HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

TRAVATAN 40 mukporpama/ml kanku 3a 04u, pa3TBOp

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bceexn ml ot pa3rBopa ceabpika 40 MUKporpama TpaBoIpocT (travoprost).

IToMo11HHM BelecTBa ¢ U3BECTHO AEUCTBUE

Bcexu ml ot pasrBopa chabspika nonukBatepanym-1 (POLYQUAD) 10 mukporpama,
MPOMUJICHIIIMKON 7,5 mg, HONMMOKCHETHIIEH XuaporeHupano puuHoso macio 40 (HCO-40) 2 mg (Bx.
Touka 4.4.)

3a IBJIHMSA CIIUCHK Ha IIOMOIIHUTE BEIECTBA BIDKTE TOUKa 6.1.

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

ITpo3paueH, Ge31BETEH pa3TBOD.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

HamansiBane Ha MOBUIIIEHOTO BTPEOYHO HAIATAHE TIPH BH3PACTHH MAIIMEHTH C OYHA XUTIEPTECH3US
WM OTKPUTOBI'BIIHA IITayKoMa (BXK. Touka 5.1).

HamansiBane Ha MOBHUILIEHOTO BRTPEOYHO HAISATaHE NP MEAUATPUYHU MALMEHTH HA BB3PACT OT
2 mecena 10 < 18 rofHM ¢ OYHA XUIEPTEH3HUS WU IJ1ayKoMa B eTcka Bb3pacT (BxkK. Touka 5.1).

4.2 Jlo3UpoOBKA M HAYUH HA NPUJI0KEHHE

2!03I/I[ZOBKa

Ynompeba npu év3pacmuu, KIOUUMENHO NONYAAYUSA 8 CIADYECKA 8b3PACH
Ho3zara e enna kanka TRAVATAN B KOHIOHKTHBJIHUS Cak Ha 3aCErHATOTO OKO(OYM) €IMH BT
nHeBHO. OnTrMalieH eekT ce MoIydaBa, ako J103aTa ce IPUIIOKH Bedep.

HpenoquBa CC MPUTHUCKAHE HA HA30JJaKpUMAITHUA KaHaJI NJIM BHUMATC/IHO 3aTBApsAHEC Ha KiIeada
CJICO IPUIIOKCHUC. ToBa moxe Ja HaMaJIi CUCTEMHAaTa a6cop6u1/151 Ha NpUJIaraHuTe B OKOTO
JICKAPCTBCHU IMPOAYKTHU U KATO PE3YJITAT CC HAMAJIAIBAT CUCTCMHUTE HCKCIIAHU JICKAPCTBCHU PCAKIUU.

IIpn n3non3BaHe Ha MTOBeYE OT eAWH O(TAIMOIOTHYEH JIEKAPCTBEH MPOAYKT 32 JIOKATHO TPUIIOKEHHE
€ HeoOXO0IMM UHTEPBAN OT MOHE 5 MUHYTH MOMEXITY UM (BX. Touka 4.5).

AKxo enHa 103a OBbJe MPOIyCHATA, JICUSHUETO TPSOBa Ja ce MPOIBIDKH ChC ClIeBaIaTa maHupaHa
no3a. /lHeBHarta 1032 He TpsAOBa J1a MPEBUINIaBa €IHA Kallka B 3aCETHATOTO OKO(0YH).

IIpu 3amsHA HA APYT M3MOA3BAH O(TATMOIOTHYEH aHTUTIIAYKOMEH JIEKaPCTBEH MPOAYKT C
TRAVATAN, npyrust gekapcTBEH MPOAYKT TPSOBA Ja ce CIIPe U €Ba Ha CJICIBAIIHUS JCH /1a Ce
3anoyHe HoBOTO JieueHue ¢ TRAVATAN.



YepHoOdpobHo u bbbpeyHo yepescoare

TRAVATAN e uzcnenBan npy NaIMeHTH C JIEKO JI0 T€XKKO YePHOIPOOHO YBpEXKIAHE U MPH MAITUEHTH
C JIEKO JI0 TeXKO OBbOpEeuHO yBpekaaHe (KpeaTHHHHOB KIMPBHC MO-HUCHK OT 14 ml/min). He e
HEOO0XOIUMO KOPHTHpaHe Ha Jj03aTa MPH Te3H MalueHTH (BX. Touka 5.2).

Ileouampuuna nonyarayus

TRAVATAN moxe Aa ce U3Moa3Ba Mpu NeANaTPUIHY MAlIMEHTH Ha BB3PACT OT 2 Mecela J10

< 18 roguHM TIpH ChIaTa TO3UPOBKA KaTo MpH Bb3pacTHr. Obade, JaHHWTE TPU Bh3pacToBaTa rpymna
oT 2 Mecera 10 < 3 rogunau (9 ManMeHTH) ca orpaHudeHu (BX. Touka S5.1).

bezonacHocrTa 1 eukacHoctta H2a TRAVATAN mnipu nienia Ha Bb3pact moj 2 Mecelia He ca
ycTaHOBeHU. JIMIICBAT JaHHH.

Hauwnn »a npuioxeHue

3a OYHO MPUIIOKEHUE.

[Ipu nanueHTH, KOUTO HOCAT KOHTAKTHH JIEIIH, MOJISI BUXKTE TOUKa 4.4.

[TarueHTHT TPsAOBA J1a OTCTPAHU 3allUTHATA OOBHBKA OKOJIO Karavkara, HeIMmOCPEACTBEHO MPEIn
I’bpBOHaYa HaTa yrnoTpeda. TpsOBa 1a ce BHMMaBa Jia HE CE JOKOCBAT KJICMayuTe, 3a00MKajIsIIIara ra
obJacT WM Jpyry NOBBPXHOCTHU C BbpPXa Ha aITUKAaTOpa-KalmKkoMep, 3a Ja ce N30eTHe eBEHTYaITHO
3aMbpCSABAHE Ha aIJTUKATOPa-KaIIKOMEp U pa3TBOpA.

4.3 IIporuBomoKazaHus

CBp’bX‘-IyBCTBI/ITeJ'IHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTEC BCUICCTBA,
n30poeHu B Touka 6.1.

4.4 Chenuananu npeaynpesaeHus: U NpeANa3sH MePKH MPU ynoTpeda

HDOMHH& B [IB€TA HA OYHUTEC

Bb3moxuo ¢ TRAVATAN nocTeneHHo Jia MPOMEHH I[BETa Ha OKOTO, Ype3 yBeJIM4aBaHe Opos Ha
METaHO30MHUTE (ITMTMEHTHU TPaHyJi) B Menanonutute. Omie nmpeny 3aroyBaHe Ha JeUYeHUETO,
MAIMEeHTUTE TPSOBa /1a ObAaT MHPOPMHUPAHU 32 BEPOSITHOCTTA OT HACTHIIBAHE HA TPalHU TIPOMEHU B
1[BeTa Ha ounTe. EAHOCTpaHHOTO JIeueHne MOXKe Jia IoBe e 10 TIOCTOSHHA XeTepoxpomus. Jlocera He
Ca U3BCCTHU ,Z[T)JIFOTpaI\/'IHI/I BT)3JJ;CI\/'ICTBI/I$I BBPXY MCJIIAHOUUTUTE U HAKAKBU MOCJICACTBUA OT TOBA.
IIpomMsHaTa B BeTa Ha Hpuca ce MposABsiBa OaBHO 1 MOXKe Ja ObJie He3abeIeKnuMa ¢ MeCelH, JIOPH C
roauau. [IpoMsiHaTa B IBeTa Ha OKOTO(0UHTE) € HAOJI0JaBaHa OCHOBHO TIPH MAIIMEHTH, TIPH KOUTO
UPUCHT € ChCTaBEH OT CMECEHH 1IBETOBE, HATIP. CHHBO-Ka(sBO, CUBO-Ka(sBO, KBIATO-Ka(DSIBO U
3eneHo-KasIBO; Ta3u MpoMsiHa obade ¢ HaOroaBaHa U Mpu ManueHTH ¢ kKadsiBu oun. OOMKHOBEHO,
KadsBaTa MUTMEHTAIUS OKOJIO 3€HHIIATa CE€ PA3NPOCTPaHIBA KOHIIGHTPHUYHO KbM NepudepusTa Ha
YBpPE€ACHOTO OKO, HO HEJIHAT UPUC WINW OTACTIHU YaCTHU OT HETO MOrarT Jia CTaHaT II0-HaCUTEHO Ka(i)HBI/I.
Crnen mpekparsiBaHe Ha JICUEHHETO, He Ce HaOJIr0/1aBa M0-HATATHIIHO HapacTBaHe Ha KadsaBaTa
MUTMEHTAIUS Ha UpHUCa.

HCDI/IOD6I/ITaJIHI/I IOPpOMCHH U IMTPOMCHH Ha KJICIIa4da

IIpu KOHTpOIMpaHU KIMHUYHU M3NUTBaHus, ipu 0,4% OT manueHTuTe ca AOKIaABaHN NOTHMHSIBAHU
Ha KO)KaTa-MepruopOMTaIIHN W/MIK Ha KOXKaTa Ha Kiierada, CBbp3anu ¢ ynorpebata Ha TRAVATAN.
[Ipu nmpocTarnaHAMHOBUTE aHAJIO3U Ca HAOIIOJaBaHU CHIIIO IEPUOPOUTAITHA TPOMEHH U IPOMECHH Ha
KJIeraya, BKIFOUUTEITHO 33/1h1009aBaHe Ha KIieravyHaTa I'bHKA.

TRAVATAN Moe IOCTETIEHHO a MPOMEHH MUTIIUTE Ha TPETUPAHOTO OKO(0YM); TAKUBA IIPOMEHH Ca
HAOJI0JaBaHU MIPHU OKOJIO MOJIOBUHATA OT MAIUCHTHUTE, YIaCTBAIH B KIMHUYHUTE ITPOYYBAHUS U
BKITFOUBAT CIICTHOTO: YBEIMYaBaHE HA JbJDKUHATA, eOeInHaTa, MMTMEHTALUATA, H/HiIH Opost Ha
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MurIuTe. MeXaHu3MbT Ha IIpOMsAHA HA MUTJIMNTEC U €CBCHTYAJIHU II'LHFOTp&IZHPI IOCJICACTBHUA HC Ca
HU3BCCTHHU JOcCCra.

[Tpu npoyuBanus ¢ MmaiiMmynu e HabmronaBano, y¢ TRAVATAN npuunHsiBa cnabo pa3mupsiBaHe Ha
KJIeTayHaTa Lenka. To3u egext obade He e HabI0AaBaH 110 BpeMe Ha KIIMHUYHUTE U3IIUTBAHUS U
IopaJy TOBa Ce JIONYCKa, ue € crennuydeH 3a BUa.

Hsawma matpyman ot ot yrorpebara Ha TRAVATAN npu Bp3NATUTENHN ChCTOSTHAS HA OKOTO; HUTO
MIpH HEOBACKYJIapHAa, 3aKPUTOBI'BIIHA, TACHOBI'BITHA WJIM KOHTCHHUTAIHA TTIaykoMa. MiMa camo
OTpaHHYCH OMUT IPH 3a00JIABaHE HA OKOTO, CBEP3aHO C THPSOUIHATA XKJIIE3a, TIPU OTKPUTOBI'hIIHA
rJIayKoMa Ha TaIMeHTH ¢ TiceBAoadakus U Py MUTMEHTHA WIH TICEBAOSKC(OIMAaTHBHA IIIayKOMa.
CnemoBaterno, TRAVATAN Tps0Ba 1a ce U3I0I3Ba C TIOBUIIICHO BHUMAHWE TIPH MTAIIUECHTH C
aKTUBHO BETPEOYHO BB3MAJICHHUE.

INaumenTu ¢ adakus

Hma cpoO1ieHns 3a MakyJIeH OTOK I10 BpeMe Ha JICUCHHE C aHAJIO3H Ha MpocTarjanauH Fag,
[MpenopbuBa ce TRAVATAN na ce npuiiara ¢ BHUMaHue MPH NAMEHTH ¢ adakusi, nceBnoadakuiinu
MAIMEeHTH C pa3KbcaHa 3a/IHa JIeIHA KalcyJa Wi ¢ UMIUIaHTHPaHU MPeTHOKaMEepHH JIeIH, WU TIpU
NAlMEHTH C U3BECTHU PUCKOBH (PaKTOPH 32 KUCTO3EH MaKyJICH OTOK.

Wput/yBeut

TRAVATAN TpsiOBa fa ce U3moi3Ba ¢ OBUIIIEHO BHUMAaHKE TIPY TAIIMEHTH C H3BECTHU
mpeIpas3nosaraiy PUCKOBU (haKTOPH 3a UPUT/YBEUT.

KoHTakKT ¢ KoXkKaTa

Tps6Ba na ce nzbsrea koutakta Ha TRAVATAN c koxaTa, mopaau JoKazaHa TpaHCIepMaTHA
abcopOIust Ha TPABOIIPOCT MPH 3AHIIH.

IIpocTarnanMHUTE U TEXHUTE aHAIO3U ca OMOJIOTHYHO-aKTHBHHU BEIIECTBA U MOraT Ja ObaaT
abcopOupanu npe3 koxara. JKeaure, KOUTO ca OpeMEHHH WM NPABST ONUTH Ja 3a0peMeHesT, TpIOBa
Jla B3eMaT MEPKH 3a U30sIrBaHe Ha JTUPEKTHHUSA KOHTAKT ChC ChIBbPKAHUETO Ha OyTuikara. B ciayyaii Ha
MHIUJICHTEH KOHTAKT ChC ChIBbPIKAaHUETO, 3aCErHaTaTa IO OT KoXkaTa TpsOBa He3abaBHO J1a ce
MOYUCTH BHUMATEIHO.

KoHTakTHH JIenu

[NanuenTure TpsOBa 1a ObAAT MHCTPYKTUPAHU /1 CBATSIT KOHTAKTHHUTE JICIIU PEIU MPUIIOKESHUETO
Ha TRAVATAN u na nz4akar 15 MUHYTH ClleJ] IPUJIAraHETO Ha JIEKAPCTBEHMSI TPOAYKT, IPEIH 1a T
MOCTaBAT 0OpaTHO.

Tlomomnrau BCIICCTBA

TRAVATAN cbabprka MpONMUIICHTIINKOI, KOUTO MOXKE Jla IPUYHHU JIPAa3HEHE HA KOXKaTa.
TRAVATAN chabpka NOJTMOKCHETUIIEH XUIPOr€HUPAHO pULIMHOBO Macio 40, KoeTo Moxe Ja
MPUYUHY KOXKHH PEAKIUH.

HGZ[I/IaTDI/I‘IHa nonyJianuvsa

JlannuTe 3a edpukacHOCT 1 6€30MACHOCT IIPH Bh3pacToBaTa Ipymna ot 2 Mecemna 110 < 3 TOAUHU
(9 manmenTn) ca orpaHudeHu (BX. Touka S.1). JIuncBaT maHHM MpH Jena Ha BB3PacT MO 2 Mecera.

IIpu gema Ha BB3pacT < 3 roAWHM, KOUTO cTpanaT npeaumHo oT PCG (IrspBUYHA BpOICHA IIIayKOMa),
XUPYPTUYHATA MHTEPBEHIU (HAIp. TPaOeKyJIOTOMHUS/TOHHOTOMUS) OCTaBa JICUCHHUE Ha IBPBU U300D.



JlurncBaT JaHHU OTHOCHO IBJITOCPOYHATa 0€3011aCHOCT IpU NEAUaTpUIHAaTa MOIyJIalts.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYTrH (JOpMH Ha B3aNMoJeiicTBHe
He ca npoBexx1aHu IpOy4BaHUs 33 B3aUMOEHCTBUATA.

4.6 DepTHauTeT, PEMEHHOCT U KbpPMeHe

Kenu ¢ gerepoieH NOTEHINAN/ KOHTPALIEHIIHS

TRAVATAN He TpsiOBa J1a ce M3M0JI3Ba IPH JKCHU B ICTEPOHA Bh3PacT/C ACTEPOACH MOTELHUA,
OCBEH aKo Ca B3CTH aJcKBAaTHU KOHTpAIlENTUBHU MepKH (Bk. Todka 5.3).

BbpemeHnHoct

TpaBompocT oka3Ba HEOIATONPUATHO (HaPMAKOJIOTUYHO BIUSHUE BEPXY OPEeMEHHOCTTA U/IIIN
¢eryca/noBopoaenoto aere. TRAVATAN He TpsOBa fia ce U3I0JI3Ba IIPH OPEMEHHOCT OCBEH B
Cllydail Ha KaTeropuyHa HeoOXOJMMOCT.

Kovpmene

He e u3BecTHO nanu TpaBoOMpoOCT OT KAIKUTE 3a OYH C€ eKCKpeTHpa B KbpMaTa. IIpoyuBanusra npu
JKUBOTHH TIOKa3BaT EKCKPELHsI Ha TPABOIPOCT M META0OIUTUTE B MIISIKOTO. YTIOTpebaTa Ha
TRAVATAN mnpu KbpMauKkH HE ce MPEenopbyBa.

DepTUuTer

Jluriceat nannu 3a epexrture Ha TRAVATAN BbpXy Qeprunureta npu xopa. [IpoyuBanusita npu
JKUBOTHH HE ITOKa3BaT e(eKT Ha TPaBOIPOCT BbPXY hepTuinTeTa Ipu J03H, NpeBuiasamny 250 nbtu
MaKCHMaJHaTa [IPEeNOPbUUTENIHA 1032 32 OUHO IPUIIOKEHUE TIPU X0Opa.

4.7 EdexTu BbpXy cioco0HOCTTA 32 odupaHe U padora ¢ MAIUIMHHA

TRAVATAN He noBiusiBa WK MOBJIUsIBA PEHEOPSIKUMO CIIOCOOHOCTTA 3a ImodupaHe U pabora ¢
MallMHH, HO KaKTO MPH yrnoTpedara Ha BCHUKH KaIKH 33 0YH, Bb3MOXKHO € J1a C€ TOSIBU KPATKOTPAHO
3aMbIIIBAHE WM HAPYIICHHUS B 3DEHHETO, KOMTO Ja TIOBJIHSSAT CIOCOOHOCTTA 3a MIOQHUPaHe WITH
paboTa ¢ MaIuHU. AKO TIPH MTOCTABAHETO CE TOSBH KPATKOTPAHO 3aMBITISIBAHE Ha 3PEHUETO,
MaIMeHTHT TPSAOBA J1a M3UaKa 3pEHHETO My Ja Ce MPOSICHU TIpean aa modupa wim aa padboTu ¢
MAIlHHH.

4.8 Hexenanu JekapcTBeHH peaKINU

O0600611eHMe Ha podwiia Ha OE30I1aCHOCT

IIpn xnmuanyanTe M3nuTBanug ¢ TRAVATAN Hail-uecTuTe HEXKEIaHHM PEAKIMK ca OYHA XUIIEPEMHUS U
XUIIEPIUTMEHTALUS Ha UpUCa, KOUTO ce HabIro1aBaT ChbOTBETHO Npu okouto 20% u 6% ot
MAI[MEeHTHUTE.

TabauyeH CIHUCHK HA HEXKEIAHUTE PCAKIINHN

CregHnTE HEXETAHHU PEAKIMH ca KJIaCH(HUIUPAHN ChITIACHO CIeHATa KOHBCHIIUS: MHOTO 4eCTH
(>1/10), gwectu (>1/100 mo <1/10), weuectu (>1/1 000 go <1/100), penku (>1/10 000 mo <1/1 000),
MHoro peaka (<1/10 000), unu ¢ Hen3BecTHA YecToTa (0T HAJTMYHHUTE TaHHU HE MOXe Ja ObJe
HaIrpaBeHa OIeHKa). [Ipy BCSKO rpynupaHe B 3aBUCHMOCT OT YECTOTaTa, HEKEJIAHUTE JIEKAPCTBEHH
peakiy ce H30posiBaT B HU3XOAAII PE O OTHOIIICHUE Ha TSIXHATa CeprHo3HOCT. Hexxenanure
JIEKapCTBEHU PEaKIMU Ca MOIY4YEeHHU OT KIMHUYHU U3MHUTBAHHUA U TIOCTMAPKETUHIOBU IaHHH C
TRAVATAN.



CucremMo-opraneH Kjiac

YecToTa

Heskenanm peakunu

Hapyuienust Ha uMyHHaTa
cucremMa

Heuectn

CBPBXYYBCTBUTEIIHOCT, CE30HHA aJICPIusd

IIcuxuyHu HapyIIEHUS

C HensBecTHA

Acnpecus, TPEBOKHOCT, Oe3chHue

4ecToTa
Hapymenns Ha HepBHaTa Heuectn riaaBo0oJIne
cucreMa

Penxn 3aMasiHOCT, Ae(EKT B 3pUTEITHOTO TI0JIE, TUCTEY3HS

Hapyuienus Ha ounte

MHoro Jectn

Yect

Heuectn

Penxu

C HensBecTHA
4ecToTa

OYHa XUIICPEMU

XHIMEPIUTMEHTAIHs Ha HpHca, O0JIKa B OKOTO, OYCH
TUCKOM(OPT, CyXOTa B OKOTO, OUEH MPYPHTYC,
Jpa3sHEeHE B OKOTO

€po3usd Ha poropuiatra, yB€MT, UpUT, Bb3[IaJICHUC Ha
npejHaTa KamMepa, KepaTHT, TOYKOBH/ICH KepaTuT,
thoTohobus, cexpenus ot okoTo, Osredapur,
epuTeMa Ha Kjenada, IepuopOuTaieH oToK,
NPYPHUTYC Ha KJIeTIaya, HaMaJeHa 3pUTeITHA OCTPOTa,
3aMBIJICHO 3PEHUE, TIOBHIICHO CHII300T/ICIIHE,
KOHIOHKTHBHUT, EKTPOIIHYM, KaTapakTa, oOpazyBaHe
Ha KOPUYKH I10 KIIENayHus Pb0, pacTeX Ha MHUTIIHTE

WPHUIOIHKINT, herpes simplex Ha okoTo,
BB3MaJICHNE Ha OKOTO, (OTOTICHS, eK3eMa Ha
KJIETIaYlTe, OTOK Ha KOHIOHKTHUBATa, OpeoJieH eekT
IIPY TJIe/IaHe KbM CBETJIMHEH M3TOYHUK, (DOIUKYIIN
Ha KOHIOHKTHBATa, XUIIOECTE3Us HA OKOTO,
TPUXHUA3UC, MEOOMUAHUT, TUTMEHTAI[US Ha
IpejiHaTa KaMepa, MUJpuas3a, aCTeHOINs,
XHUNEPIUTMEHTAIHs Ha MUTJIMTE, CTbCTSIBAHE HA
MUTJIUTE

OTOK Ha MaKyJiarta, HO—,E[”I)J'IGOK KJICTIAYCH CYJIKYC

Hapymenus Ha yxoto u

C HensBecTHaA

CBCTOBBPTCK, IIYM B YIIHUTE

nabupuHTa YyecToTa
Cepreynu HapyIIeHUs Heuectun HajJnuTanuu
Penku HEPUTMUYHA ChPACYHA AEHHOCT, HaMaJeHa

C HensBecTHA

ChpJIEYHA YECTOTA
rpbaHa 0oJKa, OpaauKapIus, TaXUKapAUs, apUTMUS

4ecroTa
CpI0BH HapyIICHUS Penxu MTOHMYKEHO TUACTOJIHO KPBBHO HAJIATAHE, TOBUILIEHO
CHCTOJIHO KPBBHO HaJIsITaHE, XUIIOTOHHUS,
XUIEPTOHUS
Pecrimparopuu, rppaHu 1 Hewectn KallUINIIA, Ha3aJIHA KOHTECTHS, Apa3HEeHe Ha
MEANAaCTUHAIHN HapyIIeHUs I'BPJIOTO
Penxu JMCITHESI, aCTMA, PECITMPATOPHU HAPYIIECHUS,

C HensBecTHaA
4ecToTa

opodapuHreansna 6ojKa, TUCHOHMUs, alepPrUICH
PHUHHT, Ha3aJIHa CyXOTa
BIIOIIIABAHE HA aCTMa, CIUCTAKCHC

CroMantHo-4peBHI
HapYIICHUS

Penku

C HensBecTHA
4ecToTa

peakTUBUpaHa MEeNTUYHA S3Ba, CTOMAITHO-YPEBHO
HapyllIeHne, 3aIeK, CyxoTa B ycrara
Japusi, KopeMHa 00JIka, TajicHe, TOBPbhINaHe




HapymeHHﬁ Ha KoXXaTa u Heuectn XUIICPIUTMCHTALIMA HAa KOXKaTa (HCpI/IOKy.]'IapHO),

HOAKO)KHATA ThKaH IPOMsHA B IIBETa Ha KOXKaTa, aHOpMaJlHa CTPYKTypa
Ha KocaTa, XUIIepTpUX03a
Penku aJlepruieH JePMaTHT, KOHTAKTEH JCPMAaTHT,
epuTema, 0OpHB, IPOMEHH B IIBETa Ha KOcaTa,
MaJiapo3a
C HewsBecTHa TPYPUTYC, AaHOPMaJICH pacTeX Ha KocaTa
4ecToTa
Hapymenus Ha MycKyiTHO- Penkn MYCKYJIHO-CKeJIeTHa O0JIKa, apTpairus

CKCJICTHATa CUCTEMA U
ChCAMHUTCIIHATA ThKaH

HapyHICHI/ISI Ha 6’b6peLII/ITG n C HeusBecTHA AU3ypusa, THKOHTUHCHIIMA Ha YpUHAaTa
IIUKOYHUTEC ITbTUIIIA qecToTa

OO0mu HapymeHus u ebektn  Penkm aCTCHHSA

Ha MsICTOTO Ha MPUJIOKEHUE

N3cnensanus C Hen3BecTHa TOBHIIEH MPOCTATHO CIIEUU(PUUCH aHTUICH
yecToTa

[lennaTpryHa MOMyJIaIus

B enno 3-meceuno npoyuBane (aza 3 u 7-qHEBHO (hapMaKOKHHETUYHO MPOYYBAHE, BKIFOUBAIIO
102 neguatpuynu nanueHTy ¢ ekcno3uuust Ha TRAVATAN, THBT U XapaKTEepUCTUKUTE Ha
CHOOIICHNTE HEXKENaHU PeaKIiu ca IOA0OH! Ha Te3H, HaOII0JaBaH! PU Bh3PACTHH MAIUEHTH.
[Mpodunute Ha KpaTKOCpOUYHA OE30MACHOCT MPH PA3IMUHUTE TeTUATPHUYHH MOATPYIH CHILO ca
nogo6uu (Bx. Touka 5.1). Haif-uecTure HexxenaHu peakLuy, CbOOIIEHU PH [TeAnaTpUuHaTa
nomyianus, ca ouna xumnepemus (16,9%) u pacrex na muriure (6,5%). B nogo06Ho 3-MeceuHO
MPOYyYBaHe MPU Bh3PACTHU MAIMEHTH, TE3U CHOUTHS Ca HACTBHITUIU C YeCTOTa ChOTBEeTHO 11,4% 1

0,0%.

JION'bIHUTETHYA HEXEIaHH JICKAPCTBEHU PEaKIuH, ChOOIICHU IPU TeIUATPUIHUTE AIIMSHTH B
3-MeCeYHOTO MeMATPUIHO MpoyUBaHe (n=77), B CpaBHEHHE C MO00HO MPOYUBAHE MPH Bh3PACTHU
(n=185), BKJIOYBAT epUTEMa Ha KJienaya, KepaTuT, MOBUIICHO ChI300TACNsIHE U (oTo(oOuUs, KaTo
BCHUYKH Ca ChOOIIEHU KaTO eAMHUYHM ChOUTHs ¢ uecToTa 1,3% crpsimo 0,0% mpu Bb3pacTHH.

Crpo011aBaHe Ha HOAO3UPAHU HEXKEJIAHN PEAKIINHU

CpoO11aBaHeTo Ha T0I03UPAHH HEXKEITAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnoTpeda Ha JIeKapCTBEHUsI
NPOAYKT € BaxkHO. TOBa MO3BOJISABA 1a TIPOIBIKK HAOIOICHUETO Ha ChOTHOIICHUETO TIOJI3a/PUCK 32
JICKapCTBEHUS MPOAYKT. OT MEUIMHCKUTE CIICIUATICTH CE U3UCKBA J]a ChOOIIABAT BCSIKA
M0JI03UPaHa HeXellaHa Peakius Yype3 HAllMOHAIHA CHCTeMa 3a ChOOIaBaHe, TIOCOYCHA B

IIpunoxxenue V.

4.9 Ilpeno3upane

He ca noknagsanu cinyyau Ha npeno3upane. JIOKaaTHOTO Mpelo3upaHe € MaJIKo BEPOATHO Ja
MIpeIN3BHKa HIH J1a € CBBP3aHO ¢ TOKCUYHOCT. JlokamHoTo nmpeno3upane ¢ TRAVATAN Moxe na ce
OTCTPaHU OT OKOTO(OYMTE) C XJIajiKa Bojia. B citydail Ha mogo3upaHo IepopaIHo MOIIbIIAHE,
JIeYeHUETO TPsAOBa Aa ObAEe CUMITOMATHYHO U MOJIBPXKALLO.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOWCTBA

®dapmakoTepaneBTHYHA Tpyma: OPTaIMOIOTHYHA JIEKAPCTBA-aHTUTIIAYKOMHH TIPOTYKTH H
MUOTHIM-aHano3u Ha npocTtarnanauia, ATC kox: SO1E E04
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MexaHnu3bsM Ha IEWCTBUE

TpaBonpocT, mpocTtarinanaud F o, aHAIIOT, € IThJICH arOHKMCT, KOMTO € BUCOKO CEJIEKTHBEH U MMa I'OJISIM
auHUTEeT KM TpocTariananH FP penientopa u HaMmansBa BETPEOYHOTO HAIIATAHE YPE3 MOBUIIABAHE
OTTHUYAHETO Ha BBTPEOYHA TEUHOCT Mpe3 TpadeKyIapHaTa MPEkKa U yBEOCKIICPATHUTE IHTUIIIA.
IToHmxaBaHETO HA BHTPEOYHOTO HAJIATaHE IIPH XopaTa 3aIo4Ba OKOJIO 2 yaca CJIeI IPHIOKECHHETO U
MaKCHUMAaJICH e)eKT Ce JOCTUTra ciiej okono 12 yaca. HamaneHoTo HansiraHe MoXe J1a ce MOIbpKa ¢
€THOKpaTHA J103a TIoHE 3a 24 yaca.

Knnanuna edukacHocT M 6€300aCHOCT

[Ipu KIMHUYHO U3MUTBAHE, MALMEHTH C OTKPUTOBI'BIIHA [JIAYKOMa MM OYHA XUIIEPTEH3Hs, KOUTO ca
nexyBaHu ¢ TRAVATAN (c KOHCEpBaHT MOJUKBATEPHUYM ), IPHIIOKEH BETHEK JTHEBHO BeUep, ca
MOKa3aJIli HaMaJIIBaHe Ha BTPEOYHOTO HaysraHe ¢ 8 1o 9 mmHg (npubausutento 33%) crpsamo
U3X0JHU cTOMHOCTH 24 10 26 mmHg. ChOpaHUTe JaHHU OT KJIMHUYHU M3MUTBAHUS IIPU ChITHTCTRAIIA
tepanust HAa TRAVATAN c¢ tumonon 0,5% u orpaHuueHUTe JaHHU OT ChIIBTCTBAILA TEPATIHS C
opumonunuH 0,2% moka3BaT JOMBIHATENHUS edekT, KoiiTo okazBa TRAVATAN kbM aelicTBHETO Ha
TC3W AHTUTJIAYKOMHHU IIPOAYKTH. Hsma HannyHy KIMHUYHA JaHHH 3a CBIIBTCTBAIlA TCpaIllrd Ha
TRAVATAN c apyru O4HM XUTIOTEH3UBHU JIEKAPCTBEHN IPOAYKTH.

Bropuuna dbapmakosgorus

TpaBompoCT 3HAYUTETHO MOBHUIIABA KPHBHHSA TOK KM IIPEIHATA YaCT HA 3PUTEITHHS HEPB MIPH 3aMIIH,
cien 7 MHEBHO JIOKATHO TPUJIoKeHHe B OKOTO (1,4 Mukporpama, BEIHBXK JHEBHO).

TRAVATAN c KOHCEpBaHT MOJIMKBATEPHUYM-1 MpeaU3BUKBA MUHUMAIHA IOBbPXHOCTHA OYHA
TOKCHYHOCT, B CPABHEHHUE C KaIKH 32 0YM C KOHCEPBAaHT OCH3aJIKOHUYM XJIOPH BbPXY KYIATYPHU OT

YOBCIUIKH KOPHCAJIHU KIJIICTKU U CJIC] JIOKAJITHO OYHO IMPUJIOKECHUEC ITPU 3a171u1/1.

[lemaTpryna momyJIamus

Edukacnocrra Ha TRAVATAN mpu neauaTpiyHu MalieHTH Ha Bh3pacT OT 2 Mecela JI0 MO/

18 rognaM € mokazaHa B 12-ceIMUYHO, TBOMHOMACKUPAHO KIIMHUYHO MPOYYBaHE Ha TPABOIIPOCT, B
CpaBHEHHUE C TUMOJION IpH 152 MalyeHTy ¢ IUarHo3a OYHa XUIIEPTEH3US WK TIIayKoMa B IeTCKa
BBp3acT. [lanuenture ca nomyyasanu Tpasonpoct 0,004% Beaubx nHeBHO Wi TuMoion 0,5% (wum
0,25% 3a marueHTH Ha BB3PACT MO 3 TOAWHU) /IBa TbTH THEBHO. [IbpBUYHATA KpaiiHa TOUKa 3a
e(UKacHOCT € MMPOMSHATa OT U3XOAHOTO HUBO Ha BhTpeouHOTO Hansirane (BOH) Ha cenmuma 12 ot
npoyuBaneTo. CpeaHoro HamamsiBane Ha BOH B rpymuTe Ha TpaBOIIPOCT M THMOJION € CXOTHO (BK.
Tabmuma 1).

BbB BB3pacToBute rpynu ot 3 10 < 12 rogunu (n=36) u ot 12 g0 < 18 rogunu (n=26), cpenHOTO
HamansBane Ha BOH na cenMuiia 12 B rpynara Ha TpaBOIpoOCT € MOA0OHO Ha TOBa B rpymnaTa Ha
tumodoi. CpegHoro HaMansBane Ha BOH nHa cegmuna 12 B rpymnaTa Ha Bb3pacT oT 2 Mecena J10

<3 rogunu e 1,8 mmHg B rpymnara sa TpaBonpoct 1 7,3 mmHg B rpymnaTa Ha THMOJIOJ.
HawmansBanero va BOH B Ta3u rpymna ce ocHOBaBa Ha JaHHH caMo OT 6 MalMeHTH B TpymnaTa Ha
TUMOJION U 9 TAIMEHTH B Irpymara Ha TPaBOIpPOCT, KaTo 4 MalMEeHTH B TpylNaTa Ha TPaBOIPOCT CIIPSIMO
0 manmeHTH B rpynara Ha TUMOJION HE ca MMaJli CbOTBETHO cpeAHO HaMmassiBaHe HAa BOH nHa

cenmutia 12. JluricBar maHHU TpH Je1ia Ha BB3pacT 1Mo 2 Mecerla.

EdexrsT BEpXxy BOH ce HaOnrogaBa cien BropaTa CeAMHMIIA OT JICUSHUETO U C€ TIOAIbPKa TIOCTOSTHCH
npe3 menus 12-ceaMudeH mepro;] Ha MPOyYBAaHETO 32 BCHYKH Bb3PACTOBU TPYIIH.



Ta6anna 1 CpaBHeHHe Ha cpeAHATa MPOMSAHA OT U3X0AHOTO HUBO HAa BOH (mmHg) na

cenmuna 12
Tpasonpocr TumoJt041
Cpenno Cpenno Cpenna
N (SE) N (SE) Pa3zimka?® (95% CI)
53 -6,4 60 -5,8 -0,5 (-2,1, 1,0)
(1,05) (0,96)

SE = Crannaprha rpemka; Cl = JloBepuTeneH uHTEepBa;

*Cpenna paziuka ¢ TpaBompoct — Tumonon. OneHkuTe ce 0a3upar Ha CpeTHUTE CTOWHOCTH Ha
Hall-MaJIKUTEe KBAJ[PaTH, TIOJTYYCHU OT CTATUCTHYESCKH MOJIE]T, KOUTO OTYUTA KOPEIUpaHu
n3mepBanusa Ha BOH npu naryienTa, KbJIeTO HaYaiHaTa AUarHosa u crpatuduimpanero no BOH
Ha M3XO0J{HO HHUBO ca B MOJIEINA.

5.2 ®apmakoKMHETUYHH CBOWCTBA

AGcopbuus

TpaBomnpocT e 1ekapcTBEHO BEIIECTBO, YHETO (hapMaKOJIOTUYHO AeCTBHUE € CIEACTBUE Ha
MeTabONHUTHUTE MPOIECH, TPOTHYAIIH B TSIIOTO (prodrug), ot ectepeH tui. AdcopOupa ce mpe3
POroBHUIIATa, KAECTO N30MPOIMIOBHAT €CTEP CE XUAPOIU3UPA 10 AKTUBHA HECBbP3aHa KUCEINHA.
[MpoyuBanusiTa ChC 3alilM, MOKA3BaT MUK Ha KOHIEHTparwmsaTa npu 20 ng/ml HecBbp3aHa KHCENUHA
BbB BbTPEOUYHATa TEUHOCT €IMH JI0 JIBA Yaca clie]] JIOKaaHoTo npuioxkenne Ha TRAVATAN.
KoHueHTpanusara BbB BbTPEOYHATa TEUHOCT CIIa/a KaTo MOMY>KUBOTHT € MPHONU3UTENHO 1,5 Jaca.

PaznpeneneHue

Crnen nokamHo ouHo nprtokeHue Ha TRAVATAN, nipu 31paBu 70OPOBOIIIIH, € TIOKa3aHO HICKO
CHCTEMHO ChIIbPKaHUE HA aKTHBHATa HECBhP3aHa KHCeNnHa. MakCHMaTHU Ia3MEHN KOHIICHTPAIIUN
Ha aKTUBHATa HECBBP3aHA KUCENHHA OT 25 pg/ml wnm no-HucKku ce HabmogaBar Mexay 10 u

30 MuHYTH cnen mpuiaraHe Ha fo3ara. Cieq ToBa, I1a3MeHUTe HUBA 3aroyBaT Obp30 Aa majaar, 10
HuBa noJ; 10 pg/ml rpanuiiaTa 3a KOJMYECTBEHO ChABPKaHKe, 10 1 yac ciex npuwioxkenuero. [lopaau
HUCKUTE IJIa3MEHU KOHIIEHTPAIIUK U OBbP30TO OTICIISHE CJIEH JOKATHO MPUIOKEHHE,
eTMMHUHAIMOHHUSAT TIOTYKHBOT Ha aKTHBHATA HECBBP3aHa KUCEIMHA IIPH XopaTa He MOXe J1a Obe
OTIpe/IeICH.

Buorpanchopmars

MeTabonmu3mMbT € OCHOBEH BT 32 OTJENIAHETO, KAKTO Ha TPABOIPOCT, TaKa M HA aKTUBHATA
HecBbp3aHa KucenuHa. CUCTeMHHUTE METaOOJIMTHY IBTHIIA Ca ChOTBETHU HA TE3W HA €HIOT€HHUS
npocTarigadauH F o4, KOUTO ce XxapakTepu3upaT ¢ peIyKIus Ha JBOWHATa Bpb3ka Ha 13-14 msacto, ¢
OKHCIICHHE Ha | 5-XUIPOKCHI U B-OKUCIUTETHUTE pa3lieNBaHus B TOPHATA YaCT HA BEepUraTa.

Enumunupane

Hecpbp3aHara KucenrHa Ha TPABOIIPOCT M HETOBUTE META0OIUTH C€ OTIEISAT OCHOBHO IPe3
o0b0penure. TRAVATAN e u3cieBaH IpH NAHEHTH C JIEKO JI0 TEXKO YEPHOAPOOHO YBPEXKIaHE U
NIPY TTALMEHTH C JIEKO JIO TEXKO ObOpEeYHO yBpexkIaHe (KpeaTHHUHOB KIUpBHC o 14 ml/min). [Tpu
TE€3U MalUEeHTH HE € He00X0IUMO CIIELUAIHO KOPUTUpaHe Ha J103aTa.

HCI{I/I&TDI/I‘-IH& nonyJianusa

DapMaKOKUHETUYHO MPOYYBaHE NP NMEANATPUIHHU TALUSHTH Ha BB3PacT OT 2 Mecena 110 <18 ronunu
MOKa3Ba MHOT'O HUCKA IJIa3MEHa €KCIIO3ULIMS Ha TPaBOIIPOCT KaTO HECBBbP3aHa KUCEJINHA C
KOHIICHTpAI[MK B JHara3oHa OT [0 FpaHuIlaTa Ha KoindyecTBeHo onpeaenste (BLQ) 10 pg/ml o
54,5 pg/ml. B 4 npequman cucteMHN (papMaKOKHHETHYHHU TIPOYYBAHUS IPH BH3PACTHH, IIA3MEHUTE
KOHIIGHTpAIMK Ha TPaBOMPOCT KaTo HeCBbp3aHa KucenuHa BapupaT oT BLQ mo 52,0 pg/ml. Jokato
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MIOBEYETO OT JJAHHUTE 32 IUIA3MEHUTE KOHUEHTPALNUH [IPY BCUUKHU IIPOYYBAHMS HE €4 KOJIUYECTBEHO
WU3MEPUMH, KOETO MPABU U3BBPIIBAHETO HA CTATUCTUYECKU CPABHEHUS HA CUCTEMHATA €KCIO3ULUS
MIPH Pa3IMYHUTE BH3PACTOBU TPYIN HEPUIIOKHUMO, 00IIIaTa TEHACHIIUS TI0Ka3Ba, Ye Iia3MeHaTa
€KCIO3UIIUS Ha TPABOIIPOCT KaTO HECBbp3aHa KUCEINHA cle/ JoKainHo mpunokenne Ha TRAVATAN
€ U3KJIFOUUTEIIHO HUCKA CPEel] BCUUKH OLICHSIBAHU Bb3PACTOBH IPYIIU.

5.3 IIpeakJMHUYHU AAHHH 32 0€30MACHOCT

IIpoy4uBanusTa 32 OYHA TOKCUYHOCT MIPH MaMyHH, TPETHPAHH C TPABOIIPOCT, TPHUIIOKEH BA ITHTH
JTHEBHO, B 103a 0,45 Mukporpama, mokas3Bar yBeJIMUeHHE Ha KJIeNayHaTa 1enka. JIokaaHoTo 04HO
MIPUJIOKEHUE Ha TPaBaIlpoOCT NMpU MaMyHH B KoHUeHTparus 10 0,012% B AsICHOTO OKO, 1Ba IbTH
JTHEBHO, 32 €/IHa TOAMHA He BOAM JJO CUCTEMHA TOKCHYHOCT.

IIpoyuBaHus 3a penpoyKTUBHA TOKCUYHOCT Ca MPOBEIAECHU IPHU IUTbXOBE, MUILKYU U 32U TPETUPaHU
cucteMHo. Haxonkute ca cBbp3aHU ¢ arOHUCTUYHOTO AeiicTBUe BbpXy FP penentopute B MaTkara ¢
paHHa eMOpHOHATTHA CMBPT, MOCTUMILIAHTAIIMOHHA 3ary6a u (heroTrokcnaHocT. [Ipn OpemenHN
IIJIBXOBE, CUCTCMHOTO IMPUJIOKECHHUEC Ha TPABOIIPOCT B 103U HA 200 mbTH KINMHUYHATA [103a B II€puoJa
Ha OpraHoreHesa, BOJM [0 MOBHUILIEHa YecToTa Ha Maiudopmanun. Huckn HUBa Ha paguoaKTHBHOCT ca
M3MEPEHH B OKOJIOIUIOAHATA TEYHOCT U (DeTaIHUTE ThKaHU HAa OPEMEHHH ITbXOBE, TPETUPAHH C

3H- tpaBomnpocr. [Ipoy4BanusTa 3a penpoyKTUBHA TOKCHIHOCT U TOKCHYHOCT 33 Pa3sBUTUETO,
MOKa3BaT MoleH e(heKT Bojen 10 3ary0a Ha Ij10/1a, HaOJIoJaBaH B Hal-roJisiMa CTEIICH IPHU TUIbX0BE
u mumka (cpotBeTHO 180 pg/ml u 30 pg/ml mna3zma) npu excro3uryn 1,2 10 6 TbTH KIMHAYHATA
ekcriosuiys (10 25 pg/ml).

Orenka Ha pucka 3a okonHara cpena (ERA)

TpaBompocT ce cunTa 3a yCTo4nBo, OMoakymynaTuBHo U TokcuuHo (PBT) BemectBo. CiiejoBaTeinHo,
BBIPEKU MHOTO MAIIKUTE KOJIMYECTBA TPABOIPOCT, KOUTO CE M3IOJI3BAT OT MAI[IEHTHTE B KAIKHUTE 32
OYH, HE MOJKE J1a C€ U3KII0OYN HAIMYMETO Ha PHCK 33 OKOJIHATA CPeAa.

6. DOAPMALEBTUYHU JAHHU

6.1 ChoucbK Ha NIOMOIIHHUTE BENIECTBA

[NonukBarepHuym-1

[Tommokcuetunen xunporenupano puimHoBo Macio 40 (HCO-40)

Bbopna xucennna (E284)

Manwuron (E421)

Harpues xnopun

IIponmenriukoi (E1520)

Hatpues xumpokcua w/uinm XJIopoBoI0poJHa KrucenrHa (3a kopekuus Ha pH)

[Ipeuncrena Bona

6.2 HecbBMecTHMOCTH

Henpunoxumo

Crietuduynu in vitro npoyuBanus 3a B3aumozeiicteue ca nposeaeHn ¢ TRAVATAN u nekapcTBeHH
MPOJIYKTH, ChABPKAIIX THOMep3all. He e HaOnro1aBaHa pernmTanus.

6.3 Cpok Ha roaHOCT
2 TOIUHMU.

ﬂa HE CC U3I0JI3Ba II0BeYC OT 4 CCAMUIIU CJICA ITBPBOTO OTBAPSHC.
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6.4 CroenuajJH4 yCJOBHUSI HA ChXPaHEHHUE

To3u nexapcTBeH NPOAYKT HE U3UCKBA CIIELUAIHU YCIOBUS HA ChbXpaHEHHE.

6.5 Bwuawu chabp:kaHue HA ONMAKOBKAaTAa

Oanna Oytunka ot 4 ml ot monmunponmieH (I111) nim nonmuerunen ¢ aucka mreTHOCT (ITEHIT) €
arukaTop-kankomep oT IIT unu ITEHIT n xamauka Ha BUHT ot 111, moctaBenu B miiuk4ye. Beska

Oytmika ot 4 ml ceaspika 2,5 ml pa3TBop.

KaproneHna kyTust, ceappkama 1 unu 3 OyTHIIKH.
He Bcuuku BUOBE ONaKOBKM MOrat Aa ObAaT IyCHATH HAa [a3apa.

6.6 CrhenuajaHu NpeanasHu MepKHU NP U3XBbPJIsiHE

Hewnsnoms3BaHusT JeKapCcTBEH NPOAYKT WU OTHAABYHATE MaTEPHAIIN OT HETO TPsiOBa Ja ce U3XBBPIIAT

B CbOTBETCTBHE C MECTHUTE M3UCKBaHMA. Tps0OBa na Obie 0TOENI3aHO, Ye TPABOIIPOCT CE CUHTA 32

PBT BemecTBO (BX. TOUKA 5.3).

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Wpnanpus

8. HOMEP(A) HA PASPELIEHUETO 3A YIIOTPEBA

EU/1/01/199/001-004

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

[ata Ha mppBO pazpemasane: 27 HoemBpu 2001 r.

Hata Ha nocneano noanossiBane: 06 okromBpu 2006 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

ITonpoOHa nHpOpManus 3a TO3H JEKAPCTBEH MPOAYKT € MpelocTaBeHa Ha yeOcaliTa Ha EBponeiickara
areHIus 1o JekapcTeata http://www.ema.europa.eu
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HPUJIOKEHUE I1

MNPOU3BOJUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOX/IABAHE HA
MHHAPTUHA

YCJIOBUA NI OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NJIN OT'PAHUYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMUS ITPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

HMe u apec Ha IPOU3BOAUTECINUTE, OTTOBOPEHH 32 OCB060)KHaBaHC Ha TapTHUAUTC

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Hcmanus

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
benrus

Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Niirnberg
I'epmanus

[TeuaTHaTa TMCTOBKA HA JICKAPCTBEHUS MPOAYKT TPsIOBA 1a ChbPKa HMETO U ajpeca Ha
IPOU3BOJUTEIIS, OTTOBOPEH 32 OCBOOOKIaBaHETO HAa ChOTBETHATA MAPTHUIA.

b. YCJIOBUSA WU OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IHT MPOAYKT C€ OTITYCKaA I10 JICKAPCKO NPCANNCaHUuC

B. JAPYI'M YCJIOBUSA N UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKkTyaJau3npanm aokiaanu 3a oesonacuoct (ITAIB)

N3zuckBanusra 3a nogasane Ha [TAJIb 3a To3u nexapcTBeH NPOIYKT ca MOCOUYEHH B CIIMCHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucek), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIM3aIlH, TTyOJMKYBaHH Ha €BPOICHCKHS
yeOmnopTai 3a JeKapcTBa.

. YyciaoBusi WJIM OT'PAHUYEHMUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TPOAYKT

. Ilnan 3a ynpasaenue Ha pucka (ITYP)

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tps6Ba na n3BbpIIBa H3UCKBAHUTE IEHHOCTU U
JeHCTBUS, CBBP3aHU C IPOCIIesIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogoopenus 11YP,
npencrased B Monyn 1.8.2 Ha pa3pemieHneTo 3a ynorpeda, KakTo W BbB BCHUKH CIIEBAIIN O00pEHH
akTyanu3auuu Ha [TYP.

Axryanmusupan [TYP TpsOBa na ce monmasa:

o 1o uckane Ha EBporielickaTta areHIs 110 JISKapcTBara;

o BUHATH, KOTAaTO CE M3MEHS CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKA, OCOOCHO B Pe3yiTaT Ha
MoJy9YaBaHe Ha HOBA HH(POPMAIIUs, KOSTO MOXKE Jia JIOBEJIe IO 3HAYHMH MPOMEHH B
CHOTHOIIICHUETO ITOJI3a/PUCK, WITU CIIE] JOCTUTAHE Ha BaXKEH eTall (BB BPh3Ka C MPOCICISIBaHEe
Ha JIeKapCTBEHATa OE30MACHOCT U CBEXKJIaHE Ha PHCKA IO MHHUMYM).
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUs 3A EJHA BYTUJIKA 2,5 ml + KAPTOHEHA KYTUS 3A
3 BYTUJIKMH x2,5 ml

1. HUME HA JIEKAPCTBEHMA TPOAYKT

TRAVATAN 40 mukporpama/ml Kanku 3a 04u, pa3TBOP
TPaBOMpPOCT

2. OBABSJABAHE HA AKTUBHOTO(MTE) BEHIIECTBO(A)

1 ml ot pa3rBopa chabpka 40 MUKpOrpamMa TPaBoIPOCT.

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

[NomukBatepHUyM- 1, MOTMOKCUETHIIEH XUAPOTreHUpaHo purmHOBo Macio 40 (HCO-40), 6opHa
KHCEJIMHA, MAaHUTOJI, HATPUEB XJIOPH/I, IIPOTIAJICHTIIMKON, HATPUEB XUIPOKCH H/UITH XJIOPOBOJIOPOIHA
KucenuHa (3a kopekius Ha pH) u npeuncTena Boaa.

3a JOIIbIHATEIHA I/IH(l)OpMaI_II/IH BHOKTC JIUCTOBKATa.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kanku 3a oun, pa3rBop

1 6ytuika ot 2,5 ml
3 Oytmiku ot 2,5 ml

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/IAHE

[Ipenu ynorpeda npouerere IMCTOBKATA.
O4HO npuNoKEHNE

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSIBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYHE OT IIOTJVIEJA U TOCETI'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

Tonen no:

[a He ce m3non3Ba moBeye OT 4 CeMHULIN CIIe TbPBOTO OTBAPSHE.
OTBOpeH Ha:

OtBopeH Ha (1)

OtBopeH Ha (2)

OtBopeH Ha (3)

9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10 CIHENOUWAJIHHU ITPEAITA3SHA MEPKU ITPU NU3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA ITPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Wpnannus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/01/199/001 1 x 2,5 ml — OyTuika NOIUIIPONHIICH
EU/1/01/199/002 3 x 2,5 ml — OyTuika NOIUIPONHIICH
EU/1/01/199/003 1 x 2,5 ml — OyTHIIKa IOJUETHIICH C HUCKA TUIBTHOCT
EU/1/01/199/004 3 x 2,5 ml — OyTHIIKa TIOJUETHIICH C HUCKA TUIBTHOCT

13. NAPTHUJIEH HOMEP

ITapt. Ne

14. HAYMH HA OTIITYCKAHE

JlexapcTBEHHUAT MPOYKT C€ OTITyCKa I10 JIEKAPCKO MPETHCaHHE.

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16 WH®OPMAIIAA HA BPAJIOBA A3BBYKA

TpaBaTtan
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‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JiBym3mepeH 0apKoj ¢ BKIIFOUCH YHUKAJICH UICHTU(GHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUNYHHN
II'BPBUYHH OITAKOBKH

ETUKET HA BYTHJIKATA

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U IIbT(MIIA) HA BBBEKJIAHE

TRAVATAN 40 mukporpama/ml Kanku 3a o4u
TPaBOMpPOCT
OYHO TIPHITOKEHUE

‘ 2. HAYUH HA ITPUJIOKEHHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

S. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

2,5 ml

6. JIPYTO
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUNYHHN
II'BPBUYHH OITAKOBKH

IIVINKYE

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U IIbT(MIIA) HA BBBEKJIAHE

TRAVATAN 40 mukporpama/ml Kanku 3a o4u
TPaBOMPOCT
OYHO TIPHITOKEHUE

2. HAYUH HA ITPUJIOKEHHUE

IIpeau ynorpeba npodereTe JIMCTOBKATA.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP
Ja He ce u3non3Ba moseue ot 4 CEAMUIIH Clie ] TbPBOTO OTBapsHE.

| 4. NAPTHMJIEH HOMEP

Lot

S. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

2,5ml

6. JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

TRAVATAN 40 mukporpama/ml kanku 3a 04m, pa3TBop
TPaBOIPOCT (travoprost)

IIpoyereTe BHUMATEIHO LAIATA JUCTOBKA, IIPEAH 1A 3all04YHETE 1A H3110J13BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABP:Ka BaxkHa 32 Bac nundopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a I IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBU JOIBJIHUTEIHU BBIIPOCH, oNuTaiTe Bamms nexap nnu dpapmanesT.

- Toga sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To moxe
Jla UM HaBpeId, He3aBUCUMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JsBaHe ca ChIIUTE KaTo BammuTe.

- AKO mosryunTe HAKaKBU HE)XEJIaHU peakluH, yBeaomere Bamms nexap niu ¢papmanest. Toa
BKJIFOYBA U BCUUKU Bb3MOXKHU HEKEIIAHU PEAKI[UHU, HEOIIUCAHU B Ta3U JIUCTOBKA. Buxre
TouKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kaxgo npencrasnsisa TRAVATAN u 3a KkakBo ce U3M03Ba
Kakso TpsiOBa ma 3uaere, mpeau Aa nznomsBare TRAVATAN
Kak na manonzsare TRAVATAN

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpanssate TRAVATAN

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

QAP

1. Kakso npeacraBiasiBa TRAVATAN u 3a KakBO ce H3110J13Ba

TRAVATAN cbhabp:xa TpaBonmpocT, IIpeICTaBUTEN Ha TpyTa JeKapcTBa, HApeueH!
NpOoCTarJaHIMHOBHU aHAI03M. Toll nelicTBa KaTo IIOHWKaBa HAJITAHETO BbTPE B OKOTO. Moxe na ce
M3M0JI3Ba CAMOCTOSATEIIHO WM B KOMOWHAIIMS C PYTH KaIlKK 32 04, HATp. 6eTa-00KepH, KOUTO
CBHILIO HAMaJISIBAT HAISTAHETO.

TRAVATAN ce u3m0J13Ba 32 HaMaJisiBaHe HA BUCOKOTO HAJISITAaHE B OKOTO NIPU Bb3PACTHH,
IOHOIIIM M JIella HAa Bb3pacT 2 Mecela U No-rojieMu. ToBa HajsiraHe MOKe Ja 0Be/e 10 3a00IsBaHe,
Hape4eHo riayKoMma.

2. KakBo TpadBa na 3Haete, npeau Aa usnoassatre TRAVATAN

He n3noaszBaiite TRAVATAN

o AKO cTe aJIepru4Hu KbM TPABOIIPOCT WM KBbM HSKOSI OT OCTaHAJIMTE ChCTaBKH Ha TOBa
JeKapcTBO (M30pOeHH B TOUKa 6).

Koncynrupaiite ce ¢ Bamus nekap, nanu ToBa ce oTHacd 3a Bac.

IIpenynpesxaeHust U NpeanasHu MEPKH

° Bb3mo:kno e TRAVATAN na yBeiwuu ab/DKMHATA, AcOeMHAaTA, 1a POMEHH 1[BETA /WK
Opos Ha mursiutTe. HabmogaBanu ca 1 MPOMEHH B KJIEaYKUTe, BKIIIOYUTEIIHO HEOONYaeH
pacTex Ha KOCMHUTE WM B THKAHUTE OKOJIO OKOTO.

. Bw3moxxno e TRAVATAN na npomenu nBera Ha Bammsi upuc (ToBa € oLBeTeHaTa 4acT OT
Bamreto oxo). Be3M0OXHO € Ta3u mpoMsiHa Ja € TOCTOssHHA. MoJke J1a HaCTHITH MTPOMsIHA B IIBETA
Ha KOKaTa OKOJIO OUHTE.

) AKO CTe peThpIeny onepanus Ha KaTapakTa, ToBopete ¢ Bamus nekap, mpenu na
n3nomsBare TRAVATAN.
) AKO UMaTe Win CTe NMajli Bb3MajieHne Ha ounTe (MPUT WU YBEUT), TOBOpeTe ¢ Bamus nekap

npeau na usnoiazsare TRAVATAN.
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. TRAVATAN Moxe psiKo Aa Mpeau3BUKa 3aAyX WM XPHIIOBE WIH yBEINYaBaHE Ha
CHUMIITOMUTE Ha ACTMA. AKO BU O€3MOKOAT HAKAKBY IIPOMEHH B JUILIAHETO IPU ynorpedara Ha
TRAVATAN, nocwBeTBaiiTe ce ¢ Bamms iekap Bb3MOKHO Hai-CKOpO.

o TpaBompocT Moxe Ja ce aGcopOupa npe3 KoKaTa. AKO 4acT OT JEKapCTBEHUS IPOAYKT BIIE3€
B KOHTAKT C KOKaTa, Tpsi0Ba BeAHara aa ce u3Mmue. ToBa € 0cOOCHO BaKHO 32 OpEMEHHH KEHU
WIIY 32 >KEHH, ONTUTBAIIH CE J]a 3a0pEeMEHESIT.

o AKO HOCHTE MEKHM KOHTaKTHH JIEIIH, HE U3IMON3BaiiTe KallkKUTe, TOKaTo JIEUIUTE ca B ounte Bu.
W3zuakaiite 15 MunyTH ciien ynnoTpedaTa Ha KalkuTe, IPeAx Aa IOCTAaBUTE KOHTAKTHUTE JICIIH
00paTHO B OYUTE CH.

Jeua v roHOImIMN

TRAVATAN moxe aa ce n3Mmoi3Ba IpH JIela Ha BB3pacT oT 2 Mecerna 10 < 18 ToauHu B chiara
JI0O3UPOBKA KaTo Mpu Bh3pacTHU. YnoTpebara Ha TRAVATAN He ce npenopbuBa Npu JAena Ha
BB3pacT oJ 2 Mecelia.

JApyrn nekapctBa u TRAVATAN
Tpsi0Ba na kaxere Ha Bamms nexap uim GapmaiesT, ako MpHeMaTe WM HaCKOPO CTe MPUEeMalH WK
M3I0JI3BAJIN APYTH JIEKapCTBa.

BpemenHocT, KbpMeHe U (pepTHINTET

He um3non3Baiite TRAVATAN, ako cTe OpemenHa. Ako cMsATaTe, 4e MOXKe Ja cTe OpeMeHHa,
BeJHara ce KOHCynTHpaiTe ¢ Bamms nexap. AKo nMa BEpOsSTHOCT J1a 3a0peMeHeeTe, TpsOBa 1a
u3Mo3BaTe e()eKTUBHU METOM 32 KOHTpalleniys, qokaro u3noiazsate TRAVATAN.

He uznonsaiite TRAVATAN, ako kbpmute. TRAVATAN moxe na npeMuHe B MIISIKOTO.
INocwBeTBaiiTe ce ¢ Baius nekap npeau ynorpedaTa Ha KOSTO | Jia € JIEKapCTBO.

Ilopupane u padora ¢ MAILIMHH

Br3mokno € HenocpeacTBeHo cien nmoctaBsHeTo Ha TRAVATAN ga yctaHOBUTE KpaTKOTPAWHO
3aMbIUIsIBaHe Ha 3peHueTo. He modupaiite u He paboTere ¢ MaIliHM, TOKAaTO 3peHHeTo Bu He ce
MPOSICHHU.

TRAVATAN chabpka XuApPOreHMpPaHo PUIIMHOBO MACJI0 U NMPONMJIEHIJIMKOJI, KOUTO MOTaT Ja
MPUYUHST KOKHU PEAKLIUU U IPa3HEHE.

3. Kaxk na uznoassare TRAVATAN

BuHaru u3znosnzBaiite ToBa JIeKapcTBO TOYHO KakTo Bu € kazan Bamudar nekap wiv JeKyBalusT JeKap

Ha Bamero nere. Ako He CTe CUTYpHHU B HEIIIO, NonuTaiTe Bamus nekap, aeKyBalius Jiekap Ha JETETO
Bu wim gapmanesT.
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IIpenopbunTesiHaTa 1032 €

Enna xamnka B 3aCErHaTOTO OKO WJIM 04U, BEAHBK Ha JCH - BEUep.

Uznonzpaitte TRAVATAN u B aBeTe oun camo, ako Taka Bu e kazan Bamusrt nexap. M3non3saiite ro
TOJIKOBa ABJIT0, KOJKOTO Bu € npenanucan Bamusar nekap wid JeKyBalusaT jekap Ha Bamero nere.

M3nomseaiite TRAVATAN camo 3a HakarBaHe B €IHOTO WJIHM B IBETE 04, ITpu Bac mim Bamrero
JeTe.

o HemnocpencTeeno npenu a u3non3Bate OyTHIIKATa 3a MPBB BT, OTBOPETE TUIMKYETO KATO TO
paskbcarte, nu3Banere OyTmikaTa (purypa 1) u otbenexere matata Ha OTBapsiHE Ha
0TOEIA3aHOTO MACTO BBPXY KAPTOHEHATa OMAaKOBKA.

. W3muiite ppuere cu

. OTBBpTETE KanaukaTa

o Hpwxre OyTHiiKaTa, HacoueHa HaJ0y, MEXAY Najnela v IpbCTUTe

o Haknonere rnaBaTa cu win rinaBaTa Ha Bamiero nete neko Haszan. Pa3tBopere kienaya ¢
MOYKMCTEHHUTE Beue MPBCTH, TaKa ve J1a ce o0paszyBa ‘o0’ MeXAy Hero u okoTto. Kamkara
TpsIOBa Ja MomnagHe IMEHHO Ha ToBa MsICTO ((purypa 2)

. [Mpubnmxkere Bpxa Ha OyTHIIKaTa 0JIM30 10 OKOTO. M3mon3BaiiTe orieaano, ako ToBa Bu
yIIECHSIBa

. He noxocBaiiTe 0KOTO MJIM KjeNavya, 3200 UKAJNAIIATA TH 00J1aCT WIM IPYTH NOBbPXHOCTH
¢ BbpPXa Ha alIMKaTopa-kankoMmep. lima onmacHOCT OT 3aMbpCsiBaHE Ha KallKUTE

. Buumarenso ctucHere OyTHiikata, 3a aa usnycHe enna kanka TRAVATAN (¢urypa 3).

° Crnen xaro noctaBute TRAVATAN, 3aapbxkTe Kiienaya 3aTBOPEH, BHUMATEIIHO HATUCHETE C
MPBCT OKOTO B BI'BIYETO NpHU HOca (¢purypa 4) nmone 3a 1 munyta. ToBa 1ie monpeun Ha
TRAVATAN na npemuHe KbM APYTH YaCTH HA TSUIOTO

o AKo TpA6Ba /1a U3IM0I3BaTe KAKUTE U 3a IBETE OYH, TIOBTOPETE BCUYKHU CTHIIKH U 32 IPYTOTO
OKO

o ITocraBere kamaykaTa ¥ 3aTBOpeTe A0Ope OyTHIIKaTa BeAHara ciies ynorpeoda

o Wznon3zgaiite camo eqHa u cbiua OyTtuika. He oTBapsiiTe mMK4YeTo, JOKaTO HE € HEOOXOAUMO

Jla U3I0J13BaTe OyTHIIKATA.
AKO Karmkara He TonaiHe B OKOTO, OMUTANTE OTHOBO.

AKko u3noasBare ujiu Bamerto 1ete u3nosa3Ba Apyru NpoayKTH 32 0YHO MPHUIOKEHH e KAaTO KaIllKH
3a OYM WJIM Ma3 3a O4YM, U3UaKalTe MoHe 5 MUHYTH Mexay noctaBsiHeTo HAa TRAVATAN u apyrute
MPOAYKTH 32 OUH.

Axko noyunte win Bamero gere mosxyum nosede ot HeodOxoammara 103a TRAVATAN
MznunakHeTe 1I0TO JEKapCTBO ¢ ToILIa BoAa. He mocTassiiTe moBeue Kanku, J0KaTo HE Joiae
BpPEMETO 3a cie/BalaTa oouyaiina no3a.

AKko cTe nponmycHaym aa nsnoj3sate TRAVATAN

IIpoasmkeTe che crenBamara jgo3a 1mo Bamara oouvaitna cxema. He mocraBsiiiTe ABoiina x03a, 3a 1a
KOMIIEHCHpaTe MpoITycHaTaTa qo03a. Hukora He M3Mo3BaiiTe moBeyve OT €Ha Kallka B yBPEJIEHOTO
0KO(0YM) B €UH U CHILH JICH.
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Ako cte cnipesau ynorpedata Ha TRAVATAN

He cnmmpaiite ynorpebata Ha TRAVATAN 6e3 na roBopuTe mbpBO ¢ Bamms jgexap wid ¢ JIeKyBaIus
nekap Ha BarmeTo nete, HansraHeTo B 0KOTO Bu uiu B ok0TO Ha aeTeTo Bu HsAMa ga ce KOHTpoupa, a
TOBa MOXe Jia IOBEZIE A0 3ary0a Ha 3pEHUETO.

Axo nMaTe HIKaKBU JIOITbIHUTEIHN BBIIPOCH, CBBP3aHU C yHOTpe6aTa Ha TOBa JICKapCTBO, IIOTIUTANTE
Bamus JICKap, JICKyBalllusd JICKap Ha JETCTO Bu unu (bapMaueBT.

Cera o0bpHeTe »

4. Bb3MokHY HeKeJTaHU peakiun

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a MPEAMN3BHUKA HEKCIaHU PCaKIIUX, BBIIPEKU Y€ HC
BCCKH T'U ITOJTy4aBa.

OO6ukHOBeHO Bre Moke 1a IpoIbIDKUTE YIOTpedaTa Ha KalKUTe, OCBEH aKO HEXKEJIAHUTE PEakIiy He
ca cepno3an. Ako Hemlo Bu nputecHsBa, mockBeTBaiTe ce ¢ Bamms nekap wu gapmanest. He
criupaiite ynorpebarta Ha TRAVATAN 6e3 na cte ce koHCynTHpanu ¢ Bamms nekap.

CrnennuTte HeXelaHU peakluu ca HabmogaBanu mpu yrnorpe6a Ha TRAVATAN
MHoro 4yecTu: Mo:ke 1a 3acerHat nosede ot 1 Ha 10 xymm

Ounu nejcenanu peakyuu: 3a4epBsiBaHe Ha OKOTO,

Yectu: mozke xa 3acernat 10 1 va 10 xymm

Ounu nedcenanu peakyuu: TPOMEHU B I[BETa HA npuca (OIBETEHATa YacT Ha OKOTO), OOJIKa B OKOTO,
o4eH IuCcKoMdOopT, CyXxoTa B OKOTO, ChPOEXK B OKOTO, JIpa3HEHEe B OKOTO.

Heuectu: moxe na 3acersar a0 1 na 100 xymm

Ounu Hedicenanu peaKyuu: HaApyIIeHNs HA POTOBUIIATA, BE3MAJICHUE HA OKOTO, Bh3IMaJICHUE HA
upHca, Bb3MAICHUE BETPE B OKOTO, BB3IIAJICHHE Ha IIOBBPXHOCTTA HAa OKOTO 0€3 yBpexkKIaHe Ha
MOBBPXHOCTTA, YyBCTBUTEITHOCT KbM CBETIIMHA, CEKPELIHs OT OKOTO, Bh3MAJICHNE Ha KIleTaya,
3auepBsIBaHE Ha KJlemaya, [oIyBaHe OKOJIO OKOTO, ChpOeXk Ha KJiernaua, 3aMbIJICHO 3pEHUE, YBEINYCHO
CITB300T/ICNISIHE, MH(EKIHS MU Bb3MaJICHUE HA KOHIOHKTHBATA (KOHFOHKTHBUT), HEOOMYAHO
oOpblllaHe Ha JOTHHSA KJIenad, 3aMbIIISIBAHE HA OKOTO, 00pa3yBaHe Ha KOPHYKH IO KIIenada, pacTex
Ha MHUTIJINTE.

Obwu Hedxicenanu peakyuu: 3aCUIIBaHE HA AJIEPTHYHUTE CUMIITOMHU, TJIaBOOOIIHE, HEPABUICH
ChPJCUYEH PUTHM, KallUIMIIA, 3aIIyLIEH HOC, IPA3HEHE B I'bPIOTO, HIOTHMHSABAHE HAa KOXKATa OKOJIO
O0KOTO(04YHTE), HIOTHMHSBAHE HA KOXaTa, HApyIIeHa CTPYKTypa Ha KOChMa, IIPEKOMEPEH pacTex Ha
Kocara.
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Penxu: moske n1a 3acersat Ao 1 Ha 1 000 qymm

Ounu Hexcenanu peakyuu: BWOKIAHE HAa IPOOJISICBAIIY CBETIIMHY, €K3eMa Ha KJICIAYUTe, HEMPABUITHO
Pa3MoIoKEHUE Ha MUTIIUTE C 00paTeH PpacTeX KbM OKOTO, OTOK Ha OKOTO, HAMAJICHO 3PECHUE, CBETIN
KPBrOBE MPH IIIe/laHe KbM CBETIIMHEH M3TOYHHK (OpeolieH eeKT), HaMaJIeHO ycelllaHe Ha OKOTO,
BB3MAJICHUE Ha JKJIE3UTE Ha KJIETIaYiTe, MUTMEHTANA BTPE B OKOTO, yBEJTMIaBaHE Ha pa3Mepa Ha
3€HMIIATa, CIbCTSIBAHE HA MUTJIUTE, MPOMSHA B I[BETA HA MUTJIUTE, YMOPECHH OYH.

O6wu nexcenanu peaxyuu: BUpycHa HHOEKIHS HA OKOTO, 3aMasHOCT, JIOII BKYC, YCKOPCHA HJIH
3a0aBeHa ChpJCYHA YeCTOTa, MOBHUIIICHO WM IOHWKEHO KPBBHO HaJIsTaHe, 331yX, aCTMa, Ha3aHa
ayleprus WK Bh3MaJeHHUE, CyX0Ta B HOCA, MPOMEHH B TJ1aca, CTOMAIIIHO-YPEBEH AUCKOMMOPT HITH
s13Ba, 3alleK, CyX0Ta B ycTara, 3a4epBsiBaHe WK ChbPOSIK Ha KOXaTa, 00pHB, MPOMSHA B I[BETa HA
KocaTa, OlaJilaHe Ha MUTJINTE, CTaBHA 0OJIKa, MyCKYJTHO-CKEJIeTHA 00JKa, 0011a ciaadocT.

C HeH3BeCTHA YeCTOTA: OT HAJMYHHUTE JAHHHU He MOsKe /1a 0b/le HAlTpaBeHa OlleHKAa
Ounu Hedicenanu peakyuu: BL3MAICHNE HA 33HaTa YaCT HA OKOTO, X ThbTBAaHE HAa OUUTE.

O6wu nexcenanu peakyuu: 1pechs, TPEBOXKHOCT, Oe3ChHHUE, ycellane 3a (asliBo BIKCHHUE,
IIyM B YUIUTE, TpbJiHA 00JIKa, HEMPAaBUIEH ChpJIEUeH PUTHM, YCKOPEH ChpACUYEH PUTHM, BIOIIaBaHEe
Ha acTMa, Tuapwusi, KPbBOTEUCHUE OT HOCa, KOpeMHa 00JIKa, raJicHe, OBPbIaHe, ChpOeK, HEOOMUacH
pacTex Ha KocaTa, 00JIe3HEHO WIIM HEBOJIHO YPHHUPAHE, yBeIUYaBaHe Ha MapKepa 3a pak Ha
mpocTaTara.

[Ipu nema v roHOIIN, Hal-YECTUTE HEXeNaHu peakiun, HabmogaBaru mpu TRAVATAN, ca
3ayepBsBaHE HAa OKOTO U PacTeX HAa MUIJIUTE. J[BeTe HeXKeNaH! peakuyu ca HalIoJaBaHu C M0-
BHCOKA YECTOTa TPH JIelia ¥ FOHOIIIH, B CPAaBHEHUE C Bh3PACTHHU.

Cpol0maBaHe HA HesKeJIAHH PeaKIHU

AKO TOITyunTe HIKAKBU HEXEJTaHU JICKAPCTBEHU Peakiny, yBegoMere Bamms nekap wim hapManesr.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH HEOTNMCAHH B Ta3M JINCTOBKA HEXKEJIaHU peaklru. MoXkeTe ChIIo Aa
CHOOLINTE HEXENaHU PEaKLMK AUPEKTHO Ype3 HallMOHAIHATa CUCTEMa 3a ChOOLIaBaHe, T0OCOYEHA B
Hpunoxenue V. Karo crobmaBare HexkenaHU peakLuy, MOXKETe J1a 1aIeTe CBOsI IPUHOC 32
HOJTyyaBaHe Ha NOBe4e MHPOPMAIMs OTHOCHO 0€30M1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansaBate TRAVATAN

I[a CC CbXpaHsABa Ha MACTO, HECAOCTHITHO 3a ACHA.

He uznonspaiite TRAVATAN cnen cpoka Ha TOAHOCT, 0TOENs13aH BbpXY OyTHIIKaTa M KapTOHEHAaTa
OIaKoBKa cinen ,,l'onen 10:“. CpokbT Ha TOAHOCT OTTOBaps Ha MOCIEIHUS JIEH OT IIOCOYEHUS MECELL.

ToBa JilekapCcTBO HE U3MCKBA CIIELUAIHY YCIOBUS Ha CbXpaHEHUE.

Bytuikara TpsdBa 1a ce M3XBbPJIH 4 ceAMULIM cJiel IbPBOTO OTBapsiHe, 32 1a ObJaT n30erHaTu
EBEHTYaITH! WH(EKIIMU ¥ CJIe]] TOBA U3I0J3BaiiTe HOoBa OyTwika. Hamuiere qaraTa Ha oTBapsiHe Ha
03HAYEHHUTE 32 TOBA MECTA BbPXY KapTOHEHATa KyTHSL.

He uzxBbprsiiTe nekapcTBaTa B KaHATU3AIUATa WIM B KOHTEHHEpA 3a TOMAITHHU OTIIaIbIIH.

ITormuatiTe Bammus dhapMarieBT Kak J1a U3XBBPIISITE JIEKapCTBATa, KOUTO BeUue He m3moi3Bate. Te3un
MEpPKH 1€ CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATa Cpeaa.
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6. Chabp:kaHue HA ONIAKOBKATA M TONbJIHUTETHA HHpOpManus
Kaxkso cpabp:xa TRAVATAN
AKTHBHO BEIIECTBO: TpaBomnpocT 40 mukporpama/ml.

[pyru cbCTaBKM: MOJUKBAaTEPHUYM- 1, TOJMOKCUETHIIEH XUAPOTEHUPAHO PUITTHOBO Maco 40,
MIPOMIICHTIINKOJ, HATPUEB XJIOPHI, OOpHA KHCEINHA, MAHUTOJ U TIpeYuCcTeHa Boja. JJobaBeHu ca
MAaJIKH KOJTMYECTBA XJIOPOBOAOPOAHA KHCEIHHA WIIH HATPUEB XUAPOKCH] 32 TTOAIbPKAHE Ha
HOPMaJIHH KUCETUHHU HUBa (pH HuUBA).

Kaxk usrie:xxna TRAVATAN u KakBoO ChABbPKA 0NAKOBKATA

TRAVATAN e teunoct (mpo3paueH, 6e31BETeH Pa3TBOP) U CE AOCTAaBS B OMAKOBKa, ChAbPrKaIla
rutacTMacoBa OyTuika oT 4 ml ¢ kanauka Ha BUHT. Besika OyTuiika ceabpika 2,5 ml TpaBompocr,
KaIlK{ 32 04U U BCsIKa OyTHIIKA € IIOCTaBeHa B IUTUKYE.

OmnaxkoBka: | win 3 OyTHIIKH.

He Bcruky BUAOBE ONAKOBKK MOTaT 1a ObaT MMyCHATH B TIPOJaxk0a.

IIpuTexkaTes Ha pa3peLIeHUETO 32 yoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus

IIpousBoaguren

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Hcmanus

Novartis Manufacturing NV
Rijksweg 14

2870 Puurs-Sint-Amands
Benrus

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

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsA, CBbPKETEC CC C JIOKAJTHUSA
MNpEACTABUTCII HA NPUTCIKATECIIA Ha pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: +322 246 16 11 Tel: +370 5 269 16 50

Bbbarapus Luxembourg/Luxemburg

Novartis Bulgaria EOOD Novartis Pharma N.V.

Ten.: +359 2 489 98 28 Tél/Tel: +322 246 16 11

Ceska republika Magyarorszag

Novartis s.r.o. Novartis Hungéaria Kft.

Tel: +420 225 775 111 Tel.: +36 1 457 65 00
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Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 273 0

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E)lrada
Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

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

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

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

Ireland
Novartis Ireland Limited
Tel: 4353 1260 12 55

Island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 0296 54 1

Kvbmpog
Novartis Pharma Services Inc.
TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

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

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

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

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

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

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

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

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

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

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

JIaTa Ha MOCJCAHO NMpepasrjeckaaHne Ha JIMCTOBKaTa

Jlpyru n3TOYHUIM HA MH(pOpManHs

Houpo6Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKaApPCTBO € MPECAOCTAaBCHA Ha ye6caﬁTa Ha EBpOHCfICKaTa arcHuus

10 JIeKapceTBara http://www.ema.europa.eu.
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