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Latanaprost S0 meg i

Timolol maleate 683 mg equivalent to timolol 5 mg
3 PHARMACEUTICAL FORM:

‘Sterile ophthaimic soltion

Qear and colowriess aqueous solution.

4. CLINICAL PARTICULARS:

4.1 Therapeuticindication:

maguiar
should be used with caution in patients who do not have anintact
posterior Gapsule or who have known risk factors for macular edema,
Timolol

Systemic ion: It may be The same
adverse reactions found with systemic jrblodkers may ocaur with
‘topical use. For example, severe respiratory zzamnmmdmﬂac
reactions, including desth due to bronchospasm in asthmatics,

agent is indcated {e.g. for angina) in such patients, an agent with
inimal effects on SA node and cardiac conduction fe.g. rifediping)
should be used if possible.

Sinus bradycardia, which recurred h

Aen and oral auinidin
Quin

. ,BSL P d
;&emmmwmzoswmww\e
Alﬂmm Padrenergic biodang mmmmu

that

may occur
s@mmmmwwnmmmmm
timolol

Timolol
Ttnouisammmpﬂw' ‘bloding agnanmesmt
have

anesthetic activity.
Mwmmﬂnmmmmmw

The exact mechanism by which i blockers, including timolol, reduce I0P has
nokbeen cearly defned. Phioroghotometric sudes suggest that reduced
46 Pregnancy and lactation: Jomi mmumm
Pregnancy: Category C agents may block ine-Stim
¢ vﬂ!mn‘zclaw
‘studies have been inadence ‘Wﬂmmwwhmhww

nHuHEdams?admn&fmsesatameasawmmw
mmhmmmwmwﬂmm

to cause Ittle or na change in aqueous humor outflow faciity.

52 ph Jineti .
Lﬂ'ﬂmﬂﬂ‘
the comea where the

‘assocated with cardiac inrabbits was appr gly 15 times the
Z.f".z?ﬁm WASIChRC . o e "’““"‘“‘ There are no acquate and webcontroled stucies in pregnant women,
G Ta y degease exercise L shouid be used during pregrancy only f the
Reﬁmﬁmmhmannmmmm heart rate evenin healthy subjects. nstfesﬁrm-wrstmuum
gbmwmhrhwm wermn'lbmﬁpmponsmmrnpd - Nm-:lugchmdmpuﬂmmswﬂnarmwdm Timolol
beta biodiers, pre gues, o other SOk ecehe oliciecs Mmmmmmmam tmolol
oy s S by women, and the dug shoud be used
42 Posology and method of administration: - Major surgery: ing [Fblockers before major surgery s mmﬂmmmm I
“ is: 1 drop into affected eyels) once dady. controversial blockade impais the hearts abity to

lazwns‘tf!sruheenmﬂeshpm ith

shouid therefore be used with caution in such patients.
Dmﬂmhmﬂw =
Mwmmmmmhmm

Remove contact. lenses prior to administration; wait 15 minutes before.
insertngF usihg i < e <
administration of other ophthalmic agents by 5 minutes.

43 Contraindication:

Itsmrmlmmdnpam
Hypersensitiviyto latanoprost, timolol, benzalkonium chioride, or any
component of the formulation
Reactive ainvwaydisease induding severe chronic obstructive
mmmwmumdm
Snmbﬁchruﬁ,-‘w.. ¥ L icular block, overt

w&cﬂi\numm

4A Spedal warrnejand precautions for use:

- Ouodar pigrment changes: Litanoprost has been regorted to cause
changesto pgrentedtissues. The most frequently reported changes
have been ingessed pigmentation of the rfs and periorbital tissue

o increase
25 long a5 Laprostis :
mrﬁiun

cubiect to
Ww«mmm&mu

hmwcum oo
Wmmmmmm@m

Itis not this drug o b din human
mik, Because many drugs are excreted in human milk, caution should be:
exercised when latanoprost is administered to a nursing woman.

wwmsmmdmmwmmmm
Wmsnnsnmmmmmmkmumn

2 hours after topic
osnmn-aummmnhxmsmmmwm
humor during the first 4
mmmmwmmmmmmwwumm

mﬂhmmmmmuhmmd
latanoprost reaching the s primarily by
mwmummam,nmmmmm

frovidation.

Bxcretion: The efmination of the aad of latanoprost from human
daslmwnsvmﬂmﬂ?mm'mma\dw
administration. Systemic dearance

P feg- - e

of

o avoid

mmmmm
Cerebrovasaular insuffidency. Because of potential effects of

Mmmmwmmmmnm

mmgmmdﬂpﬂvﬂammm
have lttie or no effect on the pupll. When they are used to reduce
eiamdlopnmmyamm.ugmm

de may

mvtm mﬂmmmm
generalized weakness), Timolol has increased musde weakness in

- G;g‘-i"zm“ﬂmap\rhmmﬂwd3MmW
difference in mean I0P were observed after

Pediatric precoution.
Safety and efficacy in chidren have not been esczblished.

et .

. o el o be
Sadthe

beenwmmbemﬂ*nmm

L seile ophthalmic

L ofb

the number melanocytes.
Thebrg-tem!emwﬂwnwm“dﬁw!snf
n!aumsudepoaumof granules

i diferences in safety or efficacy have been observed between

is approvimately 7 mL/min/kg.
Timolol hq;mc}m metaboltes are mainly efminated via the kidneys.
Timolol is distributed into mik following oral or op amately BS% and 98% of the administered dose is recovered in the
Be of th ial for serious adverse reactions from timolol in urine after topical and intravenous dosing, respectively.
infants, a dedision should be made whether to discontinue nursing
or the drug, taking into account the importance of the drug tothe woman.  Timolol .
The degree of system topical
47 Effects on abilityto drive and use machine to the eye has not been fuly eluddated some i
Instiizbon of eye drops may Guse transient bluming of vision. Untl this has OCCW, since adverse effects have occured following
resoived, patients shouid not drive of use ophthaimic instilation of the drug. Folowing topical administration
dmoﬁmmﬂmﬂemnade
4B Undesirable effects: indhviduals, were 0.46 or 035 ng/mlL.
Loonoprost. mmmummwmm
The ocular adverse reacon and ocular sgns din 025 or 0.5% solution of the drug, reduction in 10P
ﬁm1%ﬁwmmmmms¢mn mﬂymsudmﬁ])mms.mdﬁammnmmﬁm
WMMM«MMMM and persists about 24 hours.
biurred vision, buming and stinging, conjunctival hyperemi, foreign body .
sensation, kching, ixressed pgmentation of the s, and puncrce eptheal 5.3 Precinical safety data.
Lotonoprost:
In addtion to the above listed the  Mutageniciy was 0ot mutagenic in
mluwwmumudnmmmofumbrvm ) orin mouse tests;
Mmmmmummmmm hmmﬂrmmmabumsmuhsmzdnmmm

Mhluvauwenhmrepmainlﬂsﬁmﬁdﬂm
Conjunctivitis, diplopia and discharge from the eye. During cinical studies,
mvnmwmmne_mufﬂim‘ Retinal artery embokus,

in pigmentation 2nd lash growzh
may be pemaent
- Other forrsefglaucoma: Th I’

geniatric and younger patients. Results from phase Iil cinical studies R
indicate that age does not appear to affect IOP response » o ’"I‘;.;!!:mwgl‘!:aﬂblod:
cardiac

Sm‘etyandimmhmpawnsESyusnhgeau&r ; T Y rhilbhpus
mmwmmmwﬂewmhe 5 *"."m‘ “;F ;Amledsesm' s v

. - . Nﬂdm Eﬂ‘ m" ww!i
45 Interaction with other medicinal products and other forms of A of . :
Lotonoprost and generaized rashy; impotence; decreased ido;
s nvi Ses ndcate that pecip sccurs when masked symptoms of hypogiycemiain diahea.

¥ products
MMWMMMEMW 49 Dverdose:

nmmammmuw
- Infections. Thee have been reports of bacterial keratits assodiated

Contact! 0
administrinof latenoprost, and may be reinserted 15 minutes after

iy — i
used withy afion in patients with a history of intrsocular inflammation
R i My ot b e iy paterks it T

il Apart from ocular imitation and conjunctival or episcieral
iy ¥ product. hyperemia, the ocular effects of lztanoprost administered at high doses are
- not known.
Timolol Tmmrmmmmmmmm
Systemic pad MW of en addicve efect ocours, treatment should be symptomatic
0n 0P and/or systemic p- hould be Timalol
E:H' 5o e recing e padenrgc g e nd rmwmmmmmﬁmmumm
- tanadw-\e-m mcalmdnl administered IESIEE ol
Mwm ME'ED eserpne the hmmswmmﬁmmm
mmum«dmﬁrwﬁkmf ﬁiﬁd‘ﬂ:ﬁv pbbdugﬂut:ade&. bronchospasm and aate Grdiac
Mnmmmmm i o, Theapy ancincec
Other cardiovascuiar dugs: Concomitant adrministyation of supportive therapy.

i s

blocking agent
wammmmmmmmprmw
disturbances, left

wmﬁmmm Aslgzlvmseofanpm

=

j be used with
Wmmwmamm

5 m Jogical "
5.1 Pharmacodynamic properties

Latanoprost is a prostanoid selective FP receptor agonist which is beleved
1o reduce the intraocular pressure by increasing the outfiow of aqueous

humor. Mmmﬂswmmﬁnmmmd
action &5 increesed Elevated

major
fiskfector for gateomatots fied ks, The higher the levelof 108 the
greater the Fielhood of optic nerve damage and visual field loss.

mwmmm“mmnmwm
m&awuﬁbvﬂmnduS#wmeMM

fumu'z-llrmrms,mmdy hmaﬁnmmm
unscheduled DNA synthesis inrats recefving latanoprost were negative.

5 Phamacevticol particulars

63 Shelfife:
Please refer to the expiry date on the outer carton

64 Spedal ions for
Store at 2-6°Cin refrigerator

7. Manufacturedby:
Rafarm S.A, Thesi Pousi Xatz), Agiou Louks, Paiania Attik, Greece.

& 3
Nm%%mmwmm
9. Marketing authorization numbers
2A855NG)

10, Date of revision of the text
August 2016
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