
IOPROST·T 
EYE DROPS 

Latanoprost 0.05 mg/ml and Timolol 5 mg/ml, Eye Drops 
CfJn1po~ilion 
Each 1nl cont3ins 
L<11<'ln0prusi. ................................. so nKg 
Timolol 
('"\ s1in)l)I01 ~·l ale.'lt¢ Ph. E'or.) .......... S 1ni 
lknz11lkoniu1nChlondc 
Solution (S<flo) J)h, Eur., ................ 0.4 1ng 
(As Pres1.·n•ath·1:) 
A(!u..:Qll') 8uffl:1\:d Vchi..::lc, .................. q.s. 

J.,l~t nf Ext lplentR 
Ocnialkoniun1 Chloride Ph. Sur., Sodiu1n 01hydro~cn Phosph.atc 1nonohydrJte OP, L11ba.-.1c sodju1n phosphutc 
Ph. E1.1r.,Sodiu1n Chloridc Ph. Eu:r .• Sodiu1n Hydroxl<r Ph. Eur .. 1-l)'(frochbicAcid Ph. Eur .. \Va1crforlnjcc1ion Ph. Eur. 

Product l)escrlptl1>n: Clear. col c>urie<:..~llol ution. practic:illy free from visib1cpa11iclcs. 

Ph 3 r n1 :a cod )'113111 lcs: 
1>h.;1nn:JC(lth1,.-r<1pcutic t,.'TI.lup: 
Ophthtil1nologic:1l-b1.1ablockingngcnts- tin1olol,coo1bint1tionsA1·c code: SO I E.051 

f\<f ixhanis1n or tl("tion 
IOPROST· T Eye Orops e<>n>li>:1Sof 1,vo co1npol'lenu:: laianol)rO>lt and 1i1nolol 1n.1le.1te. These lWOC0tllponen1sJcc1~:1SC 
clcv11tcd 1ntraocul11r pl"('ssurc (IOP) by d1ffcrcnt 1nechan1s1ns of ~u.iion<ind lhc l'!(llllbtnod cll'cct results in <tddiliooal IOP 
fl.~IO("fi(rn C1)tl\1)31'Cd t() cithet 1.-'0llll)(>W)d ad1nini1'tl'll.~I alone. 

Lat!lnopro111, 3 pros;t!l&Jandin F2rt an:ilog.oo, is s 11clcctivc 1>ros;t!lnoid FP receptor ap.onii:t tMt rcdt1CC$ the IOP by 
iJ)l;te<\siog 1he ouul(,>'A' Qf <'qucuu$ bu1nour. 'fhc 1n.'lin 1ncchani~n l)f action is irn:-rc<'iscd uveoscleral -Oulllow. 
Addi1ion:illy, so1nc increase: in oulflo\Y facility (d<'l'fcnse in tr:llx-cul:ir outflo\v r .. -sist:ull'C) h:is bc .. -n r .. 1>011¢J in 1ni1n. 
Lt.tltiuoprvst h3S no s iguifi1.~ut \!IToct vu th\! pr<xlu1.-1i<>11 <>f tM.J,uoous h111u<>ur, tb\! bloo<l~ilq1.H.:<>us barri\!ror I.bl.: i111n1oc11lar 
blood circulation. Chronic Uetiuncnt \Vith ltuanoprost in 1nonkcy eyes, which had undergone extracapsuJar lcni; 
('"11tacliondid no1 :itrec1 lhe retinal blood ~essel~:is deicnnincd by Ou0Ns~i1l ;11\giogr:il)hy. l.:it;anopl'()Sl h:>.S nol in(.!uced 
l1uoresec1n lcak11gc in the posterior segment of pse-udoph.,kichu1n.1n eyes during short lemt trealmcnt. 

1'imolol is a beta-I and bcta-2 (noa·sclcctivc) adrcncrgic roccplor blocking l\g¢Ilt thal hils no significant intrinsic 
syrnp:u.hornilnctic, direct nlyocardial deptcsst1n1 or nle1nbrane-s1abilis in:i. sc1ivi1y. n roolol lo"'Cl'll IOP by dccrcasini; 
1J..: fc.muu1i<>11 of ~lJUCOU$ in the citU·1ry cpith\!I iu1n. 

Tl1\! 1n\:cis.: rnocb<1oisrn of t1,-:1ion is nOl clearly .::s1abJisbt:J. b1Jl in.hlbi1ioo of die io,:1\:11$..:d ,~ycJi,~Af\<lP sy11d1csis '~Ll$\!ll 
by cOOogcnous bcta·adrenc:tgic sti1nuJation is. probable. Timolol has. not been found to signit.cantly nlfcct the 
J)et1ne:ibili1y vr 1he blood·aq11e"4•S b:·1rrier 10 J)lasnla pro1eins.. In r:ibbits, 1i1nolol w:is ,vitbou• elfei::t on 1he tej;i(m,'11 
oc.ul::ir blood fto,v atl~"T chro1uc treatment. 

Ph..'lrnwcodynamu: clToctli 
Clinical clticacy nnd safety 
lu dose tlndiog studi\!S, JOPKOSi-1' Ey.: OropsproducOOsig11i l1c;1111ly gf\.".i'1t\!r d~r.:aS\!$ iu tn..:.<ut diun);)l IOJ>cu1up0rcll 
to lat.'lnopros1 nnd ti1nolol administcn.-d once daily as monothi:rnpy. In l\\·o \Vi:ll cootroll .. '<L doubli: mask .. -d six-1nonth 
J;Jioi,:.a1 s11)l!iJ;S I.I>\! !OP 1\.•du,;in,g \!IT\!cl vf IOPROST·T Eyt: 0r()pS \\'a:S oou1pai\.'(I '''ill> ltt1.<111op1'i.>St and 1iu1ulol 
1nonolhcrapy in patients \vilh an IOP or at le.<1st 25 1n1n I lg or grcatct. Following n 2-4 week run-in "'ith tunolol (1ncan 
de<;~:ise in IOP fro1n entolhlle'rll ()f $ rnrn Hg), :'l<k.li1i(m,'ll de<;rt:~ in 1ne.10 diurn:1l IQP()f J. I, 2.0:tnd 0.6 nun Hg: '"ere 
obs¢"'¢d ;1ftcr 6 n1onths of tre.:i.un~"Jll for l0Pl{0!)'1·.1· EyL'· Drops. lot:moprost and ti roolol (twioc daily). rcspcl~ti vely. 
Th..:: IOPIO,\'Ct ir\g ..:tf1..>cl oflOPROST· T Eyt Dto1)8 '''asrnai11i.:1i11..:d in61noo1h o~n lsb..::l ..::xtL'11Sion<1f1hoi:SO.::l)tlldi..::s. 

Existing daui suggffi that evening dosing: 1n:iy be 111or"cffcl'1ivc in JOP kl\Ytfing th:in 1noming dosing, HO\\'C\<Ct, when 
J;<>n:;idi:ring ii n.x:<>11u1wud<1tioo Qf cid1tr 1non1iug or t:V\!niog ®sing. suffici1..·nl oonsidc.-ru1ioc1 ~hould be g.-ivcu IQ d1t 
lir .. 'Styleorthc patient and thl.'ir likcl)'complianl'lC. 
It should be kept in 1n1nd that 10 ease or 1nsulticient efficacy of the fixed 001nb1nation. results fro1n s1udics indicate thu1 

1he: use or unfixed :iJ 1niniS1t:i1ioo ofT'in1olol bid::ind l:ita1>opros1oncea<.L'ly 1night lx s1ill e:IT1cie:111. 

Oos..::t of aettf)n ()f IOPROST·T Ert 01'<)p$ is \\'ilhin ou..:: h()lu' 31ld 1naxitnal effl.'Ct o.::c1us \\'ilhin $ix 1() oi:i~I hc>ut'S. 
Adequate IOP reducing cfl'cct hasbcc:n shO\\'n tobc pre..;cnl up lo l4 hours postdosa.geul\t'f multipletrcal1nc:nts.. 

Ph a rn111roki nt•tics: 
L:i1snopr,)s1 
Abwrptioo 
Latanopros1 is an isopropy1 ~"Ster prodrug, \\'hich pc.'f sc is inactive. bu1 after hydrolysis by .. -stcras~-s in thi:con1~"11 IO !he 
acid <>f latanopros1, becoules biolQgicall y active . The prod.rug is 'veil tibS<>rbed l)Ul)ugb the corDCa 11nd all drug that en tel'$ 
the BqUCOU$ hu1nor is hydrolysed during the passage through the-cornea. 

Distribution 
Studio.:ll in n13n i1M!ka1c th:u 1hun1axin1unl c(>1k'..:11t1'3tion intbc:iqu.::ou$ hunl()Ur, app1\)Xima1ely 15·30 ngfnll,., is 1\::tch.::il 
aboul 2 hows after lop1cal admin istrat1on oflatanoproi:t alone. 
1l1" .tic id oflat..'lnoprosl has :i plas1na cl~mnl'le of 0.40 l/hfkg :ind .ti sn1all volu1nc of disuibu1ion, 0. 16 l/kg. res.:ull ing inn 
r;_ipid ha.If li fe in pJ3:;1n;i, 17 1niuot1:$. Afi..:r 10pic;1I 01.'\l l<'lr ~1dn1ini str.-itieiu. l11\! sys11.:1ni..: biu::i,•;1iJabili1y i)f the ac-id of 
latanoprOSI 1s45o/~. Thc acid oflatanoprost has 11 plasms protein bi1ld111gof87%. 
B iOUlln$f onntdion and eli1ninalion 
1·hc1~ is l)f:l.;tic:1llynu lllt:tabulis1nof1hc :1cid ofla1a1)0l)l'OSI it1 1he ey1:. Thi: 1n:1in 1ne111bQliSrt.l 01.-~uts i111he li\'e1•. 

Timolol 
AbSorption and dii1tribulion 
1·hl.' n1axi1nu1n eoncc1ur:uion of ti1nolol in thi: aqul'OUS hu1nour is tl'.:ll.'b1.-d about I hour after topil-SI adnlinisu'3ti-0n of 
t:)"C drops. P<i11 ()f lhc dOS\! i~~·bsorbt.:d S)'St-.mliC;)lly ;'1ttc.l i11t13Xirnutu plt\~IU:l COt:tCL'lllr.)li ()Q ()f I ngln1L is n;::ich\!J J~20 
minuh.'S aft._., tO(Jit'al a.J1nin1slration of one-eye drop 10 l"al~h cy¢ once d~uly (300 mil~rogrums/day ). 

B io1ransronrn1tion 
1·he h:ilflife()r litll()l()I iopl31"1na is :ib<J.1116 hours. ' ri1nolol is cxt..::ns i\'cl ynl.::L'l001i~d in th..: liVCI'. 

Eli1nin:i1ioo 
1'hen1clabolitcs<irecxCr<:lOO in I.he urine tug~cr,vith so1nc UJ)l;Mngcll limolol. 

iOPKOSt . If;yc l)rQOs 
No P/Jamtacok/J1e1lc/pl1urn1<Jf'Od)•1u11'lu(' relu1hln.(h1p intCl'3l'1ions bl'1\Vl'<"n l:tt..'lnoph)Sl and ti1nolol '"ere observl.'<i, 
;dthoogb lbtrc \\'a~ an ilpprox.in'i'lte 2-fold incrc<1sod J;()n(;\!ntr.llioo of the <k:id of k1t;_ioopros1 in "'IU\!uu$ humOur 14 
boursaftcraJministr111ion ofIOPRO~'T· T Eye-Dropscomp11rcd 10 monoth¢rapy. 

Therapeutic lndic:1tion: 
Reduc1ion of itumoculat pressuse (IOJ>) in patienu 'vi1b open an.g,lc g.lat•COtU3 and ocular hyp¢riciision '''ho are 
i n.c:ullicicntly rcsponsi\'c to topical beta-blockers. 

Posolol:.)·and method of ad1ninis tration: 
f)QSQ(("I~" 
Adu/rs (including thee/derl)~ 

Rccon1nJcndcdthcrapy isonccycdropu1lhc.'11ll'cctcd c-yc{s) on~'IC.' daily. 
If one dose is 1nissed, 11\::itrl.lcnt shQUld c<,,uiouc \\'irh 1hc 1M:XI <k>sc as plannl.~I. The <k>sc should 11Q,1..::x1.-"l::cd Ofl!.'.: dro1J in 
lhc uif ci::ted ¢)'1.'( s) d1ti ly. 

Paediatrie pop11/atinn 
The11afCl)' :ind clllcacy of!OPROST-T Eye Drops in child1~n nnd adolcsccnL~hs:: oot bccnc::tablishcd. 

f\-1 ethod of :idn1 in i~trntinn 

Co11i.:1.::t lc1)8L'S shoulll he 1~nl(J\'..:d bi:fi>1\: ir1.').lj lt:diQfl of 1he eye drc~ :uld rna)' bt: rcinScth::J al\ct 15 fllillUh.'S. 
If morelhan ooc topical ophlhalmicdrugtSbe1ng ui;OO, lh¢d~i:should bead1ninistered at k-ast llvc 1ninutes apart. 

V.1hcn usin,g o!LS()lacrin1al <X'ctus1on or closing lhe C)'clids for 2 Lntnutcs, the S)'iltc1nit· absorption LS reduced. 
This 1nay result in a dceorct1se in systc1nicsri<k? cfTecL~and :in incre:ise in locnl .t1c1ivi1y. 

Route l)f,.\dn1lnls1r ado11: Ophthalnlit 
c(J n l ri.indit·~ lioo: 
IOPROSl'··rEye Drops is contr.i.indicatcd in pi11it:nts\vilh: 
• Rc:.\cii"c <Jir'\'<\)' diSCllM: in~IOOiog brOul!hi:tl aslhtn<J -Or ;) histvry of bronchi:.il <1sih1ua, SCV\!I\: chronic obs1111clivt 

puhnonary dii>c.<1sc. 
• Sinus 1>1:id)'C!lr!Jis, s ick s inus syndrotne, sino-:urial bloc!.:, socond or lhir<.t <lesree atriove-rnricul:ir block noc 

c-onlrollcd wilh pacc-m;ikcr. overt cardiac fo1lure, c<ird1ogcnk shock. 
• Hyp::rscos itivit)' t(> 1h1.": act iv..: subsL111<:es ()1 U.> ail)' <if the c.xcipicnts l ish.~I. 

ln1er:1 tff€11111 " 'llb Other 1\ledic:11ne11rs: 
No spocdlcdru_g intCl<'ll:tion lltuJies h.1ve been pc.'ffOflUL-d \\·ith IOPRO:>"l'-1' Bye Drops. 

1'h¢re ha,·e. b1:en rt-pons of paradoxk·.111 clcvauons in intruoc.ular pressure follo\\•ing the concom1um1 ophthalmic 
admin i~ra1 io11 of t\\'O prv11t:1gla11di11 :u\tlk'3U&:\I. Th.::1x:forc, the USt: of"''•) (>t l'll(l(c p1'(11$tagJa1Miins, 1>1'()$1.asl:l1lllin 
anzilogucs. or prosta.i;landin dcri"ali Vt'$ ts nol rceo1n1n¢nded. 

1'hcre is a potcnli:il for additi,·e clT\"Cls resulting in hypotcns1on and/or 1narkcd brudycardia \\'hen ophthahnic; beta· 
bloc-kcrs solution is ad1ninis1cred colk'omi1antly \Vilh ornl ealeiun1 ch.ann~I blockers. bcW·:iclrcncrg:ie blocking ag:cn1s, 
tnt 1iarr h )'llnnil."S ( inc ludiu g ;J.111 i ocJilrVu\!) . d i gi 1a 1 is gl ye os i d\!S , par.c\S)'lopa 1hu111i n1.:i:ics. gua oc1J1 idinc. 

l'Qlc;otit.t tcd S)'Slcinic bet<\ blockadl.! ( ¢.g., d~rt:ased ltc;_irt r;i tc: , dc-pre:ssion) l'i'•:> b¢1:11 rep<>rle:d during c;(>lnbi.1)c;(! t~;i 1111eul 
\\•ith ('YP206 inhibitors (e.g., quinidine. fl uoxetine, poroX\1inc) and tinlolol. 

1·11eeffel'1 on intrno"ul:1r pr¢ssurc or thi: l:nown eff~"\:IS of sys1c1nic bcu1-blo~·k.'ldc 1naybc pot .. -ntia1 .. -d \\'hl-n IOPROs·r.·r 
E)'\! Drops is givcu to pt.tli\!nts alrctlll)' rcc.-..:iviug <1n ()ml b.:ttl· 001\:nc~i1,: blocking ag\!nt, i.1.1.J I.bl.: u$\! ()fl,v() or inure 
topical betn·ndrcneryic bloc.kingngcnts is not reconuncndccl 

f\<lydriasis resulting from co~omi1ant us¢ of ophthahnic bcta·hlo~kcrs a1ld aJ1~nalinc (l-pincphrinc) has bCl'tl repo11cd 
occa.sion:illy. 

The hypet1ens.ivc ie'!Clion 1ost1ddcn withdra"·al ofclonidinecnn 1'!¢po1cl'ltia1cd " 'h¢l'l 1.akit'l{!. b¢ll'l·block('rs. 

Bc1a-blockers 1nay iii~'l$e lbe h)•poglycacnlic cffecl of 11n1i-diabe1ic <lgenu. Bc1..1-blockers can ulask 1he sigiis and 
sy1npton1s ofhypoglycae1nia. Stt \\1a rniniand Prttautions. 

\\"arning and Pttcautlons: 
Sysic1nic en·es:ts 
Like other topically appb .. 'd ophlh.1l11nc agen1i1, IOPROSl·: r Eyi:. Drops is 11bsorbcd systcnultilly. Du¢ to 1hc beta· 
ad(L'lit:tgic c,,mponent 1irl)ofol, 1h.:: sa1ne 1ypo.:s of l'3l'diov:1scula1', l)ultnoosiy aod 01hcr adv..:l'S..: rc:ic1ions a.~ sc..:n with 
S)'llt¢1n1c belil.·adrcncrgic block:in,g agents 1n<iy occur. ln\·idcnce of syste1ni(· AORs al\cr tOp1c.:1I Ophthalmic 
ndmini:ilration is: lower thsn for !<yi:tc-mic nd1ninii:1r:uion. To rcdi.tec the sys1c1nic absOfption, ~e Rtl"Onune.nded dose 
11nd 10,•thOO uf'MdrojnistrMliun. 

C:1nfj:1c d jM>n·lcn; 
In p:iticnts with cardiovns"ul:1r diseases (e.g .• coron:11)' hl'3t1 dis~-nse. Prin7.nll.1al's angina and .. -ardiac thilurc) and 
h)'pOC\!nSiOn lbtrapy "'i 1h bo.:t.a·blOl!kt;rS should be: e1i1 icillly MSl.::sM:d a11c.l lh\! th\!l'<'p)' with Otb\!r <'!eli vt .substaDC\!S should 
be-considered. Pntients \vi th C'<irdiovascular d1setiscs should be " 'atched for signs or detcrior.ition of these di!le.'ascs and of 
adverse r~cti()r\$. 

011c lO il.S l'lep1ive e1fecl on COl'lduction ti11~ beUt-blocktrs shotild only be f.iven "'ilh C<'.lut ion 10 patients "'ilh firs1 
d'1,.'l« hcarl block. 

Cnrdi11e reactions. and rarely. dealh in tLSSOCiation with cardiac failures hllvc been reported IOU owing <idministralion or 
1i111olol. 

\ t:1.g;u lar Jisc1r®rs: 
P:iti\'flts \vi th severe peripher.:i.I cirrul.:i.toiy disturbanl'IC.'ldisorde.rs (i.e .. S<.'VCre fom1s of Rnynaud's dis .. ~sc or l~nynaud's 
syodrornc) shQuld l>c 1ri:::i11..'d " 'ith cauti (>1l. 

!kt'pi(!lll,1()' diS<1fd!.'.:1'll 
Respiratory ro.'lctJons. ulC:ludul.g de.1th due to brOochospasin in patic:nts '''ilh ;1sth1n11 h.'1''¢ b~o rcportOO follo,vtng 
adnl inismt1ion of SOfne ophthallnic bct!l-blockCCR IOPROST· T Eye Drops ~uld be us.."'d \\1ith cau1ion. in p::uicn1S 'vi th 
1ni ldf1no1.h:r:1teJ;hroctic obs~n1ctive puln>Onary dise-.:lSe (COPO) <ind ()11ly ifthl.! p(1le111ial l>enclil Oul,vci~ lbe pOtcnli:il risk. 

I l)'Wl:lycc1 ojatd j:ibl,itcs 
Bc1:1-blockcrs should be ndn1inistcrcd with ~-nu lion in patienls subj .. -cl to spon1an~-ous hypoglycac:-n1iaor to patients with 
l:ibil\! dj:.1bci\!S, as bct1t·blo1.":k\!rS m.'1)" 1n1tsk th\! s igns anJ ~y1npto1ns of :icut\! t1ypogl)•,:..ic1ni:t. 

Btt;_i·bl<K:kc.-rs 1n;·1y" ISO nl<'Sk 1he s igns of h)'pcrthyroiJisn1. 
Com .. -aldisc:tSL-s 
Oph1b:d1ni" be1.a-block(tS11l3)' indl1~d1yn('SS of eyes. r a1iel'l1s "•i1hc0tne:i1diS(3~es should be 1reale<I 'vi1h cn111ioo. 

01hcr l'!!!t:l·blocl: inn aeen1.1: 
The cll'ect on intra-ocular prC$SUre or the kno\''" cfrocts of systenuc. be-to-blockade 1nay be potenuatcd \\'hen ti1nolol is 
3i,·i:i1 10 11~ p:nii:ius :ilr.:aJy r.:1.-'<i,•it1s:i sySJenii~ beta-blocking: agi:i1t. Tl t< te:Sp-01\SI;! ()f thl!'S< pa1ie:111$ shoukl be i:lo~:ly 
obs¢r\'ed. 'Oic use. of tv,.·o topical belll· adrcnergic bloc: king agoolS 1s not r~'t'on1n1cnd .. -d. Stt lntcr11c1ions \\'itb othtr 
Ill Cd IC:l lllC OIS:. 

Ana1~hyl:\CI i.:: r.:aci i<>1t~ 
V.1hilc taking b1:ta-blockcrS. palienlS with a history or atopy or a luslory of S¢\.t'fe un<iphyl<'lt·lic rt-action lo a variety of 
allcrgrns ~)' be 1norc T('.lCtivc to rcpc.a1cd challenge wi1h sui:h allergens: an,1 unrcsponsi\•e to the usu.al doses of 
adrciM"1lineuscd to tre:at ant.tpbyl<1cti1,: ~<k:tious. 

Cborojs!alsJd;t1:b1ns;nt 
Choroidal det:ichnx'tlt has bc.'Cn rcport .. -d \\·ith adn1inis tration of :iqu .. "Ous supprl'$S:uu thcr.tipy (e.g., 1i1nolol, 
llC(.l:.\:ZOl8t1lid\!) •• fle:r fillr:.tli ()I) prVCl.:d!Jn:s. 

Surgi!.111 ilni~1:s,ll1csiu 
Bela-blocking: ophthahnological preparations 1na)• bJoek systcn1ic bcta·agonist effects e.g,, of adrenaline-. 
The 31'l:l(Sthesiologisl s.h<>uld l:>c i nr()tnied \\'hen the p.'ltie:n• is reicei vi nt t irnolol. 

Conoo1ni1an1 •beri!OY 
Ti1nolol tna)' inter<il~l wi1h other drugs. St·(' lntt·r:tctions\•rith o thl'l' n1cdican1l'nts. 

()!hL'I' pr<1'51a~l!11>cJ1n iJDS,iQi:Uj.~S 

The concon1itan1 use Qf '"'0 or 1nore p1w1ag_landini:, pro111aglnndin nnalo~ue::, or pl'<)!>'l!l&landin dcriva1ivc11 is not 
n.."Commcndell. 

lrisp1en1cn1atjoo chnn~·.cs 
Lal:tnopr,,st 1nay gradually change eye l'Olour by increasing the a1nount of bro\\'n pignlcnt in !he iris. Si1nilar "' 
t:xp;rieuC\! witl1 la1:.•u1opr()St cy\! drupS. itM;rt::.\S..:d iris pi~u\!nt.alion \Vt1S s~-cu inl 6·20'~ of all patK.11s lrc<1t\!d \Vitb 
lOPROST· T Eye Drops tOrup to one y¢11t (based on photogr11phs). This ett·~-c• has Pfl-do1ninantly b1:en sccn in palicnts 
"'ilh 1nixc<.t oolo111·cd irides. i.c, green-brown, >'¢110"'~1>n)"'n or blue/{!.~y·bfown, :ind is due 1() inc1~:iscd 1nel:ll'lil'l 
con1cn1 inthcstro1nal n1cl<1nocytcsoftllc ins. Typically. lhe bro\\'n pig1ncnt.otionmound the pupil sprcadsconccntric-0ll)' 
1owards the pc1ipll<:ry itl :1lfcc1cd .:yes. bu11b.::..:1ui1\: itiSOf p:ittsofit 1~y b1.--coo1..: 11\(H~bt(•w--nisb. 

1·he i:l\.'lnt;e in iris colotir Oc."(;urs slo,vly :·n\J 1n:i.y n(>I t>e notice.1ble for several n1vn1bs 10 ye.1rs :ind it has 001 been 
t1S$0C1atcd \\'1th <iny syn1p1on1 or p;ithological c h.ingcs. 

No rurthcr increase. in bro\vn uis pigm<.·111 has b¢l'n obs~·n• .. -d aft~"' d1SlX>ntinuatiQn of tr\-at1nL-nl but 1hc resultant rolour 
chans..:: m:ty bep..::1m3ncn1. 
Ncithcrnacvi nor freckles oflbetris hnvcbocn a.fft'Clcd by lhctrcatmcnt. 

Ao1:umulatron of pig1nc:nt 1n lh..:: trllbcl~Ulilr mesh work or els.:o.\•here in the 1mtcrior cha1nb¢r h.1s oot bce.n ob:s<rY\-d but 
patient:: 11hould be cxa1nincd regularly aOO. depending on the clinical 11i1·ua1ion. 1rcatnlent n1ay be s1oppod ir incre:ii;cd 
iris pigincnlalioo ensues. 
BetOn: trl'tltllll"lll is inslitutcd patienls should be infonnl-d of thc possibil i1Y of a ch:ingc in eye colour. Unilat\'f'til 
lr~'tttn\!nl Clln rcS41 l1 in p;:m1:iucnt 11tteruchro1ni:!I. 

fiyt<I jd jlnd S:)'s:[-0$11 clµ111 i:t<$ 
Eyclid skin d:uki:ning. \\•hil•h 111:iy bc TC\'<.'f'siblc. has b .. -cn r .. -pon .. -d in :issociation ..-.•ith 1he usi: 
()f 1 8ttlJ)l)p~I. 
L111anoproi>t 1nay groduall)' chan£c-cyel-11shei; and vcllui; hair in the treated eye: thC$1C.' changes 
include inere.1sed leogth, 1hic.:lo1ess. pig:i_nent..11i0n, 3nl1 r1111nl>er of tsshes 0t hairs, and 
misditl'Ctl"ll gro,vtb of ¢y .. ·lashcs. Eyelash changes 11re reversible upoo discon1inu.:i.tion of 
ltcal1UL'llf. 
Gl:iUC(l(t13 
'l'bi;n; is o() docun1\!otOOcxp;:ri\!noc with l;11.-1uoprust i11 infl :iuuu;)IOry, u'-'O ''<IS(;ul~r. QrJ;br(1ni1,: 

unglc closurcglaul'-Olntl. in opennnglc gl.t1ucon1aorpscudophakic paticntsnnd in pig1nl'llt.'ll)' glauoo1na. Lutanoprost htis 
no orlinlc\!tTc..:t ou I.I>\! pupil bt•l l))l!fc is 11'0d«u1n<:u1«1txp..;rico'~ ioa,:ult: an<teksof closOOang.J\!glauooi:na. Tb1.Wfort 
it is reco1n1nendcd that IOPROST-T Eye OroJ>$ should be used ,,·ithcaution in these conditions unul 1nore experience is 
obtained. 
tlo;mctk. ki<mti1is 
Lata!l(>f>fUSI should be USL~I \virbcaution in p.;1ients,,·i1hs his:1f11yofbct1)eti.:: kL>f:tlitis,an,111hQt1ld be :i"oidt.-.:1 itl ~1!0.::SQf 
uclive herpes snnplex kcrattlis and 1n pnt1cn1.S with u history of n..-currcnt hcrpct1c kcralitis spcc1flc:ally 1L<;;SOcialed with 
prostsglandin nnaloi;ucs. 
f\;facular Ol'<k'flla 
f\;f3cuJaroedettta, in,;htcling cys1oid11tac:ular~de1n.1 , J~1s been r¢p011ed dusing 1rea11uent '"i•b J31,.1nopl\)St These ri..>p011s 
have n1ainlyoccurrcd in aphakic patimts... in pscudophakic paticrus \\'ith a tom posterior lens c-apsulc. or1n patients with 
kfi(),~·n tisl.: factVtS forn>:ict1lar0t:<.ktn:\, IOPROS1'· 1' Eye: Oro1,ss.houkl bi: us~ ,~·i 1 bc:1u1ion io thl!'S< l):HienlS. 

Pn.~Q'11 1iv,; 
IOP!tOST-t €ye DropS cont:uns bcnzalkonnun chloride. ,~·hit:b is 001nn)()nly US<d us <I preser\'alivc in ophthal1nic; 
produi:ts.. lkn.t.alkoniun1 c-hloridc has been rc-poncd to cause punl.'lu.'lt(' kcralop.'lthy and/or toxic ull"'Cr.fltive kera1orm1hy, 
n1:iyJ;;)US\! eye i1Ti1~1tio11 Clos.: uwni1oring is 11.:quin:d with fN4u\!nt or prol<m.g1;d uSl: of JOJ'.'KOS'r: r Ey\! Orop:S i11 c.lr)' 
eye patit:nL<:. or in conditions \\'h .. ·rc the cornea is rompromised. 

Crntact lenses 
(' .. (nlt:l<:l lc1lSl'S 1n:1y :11,).s(lri) b.:1l~:itkooiu1n ~hlOfidc which is l.:JlO \VO 10 discolc:M1r SQft contact lcnse:S. ConL'ICI ll'llSeS 
should b¢ren1ovcd b¢(0« 11pplying IOl)ROSt-·rEy¢ Oropsbut n1aybc reinserted nl1\'f I .S.n1jnutcs. 

•·irrtiUt)'. Ptti:11:1ncy and Lact11 tion: 
Pre.gl)ancy 
Lat.anoprost 
Tb"1u arc no adequate daui l'hml die use <1fl:itanorros1 in pregnant " 'on1cn. Studies i1l nnimals h:i~·c sho\\'n rcrroductivc 
1oxi1..;1y. ~rh\!Jl(>lco1i;i l risk for huLni11lS is onkttO\\'n. 

ii1nolol 
There are no ndcquate-data IOr the use or ti1no\ol in pregnant " 'on1cn. Tin1olol should not be used during pregnancy 
unlesscle:arly n«ess:iry. To 1·«iul~ 11..: S)'Sh:niic 11bs<>r1)1ion, Se< 1~"(11JU)'oet1do;:d dose and roe:th<x1or:id1nit1isrr:ition. 
Epidc1niolog.ic~11 studies have not reve~1J._'>d m:ill'onn.1t1\'¢ c-ffcl~IS but sho"· a nsk for in1ra Ut\!rine growth ret:trdauon 
wb.::n btta·blc,o::kllnl a1~ a1bninis1etl.J by 1hi: Qral 1'()u10.: . In :u.il!i1i(111, s is 1ts a11d symp101ns of b.::lil·block:ilb.: (e,g., 
br~dy<:ardia. hypolen.~ion. rcs.,iratory distress <ind hypoglycac111ia) ha\·e. b~'fl obscrvt'd 1n lhe noonate \\•hen 
bC1sblockers luve been ndininis.tcrcd until dcliVCT)'. l fJOPROST· T Eye Dro1>s is ad1ninistcrcd untildclivciy. the neonate 
shuuld b\! Cllri:f ull )' 1noni1or during d1\! firs:1 d~ys of Ii f\!, 
Cons~-.qucntly lOPROST· T Eyc Drops should 1101 bc us~'>Jdu1ingprcgnancy. 

Brc<1.si·f"«ding 
6eta·blocke1'$ ar~ t:xJ;re:t«i ln bte:as1 111ill.:. Hov,.e,•er, :it 1he1·ap~11ic dl)SC'S of 1i111Ql()I in e:y< dro1)s i1 is not liki:ly 1b.11 
suffic.icnt amounts ,~·ould be present 111 brl·;ist milk to produc¢ clinil'-<11 symptoms of bl'r.1-blockod¢ in th¢ infunt 1·0 
1~du.x the sys1c1nic ab@(>rpcioo, (Sec fl'C(JffiJ'l'lO.::lltl.::d 'il>sc :uMJ m..:lh(lll uf ad1ninis11~uion). 
Lat.anopro:it und it:< metabolites 1nuypass intobrca-slmilk. 
IOPROSl'· T Eye Drops should 1herclOrcno1 be ~din "'Olncn "'ho :1rc brea<it· lCcding. 

Fcrtiht)' 
Neilhet L.:uanol)ro~t nor1i1nolol have betn fOl•nd 1ohave31'1)' elfeCl l)n 11l\lle orf~1nalc fertil i1y il'l ani1nal siudies. 

&l'fc.ct.~ 1l11 A•1lllry ft1 l)rl\'eand Use (\1uc.hlne: 

IOPROST·T Eye Oro1>s has nl inQt inOucnce on the atiili1y 10 drive and use 1n:ich inc.~. In co1111non with 01hcr eye 
prepar..ilions. inStill11tion of eye <lrops lnay cause lrat\$ienl blumng of vision. Unul I.hi~ h.as resolvcll. pi'lllt..-nl.S$hould not 
drive or usc Illa.chines. 

Undc~irabll· Elfccts: 
F<>r L;nanoprost, l11\! 111<tji)ri1y of aJ,•erSe re<1ctio11s u.:l<'ll!: to lb\! vculilr $)'Stt1u. lu d;_i1<1 fr()u1 111c \!Xlcusiou pli.1S\! of llw 
IOPROST·T Eye Drops pivotal trials, 16 • 20~. of paticnlS dcvelopc.d incrcaSl'\I iris pigmentation. \Vbich 1nay be. 
pernt:i~1. In an opel'l 5 yc3r lstanol)ro~t saretySJudy, 33% of pa1iel'ltS developed iris pi!t1net11:itiol'l. Olherocular ad~erse 
rc<1ctions arc gcncrall)' transient and oc-<:ur on dose adnnnistratioo. •·or 1imoloL the rnost serious adverse reacuons tlJ'<.' 

S)'Sll'1ll ic ill nato•~. inchk,f il1g bradyc.1r1.ti:i. :in·hytbol ia, l'(H1gcs1ivc hl~rl fail·o1\:, bro11elK>Sl):'ISlll and a llersii: rca.i:tiOll$. 
Ltk¢<>thL'1' top1rnlly 11pplicd ophthillm1cdrug.s. timo\ol isabsorb .. -d i11to th<.' sys1c1nk circul111ion. 'l'his may 1·aus¢similar 
Ullll.::sir:iblc clTl>cts as Sl.>cll \Vilh s~t.::1nic bcla blocki113 ngo.:1us. l11cidoi:u..:e of sys1c1ni~ t\DR.s aft..::1· 11;1) il~l 01>h1hahnic 
ud1ninis:tru1ion 1s lo\\•cr lhlln for systemic<1dministrat1on. Listed ad\'ef$Cl'C:.Ctlons 1ncludcrca«:hOn1> socn within lh¢Class 
of oph1hal1nic bct..'l·bl01.•kers. 
To.!i111ucnt r\!l<'lltd ;)(J,·ci-se n.:iM.1iOt:IS soe:n in clini1...,l 1ri<ds " 'ith I OP ROST· T Eye Drops <tre lisit.:J btf o,\-. 

AdverSI.: m ·1cliOnS QI'\: c:itcgvrizOO by frcqoo1C)' ii$ foJIUw'S: very c011u11()11 (2-1110). c.-01n1ueio (?:1/100 10 <l/10), 
UlllX11n1non (?l/ 100010 <I/I 00). ran:(? 1/ 10.000 to<l/ IOOO)and \'t:1y 1'31~(<1/10.000). 

Table I: Adverse reactions seen in IOPROST· T Eye Drops ui-11ls 

Nervous ~)'Sltn1 disvr.Jcrs 

\ 't ry CflUUtlOll 

~1/10) 
CU1nn1on 
? 1/ 100 tu< 1/ 10 

U11c()mn1011 
? 111,000 to< I/ JOO 

I h:<'dachc 

Eye disorders lri :> E)'i: pain, Corn~'111 di.wrdcrs. 
conjuncti,•itis, blepb.1rilis, 
eye hypcrae1nia. 

byperf)igincota1ion ¢)'¢ irritation 

Skin and subeutaiieol1S 
tissue disordcn; 

(including stinging. 
1>u111ioi, i1chi11g, 
foreign body 
~11sa1ion) 

vision blut~d. 
latrinw1ion Ull~n.~liCd 

Rash, pruri1us 

t\dditioruil adverse reactions Mve been reponcd specific to 1hc US<.' of the individual eon1poT'K.'nts of IOPROST-T Eye. 
Orops i11 ei1J..:r cli11iJ;al s1udies, spon1:u1« •us repo11s or in 11..: :1v:iil:1ble li ter::i1ur<. 

F(I( la1.t111(,J)I~ these a1~: 

lnlCctions nnd 1nfcsta1ions He-rpetk· k~"l'ati11s 

Nervous sys11.-n1 disordct's Oi:oinl.'ss 

E)'\! dioon.l\!N 11)1\!lash urid vcllus hair ch::mgl."S of lb\! C)'\!lid (in1.'T~~slXI l\!ngth. 
lhickncss. pigmentation. and nu1nbcr of eyclaslk's); punctatc kcrutiris. 
pcrioiti13l oocle1n.1: iritis; t1veitis; 1tl;'tl"\1l.ir oOOe..in.'I including C)'Stoid 
n\ilcular ocdc1na dry eye: keratitis: oomc:il ocdenw: corneal erosion: 
lfi\ii i3Sis; iris C)'Sl; pll()t()phobia; pe:ri-01bil:1I :l.1\d lid Cl\.'lliS<S l'C'Suhing 
in dL-cp1:nins of th¢ l')'(.'lid suk·us: ey~·hd cx.'>dcn1a: lot·nliSl-d skin 1~1li:ion 
()n the t:y..::lids; ps.::ud(>l)L'1llphigoi1I of the u.::uh1t cuoju11c1i,,a ; 11:ut..::ning 
of lhe palix.i>ral i;k1n 

Rt:spir<•ll.lfy, dt<>r:Wi..: <"loll r\Slh111:.\; t\SlhUla <1_,ggrnv:.lliOn; dys1>ouc;1 
rncdioi;tinnl d1i>ordcfs 

f\<tus..:ul<>~kch:tul t.11)1.) rvtyalgia: arthralgi:i 
connective. tissue disorders 

Geiwral disorders :.tnd Clt\!Sl p;1iu 
odn1inistrouon site 
co"<.1i1ioa-; 

· f\.1ay be pOt¢ntially n::latOO to lhe pre~clV<'lll''¢ bcnzaJkoniu1n chloride 

FOf ti1nolol. these arc: 

Table 3: Adversc Reac1io11s for Tin1olol ~l:1 lc2 11;· (<>t11lar ac1tui11is1rati(1n) 

hnn1unc systcn1 disorders 

fvfctabolisn1 nnd nutrition disorders 

Psychiatric di~ordeN 

Ear tind labyri11th disord('ts 

Cardine disorders 

\lascul;:ir disorck'1's 

RcspirtJl(lf)'. thOr.M.:ic and 
rm'\liastin:il disord .. 'fs 

Skin and subeutanooui; ti$SU<' disorders. 

tvlusculoi:kelctal and connec1ive tiS8Uc 
di.Sl..)rden. 

Gi.mtral dison.k:rs and ;·1Jminis1ra1io11 
s il¢ coodi1ions 

Sys1c11uc allergic rc<il~lions including anaphyl<1clic 
rc:ic1io1), angioL~i\la, ur1icari:1, l()Caliscd :1od 
_g\'OcrahsOO r;1:sh, prur1tus 

Hypoglycacinia 

tvlcn1ory l o..~s. in11onlnia. depre1111ion, nig.hunarel!. 
hidlucirnnions 

Cctebfo,,ascul:ll' a<:ci1k1H, cercbml ischa('nlia, 
d1ZZlllL'$S, iocrl'SS~'$ 111 signs <ind symptoms of 
1nya.~thcnia gravis, paracsthc.~i.fl, h.cadachc, i>yncopc 

Ch(>ruiJ:il dct:1chrn.::11t following fihration 5'lf\;L".1y 
corocal erosion, kcr,.titis. diplopi<i. decreased corncaJ 
sensitivity. signs: and sy1n1nonls of Ol.'ular irrit:ilion 
(c..g., bun1ing. Sling.lug, ilchiog. t\!uriog and rcdrwSS), 
dry '-'Y<'S, ptosis. blcphari1is. blun-cd \'ision 

·11nn1tus 

C:irdiae nm~c:t, cardiac fhilurc. atriovcntrieular block. 
oongl."Sliv~ h~,..11 failu1\!, chtSI p:.lin, ariily1hmi;·1, 
bra,1yean1ia, o~'dc.'tlla, palp1t.a1ions 

('old hands and fl-ct. hypoten:iion. Rayn.,ud'll 
phl'llOlllcJl<)ll 
Uroocbospas1u (pred(MnJnately in paticnlS '"ilh 
pr .. -.cxistingbronchos.p.'lstic disc:isc). cough, dyspno .. -a 

Abdominal pau1. vomiting, di11nboc11. dty mou1h. 
dysgctLc:.ia, d~f)i'ia, naui>C!l 

Skin rash. psoriasi(or1n r11sh. cxoocrblllioo of psonasis. 
nlopei:ia 

f\;fyalp.i:i 

C.Ose11 or comc11I e11Jcillc111ion have been rcponcd ~'Cf)' rarely in ai:socintion with the use of phos:ph11tc containing eye. 
drops io SOllle PQtien1s w i1h significantly J.1olag«1 <:on..:as. 

0\'e.rdo11r.: 
No dah111rc avoilablc in hu1rnu1s \vi1h regard tOOVL'fdOS¢\vith IOPROSl"."I' Eye Drops. 

Sy1np101ns 
S y1np10111s of S)'Stcm.ic 1in1olol O\'Crd06lC arc: brad)'c:udia, b)·potcnsion, br€1nch€1spasn1 :ind cnrdi:ie a1Tcst. 
Ap.;'\11 fro1n .x:ul;ir irrit.a1io11 ;)nd ... -onjunclival bypio!r.lol.:1ui;) 110 Oth ... -r <x;ullJr Or sys11:1ui.; sid\! clToctS <'r<: known if 
l..'ltanoprost is O\'crdoscd. 
T retl.llllClll 
I f synl.J>IOnlS of ove:rdose occur 1 bi: t1'C':1 tini:nt should lx sytnpl0<tla1ic :ind suppo11i,•<, 

l f:K'Citlenlall)' i ngL'Sto.:do1~1llyth..: follf)\Vi11.g it1fi>1Yll3ti1>11 may belL')..:fi1I: 
Studies have sho,\·nthal ti mo lo I doe.c: noldialysc.readily. Gastric lavag.c1r nocded. 
Lat..'lnoprost is cxtensi ... cly 1nctaboliscd during tbc first p.1ss through 1hc liver. 
b11r;·1V<.:1100S iuf11Sio11 of 3 1oi.;rugra111Si\g in l..:allJ1y voluotc:<:n. ind11ct.:d uo S)'tnpC<»uS. bu1 ::i dose ()f -5.S·IO 
1nicrogramslkg caus .. '\I nausea. abdominsl pain. di2zin .. -ss., fuuguc. hol Hus.b .. -s and S\\'l'1111ng. Thesc events were nlild to 
nlOdi::r;·ue inscveril>' .an<.t resolved "'ilhOul ln::.11rnent, wi1hin 4 hours after 1cnnin.atil'lg lhe infusion. 

Speci:il J>retB111io11s rorSt-0r2gt 
lklOre l'lrst opening.store i>ctv,.·ccn 2°C and S°C. 
;\fl .er tirSI opening SlOft be.lo"' '.?3°C ~nd use wi1hin four "•eels. Keep 1be boule in 1he -0111er e.1r1011 in ol'der to p1'Qlect 
fro1nlighL 

ShtlfLiJc: 
Ot:fo1~ fi rst opo::ning: 24 roon1hs. 
AJ\crtirst op\!ni.ng: Use '"ithin four W\!l'<ks. 

Pr('stnl:.ti1>n 
2.$ nil in S nll LOPE boulc with a sterile insctt cappai:kro in .fl ca11l)n. 

0:11~ of 1't\'lslon: 20106/2024 

~IOOE Of' USE 

PtOiluCl Re8iSlr:.uion I lolden'11nport¢d by: 
Unlined Sdn J:\hd. 
.S.J. Jalan 1'cmba.g11 $0 512B. 
Bnod:lr Sri Oa1n:inst1rn 52200, 
Kuala Lumpur. f\.1alaysia 

1'-tanuu.ciurcd in h1di<'I by: 
@ FDC Limited 
Rcgd. Olli(·c; U-8, M IL1C lndusuiaJ Areti. 
\V.flluj, Aurang:ib3d • 4.) 11.)6, Mnh.arashlrn 
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