pranHy KJjiacoBe YecToTa Heskenana JieKapcTBEHA

peaKmus
Hapywenus na nepsnama qecTn riaaBoboine
cucmema
Hapywenusi na ouume MHOTO YECTH ChpOEK B OKOTO, PaCTEXK Ha
MUTI'JIN
qecTn aCTEHOINSI, KOHIOHKTHBAJIEH

OTOK, (0oTOhOOHS, TOBUIIICHO
CBhJI3€HE, yBeJINUeHA
MUTMEHTALs Ha UPUCa;
3aMBIJICHO 3pCHUE

Hapymesz HA Kooxcama u YeCTHU CBpGC)K Ha KJIcriada
NOOKONCHAMA MBbKAH

B fombiiHeHHE KbM HEXETaHHUTE JICKapCeTBeHU peakinu, Hadmonasanu npu LUMIGAN 0,3 mg/ml
€IHOZI030Ba OIaKkoBKa, B Tabnuia 3 ca u30pOCHU AOMBJIHUTEIIHN HEXKEIIAHH JICKAPCTBCHH PEAKIIVH,
kouto ca HabmonaBanu nmpu LUMIGAN 0,3 mg/ml (maorono3osa gopma). [ToBeueTo ca 04HH, JIEKH
JI0 YMEPEHH, KaTO HUTO €/IHA HE € CEPHO3HA.

24




Ta6auna 3

CHcTeMO-0pranHy KJIacoBe

YecToTa

Heke1aHa JieKapCcTBEeHA
peaknus

Hapywenus na nepsnama
cucmema

HCYCCTHU

3aMaliBaHe

Hapywenus na ouume

YeCTHU

€po3usl Ha pOrOBUIIAaTa, MapeHe
B OYHUTE, aJleprHucH
KOHIOHKTHBHT, OJrehapur,
BJIOIIABaHE HA 3pUTEITHATA
0CTPOTa, OYHA CEKPELHS,
HapYIIEHO 3peHHeE,
MOTHMHSIBAHE HA MHTITUTE.

HCYCCTU

KPBHBOU3JIUB B PETUHATA, YBECHT,
KHCTOMJICH €JIcM Ha MaKyJiara,
HUpuT, O1edapociasbm,
peTpaxIys Ha Kiiernaya

C HEM3BECTHA YECTOTa eHo(Tanmm
Cv006u HapyueHus YECTH XUTIEPTOHUS
Cmomawno-upesnu napyulenus. | He4eCTH rajicHe

Hapywenus na kxosxcama u
NOOKONCHAMA MbKAH

C HCU3BCCTHA 4E€CTOTa

epruoOpOUTAIIEH epUTEM

Obwu napyuwienus u egpekmu Ha | HEYECTU acTeHus
MACHOMO HA NPUTLONCEHUE
Uscneosanusa YeCcTH OTKJIOHCHHS BB

(yHKIMOHATHUTE YePHOAPOOHU
TI0Ka3aTelx

Hexenanu peakiinu, ch00IIaBaHN BHB BPb3Ka C KaIlKH 33 04U, ChIbpxKamy gocdar:
MHOTO psIKO TIPU HAKOM MAIlMEHTH ChC 3HAYUTEITHO YBPEICHH POTOBHIIM ca ChOOIIaBaHU Cy4an Ha
POTOBUYHH KaJITU(PHUKATH BB BPb3Ka C YIOTpedaTa Ha KalkH 3a 04H, ChbpKaliy Gocdar.

Cro0I1aBaHe Ha MOA03UPAHU HEXKETAHU PEAKIINH

CpoO111aBaHeTO Ha MOI03UPaHH HEXKETTaHU PEeaKI|U CJIe]] pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHHs
MPOAYKT € BaxkHO. TOBa MO3BOJISIBA Ja IPOIBIIKH HAOIIOICHUETO HA ChOTHOIICHUETO MOJ3a/PUCK 32
JieKapCTBeHUs MPOAYKT. OT MEIUIIMHCKUTE CICIUATUCTH CEe U3UCKBA J]a ChOOIIaBaT BCsKa
MOJI03UpaHa HeXKeNlaHa peakiiys ype3 HallMOHaIHA CUCTeMa 3a ChoOIIaBaHe, moco4eHa B [puioxeHne

V.

4.9 TIlpeno3mpane

Hsima unopmMarus 3a mpego3upaHe Mpu Xopa; MalKo BEPOSITHO € Ja HACTBIM IPeI03UpaHe Cle]

OYHO MPUJIOKEHHE.

B ciyuaii Ha mpeio3upane, JIeUeHUETO TPIOBa 1a O'bJie CHMITOMATHYHO U NOAAbpKaIo. CiieaHara
uHpopmanus moxe aa 6b1e nosnesna, ako LUMIGAN 0,3 mg/ml earomo3oBa onakoBka 0b/e
CIIy4aifHO MOT'BJIHAT: B KPATKOCPOUYHHU MPOYUYBAHHS 3a MiepopaiiHa ynotpeba (¢hc COHA) IPH MUIIKU U
mwrbxoBe 1034 10 100 mg/kg/nen 6Gumatonpoct He MpeIu3BUKBAT HUKAKBa TOKCHYHOCT. J[03aTa e Haii-
MaJko 22 ITbTH MO-BHCOKa OT TPHETa 110 HEBHUMAHHKE /1032, ChOTBETCTRAIIA HA ISUIOTO ChIbPXKaHHE
Ha onakoBkata LUMIGAN 0,3 mg/ml enxomo3osa omakoska (30 X 0,4 ml exHo030Ba OnakoBka;

12 ml) 3a nere c Terno 10 Kg.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 ddapmakonMHAMHYHHU CBOCTBA

dapmakoTepaneBTuuHa rpyna: OQTaaMoNOruiHu NpenapaTt, npoctarianauaoBu aHano3u, ATC kox:
SO1EEOQ3.

MexaHu3bpM Ha JIEUCTBUE

MexaHU3MBT Ha JIEHCTBHE, ITO KOUTO OMMATONPOCT HaMaJIIBa BETPEOYHOTO HAJISATAHE IIPH XOpa, €
CBBP3aH C TIOBHIIICHO OTIEISTHE Ha BOJHKCTA TEYHOCT Mpe3 TpabeKyIapHaTa Mpeka U 3acCHiIBaHe Ha
YBEOCKJIEPATTHOTO OTAEeNsIHe. HamaneHneTo Ha BbTPEOYHOTO HAIATaHe 3a104Ba NPUOIU3UTEIHO 4
Yaca cliesl TbPBOTO NPUIIOKEHHE U MaKCUMaJleH epeKT ce MOCTUTa clie Npubau3uTenno § 10 12 gaca.
[IponsmkuTenHocTTa Ha e)eKTa Tpae Hal-Maimko 24 Jaca.

Bumaronpoct e MOIIEH 0YeH XUIIOTEH3UBEH NPOAYKT. To# € CHHTETUYCH MPOCTaMHU/I, CTPYKTYPHO
CBBp3aH ¢ npocrarianaun F,, (PGF,,), KoiiTo He meiicTBa Upe3 HUKOM OT O3HATHUTE
MPOCTArjaHIMnHOBH PelenTopy. bumaronpoct n3buparenHo Hamoao0sBa eheKTUTe Ha HOBOOTKPUTUTE
OMOCHHTE3MpaHH CyOCTaHIIMN, HAPEUCHU MpocTaMuin. [I[pocTaMUIHHAT perenTop odave Bce OIie He
€ CTPYKTYPHO UACHTU(PUIIUPAH.

Knunanyna edukacHoct

Enno 12-ceqmuuaHo (ABOWHO-3aCIIETIEHO, PAaHIOMHU3UPAHO, TAPaJIeTHO TPYIIOBO) KIMHIUYHO IIPOyYBaHe
cpaBHsiBa eukacHocTTa u 6e3omacuoctra Ha LUMIGAN 0,3 mg/ml eanomo30Ba omakoBka ¢
LUMIGAN 0,3 mg/ml (muaoromo3osa ¢gopma). LUMIGAN 0,3 mg/ml enHomo30Ba ornakoBka mocTura
He Mmo-MaJyika epuKacHocT npu moumkasane Ha BOH cipssmo LUMIGAN 0,3 mg/ml (muOTO030Ba
(hopMa) 3a OKOTO C Mmo-rojisiMa npomsiHa BrB BOH, cripsiMmo n3xoiHaTa CTOMHOCT MPH MAI[UCHTH C
rnaykoma min ouna xuneprouus. LUMIGAN 0,3 mg/ml enHomo30Ba omakoBKa MOCTUTA |
eKBHBaJIEHTHA e()UKACHOCT OTHOCHO noHmkaBaHeto Ha BOH cripsimo LUMIGAN 0,3 mg/ml
(MHOTOMO30Ba (hopma) mpu cpenHoTo 09HO BOH BBB BCsika TOUKa Ha TIPOCIIEsBaHE B CEAMUIH 2, 6 1
12.

ITo Bpeme Ha 12-meceuna monotepamnus ¢ LUMIGAN 0,3 mg/ml (muaoromo3osa dopma) npu
BB3PACTHH, CIIPSIMO THMOJIOJN, CpeAHaTa npoMsiHa Ha cyTtpemHaTa (08:00) u3xoaHa cTORHOCT Ha
BBTPEOYHOTO HAJSITaHe € Bapupaina oT -7,9 10 -8,8 mmHg. Cpeanure nHeBHU cToitHOcTH Ha BOH,
W3MEpPEHH IIPHU BCUYKY BU3UTHU TI0 BpeMe Ha 12-MecedyHus Iepro/1 Ha MPOYYBAHETO, HE CE Pa3indyaBaT
c moBedve oT 1,3 mmH( nipe3 neHs U HUKOTa He ca 1mo-Bucoku ot 18,0 mmHg.

ITpu 6-meceuno kmuanyao npoyuBare ¢ LUMIGAN 0,3 mg/ml (maoromososa dopma), cripsmo
JIaTaHOIIPOCT, CTATUCTUYECKH TIO-TOJIIMO HaMaJIeHHe Ha CyTpelIHara cpejiHa ctoinoct Ha BOH
(Bapupama ot -7,6 10 -8,2 mmH(g 3a 6umaronpoct crpsimo —6,0 10 —7,2 mmHQ 3a ataHompocT) e
OusI0 HaOIII0JaBaHO MTPH BCUYKW BU3HUTH 110 BpEMe Ha MPOyYBaHeTo. KOHIOHKTHUBATHATA XUTIEPEMUS,
pPacTeXbT HA MUTIIMTE U OYHHSAT MIPYPHUTYC ca OWIIM CTATUCTUYECKH 3HAYMMO MO-BHCOKH TIPH
OMMaTOIPOCT, OTKOJIKOTO TIPH JIATAHOIIPOCT, 00aye 4ecToTaTa Ha NpeKpaTsBaHe Ha MPHJIaraHeTo,
Mopajii HeXXeJIaH! JIEKAPCTBEHH Peakluy, € Ouila HACKa, 0e3 CTaTHCTHYECKH 3HaYMMa pa3iinKa.

B cpaBHeHHE ChC CAMOCTOSTEIHOTO JIeUeHHE ¢ OeTa-0JI0Kep, JOBIHUTEIHATA Tepanus ¢ OeTa-0JIokep
u LUMIGAN 0,3 mg/ml (maoromo3oBa ¢opma) nonmxkasa cpenHoto cyrpenrto (08:00) BbTpeodHO
Hajsirase ¢ -6,5 10 -8,1 mmHg.

Nwma orpaHnveH onuT NpH MAMEHTH C TJIAYyKOMa C OTBOPEH BI'bI, C MCeBA0EKC(HONINaTUBHA H
MUTMEHTHA IJ1ayKoMa, KaKTO U XpOHUYHA TJIayKOMa ChC 3aTBOPEH BI'bJ C OTKPUTA UPHAOTOMHUSI.

[Ipu KxTUHUYIHAUTE TPOYIBAHUS HE ca HAOII0JaBaHU KIIMHUIHO CBBP3aHu e(DEKTH BBPXY Chp/eUHaTa
YECTOTa U KPbBHOTO HaJISTaHE.
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[enuaTpuyHa momynans
bezonacHoctTa 1 epukacaoctta Ha LUMIGAN mipu neria Ha BB3pacT 0 1o 18 romuHu He ca
YCTaHOBEHH.

5.2 dapMaKOKMHETHYHH CBOIiCTBA

AOcopOuus
BrumaTonpocT poHuKBa 100pe Ipe3 YOBENIKaTa KOpHest U cKirepa in Vitro. Cien 04HO IPUITOKEHHE

MIPY BB3PACTHHU, CUCTEMHATa SKCTIO3UIIHS Ha OMMATOIIPOCT € MHOTO HUCKA U HE Ce KyMYJIUpa Clie]T
Bpeme. Ciiel eIHOKPATHO, THEBHO, OYHO mpHitoxkenue Ha exna kanka LUMIGAN 0,3 mg/ml B nsete
OYH, B TIPOJIBIDKEHUE HA JIBE CEJMHUIU, KPHBHUTE KOHIICHTPAIMHU ca ce MOBUIIIIN 10 MUHYTH clien
MIPHUJIATaHETO U ca HaMaJelu o mpara Ha oTkpusane (0,025 ng/ml) 1,5 gaca ciien npumaraneTo.
Cpennute Cpax 1 AUC g_p4nrs CTOMHOCTH ca OuTH 1O100HY Ha 7-Mus U 14-TUs ACH U ca Ouin
cpoTBeTHO puoamsuTenno 0,08 ng/ml u 0,09 ngehr/ml, koeto mokassa, 4e cTalMoOHApHATA
KOHIICHTpAIU Ha OMMAaTONPOCT ¢ OMiia MOCTUTHATA TPe3 MIbPBaTa CEIMHUIIA Ha OYHO MPHIIOKEHHE.

Pasnpenenenue
Bumaronpoct € yMepeHo pasIpeieiicH B ThKaHUTE Ha TAJIOTO U CUCTEMHHUAT 00EM Ha pas3npeciicHUe

NP X0Opa, MPU CTAllMOHAPHO CheTosiHKE, € 0,67 I/kg. B yoBemkaTa kpbB, OMMATONPOCT CE HAMHPA
nOpeIrMHO B 1a3Mara. CBbp3BaHETO HA OMMATONPOCT C IUIa3MEHUTE IPOTEHHHU € MPUOITU3UTEITHO
88%.

Bbuotpanchopmanns

bumaromnpoct € 0OCHOBHOTO, IIMPKYJIUPAILO B KPHBTA ChEJHHEHHE, CIIE/ KaTO JOCTUTHE JI0 CHCTEMHOTO
KpbBOOOpAIIEHHUE CIIe]] OYHO MPUIIOKEHHE. bUMaTonpocT mpeMuHaBa pe3 OKUCICHHE,
N-meernnupaHe u TIIIOKYpOHUpPaHE ¥ 00pa3yBa pa3IndHU METaOOIUTH.

EnuMunupane
bumaTonpocT ce oTaens IIIaBHO Ype3 peHATHA eKCKPeIHs, KaTo 10 67% OT UHTPaBEHO3HO

NPUIIOYKEHATA J103a TIPH 3JjpaBH JOOPOBOIIH Ce EKCKpeTHpa B yprHATa, 25% OT 103aTa ce eKCKpeTupa
¢ dhekanuure. ENTMMUHAIIMOHHUSAT MTOJIYKUBOT, OTIPE/ICIICH CJIe]] HHTPABEHO3HO MPHUIIOKEHHE, €
npuOIM3UTETHO 45 MUHYTH; 00IIMAT KpbBeH KiupbHC € 1,5 I/hr/kg.

XapaKTepUCTHKA IPH MMAIMEHTH B CTapYeCcKa Bh3PacT

Crnien nBykpatho aueBHO npuitoxkenne Ha LUMIGAN 0,3 mg/ml kanku 3a oun, pa3TBop, cpeaHaTa
AUC 241 cToitHOCT OT 0,0634 ngehr/ml 6umaromnpoct mpu xopa B crapuecka Bb3pacT (xopa Ha 65
TOJIMHM WITH [I0-BB3PACTHH) ¢ Oriia 3HauuMo mo-Brucoka ot 0,0218 ngehr/ml npu mo-muaau 3apasu
BB3pacTHH. Te3u gaHHN obade He ca KITMHUYHO 3HAYMMU, Thil KATO CUCTEMHATa EKCIIO3HIINsI, KAKTO
MIPH XOpa B cTapuecKa Bb3PacT, TaKa U MPH MO-MIIIA X0pa, OCTaBa MHOTO HUCKA CJIE/] OYHO
npwiokeHue. He e HaOmomaBaHo KyMynupaHe Ha OMMAaTONPOCT B KPBBTA, C TEUSHHE HA BPEMETO U
npouabT Ha 0E30MaCHOCT € OMJI TIOJI00CH MPH XOpa B CTapuecka Bh3PacT U MPHU MJIaJIH MAI[UCHTH.

5.3 IlpenkIMHUYHM TaHHH 32 0€30MACHOCT

[Ipy HEKTMHUYHHUTE IPOYYBAHUS CaMO NPHU EKCIIO3UIIUH, 32 KOUTO CE CUUTA, Y€ Ca B JOCTAThUYHA
CTETIeH MO-TOJIEMH OT MaKCHMaJTHaTa eKCIIO3MIIUS MPH X0pa, ce HaOIItoJaBatT epeKkTH, KOUTO MoKa3BaT
MaJIKO 3HaYeHHE 3a KIIMHUYHATa yrnoTpeoa.

OYHOTO MPUIIOKEHHE HAa OMMATONIPOCT TIPH MaiiMyHH, B KoHieHTpaiws >0,03 mg/ml auesHo, B
MPOABIDKEHNE Ha | TOMHA € TOBEJIO A0 MOBHILIEHA MUTMEHTAlMs Ha uprca U 00paTUMu J103a-
3aBUCHMH NEPHOKYIApHU e(EeKTH, XapaKTepU3UPAIIH CE C N3/aJIeH TOPEH W/WIN JIOJIEH CYJIKYC, U
pasmmpsiBaHe Ha nanneOpanHaTa ¢pucypa. M3rnexnaa, ye MoBUIIEHATa MUTMEHTAIMS HA UPHCA Ce
MPUYMHABA OT MOBHUILIEHOTO CTUMYJIMPAaHE HAa NPOIYKUUATA HA MEJIaHUH B MEJIAHOLIUTHUTE, a HE OT
yBennueHne Ha TexHus Opoil. He ca HaOnromaBany ¢GyHKIIMOHAIHN MIJIM MUKPOCKOTTMYHH ITPOMEHH,
CBBP3aHHM C TIEPHOKyIapHHUTE ePEeKTH, a MEXaHU3MbT Ha JICHCTBUE MPH TE3H MEPUOKYIIAPHU TIPOMEHH
HE € U3BECTEH.
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BumaTonpocT He e GUIT MyTareHeH WU KapIMHOTEHEH B CEPHH OT iN VItro u in Vivo mpoy4BaHus.

BumaTonpocT He e HapyIw GepTHINTETa Ha IIbX0Be MpH 103u oT 0,6 Mg/Kg/nHeBHO (Hak-MaiKo
103 mbTH MO-BUCOKHM OT MPEABUICHATA J103a 3@ YOBEIKA ekcio3uius). [Ipu npoyuBaHus Ha
eMOpro/QeTarHoTO pa3BUTHE ca HaOIr0AaBaHu abOPTH, HO HE U epeKTH BEPXY Pa3BUTHETO MPH
MHIITKH | TTBXOBE, TIPH 103 Hai-Manko 860 bt w1 700 IbTH IMO-BUCOKH OT CHOTBETHHUTE 03U
mipu xopa. Te3n 1031 ca MPUUMHUIA CUCTEMHHU €KCITO3UIMY Hail-Mako 33 10 97 mbTH MO-BUCOKH OT
CHhOTBETHATA MPEIBHUJICHA CKCIIO3UIIHS TIPU Xopa. B mepu/mocTHaTaIHA POYYBaHUS MIPU TIIHXOBE,
TOKCHYHOCTTA TPU MalikaTa ¢ MPUYHNHIIIA HAMaJICHO T'eCTallHOHHO BpeMe, CMbPT Ha (eTyca U
HaMaJIeHO TETJI0 Ha HOBOpoaeHOTO 1pH >0,3 mg/Kg/nueBHO (Hali-Manko 41 IIbTH HaJI IpeaBHAeHATA
eKCIo3ulys npu xopa). HeBponoseneHueckute (GyHKIIMK Ha MIOKOJICHUETO HE ca OWMJTU 3aCeTHATH.

6. GOAPMAIIEBTUYHHU JAHHU

6.1 ChnucbK Ha NIOMOLIHHTE BelECTBA

Hatpues xnopun

Junatpuer xuaporeHpochaT XenTaxuapat

JIuMoHeHa KHcelrHa MOHOXHUIPAT

XI10poBOIOPO/IHA KHUCEIHNHA HJIA HATPHUEB XUAPOKCHUN (3a Kopurupane Ha pH)
[Ipeuncrena Boga

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

5 omakoBKH - 12 Mecena

30 onakoBku - 18 Mecena

90 omakoBKH - 18 Mecelia

Crnen oTBapsiHE Ha CIIEIMaTHATA OTTAKOBKA €THOJI030BUTE OMAKOBKHU TPsIOBa /1a ce n3mon3sat 110 30
JTHA

N3xBBpiieTe OTBOPEHATA €IHOI030Ba OIIAaKOBKA BEIHATA CJIe]l yIIoTpeoa.
6.4 CrnenuajaHH yCJI0OBHA Ha ChbXpPaHeHHeE

5 omakoBkH - Jla He ce chxpaHsiBa Hajg 25°C.

30 onakoBkH - HsiMa crieruaTHu W3UCKBaHUS 32 ChXpaHEHHE.

90 omakoBkH - HaMa crierimaimHi H3UCKBaHUS 32 ChXpaHEeHHE.

6.5 Bwuau cpabpxkaHne Ha ONMAKOBKATa

[Tpo3pauHH, €JHOI030BH OMAKOBKHU OT mosueTieH ¢ Hucka mrbTHOCT (LDPE) ¢ oTuynBaii ce BpbX.
Besika enHo10308a onakoBka chabpika 0,4 ml pasteop.

[Ipennarat ce cnegHUTE BUAOBE OMAKOBKU:

KapTOHEHA KYTHs, ChbPKaIla 5 eJHOJ030BU OMAKOBKU;

KapTOHEHA KyTusl, chabpxaiia 30 eHOA030BH ONAKOBKH B THE3/I0;

KapTOHEHA KyTHsI, Chabprkaria 90 eHO1030BH ONTaKOBKH B 3 THE3/a.
He Bcuuku BUIOBE OMAKOBKH MOTAT Ja ObJaT MyCHATH B TIPOoaxoa.
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6.6 CnenmaJHu npeana3Hu MEPKH NMPH U3XBBPJIsIHE

Hsama CiCliMaJIHU U3UCKBAHUS 3a U3XBBPJISAHC.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland

Castlebar Road

Westport

Co. Mayo

Hpnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/205/005-007

9. IJATA HA ITbPBO PABPEINIABAHE/ TIOJHOBSIBAHE HA PABPEIIEHUETO 3A
YIHOTPEBA

Jara Ha mepBo paszpemnaBane: 8 mapt 2002 T.

Jlata Ha nocnenHo nonHosiBaHe: 20 peBpyapu 2007 T.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Monpo6Ha nHMOpMaNs 3a TO3U JICKAPCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcaiita Ha EBporelickara
areHuus 1o Jiekapcraata http://www.ema.europa.eu.
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MNPUJIOKEHHUE |1

MMPOU3BOJUTEJ (M), OTTOBOPEH(HU) 3A
OCBOBOKJIABAHE HA APTU/IU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA N
YIIOTPEBA

JAPYI'N YCJIOBUS U UBUCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NI OTPAHUYEHUS 3A BE3OITACHA

N EOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA
IMPOAYKT
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A.  NIPOU3BOAUTEJI(N), OTTOBOPEH(HM) 3A OCBOBOKJIABAHE HA
MMAPTUIN

Hwme v agpec HAa MPOU3BOANUTEA, OTTOBOPEH 33 OCBOOOXK/IABAHE HA MAPTHINTE

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

County Mayo

Hpnanaus

b. YCJIOBUs NJIM OT'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IHT IMPOAYKT CC OTIIYCKa I10 JICKaAPCKO NPEAIINCaHUC.

B. JAPYI'H YCJIOBUSA U U3UCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJIU3NPAHM JOKJIAAU 32 0€30MaCHOCT

[IpurexaTensaT Ha pa3pelIeHUeTo 3a ynorpeda TpsaOBa 1a MoAaBa NEPHOANIHN aKTyaTU3UPaHH
JOKJIa/I1 32 0e30MaCHOCT 3a TO3H MPOAYKT ChIIACHO W3UCKBAHHATA, IOCOUCHH B CIIUCHKA C
pedepentaute natu Ha Epponetickus cbio3 (EURD cnuchk), npensuaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO u myOnuKyBaH Ha €BpOMEUCKHS yeOIOpTAall 3a JIEKapCcTBa.

r. YCI0OBUsA NWJIN OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS IPOAYKT

o Ilnan 3a ynpasiienue Ha pucka (ITYP)

IIPVY tpsidBa 1a M3BBPILIBA U3UCKBAHUTE ACHHOCTH U ICHCTBUS, CBBP3aHH C IPOCIIEIIBaHE Ha
JeKapcTBeHaTa 0e30MacHoCT, moco4eHu B onoopenus [1YP, npencrasen B Mogyn 1.8.2 Ha
Pa3zpemenuero 3a yrnotpeda, KakTo ¥ IIPH BCHYKH CIICABAIIM ChIVIACYBAaHU aKTyanu3anuu Ha [TYP.

Axrtyanuzupasn [1YP Tpa6Ba na ce moxasa:
e 110 uckaHe Ha EBpornelickaTta areHuus 1no JeKapcTBara;
® BHHArW, KOraTo C¢ U3MEHs CUCTEMAra 3a YIpaBJICHUE Ha PUCKa, 0COOCHO B pe3yJiTaT Ha
MoJTydyaBaHe Ha HOBa MH(OpPMAITHs, KOATO MOXKE J1a TOBEJIE 10 3HAYMMHU IIPOMEHU B
CHOTHOIIIEHUETO TTOJI3a/PUCK, WIIK CIIE]] IOCTUTAHEe Ha BayKEH eTarl (BbB BPh3Ka C
npociie/siBaHe Ha JIeKapcTBeHaTa 6e30MacHOCT WITH CBEKIaHEe HAa PUCKA JI0 MUHHMYM).

Axko nogaBaneto Ha [TIA/1b u akryanusupanero Ha IIYP cbBnagar, Te Moxe Ja ce nogaaar
€THOBPEMEHHO.
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MNPUJIOKEHHUE IlI

O3HAYEHMUSA BHPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUs 3A EJJHA BYTHIKA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,1 mg/ml, xamxu 3a oun, pa3rBop
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna ml pasteop ceaspxa 0,1 mg 6GumaTonpoct

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

BeH3ankoHUeB XJIOpH/, TUHATPUEB XUIporeHdochar XenTaxuapaT, TMMOHEHA KUCEINHA
MOHOXHJpPAT, HATPUECB XJIOPU I, XJIOPOBOAOPOJHA KUCCIIMHA UK HATPUCB XUAPOKCU (33 KOpUT'paHe
Ha pH) u npeuncTena Bona

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kamnxku 3a oun, pa3rBop
1x3ml

5. HAYYH HA ITIPUJIATAHE U ITbT(MILIA) HA BBBEKJIAHE

OuHO NpuUIIOKEHNE
[Ipenu ynorpeba npoyereTe NMCTOBKATA.

6. CIIEHHUAJIHO MPEAYHPEX/JIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXJIEHUSA, AKO E HEOBXOINMO

MaxHeTe KOHTaKTHUTE JISIITH TPeIu yroTpeoa.

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'omen mo:
)Ia Cce I/I3XB'prI/I T-IeTI/IpI/I CCaAMMUIIN CJieq H’prOHa‘IaHHOTO OTBapHHe.
OTBOpEH:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE
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10.

CIIEHUAJIHU TPEJAITAZHU MEPKMU 1TPU N3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

| 11,

UME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/205/003

13.

MHAPTUJAEH HOMEP

[Taptuna:

14.

HAYUYH HA OTITYCKAHE

JlekapCTBEHUAT MPOLYKT CE OTITyCKa MO JIEKAPCKO MpeIIcaHue.

| 15,

YKA3AHUSA 3A YIIOTPEBA

| 16.

UH®OPMAIIMS HA BPAHJIOBA A3BYKA

LUMIGAN 0,1 mg/ml
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUS, CbABPKAIIA TPU BYTHJIKHA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,1 mg/ml, xamxu 3a oun, pa3rBop
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Enua ml pasteop ceabpaxa 0,1 ml 6Gumaromnpoct

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

BeH3ankoHUeB XJIOpH/, TUHATPUEB XUAporeHdochar XenTaxuapaT, TMMOHEHA KUCEINHA
MOHOXHJpPAT, HATPUECB XJIOPU I, XJIOPOBOAOPOJHA KUCCIIMHA NI HATPUCB XUAPOKCU (33 KOpHUIrupaHe
Ha PH) u npeuncTeHa Bona

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kamnxku 3a oun, pa3rBop
3x3ml

5. HAYYH HA ITIPUJIATAHE U ITbT(MILIA) HA BBBEKJIAHE

OuHO NpuUIIOKEHNE
[Ipenu ynorpeba npoyereTe NMCTOBKATA.

6. CIIEHHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXJIEHUSA, AKO E HEOBXOINMO

MaxHeTe KOHTaKTHUTE JISIITH TPeIu yroTpeoa.

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

213 CC€ U3XBBPJIM YETUPU CEAMUIU CJICA IbPBOHAYATTHOTO OTBapsHE.
OtBopeH (1):

OtBopeH (2):

OtBopeH (3):
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9. CIIEHHUAJIHHU YCJIOBUs HA CbXPAHEHUE

10. CIHEINUWAJIHU NNPEJAITA3HU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIHAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

11. HWME U AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/205/004

13. TTAPTHJAEH HOMEP

[Taptuna:

14. HAYUH HA OTIIYCKAHE

HeKapCTBeHI/IHT IMMPOAYKT C€ OTIYCKa I10 JICKapCKO NPEAITMCaHUE.

| 15. VKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

LUMIGAN 0,1 mg/ml
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MMUHHUMYM JAHHH, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EJJMHUYHU
II'bPBUYHH OITAKOBKH

BYTUJIKA

1. HUME HA JEKAPCTBEHMUS NPOJYKT U MbT(MILA) HA BbBEXKJAHE

LUMIGAN 0,1 mg/ml, xamxu 3a oun, pa3rBop
bumaromnpoct
OYHO MPUIIOKEHHE.

2. HAYYH HA ITPUJIATAHE

[Ipenu ynorpeba nmpoyereTe NUCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Ha ce u3xBbpau 4 ceaMUITU Clie]l IbPBOHAYAITHOTO OTBapsHE.

‘ 4. IHAPTUJIEH HOMEP

ITapTuna:

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA 3A EJJHA BYTHWIKA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

LUMIGAN 0,3 mg/ml, xamxu 3a oun, pa3rBop
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enna ml pasteop ceaspxa 0,3 mg GumaTonpoct

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

BeH3ankoHUeB XJIOpH/, TUHATPUEB XUIporeHpochar XenTaxuapaT, TMMOHEHA KUCEINHA
MOHOXHJpPAT, HATPUECB XJIOPU I, XJIOPOBOAOPOJHA KUCCIIMHA UK HATPUCB XUAPOKCU (33 KOpUT'paHe
Ha pH) u npeuncTena Bona

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kamnxku 3a oun, pa3rBop
1x3ml

5. HAYYH HA ITIPUJIATAHE U ITbT(MILIA) HA BbBEXKIAHE

OuHO NpuUIIOKEHNE
[Ipenu ynorpeba npoyereTe NMCTOBKATA.

6. CIIEHHUAJIHO MPEAYHPEX/JIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.

‘ 7. APYI'U CIIEHUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOJINMO

MaxHeTe KOHTaKTHUTE JISIITH TPeIu yroTpeoa.

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'omen mo:
)Ia Cce I/I3XB'prI/I T-IeTI/IpI/I CCaAMMUIIN CJieq H’prOHa‘IaHHOTO OTBapHHe.
OTBOpEH:

‘ 9. CIIEHHUAJIHHU YCJIOBUs HA CbXPAHEHUE
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10.

CIIEHUAJIHU ITPEJAITAZHU MEPKU ITPU NU3XBBHPJISTHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

| 11,

UME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/205/001

13.

MHAPTUJAEH HOMEP

ITapTuna:

14.

HAYUYH HA OTITYCKAHE

JlekapCTBEHUAT MPOLYKT CE OTITyCKa MO JIEKAPCKO MpeIIcaHue.

| 15,

YKA3AHUSA 3A YIIOTPEBA

| 16.

UH®OPMAIIMS HA BPAHJIOBA A3BYKA

LUMIGAN 0,3 mg/ml
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUS, CbABPKAIIA TPU BYTHJIKHA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,3 mg/ml, xamxu 3a oun, pa3rBop
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enua ml pasteop ceabprxa 0,3 ml 6Gumaromnpoct

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

benszankonueB XJ10pu, TUHATPHEB XUAporeHdochar XenTaxuapar, TMMOHEHa KUCEITHA
MOHOXHJpPAT, HATPUECB XJIOPU I, XJIOPOBOAOPOJHA KUCCIIMHA NI HATPUCB XUAPOKCU (33 KOpHUIrupaHe
Ha pH) u npeuncrena Bona

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kamnxku 3a oun, pa3rBop
3x3ml

5. HAYYH HA ITIPUJIATAHE U ITbT(MILIA) HA BBBEKJIAHE

OuHO npUIIOKEHHE.
[Ipenu ynorpeba npoyereTe NMCTOBKATA.

6. CIIEHHUAJIHO MPEAYHPEX/JIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TEIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXJIEHUSA, AKO E HEOBXOINMO

MaxHeTe KOHTaKTHUTE JISIITH TPeIu yroTpeoa.

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

213 CC€ U3XBBPJIM YETUPU CEAMUIU CIICA IBbPBOHAYATTHOTO OTBapsAHE.
OtBopeH (1):

OtBopeH (2):

OtBopeH (3):
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9. CIIEHHUAJIHHU YCJIOBUs HA CbXPAHEHUE

10. CIHEINUWAJIHU NNPEJAITA3HU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/205/002

13. TAPTHJAEH HOMEP

ITapTuna:

14. HAYUH HA OTIIYCKAHE

HeKapCTBeHI/IHT IMMPOAYKT C€ OTIYCKa I10 JICKapCKO NPEAITMCaHUE.

| 15. VKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

LUMIGAN 0,3 mg/ml
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MMUHHUMYM JAHHH, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EJJMHUYHU
II'bPBUYHH OITAKOBKH

BYTUJIKA

1. HUME HA JEKAPCTBEHMUS NPOJYKT U MbT(MILA) HA BbBEXKJAHE

LUMIGAN 0,3 mg/ml, xamxu 3a ouu, pa3TBop
bumaromnpoct
OYHO MPUIIOKEHHE.

2. HAYYH HA ITPUJIATAHE

[Ipenu ynorpeba nmpoyereTe NUCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

Ha ce u3xBbpau 4 ceMUIM Clie]l TbPBOHAYAIIHOTO OTBapsHE.
T'onen no:

‘ 4. IHAPTUJIEH HOMEP

[Taptuna:

5. CBbABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml

6. JIPYTO
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUS, CbABPKAIIIA S EAHOJ0O30BU OITAKOBKH

1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,3 mg/ml, xamxu 3a oun, pa3TBop, B €JHOI030Ba OMTAKOBKA
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enua ml pasteop ceabprxa 0,3 Mg 6MMaTOIpoCT.

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

Hunatpues xuznporeHdocdar xentaxuapar, IMMOHEHa KUCEIMHA MOHOXHUAPAT, HATPHEB XJIOPH,
XJIOPOBOIOPO/IHA KHCEIIMHA HJIM HATPUEB XUIAPOKCHUN (3a kopurupane Ha PH) u npedncTeHa Bona.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kankwu 3a oun, pa3rBop
5x0,4ml

5. HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEKJIAHE

IIpenu ynorpeda npoyereTe JIUCTOBKATA.
OuHO NpuUIIOKEHNE

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

I[a CC CbXpPaHsBa Ha MCTO, HCAOCTHIIHO 34 ACIA.

‘ 1. APYI'U CIIEHUAJIHU NPEAYIIPEXKJIEHUS, AKO E HEOBXOAUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

‘ 9. CIHHEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja He ce cpxpansBa Hag 25°C.
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10. CIHIEINMWAJIHU NPEAITA3HU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

I/I3XBT>pJ'ICTe OTBOpC€HAaTa €AHOA030Ba OITAKOBKA BE€AHAra CJjac/q YHOTpC6a.

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road,

Westport,

Co. Mayo,

Hpnangus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/205/005

13. TTAPTHJIEH HOMEP

ITapTuna

14. HAYMH HA OTIIYCKAHE

HCKapCTBeHI/ISIT IMPOAYKT CC OTIIYCKa I10 JICKapCKO NpEATTUCaHUC.

15. YKA3AHMUSA 3A YIIOTPEBA

Camo 3a eHOKpaTHa yroTpeba

16. HUH®OPMAIIMA HA BPAMJIOBA A3BBYKA

LUMIGAN 0,3 mg/ml exnom030Ba onakoBka
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

BBHIINHA KAPTOHEHA KYTHUS, CbABPXAIIA 30 EJTHOJ030BU OITAKOBKH

1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,3 mg/ml, xamku 3a oun, pa3TBop, B €JHOI030Ba OITAKOBKA
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enua ml pasteop ceaspxa 0,3 ml Grumarormpoct.

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

Hunatpues xuznporeHdocdar xentaxuapar, IMMOHEHa KUCEIMHA MOHOXHUAPAT, HATPHEB XJIOPH,
XJIOPOBOJIOPO/THA KHCENIMHA WIIM HATPUEB XUAPOKCH] (3a Kopurupane Ha PH) u nmpeuncrena Boa.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kamnku 3a oun, pa3rBop
30x 0,4 ml

5. HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BBbBEKJAHE

IIpenu ynorpeda npoyereTe JIUCTOBKATA.
OuHO NpuUIIOKEHNE

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

I[a CC CbXpPaHsBa Ha MCTO, HCAOCTHIIHO 34 ACIA.

‘ 1. APYI'U CIIEHUAJIHU NPEAYIPEXXJIEHUS, AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:
Cren Karo crielipajiHaTa olaKkoBKaTa 0bJie OTBOPEHA, €IHO/I030BUTE ONAKOBKH TPsIOBa ja ce
n3noi3Bar 10 30 gau.

9. CIIEHHUAJIHHU YCJIOBUSI HA CbXPAHEHUE
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10. CIHIEINMWAJIHU NPEAITA3HU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

I/I3XBT>pJ'ICTe OTBOpC€HAaTa €AHOA030Ba OITAKOBKA BE€AHAra CJjac/q YHOTpC6a.

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/205/006

13. TTAPTHJIEH HOMEP

ITapTuna

14. HAYMH HA OTIIYCKAHE

HCKapCTBeHI/ISIT IMPOAYKT CC OTIIYCKa I10 JICKapCKO NpEATTUCaHUC.

15. YKA3AHMUSA 3A YIIOTPEBA

Camo 3a eHOKpaTHa yroTpeba

16. HUH®OPMAIIUA HA BPAMJIOBA A3BYKA

LUMIGAN 0,3 mg/ml exnom030Ba onakoBka
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITIAKOBKA

BBHIINHA KAPTOHEHA KYTHUS, CbABPXAIIA 90 ETHOJ030BU OITAKOBKH

1. HUME HA JIEKAPCTBEHUA TPOAYKT

LUMIGAN 0,3 mg/ml, xamku 3a oun, pa3TBop, B €JHOI030Ba OITAKOBKA
bumaromnpoct

2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Enua ml pasteop ceaspxa 0,3 ml Gumaromnpoct.

3.  COUCBHK HA NOMOIIHUTE BEUECTBA

Hunatpues xuznporeHdocdar xentaxuapar, IMMOHEHa KUCEIMHA MOHOXHUAPAT, HATPHEB XJIOPH,
XJIOPOBOJIOPOTHA KHUCENIMHA WIIM HATPUEB XUAPOKCH] (3a Kopurupane Ha PH) u nmpeuncrena Boja.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kamnku 3a oun, pa3rBop
90 x 0,4 ml

5. HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BBbBEKJAHE

IIpenu ynorpeda npoyereTe JIUCTOBKATA.
OuHO NpuUIIOKEHNE

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

I[a CC CbXpPaHsBa Ha MCTO, HCAOCTHIIHO 34 ACIA.

‘ 1. APYI'U CIIEHUAJIHU NPEAYIPEXXJIEHUS, AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:
Cren Karo crielipajiHaTa olaKkoBKaTa 0bJie OTBOPEHA, €IHO/I030BUTE ONAKOBKH TPsIOBa ja ce
n3noi3Bar 10 30 gau.

9. CIIEHHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

48



10. CIHIEINMWAJIHU NPEAITA3HU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

I/I3XBT>pJ'ICTe OTBOpC€HAaTa €AHOA030Ba OITAKOBKA BE€AHAra CJjac/q YHOTpC6a.

11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/02/205/007

13. TTAPTHJIEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE

HCKapCTBeHI/ISIT IMPOAYKT CC OTIIYCKa I10 JICKapCKO NpEATTUCaHUC.

15. YKA3AHMUSA 3A YIIOTPEBA

Camo 3a eHOKpaTHa yroTpeba

16. HUH®OPMAIIUA HA BPAMJIOBA A3BEYKA

LUMIGAN 0,3 mg/ml exnom030Ba onakoBka
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITAKOBKA 3A 30 1 90
OITAKOBKH

KAIIAK HA CIIELIHAJTHA OITAKOBKA, ChJIBPKAILIA 30 EAHOJ030BH ONAKOBKH

1. HUME HA JIEKAPCTBEHUS NIPOAYKT

LUMIGAN 0,3 mg/ml, xamxu 3a oun, pa3TBop, B €JHOI030Ba OITAKOBKA
bumaromnpoct

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enun ml pastBop ceawspxa 0,3 ml GumaTtonpocr.

‘ 3. CIIUCBK HA IOMOIIHUTE BEIIECTBA

JunatpueB xunporeHdpocdar Xxentaxuapar, IMMOHEHa KUCETMHA MOHOXHIPAT, HATPHEB XJIOPH/I,
XJIOPOBOJIOPO/THA KHUCENMHA WIIM HATPUEB XUAPOKCH (32 Kopurupane Ha PH) u nmpeuncrena Boja.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kankwu 3a oun, pa3rBop
30x 0,4 ml

5. HAYYH HA ITIPUJIATAHE U ITbT(MILIA) HA BBBEKJIAHE

[Ipenu ynorpeba npoyereTe NMCTOBKATA.
OuHO pUIIOKEHHE.

6. CIIEHHUAJIHO MPEAYHPEX/JIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJA U TOCET'A HA TELIIA

Jla ce cexpaHsBa Ha MSCTO, HEAOCTHITHO 34 JICTIa.

‘ 7. APYI'U CIIEHUAJIHU TPEAYTIPEXJIEHUSA, AKO E HEOBXOINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

TI'ogen no:
Cren Karo crielipajiHaTa oraKkoBKaTa 0bJie OTBOPEHaA, €IHO/I030BUTE ONAKOBKH TPsIOBa j1a ce
n3non3sar 10 30 gHu.

9. CIHIEHUAJIHHU YCJIOBUSI HA CbXPAHEHUE
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10. CIHIEINMWAJIHU NPEAITA3HU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/I3XBT>pJ'ICTe OTBOpC€HAaTa €AHOA030Ba OIIAKOBKA BE€AHAra CJjac/q yrIOTpe6a.

‘ 11. HMME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

Co. Mayo

Hpnangus

‘ 12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

| 13. TAPTHJEH HOMEP

[TapTuna:

14. HAYUH HA OTIIYCKAHE

JlekapCTBEHUAT MPOAYKT C€ OTITYCKa I10 JIEKAPCKO MPEAIIMCaHuUE.

15. YKA3AHUA 3A YIIOTPEBA

Camo 3a eqHOKpaTHa ynoTpeoa

16. HWH®OPMAIIMA HA BPAHJIOBA A3BYKA

[Ipueto e ocHOBaHKE 112 HE ce BKIOUM nH(opMmanus Ha bpaiinosa a30yka.
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MMUHHUMYM JAHHH, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EJJMHUYHU
II'bPBUYHH OITAKOBKH

EJHOAO30BA OITAKOBKA

| 1.  MME HA JEKAPCTBEHMSI IPOJYKT U MbT(MIIIA) HA BbBEKIAHE

LUMIGAN 0,3 mg/ml
Bimatoprost

‘ 2. HAYYH HA ITPUJIATAHE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, HHAPTUJIEH HOMEP

Lot

‘ 5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JIPYTO
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b. IUCTOBKA
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JIncroBka: nngopmanus 3a noTpeduTeNst

LUMIGAN 0,1 mg/ml, kanku 3a ouu, pa3TBop
bumaronpoct (Bimatoprost)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEAH 12 3all04YHeTe 1a H3M0J13BaTe TOBA

JIEKapPCTBO, Thil KaTo TS ChAbPKa BaxkHa 3a Bac undopmanus.

- 3amazere Ta3u IUCTOBKA. MoJKe 1a mMaTe HyXK7a J1a sl IPOYeTeTe OTHORO.

- AKO mMare HIKaKBH JIOBIHATETHA BBIIPOCH, ITonnTaiite Bamus nekap wiu GapmarieBT.

- ToBa nekapcTBO € MpeNUCcCaHo eIMHCTBEHO U TMYHO Ha Bac. He ro mpeoTcThnBaiiTe Ha Ipyru
xopa. To Moxe 1a UM HaBpeaH, HE3aBUCHUMO Ue MPU3HAINTE Ha TAXHOTO 3a00JIsIBaHe ca CHIINUTE
kakTo BarmuTe.

- AKO MOJTy4YUTe HSIKAKBU HEXKEJAHU JICKAPCTBEHH peakivu, yBeaoMeTe Bamus nexap miu
(apmarieBT. TOBa BKIIFOYBA M BCUYKH Bb3MOXHU HEXEJIaHU PEAKI[UM, HEOTMCAHHU B Ta3U
JMCTOBKA. BrokTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxkso npencrasissa LUMIGAN 0,1 mg/ml u 3a kakBo ce u3non3sa
Kakso Tps0Ba na 3Hacre, npeau na uznomsare LUMIGAN 0,1 mg/ml
Kak ma msmonssare LUMIGAN 0,1 mg/ml

Bb3MOXHHU HEXETaHH PEaKIu

Kak na cexpanssare LUMIGAN 0,1 mg/ml

ChbIppKaHKe HAa OMTAKOBKATA H JIOMBIHUTEIHA HHPOPMALHS

ocoukrwnE

1. Kakso npeacraBasisa LUMIGAN 0,1 mg/ml u 3a kakBo ce u3moJi3Ba

LUMIGAN e anTuriaykoMeH npoaykT. Tol npuUHAIEKN KbM TpyIia JISKapCTBa, HApeUeHH
MPOCTaMU/IH.

Kanxkure 3a oun LUMIGAN ce u3mnon3Bar, 3a a ce HaMajd BUCOKOTO OYHO Haysirane. ToBa
JISKaPCTBO MOXE JIa C€ U3I0JI3BA CAMOCTOSATEIIHO UJIH C APYTH KaIllku, HApu4aHu O0eTa-0JI0KepH, KOUTO
CBILI0 HAMAJIABAT HAIATAHETO.

OxoTo chIbpkKa MpO3pavHa, Mo100Ha Ha BOAA TEUHOCT, KOSITO XpaHH BBTPEITHOCTTA Ha OKOTO. Taszu
TEYHOCT CE OTJEIIS IIOCTOSIHHO HABBH U C€ 3aMEHs C HOBOOOpa3yBaHa TakaBa. AKO TEYHOCTTA HE MOXKeE
Jla ce OTZeNM HaBBH JIOCTaTh4YHO ObP30, HAJSTaHETO BBTPE B OKOTO ce MoBHIIaBa. ToBa JeKapcTBO
JeiicTBa KaTo MOBHUIIIaBa KOJIWYECTBOTO HA OTJAENIeHaTa TEUHOCT. | OBa HamMasIsiBa HAJIATAHETO B OKOTO.
AKO BHCOKOTO HaJlsiraHe HE ce HaMald, TO MOKe Jia JIoBeJie 10 3a00IisiBaHe, HapedeHOo TiayKoMa, H
€BEHTYAJIHO J1a YBPEIH 3peHueTo Bu.

2. Kaxkgo Tps6Ba na 3Haere, mpeau aa usnoazsare LUMIGAN 0,1 mg/ml

He uznomseaiite LUMIGAN 0,1 mg/mi

- aKo CTe aJepTUYHU KbM OMMATONPOCT MM KbM HAKOS OT ocTaHanmuTe cheTaBki Ha LUMIGAN.

- aKoO B MMHAJIOTO € TPAOBaIO J1a crIpeTe ynoTpedaTa Ha Kallky 3a OYH IMOPaau HEeXKellaHa
JIEKapCTBEHA PEeaKIHs KbM KOHCEpBaHTa O€H3aIKOHHEB XJIOPHUI.

Ipexynpesxnenus u npeanasHu MepKu
I'oBopete ¢ Bamms nexap wiu apmanest, npeau aa usnonzsare LUMIGAN 0,1 mg/ml
I'oBopere ¢ Bamwus sekap, ako:

- Nwmate mpobiemu ¢ AUIITAHETO.

- Wmate npobiemu ¢ yepHus Apod uiu OpOpenure.

- AKO cTe onepupaHy OT IepAe Ha OKOTO

- Nwmare cyxu oun
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- Wmate wim cte MMany HIKaKBH MPOOJIEMH C pOroBUIIaTa (IIpeHATA TPO3pavHa YacT Ha
OKOTO)

- Hocute KOHTaKTHY JientH (BUXTE ,,BaxkHa HHGOpMAIHsT OTHOCHO HSIKOH OT ChCTABKHUTE
na LUMIGAN 0,1 mg/ml”)

- Wmate wim cTe MMany HUCKO KPhbBHO HaJISIraHe WK 3a0aBeHa Chp/IeyHa ICHHOCT

- Wmainu cre BUpycHA WHQEKIHS WK Bh3MAJICHUE HA OKOTO.

LUMIGAN moxxe aa mpeu3BrUKa pacTex U MOThMHSBAaHE HA MUTIIUTE, KAKTO U MOTHMHSBAaHE Ha
KOXKaTa OKoJI0 Kiienauute. 1[BeThT Ha MpHca MOXKe ChIIO Ja CTaHe IO-ThbMEH ciiell Bpeme. Te3u
MPOMEHHU MOoTart Jia ObaT moctosHHY. [IpoMsiHaTa MOXe a ObJie M0-3a0eIeKUMa, aKo JISKyBaTe CaMo
€JIHO OKO.

Jlena u roHOIIM
LUMIGAN He e u3ciieaBaH IpH Aclia Ha Bb3pacT 1o/ 18 roguHu u mopaau ToBa He TpsAOBa 1a ce
M3II0JI3BA MPH MalMeHTH 1o 18 roauHy.

JApyru aexapctBa u LUMIGAN
Wudopmupaiite Bamust nekap uiu ¢papMaleBT, ako nprueMaTe, HaCKOpo CTe MPHEMaIId Wi €
BB3MOKHO J1a IPUEMETE IPYTH JIEKapCTBa.

BpemenHocT M KbpMeHe
Axo cTe OpeMeHHa WM KbPMUTE, CMSITATe, Y€ MOXKeE Ja CTe OpeMEeHHa WM [UIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wiu gpapmanesT npeau ynorpedaTa Ha TOBA JIEKapCTBO.

LUMIGAN mozke ma mpeMrHe B KbpMaTa, Iopai KOEeTo He TPSAOBa J1a KbPMHUTE, JOKATO MU3MOI3BaTE
LUMIGAN.

Hlodupane u paéora ¢ MAIIMHU

3pennero Bu Moxe a ce 3aMBIiM 3a KpaTKO BpeMe, HEMOCPEACTBEHO cliell yroTpedara Ha
LUMIGAN. He Tpsi6Ba na modupaTe win a U3M0I3BaTe MalIHHH, JOKAaTO 3peHueTo Bu He ce
MIPOSICHA OTHOBO.

Baxna nundopmauus 3a Hsakou ot cheraBkute Ha LUMIGAN 0,1 mg/ml

He n3non3BaiiTe KanmkuTe, KOraTo HOCUTE JemuTe cu. M3dakaiite 15 MuHyTH cien yroTpebara Ha
KaIrKuTe, Ipeju Ja moctaBure jemute cu oTHOBO. KoncepBanTsT B LUMIGAN, HapeueH
OCH3AJIKOHUEB XJIOPH/I, MOXKE JIa MPEIU3BUKA OYHO Jpa3HEHE U MOJXKE J1a IPOMEHH I[BETa HA MEKUTE
KOHTAKTHM JIEIIIH.

3. Kak na u3noazsare LUMIGAN 0,1 mg/mi

Bunaru u3non3BaiiTe ToBa I€KapcTBO TOYHO KakTo Bu e kazan Bammsr nekap wimu GapmareBT. AKO
HE CT€ CUTYPHH B Helllo, nonurtaiite Bamus nekap wiun gapmarieBt.

LUMIGAN TpsibBa ma ce npuiara camo B ounre. [IpenoppunTennara no3a e eqna kanka LUMIGAN
BeYep, €MH ITbT THEBHO BHB BCSIKO OKO, KOETO c€ HYKJae OT JICUCHHE.

Axo nznon3Bare LUMIGAN 3aenHo ¢ Apyro JekapcTBO 3a OYH, H3YaKaNHTe IMOHE NMET MUHYTH MEXIY
noctaBssHeTo Ha LUMIGAN 1 Ha ApyTOTO JIEKapCTBO.

He u3non3paiite moBeue ot CIWH IIbT JHCBHO, TBU KaTo e(i)eKTI/IBHOCTTa Ha JCYCHUECTO MOXKCE 1a CC
HaMaJiu.
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HMucTpykinuu 3a ynorpeoda:

He tpsi6Ba na u3nomn3sare OyTuikarta, ako OaHAEPOBT 3a 3al[UTa OT OTBApPSHE OKOJIO I'BPIOTO MY €
CUYIICH TIpeI ITbpBarTa yrnorpeoa.

1. Wswmwmiite cu pwiieTe. HaBemere Ti1aBara cu Ha3al ¥ MOTJIEIHETE Harope KbM TaBaHa.
2. BHuMaTenHO IpBITHETE HAJOMY JOJHUS KJIenad, IOKaTo ce 00pa3yBa MaJiko JKo0ue.

3. OObpHeTe OyTHIIKaTa 0OpPAaTHO U 51 CTHCHETE, 3a J]a ITyCHE IO €/{Ha Kalka BbB BCIKO OKO, KOETO
UMa HY’K/a OT JICUeHHE.
4. TlycHere moiHUS KJIemad ¥ 3aTBOpeTe oKoTo 3a 30 ceKyH/Iu.

N30bpiiieTe U3TUITHOTO KOJUYECTBO, KOETO Ce cTUYa 1o Oy3aTa.
AKxo karkara He BJIe3¢ B OKOTO, OITUTANTE OTHOBO.

3a j1a ce mpeaoTBpaTAT HH(EKIUK U J]a ce U30erHe TpaBMa Ha OKOTO, HE OCTaBaiiTe Bbpxa Ha
OyTmiikaTa Ja JJOKOCBa OKOTO MIIM Hemo apyro. [loctaBere kamaukara oOpaTHO M 3aTBOpETE
OyTHIIKaTa BeJHAara cies yrmoTpeoa.

AKO cTe PUJIOKUIU NoBeye oT HeodxoaumaTa x03a LUMIGAN 0,1 mg/mi

Axo npunoxure nosede LUMIGAN, otkonkoTo TpsiOBa, Majko € BEpOsATHO ToBa Aa Bu nmpuanHu
HSIKAKBO CEpUO3HO yBpexaaHe. [locTaBere cinensamara 103a B 00M4aiiHOTO BpeMe. Ako ToBa Bu
Oe3mokou, ropopete ¢ Bamus nexap winu papmarnienT.

Axo cTe nponycHamu aa npuiaoxute LUMIGAN 0,1 mg/ml

Axo 3abpasute na npwioxkute LUMIGAN, cnoxere eqHa karka BeiHara oM ce CETUTE U Clie]l TOBa
BB3CTAaHOBeTE oOMUaitHus pexuM. He npuaraiite 1BoitHa 1034, 32 1a KOMIIGHCHPATE MIPOITyCcHATATa
n03a.

Axo cte cnpeau ynorpedara Ha LUMIGAN 0,1 mg/ml

LUMIGAN TpsiOBa na ce mpuiiara BCEKH JIeH, 3a Jja ISHCTBA MPaBMIIHO. AKO CIIpeTe Ja ynorpebsBare
LUMIGAN, HayisraHeTo B OKOTO MOXe Jia ce MoBHINHU. [lopaau ToBa roopete ¢ Barms jgekap npeau
Jla CIIpeTe TOBA JICUCHUE.

AKO “MaTe HSIKaKBH JIOMBJIHUTEIHN BBIIPOCH, CBBP3aHM C YIOTpebaTa Ha TOBa JIEKapCTBO, IOMUTANTE
Bamms nekap nnm dapmanesT.
4. B13MOKHY HexkeTaHU peakuu

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPECAN3BHUKA HCIKCIIAHU PCAKIIUU, BBIIPEKU Y€ HC
BCCKU I'1 ITOJTy4aBa.

Axo MOJIYYUTC HAKAKBU HCIKCIIAHU JICKAPCTBCHU PCAKIINU, YBEAOMCETC Bamms JICKap Win (l)apMaLIGBT.
ToBa BKII0OYBa BCUUKHU BB3MOXHU, HCOITMCAHU B Ta3U JIMCTOBKA HEXCIIAHU PCAKIIUU.

MHOro 4ecTH HeKeJIaHHu peakuun
Te morar Ja 3ac€ruat €¢IMH UJIN IIOBCYUC HOTp€6I/ITeJ'H/I Ha 10.
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3acsramm 0KoTo
. Jlexo 3auepssBane (n0 29% Ot xopaTa)

YecTH HexKeTaHHU PeaKUUU

Te morar na 3acernar 1 g0 9 morpedurenu Ha 100.

3acsramm 0KoTo

Manku HapyIeHus Ha TIOBPXHOCTTAa Ha OKOTO, ChC I 0€3 Bh3IMalIeHNe
Hpaznene

CopOex B ounTe

Ilo-pBnru Murinm

Jlpa3HeHe npu NOCTaBsHE Ha Kalka B OKOTO

Ouna 6omka

3acaramm Koxara

. 3auepBeHH U CHPOSIIN KiIenauyu
° ITo-TpMHA K03Ka OKOJIO OKOTO.
° OxocMsIBaHE OKOJIO OUHTE

HeuecTn Hexkenanu peakuun
Te morar ga 3acernar 1 mo 9 motpedurenu Ha 1 000.

3acsrarm 0KoTo

. ITo-TbMeH LBAT HA UpuUca
YMOpeHo oko

OTOK Ha MOBBPXHOCTTA HA OKOTO
3aMBIJICHO 3PEHUE

3aryba Ha MHTIIH

3acgaramu Koxara

. Cyxa koxa

. Kpycrtu no pp0a Ha kienaua
. OTtok Ha Kjenada

. Copbex

3acararu opragmusmMa
° I'maBoOomme
° T"anene

Hexes1aHu peaknyu ¢ HEM3BECTHA YeCTOTA
3acararu opragmusMa

. Actma

. BiouiaBane Ha actMa

. BromaBane Ha 6e5101po0OHO 3a00sBaHe, HAPEUCHO XPOHUYHA 00CTPYKTHBHA O€10p0o0Ha
6onect (XOBB)

. 3amyx

B nombiaHeHne KbM Hexenanute aekapctBenu peakimu 3a LUMIGAN 0,1 mg/ml, cnennute
HEeXEJIaHU JICKAPCTBEHU PEaKIUy ca OWin HaOIroAaBaHy IPH APYTH JIGKAPCTBA, ChIABPIKAIIIH T10-
BHCOKH KoHIleHTparuu Ha 6umartonpoct (0,3 mg/ml):

3aMastHOCT

[Tapene B oxoTO

AneprudHa peakiuys Ha OKOTO

Brn3nanenu kienauu

Hamaiena sscHOoTa Ha BH)KIaHE

Bromasane Ha 3peHHETO
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IToxyBaHe Ha poO3padyHMs CIOU, KOMTO MOKPUBA OKOTO

VYcelane 3a 4y/J10 TAI0 B OKOTO

CyxoTa B OKOTO

UyBCTBUTEITHOCT KbM CBETIIMHA

Cria3ene

3anenHany oun

ITo-TbMHM MUTIIH

PetunanHo KbpBeHe

Bb3nanenue B 0KOTO

Kucromnomoben oTok Ha MakyJara (IoyBaHe Ha PETHHATA BbB BBTPEITHOCTTA HA OKOTO, KOETO
BOJIH JIO BJIOIIABAHE HA 3PECHUETO)

ITorpenBane Ha Kiemaya

KienausT ce cBHBa U ce M3MeCTBa OT IOBFPXHOCTTA Ha OKOTO

Ounre M3rNEKIAT XITHTHAIN

3adepBsiBaHEe Ha KOXKaTa OKOJIO OYUTE

[loBuIIeHO KPHBHO HANATAHE

Cnaboct

[loBuienn pe3ynraTi Mpu KPHBHUATE TECTOBE, KOUTO TIOKA3BaT Kak paboTH Bammsar deper apod

JpyrH HeXenaHu peaklud, ChoOIaBaHH BbB BPB3Ka C KAIlKH 32 04YH, ChIbpKaly dpochaTu

B MHOTO penkyu cydan HSIKOM MAIMEHTH ¢ TeKKH YBPEXKJaHUS Ha IPO3pavHMs CJIOH B IIpeTHATA YacT
Ha OKOTO (POTOBHIIATA) Ca Pa3BHIM MBTHH METHA HA POTOBUIIATA, JBJDKAIIM CE€ Ha HATPYIIaH MO BpeMe
HAa JICYCHUETO KaJllUH.

CroOmaBane Ha HEXKETAHU PEAKIIAN

AKO TIOJTy4YHTe HAKAKBH HEXEJIaHU JIEKAPCTBCHU PeaKiluy, yBeqoMere Barms jnekap wim hapmaiesT.
ToBa BKIIFOUBA BCUYKH Bh3MOXKHU HEOTIMCAHH B Ta3U JINCTOBKA HEXKENAHU peakiuu. MokeTe ChIo Ja
CHOOIINTE HEeXKEITAH! PEeaKIINU ITUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, TIOCOYEHA B
[punoxxenue V. Kato cho0IaBare He)KENaHU PEaKIMU, MOXKETE Ja JaIeTe CBOS IPUHOC 32
[oJIyyaBaHe Ha MOBeUe HHPOpMaIlHs OTHOCHO 0€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak na coxpansasare LUMIGAN 0,1 mg/ml
Jla ce chXpaHsABa Ha MSCTO, HEOCTHITHO 32 JIeIa.

He n3non3Baiite TOBa JIEKapCTBO CIe]] CPOKa HA TOAHOCT, OTOENSI3aH BHPXY €TUKeTa Ha OyTWiKaTa u
Ha KyTusTa cien ,,[ 'ogeH 10:”. CpoKbT Ha TOJHOCT OTrOBaps Ha TOCIEAHUS JCH OT IIOCOUYCHUS MECEII.

Bue Tpsi0Ba 1a M3XBBpIMTE OyTHIKATa HE MO-KBCHO OT YETHPH CEIMHIIH CIIE/ ITbPBOHAYAIHOTO i
OTBapsiHEe, HE3aBHCUMO OT TOBA, Y€ MMa OlIe Kanku B Hesl. ToBa 1e npeanasu oT HHQEKIHH.
Hanwmmere natara Ha oTBapsiHE Ha ONPEETICHOTO 32 TOBa MCTO Ha KYTHITa, 3a Ja Bu momorue aa He
3a0bpaBwure.

He HSXB’BpHSIfITe JICKapCTBaTa B KaHAJIM3alusATa 1IN B KOHTei/'IHepa 3a JOMalIHHU OTIIaaAbIIH.
[MomuTaiite Bammst hapMarieBT Kak J1a U3XBLPISTE JIeKapcTBaTa, KOUTO Beve He u3noiseare. Te3n
MEpPKH 1€ TIOMOTHAT 3a OIla3BaHe Ha OKOJIHATa Cpeja.

6. Coabp:kaHue Ha ONAKOBKATA M 10NbJIHUTEIHA HHGOpMALUs

Kakso cbaspxa LUMIGAN 0,1 mg/ml

- AKTHBHOTO BEILIECTBO €: OMMaTonpocT. EnuH MUTUIUTBD pa3TBOp chabpka 0,1 Mg GumMaTonpocT.
- Jpyrute cbcTaBku ca: OCH3IKOHHUEB XJIO0pH (KOHCEPBAHT), HATPUEB XJIOPHI, TUHATPUCB
xuaporeHdochar xenTaxuapat, JUMOHEHA KUCEeJIMHA MOHOXHIpAT U IpevyrcTeHa Bojaa. Moxke 1a
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ca 100aBeHN MaJIK{ KOJIMYECTBA XJIOPOBOJOPOIHA KUCEIIMHA UIN HATPUEB XUAPOKCH]I, 3a
3ama3BaHe HUBOTO Ha KMCENMMHHOCT (PH HHBOTO) HOPMAJTHO.

Kaxk m3raexxaa LUMIGAN 0,1 mg/ml u kakBo chabp:ka onaKkoBKaTa

LUMIGAN e Oe31BeTeH mpo3padeH pa3TBOp 3a KalKH 3a O4H B OIAKOBKA, ChIbPIKaIlla UIH

1 mractmacoBa OyTmiKa win 3 MIaCTMAacOBH OyTHIIKH, BCSIKA C Karadka Ha BUHT. Besika OyTuika e
MPUOU3UTEITHO HAMTOJIOBUHA MTBJTHA U ChABPKA 3 MIJIHIUTPA Pa3TBOp. TOBA € TOCTATHYHO 33
4-cenmuuHa ynotpeba. He BCHUky BHIOBE OMMAKOBKM MOTAT Jia ObJIAT ITyCHATH B MPOJaxoa.

IIpuTtexaTes Ha pa3pelieHHeTO 32 yNOTPeda M MPOU3BOIUTEN
Allergan Pharmaceuticals Ireland

Castlebar Road

Westport

Co. Mayo

Hpnangus

3a nombaHUTENHA UHPOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPXKETE C€ C JIOKAITHUS
MPEeCTaBUTEN HA IPUTEXKATEIS Ha pa3pelleHHeTo 3a ynorpeoa:

Belgié/Belgique/Belgien Lietuva

Allergan NV/SA Ewopharma AG

Tél/Tel: + 32 (0)2 35124 24 Tel : +37 05 248 7350
Bouarapus Luxembourg/Luxemburg
Esodapma AT’ Allergan NV/SA

Ten.: +359 2 962 12 00 Tél/Tel: + 32 (0)2 35124 24
Ceska republika Magyarorszag

NEOMED s.r.o. Ewopharma AG Magyarorszagi Kereskedelmi
Tel.: +420 274 008 411 Tel: +36 1 200 4650
Danmark Malta

Allergan Norden AB Allergan Ltd

TIf: + 46 (0)8 594 100 00 Tel: + 44 (0)1628 494026
Deutschland Nederland
Pharm-Allergan GmbH Allergan n.v.

Tel: + 49 (0)7243 501 0 Tel: + 32 (0)2 35124 24
Eesti Norge

Ewopharma AG Allergan Norden AB

Tel: +37 05 248 7350 TIf: + 46 (0)8 594 100 00
EMGda Osterreich

Nexus Medicals S.A. Pharm-Allergan GmbH
TnA: +30 210 74 73 300 Tel: + 49 (0)7243 501 0
Espafia Polska

Allergan S.A. Allergan Sp. z 0.0.

Tel: + 34 91 807 6130 Tel: +48 22 256 37 00
France Portugal

Allergan France SAS Profarin Lda.

Tel : +33 (0)1 49 07 83 00 Tel : + 351 21 425 3242
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Hrvatska
Ewopharma d.o.o.
Tel. + 385 1 6646 563

Ireland
Allergan Ltd
Tel: + 44 (0)1628 494026

island
Vistor hf.
Simi: + 354 535 7000

Italia
Allergan S.p.A
Tel: + 39 06 509 561

Kvnpog
Allergan Ltd
TnA: + 44 (0)1628 494026

Latvija
Ewopharma AG
Tel : +37 12 926 5401

Romania
Ewopharma AG Romania
Tel.: +40 21 260 13 44

Slovenija
Ewopharma d.o.o.
Tel: + 386 (0) 590 848 40

Slovenské republika
NEOMED,s.r.0., pobocka Bratislava
Tel.: +421 2 434 150 12

Suomi/Finland
Allergan Norden AB
Puh/Tel: + 46 (0)8 594 100 00

Sverige
Allergan Norden AB
Tel: +46 (0)8 594 100 00

United Kingdom
Allergan Ltd
Tel: + 44 (0)1628 494026

IlaTa Ha MOCJECAHO NMpepasrjaexKaaHne Ha JJUCTOBKaTa

[Honpo6Ha mH(OpMaIs 3a TOBa JIEKAPCTBO € IMpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
mo jiekapcTBara http://www.ema.europa.eu.
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JIncroBka: nngopmanus 3a noTpeduTeNst

LUMIGAN 0,3 mg/ml, kanku 3a ouu, pa3TBop
Bumaronpoct (Bimatoprost)

IIpoueTrere BHMMATEIHO USIJIATA JIMCTOBKA, NPeM 1A 3all0YHeTe 1a U3I0J13BaTe TOBa

JIEKapCTBO, Thil KaTO TS ChABP:KAa BakHa 32 Bac ungopmanus.

- 3amnaseTe Ta3u JUCTOBKA. Mojke 1a uMaTe HyK7a Jia sl IpOYeTeTe OTHOBO.

- AKO “MaTe HSIKaKBH JIOMBJIIHUTEIHN BBIIPOCH, IONUTaiTe Bamms nexkap wim gapmauesT.

- ToBa nekapcTBO € MpeANnuCcaHo eIUHCTBEHO U IMYHO Ha Bac. He ro npeorcrrBaiite Ha Apyry
xopa. To Mo>ke 1a UM HaBpeu, HE3aBUCHMO Y€ MPU3HAIMTE Ha TSIXHOTO 3a00JIIBaHE Ca CHIIUTE
kaTo Bamwure.

- AKO TIONTy4HTe HIKaKBH HEXEJIAaHU JIEKAPCTBEHH PEAKIINH, yBeJoMeTe Bamms nexap nim
(hapmarieBT. ToBa BKIIFOYBA M BCHYKH BH3MOXXHH HEXXEJIAaHU PEAKINH, HEOHCAHH B Ta3H
nucToBKa. BmxTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxkso npencrasissa LUMIGAN 0,3 mg/ml u 3a xakBo ce u3mnos3sa
Kakso Tps0Ba na 3Hacre, npeau na uznomsare LUMIGAN 0,3 mg/ml
Kaxk na uznonssare LUMIGAN 0,3 mg/ml

BB3MOXHU HEXKETaHU PEAKLIUU

Kak na cexpanssare LUMIGAN 0,3 mg/ml

ChbIppkaHue HAa OMTAKOBKATA M JIOMBIHUTEIHA HHPOPMALHS

ocourwdPE

1.  Kakso npeacraBasiBa LUMIGAN 0,3 mg/ml u 3a kakBo ce u3noJi3Ba

LUMIGAN e anturmaykomeH mpoAyKT. Toi mpuHaaiexxy KbM Ipylia JIEKapcTBa, HapeUeHH
IPOCTaMHUJIH.

Kanxkure 3a oun LUMIGAN ce u3mnon3Bar, 3a Ja ce HaMajld BUCOKOTO OYHO Haysrane. ToBa
JISKaPCTBO MOXE JIa CE€ U3I0JI3BA CAMOCTOSATEIIHO UJIH C APYTH KaIllKu, HapuuaHu OeTa-0I0KepH, KOUTO
CBII[0 HAMAJISIBAT HAISTAHETO.

OKOTO ChIIbpIKa MPOo3payHa, o[00HA Ha BO/Ia TEYHOCT, KOSATO XpaHU BETPENTHOCTTa Ha OKOTO. Ta3u
TEYHOCT CE OTJIEJIsI IOCTOSTHHO HABBH U CE 3aMEHS C HOBOOOpa3yBaHa TakaBa. AKO TEUHOCTTA HE MOXKE
Jla ce OTJISNIA HAaBBH JIOCTATHUYHO OBP30, HAISTAaHETO BHTPE B OKOTO CE IMOBHUIIIaBa. ToBa JIeKapCcTBO
JIEMCTBa KaTO MOBHUILIABA KOJIMYECTBOTO HA OTAEIEHATA TEYHOCT. | OBa HaMalsiBa HAJIATaHETO B OKOTO.
AKO BUCOKOTO HaJIITaHE HE CE HaMaJIi, TO MOJKE Jia JI0BEIe /10 3a00JIBaHe, HAPSUCHO TIIayKOMa, U
€BEHTYAJIHO J1a YBPEAH 3peHueTo Bu.

2. Kaxkgo Tps6Ba i1a 3Haere, mpeau aa usnoazsare LUMIGAN 0,3 mg/ml

He uznomseaiite LUMIGAN 0,3 mg/mi

- aKo CTe aJepPruuHu KbM OMMATONPOCT MM KbM HAKOS OT ocTaHanuTe chetaBki Ha LUMIGAN.

- aKo c€ € HAJIOXKMJIO Ja CIpETe Ja U3M0I3BaTe KalKH 3a OYM B MUHAJIOTO IOPaJ HEXelaHa
peakius KbM KOHCEpPBaHTa OCH3ATKOHUEB XITOPHIL.

Ipexynpe:xnenns: u npeanasHu MepKu
I'oBopete ¢ Bamms nekap win ¢apmanest, npeau aa msnonzsare LUMIGAN 0,3 mg/ml:

- I'oBopete ¢ Bamus Jiekap, ako:
- Hmare npoOieMu ¢ AUIIAHETO.
- Nmate npoGiiemu ¢ uepHus Apod mim ObOpenuTe.
- AKO cTe onepupaHy OT Iepae Ha OKOTO
- Nmarte cyxu oun
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- Wmate wim cte MMaiy HIKaKBH MPOOJIEMH ¢ poroBuIiaTa (IpeaHaTa Mpo3payHa 4acT Ha
OKOTO)

- Hocute KOHTaKTHY JienH (BUXTE ,,BaxkHa HH(GOpMAIHss OTHOCHO HSIKOU OT ChCTABKHUTE
na LUMIGAN 0,3 mg/ml”)

- Wmate wim cTe MMany HUCKO KPhbBHO HaJISIraHe WK 3a0aBeHa Chp/IeyHa ICHHOCT

- Wmainu cre BUpycHa WHOEKIHS WK Bb3MAJICHUE Ha OKOTO.

LUMIGAN moxxe aa mpeu3BrUKa pacTex U MOThMHSIBAaHE HA MUTIIUTE, KAKTO U MOThMHSBaHE HA
KOXKaTa OKoJI0 Kiienauute. 1[BeThT Ha MpHca MOXKe ChIIO Ja CTaHe IO-ThbMEH ciiell Bpeme. Te3u
MPOMEHHU MOoTart Jia ObaT moctosHHY. [IpoMsiHaTa MOXe a ObJie Mo-3a0eIeKUMa, aKO JIEKYBaTe CaMo
€JIHO OKO.

Jlena u roHOIIM
LUMIGAN He e u3ciieiBaH IpH Aelia Ha Bb3pact moj 18 roguau u nopaau ToBa LUMIGAN me
TpsiOBa J1a ce U3II0JI3BA MPH MaIlUeHTH o] 18 roauHu.

JApyru aexapctBa u LUMIGAN
WNudopmupaiite Bamust nekap uinu ¢papMaleBT, ako nprueMaTe, HaCKOpO CTe MPUEMaId Wi €
BB3MOKHO J1a IPUEMETE IPYTH JIEKapCTBa.

BpemenHocT M KbpMeHe
AKxo cTe OpeMeHHa WM KbPMUTE, CMSTATE, Y€ MOXKeE Ja CTe OpeMEeHHa WM IUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wiu gpapmanesT npeau ynorpedaTa Ha TOBA JIEKapCTBO.

LUMIGAN Mmozxe ma mpeMrHe B KbpMaTa, Iopay KOeTo He TPSOBa J1a KbPMHUTE, JOKATO MU3IMOI3BaTE
LUMIGAN.

Mlodupane u paGora ¢ MalIMHK

3penuero Bu Moxxe na ce 3aMbIin 3a KpaTKO BpeMe, HEMIOCPEACTBEHO cliell yroTpedara Ha
LUMIGAN. He Tps6Ba na modupaTe Wiy 1a U3M0I3BaTe MAIlIMHU, TOKaTo 3peHneTo Bu He ce
MPOSICHA OTHOBO.

Baskna undopmanusi 3a Hsakou ot chetapkure Ha LUMIGAN 0,3 mg/ml

He mn3non3Baiite kankuTe, KOTaTo HOCUTE JemuTe cu. M3dakaiite 15 MuHyTH cien ynorpedara Ha
KarkKuTe, Ipe/Iu Jia noctapure jenure cu otHoBo. KonceprantsT B LUMIGAN, HapeueH
OCH3AIIKOHUEB XJIOPH]I, MOXKE J]a PEIU3BUKA OYHO JIpa3HEHe U MOXKeE J1a IPOMEHH I[BETa Ha MEKUTE
KOHTaKTHH JIETIIH.

3. Kak n1a uznoazsare LUMIGAN 0,3 mg/ml

Bunaru u3nosn3BaiiTe TOBa JIEKapCTBO TOYHO KakTo Bu e kazan Bamusr nekap wiu gpapmanieBT. AKO
HE CTe CUTYPHH B Helllo, nonuTaiite Bamus nekap winn papmarest.

LUMIGAN TpsiOBa aa ce npuiara camo B ounte. [IpenopbuntennaTa go3a e eana kanka LUMIGAN
Beuep, eIMH T JHEBHO BBB BCSIKO OKO, KOETO CE HYXXJae OT JICYCHNUE.

Axo m3non3Bare LUMIGAN 3aenHo ¢ Apyro JeKapcTBO 3a O4H, M3YaKaiTe MMOHE MET MUHYTH MEXITY
noctaBssHeTo HAa LUMIGAN 1 Ha ApyTrOTO JIEKapCTBO.

He u3non3Baiite noBeye OT €UH BT JHEBHO, Thil KaTO €(DEKTUBHOCTTA Ha JICYCHUETO MOJXKE J1a Ce
HamaJu.
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HMucTpykinuu 3a ynorpeoda:

He tpsibBa na u3nomn3sare OyTuiikarta, ako OaHIEPOTBT 3a 3alUTa OT OTBApPSHE OKOJIO T'BPIOTO MY €
CUYIICH TIpeI ITbpBarTa yrnorpeoa.

1. Wswmwmiite cu priieTe. HaBemere Ti1aBara ¢ Ha3a M MOMJIEIHETE Harope KbM TaBaHa.
2. BHuMaTenHO IpBITHETE HAJOMY JOJHUS KJIenad, IOKaTo ce 00pa3yBa MaJiko JKo0ue.

3. OObpHeTe OyTHIIKaTa 0OpPAaTHO U 51 CTHCHETE, 3a J]a ITyCHE TI0 €/THa Kalka BbB BCSIKO OKO, KOETO
UMa HY’K/a OT JICUeHHE.

4. TlycHere moiHUWS KJemad ¥ 3aTBOpeTe oKoTo 3a 30 ceKyH/Iu.
N30bpieTe M3MUITHOTO KOJTMYECTBO, KOETO C€ CTHYA 1Mo Oy3ara.
AKO KaIkaTa He BJie3€ B OKOTO, OIUTaiTe OTHOBO.

3a j1a ce mpeaoTBpaTAT HH(EKIIUK U Ja ce U30erHe TpaBMa Ha OKOTO, He OCTaBaiiTe Bbpxa Ha
OyTHIIKaTa Ja JIOKOCBa OKOTO WITH Hello Jpyro. [ToctaBere Kamaukara 0OpaTHO U 3aTBOPETE
OyTHJIKaTa Be[Hara ciej yrnorpeoa.

AKO cTe PUJIOKIIU NoBeye oT HeodxoaumaTta x03a LUMIGAN 0,3 mg/mi

Axo npunoxure nmoBeue LUMIGAN, oTkonkoTo TpsiOBa, MaJIKO € BEPOsTHO TOBa jia Bu npuunan
HSIKAKBO CEpUO3HO yBpexaaHe. [locTaBere cinensamara 103a B 00M4aiiHOTO BpeMe. Ako ToBa Bu
Oe3nokou, ropopete ¢ Bamus nexap win papmanesT.

Axo cte nponycHamu aa npuiaoxute LUMIGAN 0,3 mg/ml

Axo 3a0paBurte na npwioxute LUMIGAN, cnoxere eHa Karka BeiHara oM ce CETUTE U CIIe]] TOBa
BB3CTAHOBETE 00MUaiiHus pexxnuM. He npuemaiite nBoiiHa 103a, 3a 1a KOMIIEHCHPATE MPOIyCHATATA
Jio03a.

Axo cre cnpesin ynorpedara na LUMIGAN 0,3 mg/ml

LUMIGAN TpsiOBa fa ce npusiara BCEKH JICH, 3a Jia JICHCTBA MPaBUIIHO. AKO CIIpETe Jia yroTpedsBare
LUMIGAN, HasisraHeTo B OKOTO MOXe Jia ce MoBHINU. [lopaau ToBa roopete ¢ Barms jgekap npeau
Jla CTIPETE TOBA JICUCHHE.

AKO MMare HSKaKBH JIOMBIHATEHA BBIPOCH, CBBP3aHHU C YIIOTpedaTa Ha TOBa JIEKAPCTBO, ITOMUTANTE
Bammst nexap wnm papmarieBT.

4, BB3MoKHN HeKeTaHU peaKkuu

KaxTo Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NIPEAN3BHUKA HEXKECIIaHNU pCaKIUH, BBIIPEKU Y€ HE
BCCKU I'1 ITIOJTy4aBa.

AKO TIONTy4HTe HAKAKBH HEXEJIaHU JIEKAPCTBEHH pPEeaKIyy, yBegomere Bamms nexap win hapmareBT.
ToBa BKJIIOUBA BCUYKH Bb3MOKHH, HEOIIMCAHU B TAa3U JINCTOBKA HEXKEIAHU PEAKLIUH.
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MHOro0 YecTH HeXKeJaHH PeaKIuu

Te Morar ga 3acerHar euH WiId moBede morpedurenu Ha 10.
3acsramuy 0KoTo

. IMo-genru Murau (10 45% Ot xopara)

. Jlexo 3auepssBane (10 44% Ot xopaTa)

. Cop6ex (10 14% ot xopara)

YecTH HexeJIaHU PeakIun

Te morar ga 3acernar 1 mo 9 morpeburenn Ha 100.
3acsrarm 0KoTo

AJepruuHa peakius Ha OKOTO

YMopenu ouun

[loBuieHa 9yBCTBUTETHOCT KbM CBETIIHHA
[To-TpMeH IBAT Ha KOKaTa OKOJIO OKOTO
ITo-TeMHM MUTTIH

Bonka

VYcemane 3a 4yxA0 TS0 B OKOTO
3anenHanu OT CEKpeT 04U

[loTpMHsIBaHE Ha IIBETa Ha UpHCa
HamaneHa sicHoTa Ha BIXXJaHe

Hdpa3nene

[Tapene

Br3manenu, 3auepBeHr U CHpOAIIH KiIeaun
Con3ene

Cyxora

BiiomaBane Ha 3peHHETO

3aMBIJICHO 3PEHUE

OTOK Ha IpO3payHUs CII0H, KOUTO MOKPHBA MOBBPXHOCTTA HA OKOTO
Manku HapyIeHus Ha TIOBPXHOCTTAa Ha OKOTO, ChC WM 0€3 Bh3MaICHNE

3acsramnm opranmsMa

. I'maBoGonue
. [oBuIiieHn pe3ynTaTu OT KPHBHUTE TECTOBE, KOMTO MTOKAa3BaT Kak paboTH Bammar uepeH n1pod
. IToBHIIEHO KPBBHO HAJISITaHE

HeuecTn He:keJaHU peak Ul

Te morar ga 3acernar 1 mo 9 motpedurenu Ha 1 000.

3acsraiy 0KOTo

. Kucronnen orok Ha MakynaTta (OTOK Ha peTHHATA BHB BBTPEIIHOCTTA HA OKOTO, KOETO BOJH JI0
BIIOIIIABAHE HA 3PEHHETO)

Bb3manenue BB BTPENIHOCTTA HA OKOTO

PernnanHo KbpBEHE

[MogyTu xnenauu

[NorpenBaHe Ha kiemaya

KienausT ce cBUMBa U ce U3MECTBA OT IOBLPXHOCTTA HA OKOTO
3adepBsiBaHE HA KOXATa OKOJIO OYUTE

3acsramnmy opranmusMa

o TI'agene

. 3amaiiBaHe

. Cmaboct

. OkocMsiBaHE OKOJIO OYUTE
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Hexenann P€aKIIMA ¢ HEM3BECTHA YeCTOTa

3acaramm oKoTo
° Ouure U3MIIEKIAT XIbTHAIN

3acarary opragmusMa

. Actma

. BiiomaBane Ha actma

. Bromasane Ha 6emonpo6HO 3a00s1BaHe, HAPEUEHO XPOHUYHA 00CTpYKTHBHA OeoapoOHa
6onect (XOBB)

. 3agyx

Jpyry HeXXenaH peakiiy, ChoOIaBaH! BbB BPB3Ka C KAIlKX 33 OYH, ChABPKaIIH GochaTu

B MHOTO pesiku citydan HSKOM MAIMEHTH C TSKKH YBPEXKIAHUS Ha MPO3PAYHHUS CIION B MPEIHATA YacT
Ha OKOTO (pOroBHUIlaTa) ca pa3BUIM MBTHHU IIETHA HAa POTOBUIIATA, ABDKAIIM CE Ha HATPYIAH MO BpeMe
Ha JICYCHUETO KU,

Chol0maBaHe Ha HesKeJaHU peaKINu

AKO MoNy4nTe HIKaKBH HEXETaHU JICKApCTBEHU peakiny, yBeaoMere Bamms nekap winm hapManesr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHHU HEOIHMCAHU B Ta3H JIMCTOBKA HEXETaHU peakimn. MoxkeTe ChIIo 1a
ChOOLIMTE HEXETAHU PeaKMK AUPEKTHO Ype3 HAllMOHAIHATA CUCTEMa 3a ChoOIIaBaHe, IOCOYCHA B
[punoxenue V. Kato cbo0imaBare HexXeNnaHU peakiMy, MOXKETe Ja 1a/ieTe CBOs IPUHOC 32
MoJTyJaBaHe Ha IMOBeYe HH(POPMAIHS OTHOCHO 0€3011acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpanssate LUMIGAN 0,3 mg/ml
Jla ce chXpaHsABa Ha MSCTO, HEIOCTBHITHO 32 JIelia.

He u3non3Baiite ToBa JIeKapcTBO ClIE CPOKA HA TOIHOCT, OTOENA3aH BbPXY €THKETa Ha OyTUiIKaTa u
Ha Kytuara cief ,,l'ojgeH 10:”. CpoKbT Ha TOJHOCT OTrOBaps Ha MOCIEIHUS I€H OT IOCOYEHHUS MECEI.

Bue TpsOBa 1a U3XBLpAUTE OyTHUIIKATA HE TIO-KHCHO OT YETHUPH CEIMHMIIU CJIe] MbPBOHAYATHOTO i
OTBapsiHE, HE3aBUCHMO OT TOBA, Ye MMa OIll¢ Karnku B Hes. Tosa 1ie mpemnasu ot HHOEKIUH.
Hanumiere natata Ha OTBapsiHE Ha OINPEIEIICHOTO 3a TOBA MSCTO Ha KyTHUsTa, 3a 1a Bu momMorte na He
3abpaBure.

He u3xBbprsiiTe nekapcTBaTa B KaHAIM3ALMATA WM B KOHTEMHEPA 32 IOMAIIHW OTHAbIIH.
[NomuTaiite Bamust hapManeBT Kak Aa U3XBHPISATE JIeKapcTBaTa, KOMTO Beve He u3noissare. Tesn
MEpPKH 1€ TOMOTHAT 3a OIla3BaHE Ha OKOJHATa Cpefa.

6. ChabpkaHHe HA ONIAKOBKATA M JONBJIHUTEJIHA HH(pOpMaLHs

Kakso cbaspxa LUMIGAN 0,3 mg/ml

- AKTHBHOTO BeIIECTBO €: OumartonpocT. Enun Munmunutep pa3tBop cbabpxa 0,3 mg Oumaromnpocrt.

- Jlpyrute ChCTaBKH ca: OEH3aIKOHUEB XJIOPH (KOHCEPBAHT), HATPUEB XJIOPUJ, TUHATPUEB
xuJporeHocdar XenTaxuapar, IMMOHEHA KUCEITMHA MOHOXHIPAT U TIPEUYUCTEeHa Boa. Moxe nia
ca 100aBeHU MaJIKU KOJIMYECTBA XJIOPOBOAOPO/IHA KUCEJIMHA UM HATPUEB XUAPOKCH] 3a
3ama3BaHe HUBOTO Ha KHCEMHHOCT (PH HUBOTO) HOpMaITHO.

Kak m3rae:xkna LUMIGAN 0,3 mg/ml u kakBo cbabpika onakoBKaTa

LUMIGAN e Ge3ieTeH npo3padeH pa3TBOP KAIlKX 33 OYX B OMAKOBKA, ChbPIKaIla HITH

1 nmactmacoBa OyTuiKa Win 3 MIacTMacoBH OyTHIIKH, BCSIKA C Kalmayka Ha BUHT. Besika OyTuika e
NpUOIM3NTETHO HAIIOJIOBUHA ITBJIHA U CHABPIKA 3 MIUIMIIUTPA pa3TBOp. TOBa € JOCTAaTHYHO 3a
4-cenmuuHa ynotpeba. He BCHuky BHIOBE OMAaKOBKM MOTaT Ja ObJaT MycHATH B Ipoaaxoa.

65


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IIpurtexaTes Ha pa3pelIeHHeTO 3a yNOTpeda M MPOU3BOIUTENT

Allergan Pharmaceuticals Ireland

Castlebar Road
Westport

Co. Mayo
Hpnangus

3a JombaHUTEHA HH(POPMAIIHSA OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE C€ C JIOKATHHUS
MpeCTaBUTEN Ha TIPUTEKATEINS Ha pa3pelleHIeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
Allergan NV/SA

Tél/Tel: + 32 (0)2 351 24 24

bbarapus
EBodapma AT’
Ten.: +359 2 962 12 00

Ceska republika
NEOMED s.r.0.
Tel.: +420 274 008 411

Danmark
Allergan Norden AB
TIf: + 46 (0)8 594 100 00

Deutschland
Pharm-Allergan GmbH
Tel: + 49 (0)7243 501 0

Eesti
Ewopharma AG
Tel: +37 05 248 7350

E\\daoa
Nexus Medicals S.A.
Tnk: +30 210 74 73 300

Espafia
Allergan S.A.
Tel: + 3491 807 6130

France
Allergan France SAS
Tel : +33 (0)1 49 07 83 00

Hrvatska
Ewopharma d.o.o.
Tel. + 385 1 6646 563

Ireland
Allergan Ltd
Tel: + 44 (0)1628 494026

Lietuva
Ewopharma AG
Tel : +37 05 248 7350

Luxembourg/Luxemburg
Allergan NV/SA
Tél/Tel: + 32 (0)2 351 24 24

Magyarorszag
Ewopharma AG Magyarorszagi Kereskedelmi
Tel: +36 1 200 4650

Malta
Allergan Ltd
Tel: + 44 (0)1628 494026

Nederland
Allergan n.v.
Tel: + 32 (0)2 351 24 24

Norge
Allergan Norden AB
TIf: + 46 (0)8 594 100 00

Osterreich
Pharm-Allergan GmbH
Tel: + 49 (0)7243 501 0

Polska
Allergan Sp. z 0.0.
Tel: +48 22 256 37 00

Portugal
Profarin Lda.
Tel ;: + 351 21 425 3242

Roméania
Ewopharma AG Romania
Tel.: +40 21 260 13 44

Slovenija
Ewopharma d.o.o.
Tel: + 386 (0) 590 848 40
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Island Slovenské republika

Vistor hf. NEOMED,s.r.0., pobocka Bratislava
Simi: + 354 535 7000 Tel.: +421 2 434 150 12

Italia Suomi/Finland

Allergan S.p.A Allergan Norden AB

Tel: + 39 06 509 561 Puh/Tel: + 46 (0)8 594 100 00
Kvbztpog Sverige

Allergan Ltd Allergan Norden AB

TnA: +44 (0)1628 494026 Tel: +46 (0)8 594 100 00
Latvija United Kingdom
Ewopharma AG Allergan Ltd

Tel : +37 12 926 5401 Tel: + 44 (0)1628 494026

IlaTa Ha MOCJECAHO NMpepasrjaeKaaHne Ha JUCTOBKaTa

[Honpo6Ha mH(OpMaIs 3a TOBa JIEKAPCTBO € IpeoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHus
mo jiekapcrBata http://www.ema.europa.eu
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JIncroBka: nngopmanus 3a noTpeduTeNst

LUMIGAN 0,3 mg/ml, kanku 3a o4un, pa3TBop, B €IHO030Ba ONIAKOBKA
bumaronpoct (Bimatoprost)

IIpoyeTeTe BHUMATEIHO 1SAJIATA JUCTOBKA, MPEAH 1a 3al04YHeTe 1a H3M0J13BaTe TOBA

JIEKapPCTBO, Thil KaTo TS ChAbPKa BaxkHa 3a Bac undopmanus.

- 3amazere Ta3u IUCTOBKA. MoJKe 1a mMaTe HyXK7a J1a sl IPOYeTeTe OTHORO.

- AKO MMate HIKaKBH JIOBIHATETHA BBIIPOCH, MonnTaiite Bamus nekap wiu GapmarieBT.

- ToBa nekapcTBO € MpeNUCcCaHo eIMHCTBEHO U TMYHO Ha Bac. He ro mpeoTcThnBaiiTe Ha Ipyru
xopa. To Moxe 1a UM HaBpeaH, HE3aBUCHUMO Ue MPU3HAINTE Ha TAXHOTO 3a00JIsIBaHe ca CHIINUTE
kato Bamure.

- AKO MOTy4YUTe HSIKAKBU HEXKEJAHU JICKAPCTBEHH peakiuu, yBeaoMeTe Bamus nexap wiu
(apmarieBT. TOBa BKIIFOYBA M BCUYKH Bb3MOXHU HEXEJIaHU PEAKI[UM, HEOTMCAHHU B Ta3U
JMCTOBKA. BrokTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxkso npencrasissa LUMIGAN 0,3 mg/ml exnono30Ba onakoBka 1 3a KaKBO €€ U3M0JI3Ba
Kakso Tps0Ba na 3Haere, npeau na uznonmsare LUMIGAN 0,3 mg/ml exxomo30Ba onakoBka
Kak ma msmonssatre LUMIGAN 0,3 mg/ml eqsHono3oBa omakoBka

Bb3MOXHHU HEXETaHH PEaKIu

Kax na cexpanssare LUMIGAN 0,3 mg/ml enHomo3oBa omnakoBka

ChbabpxaHue Ha ONAKOBKATa M AOIBIHHUTEIIHA HH(POPMALIUS

ok~ wnE

1. Kakso npeacraBasisa LUMIGAN 0,3 mg/ml exHono30Ba onakoBka u 3a KakBo ce
H3M0J13BA

LUMIGAN 0,3 mg/ml exro1030Ba OnakoBKa € aHTUTIIAyKOMEH MPOAYKT. TOM MpUHAIEKHA KbM
rpyna JeKapcTBa, HapeueHH IPOCTAMUIIH.

Kankute 3a oun LUMIGAN 0,3 mg/ml ennomo30Ba omakoBKa ce U3IIOI3BaT, 3a 1a CE HaMajIu
BHCOKOTO OYHO Haisirane. ToBa JIEKapCcTBO MOJKE J1a Ce M3M0JI3Ba CAMOCTOSTETHO HITH C IPYTH KaIlKH,
Hapu4yaHH 0eTa-0JI0KepH, KOUTO CHIIO HaMaJIsiBaT HAJSATAHETO.

OxoTO chIBbpKa NPO3pavHa, Mo100Ha Ha BOAA TEUHOCT, KOSITO XpaHU BbTPEIIHOCTTA Ha OKOTO. Taszu
TEYHOCT C€ OTAETS MOCTOSHHO HABBH U CE 3aMEHsI ¢ HOBOOOpa3yBaHa TakaBa. AKO TEUHOCTTa HE MOXKe
7la Ce OT/IeNIN HaBbH JIOCTATHYHO OBP30, HAISITAaHETO BHTPE B OKOTO C€ MOBHUINABa. ToBa JIEKapCTBO
JieiicTBa KaTo MOBUIIABA KOJMYECTBOTO HA OTAEJIeHATa TEUHOCT. | 0Ba HAMAJISIBAa HAJSITAHETO B OKOTO.
AKO BHCOKOTO HaJIsiTaHE HE c€ HaMalH, TO MOKeE J1a JI0BeJie O 3a00JIsBaHe, HApeueHo TIayKoMa, 1
€BEHTYaJIHO Jla YBpEeIU 3peHueTo Bu.

ToBa jeKapcTBO HE ChIAbP)KA KOHCEPBAHT.

2. Kakso Tpsi6Ba 1a 3naete, npean aa m3noazsare LUMIGAN 0,3 mg/ml exnoxo3zoBa
ONMaKOBKa

He n3nosa3Baiite ToBa JIeKapcTBO

- aKo CTe aJIePrHYHM KbM aKTUBHOTO BEILECTBO MIIM KbM HSKOSI OT OCTAHAINTE ChCTABKU Ha TOBA
JIeKapcTBO (M30pOeHH B TOUKa 6).

Ipenynpe:kneHus v MpeanasHu MePKH

I'oBopete ¢ Bammms iexap winn ¢apmanest, npeau aa usnonzsare LUMIGAN 0,3 mg/ml enqnono3osa
OTIAKOBKA!
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Mouas, ungopmupaiite Bammus jexkap uiau papmManeBT, aKo:

- HNmate mpoOaemMu ¢ TUIIaHETO

- Hmare npoGnemu ¢ uepuus n1pod nnu Os0pennte

- AKO cTe onepupaHu OT IepAe Ha OKOTO

- AKO MMaTe WIH CTe UMaJi HUCKO KPBBHO HAJSITaHE M HUCKA ChPJIeYHA YECTOTa
- Nmanum cte BupycHa HHGEKINS WU Bh3NaTIEHHEe Ha OKOTO.

LUMIGAN 0,3 mg/ml eqxomo30Ba OmmakoBKa MOXKE J1a IIPEIN3BUKA PACTEX U OTHMHSIBAHE Ha
MUTJINTE, KAKTO M TIOTHMHSABAHE HAa KOXKaTa OKOJIO KienaunTe. [[BeThT Ha MpHCa MOXKE CBIIO J1a CTAaHEe
mo-ThMeH ciiel BpeMe. Te3n mpoMeHu MoraT fa Obaar HoCTOsSHHM. [IpoMsaHaTa Moke 1a ObIe To-
3abenexnMa, ako JeKyBaTe caMo €HO OKO.

Jlena v roHOIIN
LUMIGAN 0,3 mg/ml eqromo30Ba olmakoBKa He € U3CIEABaH P Jella Ha Bb3pacT oA 18 roguan u
MOpajM TOBA He TPSAOBA J1a Ce U3I0JI3BA IPH MAIUEHTH 10 18 roauHH.

Npyru gekaperBa u LUMIGAN 0,3 mg/ml ennono3oBa onakoBka
HNudopmupaiite Bammst nexap wim hapmaneBT, ako preMate, HACKOPO CTe IPHEMAITH WITH €
BB3MOKHO /1a IPHEMETE OPYTH JIEKapCTBa.

Bpemennoct, kbpMeHe U (pepTHINTET
Axo cTe OpeMeHHa WM KbPMUTE, CMSITATe, Ye MOXKeE Jia CTe OpeMEeHHa WM TUIaHUpaTe OpeMeHHOCT,
MoChBETBalTE ce ¢ Bamms nexap wim gapmaneBT npeau ynorpedarta Ha TOBa JEKapCTBO.

LUMIGAN 0,3 mg/ml eqromo30Ba omakoBKa MOKe Jia MPEMUHE B KbpMaTa, IIOpajn KOeTo He TpsiOBa
Jla KbpPMUTE, JOKATO M3II0JI3BATE TOBA JEKAPCTBO.

Mlogupane u paGora ¢ MAIIMHK

3pennero Bu Moxe 1a ce 3aMbIIH 3a KPaTKO BpeMe, HEMOCPEICTBEHO Clie]] yroTpedara Ha
LUMIGAN 0,3 mg/ml exromo3osa omakoBka. He TpsioBa ma moduparte Win Aa U3MOI3BATE MAIIHHH,
JIOKaTO 3peHreTOo Bu He ce MPOsSCHU OTHOBO.

3. Kak na uznoaszsare LUMIGAN 0,3 mg/ml exnomo3oBa onakoBka

Bunaru u3nosn3BaiiTe ToBa JIEKapCcTBO TOYHO KakTo Bu e kazan Bamusr iekap wiu GapManesT. AKO
HE CTe CUTYpPHH B Helllo, nonuTaiite Bamus nekap winn papmariest.

[IpenopbunTenHara f03a € e1Ha Kalka eJIMH ITbT JHEBHO, BeUep, SAMH BT JTHEBHO BB BCIKO OKO,
koeto ce Hyxzaae ot jtedenre. LUMIGAN 0,3 mg/ml exnomo30Ba onakoBka TpsiOBa Jia ce mpujiara
CcaMo B OYHTE.

Axo m3nonzsare LUMIGAN 0,3 mg/ml enHomo30Ba omakoBKa 3ae/iHO € APYTO JIEKApCTBO 3a OYH,
n3vakaiire nmone 5 MuHyTn Mexay nocrasaero Ha LUMIGAN 0,3 mg/ml exnomo30Ba onakoBka u Ha
APYTrOTO JIEKAPCTBO.

He usnosn3BaiitTe noBeye OT €UH BT IHEBHO, Thif KaTO €(PEKTUBHOCTTA HA JICYCHUETO MOJXKE J1a Ce
HaMaJu.

B omakoBkata € mpeocTaBeHa KaleHIapHa KapTa, Homepupana ot 1 1o 31 3a BCeKu JIeH OT Mecera.
[TocraBere KajeHaapHATA KapTa BbPXY IUIACTMAcOBaTa paMKa U HATUCHETE, 3a Ja 5 (uKcHupare Ha
msacToto . Hamupammure ce B omakoskata 30 ¢akoHa TpssOBa na 6b1aT pa3faeNeHn e OT ApYT U
ITOCTaBEHU B HOMEPHPAHUTE OTBOPH, KAaTO CE€ 3alI0YHE C OTBOPA C HOMEP, ChOTBETCTBAII] HA THEITHATA
nata. Axo Bu ocraBar (hnakoHwm, 3armogyHeTe OT OTBOpa ¢ HOMEP ,,1, ¢ KOETO IpeMUHaBaTe B
cienBamms Mecell. Beeku e GrakoHBT TpsOBa 1a ce B3eMa OT OTBOpa ¢ HOMEpP, ChOTBETCTBAIIl Ha
KaJIeH/apHaTa JaTa, KaTo Taka Il¢ CTe CUT'YPHH, Uue He CTe MPONyCHAIM JHeBHATA J103a.
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[Tpenun ynorpeba cu uamuiite pouete. [Ipeau ynorpeda mpoBepere Jaiu €IHOA030BaTa ONMaKOBKa € ¢
HEeHapyIIeHa 1suIocT. Pa3TBopbT TpsiOBa 1a ce u3Mo3Ba He3ab0aBHO ciel] OTBapsiHe. 3a Ja ce n3derHe
3aMbpcsBaHe, He JOKOCBAaHTE ¢ OTBOPECHUS Kpail Ha eTHOZ030BaTa OMaKOBKa OKOTO HITH HEIIO JIPYTO.

4
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1. Bsemere eqHa eHOI030Ba OMTAKOBKA OT OTBOPA C HOMEP, ChOTBETCTRAII] Ha KaJleHIapHaTa Jarta,
3aPBKTE I M3MpaBeHa (KamaykaTa a COYM Harope) U OTKhCHETE KamaykaTa.
2. BHuMaTenHO IpbIIHETE HAJOIY AOJIHHS Kienad, JJOKaTo ce 00pazyBa Maiko jukoode. O0bpHeTe

€HOZI030BaTa OMaKOBKa OOpaTHO U S CTUCHETE, 3a Ja ITycHe | KamKa B 3aCerHaToTO OKO (OYH).
Mursere ¢ 0KOTO(0YHUTE) HAKOJIKO MbTH.

3. W3xBBpreTe e1HOA030BaTa OIAKOBKA, CJIE] KaTO CTe sl U3IOJI3BANIU, IOPU aKO B HEsl € OCTaHAIIO
MAaJIKO KOJIMYECTBO Pa3TBOP.

N30bpieTe M3MHITHOTO KOJTHYECTBO, KOETO C€ CTHYA 1Mo Oy3ara.

Axo0 HOCUTE KOHTaKTHH Jieniy, CBAJICTE I'u, IpEeAn Aa U3IMO0JI3BATC TOBA JICKApPCTBO. W3uakaiite 15
MHHYTH, CJIC KaTO U3I0JI3BATC KAIKUTE, ITPEAN Aa IMMOCTABUTE JICHIUTC O6paTHO.

AKO CTe PWIOKUIU NoBeye oT HeodxomumaTa no3a LUMIGAN 0,3 mg/ml exnono3oBa
OMaKOBKa

AKO MPUIIOXKHUTE TTOBEYE OT TOBA JIEKAPCTBO, OTKOJIKOTO TPSIOBA, MAIIKO € BEPOSITHO TOBa 1a Bu
NPUYHHH HIKAKBO CEpUO3HO yBpexkaaHe. [locraBere cinenpaiiara 103a B 00M4aifHOTO Bpeme. AKO
toBa Bu Ge3nokowu, ropopere ¢ Baius nekap wimu apmaresr.

Axo cre npomycHaau 1a npuiaoxute LUMIGAN 0,3 mg/ml exnono3oBa onakoBka

Ako 3abpaBuTe 1a MPUIOKKUTE TOBA JIEKAPCTBO, CIIOKETE eJHA KallKa BeJHAra II[OM CE CETHTE H CJIe/l
TOBa Bb3CTaHOBETE O0MUaiiHus pexxuM. He mpuemaiite 1BoiHa 103a, 3a J1a KOMIICHCHPATE
HpoIycHATaTa J03a.

Axo cre cnpesin ynorpedata na LUMIGAN 0,3 mg/ml exnono3oBa onakoBka

LUMIGAN 0,3 mg/ml eqxono30Ba onakoBka TpsiOBa Jia ce puiiara BCEKH JICH, 3a Jia eiicTBa
npaBmiHo. Ako cripete aa ynorpeossare LUMIGAN 0,3 mg/ml eqnono3oBa onakoBka, HAJISITAHETO B
OKOTO MOXe Aa ce nmouid. [lopaau ToBa ropopere ¢ Bamus nekap npenu a crpere ToBa JeUeHHE.

AKO nMaTe HIKaKBU JOII'bJIHUTCIIHN BBIIPOCH, CBBP3aHU C yHOTpe6aTa Ha TO3U MMPOAYKT, MOIMUTanTe
Bammst nexap wim papmarieBT.

70



4. B13MOKHH HexkeTaHU peakiun

Kaxrto Bcuuku nekapcTBa, TOBa JICKAPCTBO MOXKE J1a MPEIU3BUKA HEKEIAHU PEAKLIUY, BBIIPEKHU Y€ HE
BCEKH T ITOJTy4aBa.

AKO TIONy4HTe HIKaKBH HEXEJIAaHU JIEKAPCTBEHH PEaKINH, yBeqoMmere Barmms nexap win hapMmarieBT.
ToBa BKJIIOUBa BCUUKH Bb3MOKHU, HEOTIMCAHU B Ta3U JTUCTOBKA HEXKEIIAHU PEAKIIUU.

MHOro 4ecTH HeXKeJAHU peaKumn

Te morar ja 3acersar eJiiH WIv oBeue nmotpedurenu Ha 10.
3acsrammy 0KoTo

. Jlexo 3auepssBane (o 24% OT xopara)

YecTu HexkeJIaHU PeakIun

Te morar na 3acernar 1 g0 9 morpedburenu Ha 100.
3acsrarm 0KoTo

Manku HapyIeHus Ha TIOBBPXHOCTTa Ha OKOTO, ChC I 0€3 Bh3MalIeHNe
Hpaznene

Cwp0Oex B ounte

Bonka

CyxoTa B OKOTO

VYcemane 3a 4yxA0 TS0 B OKOTO

Tlo-nBaru Murinu

[loTpMHsIBaHE IBETA HA KOXKATa OKOJIO OYHUTE
UepBeHu Kienauu

HeuecTn Hexkenanu peakuun

Te morar na 3acernar 1 10 9 nmorpedurenu Ha 1 000.
3acsramy 0KoTo

YMopenu ouun

UyBCTBUTEIIHOCT KbM CBETIMHA

[To-TbMeH LBAT Ha HUpHUCca

CppOsiiy ¥ HOAYTH KJIeTIaun

Con3ene

OTOK Ha Ipo3payvHus CIOH, KOMTO MOKPUBA OKOTO
3aMBbIJIEHO 3pEeHne

3acararu opragusMa
) I'maBoOoime
) OKOCMSIBaHE OKOJIO OUUTE

Hexeranu peakiuu ¢ HEU3BECTHA Y€CTOTA
3acsramnm opranmsMa

. Actma

. BroniaBane Ha actma

. Bromasane Ha 6emopoOHO 3a00sBaHe, HAPEUSHO XPOHUYHA 00CTPYKTHUBHA Oe10apoOHa
oonect (XOBB)

. 3amyx

B nombaHeHne kbM Hexenanute gekapcteenu peakimu mpu LUMIGAN 0,3 mg/ml exnomososa
OIaKOBKA, CJICJIHUTE HEXEJIAaH! JISKapCTBEHH peakuuu ca Hadmoaasanu npu LUMIGAN 0,3 mg/ml
MHOT'071030Ba (hopMma, ChIbpIKalll KOHCEPBAHT, KOUTO MOJKE J1a C€ TOSABAT U NP MaLUECHTH,
mpwiaran LUMIGAN 0,3 mg/ml exromo30Ba omakoBka:

° 3amaliBane
° VYcemane 3a napeHe B OKOTO
° OuHa anepruyHa peakuus
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Br3manenue Ha KiemadnuTe

3aTpyaHeHa SICHOTa Ha BIKAAHETO

CrnenHany o4

Bioiieno 3penue

ITo-TeMHE MUTIIH

PetunanHo KbpBeHe

Br3manenue B 0KOTO

Kucrouaen oTok Ha MakyJarta (I0yBaHe Ha PETHHATA B OKOTO, BOJICIIIO /IO BIIOIIABAHE HA
3PEHHETO)

Bnb3nanenue Ha upuca

W3BuBane Ha KiIenmaynuTe

KirermaubT ce cBUBa M ce H3MECTBA OT ITOBLPXHOCTTA Ha OKOTO

OunrTe U3rIeXaaT IoThHAIN

[ToBuIIeHO KPHBHO HAJSITaHE

TI'anene

3adepBsBaHE Ha KOKaTa OKOJIO OKOTO

Cnaboct

[ToBuIIeHn CTOMHOCTH HA W3CJIEIBaHUATA, KOUTO OTpa3saBaT (yHKIIMOHUPAHETO HA YEPHUS APOO

JpyrH HeXenaHu peaklud, ChoOIaBaHH BbB BPB3Ka C KAIlKH 32 04YH, ChIbpKaly dpochaTu

B MHOro peaku ciryyaun HSKOM NMAlMEHTH C TEKKH YBPEXIaHUS HAa MPO3PAvYHUs CJIOH B IpeIHATa YacT
Ha OKOTO (POTOBHIIATA) Ca Pa3BHJIM MBTHH IETHA HA POTOBHUIIATA, IBJDKAIIM CE HA HATPYIaH [0 BpeMe
Ha JICYEHHUETO KaJILUi.

Chol0maBaHe Ha HesKeJaHU peaKINu

AKO Mony4ynTe HIKaKBH HEXEIaHU JICKApPCTBEHU peakiiy, yBegoMere Bamus nekap wnu GapmanesT.
ToBa BKJIFOUBa BCHYKH BH3MOXKHHU HEONHMCAaHU B Ta3H JIMCTOBKA HEXETaHU peakin. MoxkeTe ChIIo 1a
ChOOLIMTE HEXETAHU PeaKy AUPEKTHO Ype3 HallMOHAIHATA CHCTEMa 3a ChoOIIaBaHe, IOCOYCHA B
[punoxenue V. Kato cbo0imaBare HexXeNnaHU peakiMy, MOXKETe Ja 1a/ieTe CBOs IPUHOC 32
NoJTyyaBaHe Ha IMoBe4e HH(POPMAIHs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApCTBO.

5. Kak na cexpansiate LUMIGAN 0,3 mg/ml ennono3oBa onakoBka
Jla ce chxpaHsiBa Ha MSCTO, HEAOCTHITHO 32 JIeIa.

ToBa silekapcTBO € caMo 3a eTHOKpaTHa yHnoTpeda u He chAbpKa KoHcepBaHTU. He chxpaHnsBaiite
HEU3I0JI3BaHUA Pa3TBOP.

He u3non3paiite ToBa JICKApCTBO CJIEA CpOKa HA TOAHOCT, oTOeNs3aH BBbPXY €THUKETA Ha €AHOA030BaATa
OIIaKOBKA M Ha CIicyaiHaTa OIMaKOBKa CJIC/ ,,FOL[GH I[OI”. CpOK’BT Ha rOAHOCT OTTOBaps Ha
TOCICAHUA JC€H OT IMIOCOYCHUA MECCEII.

ToBa nexapcTBO HE M3KUCKBA CIICIUAIIHN YCIOBUS Ha chXpaHeHue. Crell oTBapsiHEe Ha OlMaKoBKaTa
obaue TpsiOBa 1a ce m3moasea 10 30 JHM.

He H3XB’LpJ’I$II>iTG JICKApCTBAaTa B KaHAJIU3aluATa WU B KOHTeﬁHepa 3a JOMAalIH! OTIIaadbIIu.
Ilonmraiite Bamms (bapMaueBT KakK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKH 1IC ITOMOTrHAT 3a OIla3BaHC Ha OKOJIHATa cpcaa.

6. Cobabp:kaHHe HA OMAKOBKATA M JONMbJIHUTEIHA HH(pOpMALHs
Kakso ceabp:ka LUMIGAN 0,3 mg/ml exnono3oBa onakoBKa

- AXTHUBHOTO BEIIECTBO €: OMMaTONpocT. EquH MUTUIUTED pa3TBop chabpka 0,3 mg
OMMaTONpOCT.
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- Jlpyrute ChCTaBKH ca: HATPUEB XJIOPH[, AUHATPHEB XuaporeHpocdaT Xxenraxuapar, TJMMOHEHA
KHCEJIMHA MOHOXHJIpAT ¥ NpeurcTeHa Boaa. Moxke /1a ca 100aBeHH MaJKH KOJHYECTBA
XJIOPOBOIOPO/IHA KMCEIIMHA HJIH HATPUCB XUIPOKCHU] 32 3ara3BaHe HUBOTO Ha KHCEIMHHOCT
(pH HHMBOTO) HOpMATHO.

Kak m3raesxxaa LUMIGAN 0,3 mg/ml exnomo30Ba onakoBKa H KAaKBO ChIbP:Ka 0MAKOBKATA

LUMIGAN 0,3 mg/ml exromo30Ba omakoBKa € mpo3paueH, 6e31BeTEH pa3TBOp, KOWTO ce mpejara B
€/IHO/T030BH TJIACTMACOBH OMMAKOBKH, Beska chabpikaina 0,4 ml pasteop.

Bcska onmakoBka ceabpika 5, 30 win 90 enHon030BH OnakoBKH. He BCHUKHM BHIOBE OITaKOBKH MOTaT
na ObaT MyCHATH B IIpoAakoa.

IIpuTtexxaTes Ha pa3pelIeHHETO 3a YNOTPeda M MPOM3BOIUTEN
Allergan Pharmaceuticals Ireland

Castlebar Road
Westport

Co. Mayo
Hpnanaus

3a onbiHUTENHA HHYOPMANUS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKAITHHS
MPE/ICTaBUTEN HA MPUTEKATEIS Ha pa3pelIeHneTo 3a yrnorpeoa:

Belgié/Belgique/Belgien
Allergan NV/SA

Tél/Tel: + 32 (0)2 351 24 24

Broarapus
EBodapma AT
Ten.: +359 2 962 12 00

Ceska republika
NEOMED s.r.0.
Tel.: +420 274 008 411

Danmark
Allergan Norden AB
TIf: + 46 (0)8 594 100 00

Deutschland
Pharm-Allergan GmbH
Tel: + 49 (0)7243 501 0

Eesti
Ewopharma AG
Tel: +37 05 248 7350

EALada
Nexus Medicals S.A.
TnA: +30 210 74 73 300

Espaia
Allergan S.A.
Tel: + 34 91 807 6130
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Lietuva
Ewopharma AG
Tel. +37 05 248 7350

Luxembourg/Luxemburg
Allergan NV/SA
Tél/Tel: + 32 (0)2 351 24 24

Magyarorszag
Ewopharma AG Magyarorszagi Kereskedelmi
Tel: +36 1 200 4650

Malta
Allergan Ltd
Tel: + 44 (0)1628 494026

Nederland
Allergan n.v.
Tel: + 32 (0)2 351 24 24

Norge
Allergan Norden AB
TIf: + 46 (0)8 594 100 00

Osterreich
Pharm-Allergan GmbH
Tel: + 49 (0)7243 501 0

Polska
Allergan Sp. z 0.0.
Tel: +48 22 256 37 00



France
Allergan France SAS
Tel : +33 (0)1 49 07 83 00

Hrvatska
Ewopharma d.o.0.
Tel. + 385 1 6646 563

Ireland
Allergan Ltd
Tel: + 44 (0)1628 494026

island
Vistor hf.
Simi: + 354 535 7000

Italia
Allergan S.p.A
Tel: + 39 06 509 561

Kvnpog
Allergan Ltd
TnA: + 44 (0)1628 494026

Latvija
Ewopharma AG
Tel: +37 12 926 5401

Portugal
Profarin Lda.
Tel : + 351 21 425 3242

Romania
Ewopharma AG Romania
Tel.: +40 21 260 13 44

Slovenija
Ewopharma d.o.0.
Tel: + 386 (0) 590 848 40

Slovenska republika
NEOMED,s.r.0., pobocka Bratislava
Tel.: +421 2 434 150 12

Suomi/Finland
Allergan Norden AB
Puh/Tel: + 46 (0)8 594 100 00

Sverige
Allergan Norden AB
Tel: +46 (0)8 594 100 00

United Kingdom
Allergan Ltd
Tel: + 44 (0)1628 494026

I[aTa Ha MOCJICAHO NMpepasrijc;kaiaHe Ha JIMCTOBKaTa

[NonpoOHa nH(OpMaIs 3a TOBa JIEKAPCTBO € MpeAoCTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHnus
o JiekapcrBata http://www.ema.europa.eu

Tasu nmucroBka e HanwyHa Ha Bcnuku e3urn Ha EC/ENII Ha yeOcaiita Ha EBporelickaTta areHIus mo
JIeKapcTBara.
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HNPUWIOXEHHUE IV

HAYYHU 3AKJIIOYEHUSA 1 OCHOBAHMUSA NPEITOPBYBAIIIA ITPOMSIHA B
YCJIIOBUSATA HA PASPELHHEHUETO 3A YIIOTPEBA
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Haylnm 3AK/II0OYCHUA

[penBun onenpunus noknan Ha PRAC ortnocHo ITA/Ib 3a Lumigan, Hayunute 3akimtoucHus Ha PRAC
ca, CJIEIHUTE.

Nwma cpobmienns 3a coyyan Ha acTMa (BKIIIOYHTETHO CEPHUO3HH CiTydan) Tpe3 nepuoaa Ha to3u [TAJ[b.
Bcwdaku cpo01IaBaHy mpeau peakiiui, KaTo JUCITHES, XUITOKCHS, XpHUIToBe U obocTpsine Ha XOBb,
Ouxa MOTJIM J1a BIISI3aT B €[JHA 00Ila KaTeropus Ha CUMIITOMH Ha OcTpa 0enonpoOHa o0CTpyKIus,
KBJETO HAIPUMEP XPUIIOBETE MPEACTABIABAT MO-JIEK CIy4ail OT ChIlaTa CKaia, KbM KOSITO
MPUHAAJICKU U TEKKUAT acCTMAaTHUYCH MPUCTHII. PecnipaTropeH nuctpec OT KakbBTO U 12 € BH/,
BKJIFOUMTEITHO HOBA acTMa, 000CTpsIHE Ha CHIECTBYBAIa acTMa, 00ocTpsiHe Ha chinecTByBamn XObb
WiIH 000CTpsHE Ha HAKAKBO APYro OenoapoOHo 3a00isBaHe, XPHUIIOBE, XUTIOKCHS, UCITHES, BCHUKH TE
MIPEICTaBIISIBAT CHIECTBEHH HEXellaH! chOouTHA. KaTo ce mMart mpeaBua MHOKECTBOTO BHIOBE
CBBP3aHH MOMEX]Yy CH PECTUPATOPHHU Peakiiy, € He0OX0JMa AOTBIHUTETHA HHPOPMAITH 32
o0wmust Opoii Ha BCHYKHU pECIMPAaTOPHUA CUMIITOMH, ChOOIIaBaHu npH ynoTpedaTta Ha Lumigan.

PRAC npenoppusa Touka 4.4 Ha KXII n1a BKITI0OYBa HOB TEKCT, C KOWTO J1a Ce MpeIympexIaBa 3a
chOOIIEeHus 3a 000CTpsiHE Ha acTMa, nuctHest 1 XObBb, kakTo u 3a choOIIeHns 3a acTMa B TIOCT-
MapkeTuarosus nepuo. [lammentn ¢ XObb, actma mimn koMmpoMeTrnpaHa pecrupaTopHa QyHKINS
mnopaay Apyru CbCTOAHUA TpSI6Ba Ja 6’bIIaT JICKYBaHU C IMOBHUIICHO BHUMAaHUE. B JOITBJIHCHUEC KbM
touka 4.8 Ha KXII Tpsi6Ba na 6baaT nobaBenu actma, 000cTpsiHe HA acTMma, obocTpsine Ha XOBb n
JUCIIHES.

Criomenarute mo-rope npomenn B KXII Tps6Ba na 6vaat otpaszenu B JIII.

CHMP e cwritacen ¢ Hayunure 3akmoueHus Ha PRAC.

OcHoBaHusl, NPeNOPbYBALIY IPOMSIHA B YCJIOBHSITA HA pa3pellieHHeTo 3a ynorpeda
BB3 ocHOBa Ha HaydHUTE 3aKimroueHus 32 Lumigan, CHMP e Ha MHeHUe, Ye ChOTHOIIEHNUETO
I0J13a/PUCK Ha JIEKapCTBEHUS NPOLYKT, ChbPIKAIll aKTUBHOTO BELIECTBO OMMATONPOCT, €

ONaronpusTHO, IPH ClIa3BaHe Ha MPEUIOKEHUTE MPOMEHH B MH(OpMAIIHATA 32 MIPOIYKTa.
CHMP npenopruBa mpoMsiHA B YCIIOBHSTA Ha Pa3pelIeHUETO (sITa) 3a ynorpeda.
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