110 x 80 mm

For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory

Brimonidine Tartrate & Timolol Maleate Ophthalmic Solution

BRIMOSAFE - PF

Eye Drops

COMPOSITION:
Brimonidine Tartrate 1P 0.2%w/v
Timolol Maleate  IP

Equivalent to Timolol 0.5%w/v
Sterile Aqueous Vehicle 0.5
Preserved with lonic Solvent

CLINICALPHARMACOLOGY
wensozare - o1 |5 comprised of two companents: brimonidine tarirate and timolol. Each of these two components decreases
intraccular p , whather or nat i with glaucoma. Elevated intraccular pressure is a major risk factor

inthap of aptic nerva d and visual fiald loss. The higher the level of intraccular prassure,

the greater the hikelihood of glauoombous field loss and oplic nerve damage, swesas- v |5 @ selective alpha-2 sdrenergic

agonist with a non-selective beta-adrenergic receptor blocking agent. Both brimonidine and tmolcl have a rapid onset of

action, with peak ocular hypotensive effect seen at two hours post-dasing for brimonidine and one 1o two hours for timolal,

Fluor photometric studies in animals and huﬂsns suggest that brimmacﬁne larirate has a dual mechanism of action by

reducing agueous humour production and i { non-pr t feral outfiow.

Timolol decreases aquenus humour production wnh litthe or na significant effect on episcleral venous pressure, outfiow

faciity or uvescleral outfiow. Because timolol and hrimanidine have diffierent sites of action and different mechanisms by

which thay lowar IOP. It is reasonable to axpect that thara will be an added |OP-lowaring affact whan tha two are used

adjunctively.

Timolol i is 3 boia 1 and beta 25 (non—emodwaj adrenergic receplor blochng agent Ihat does nnt have significant intrinsic

, direct myocardial dep ,orlocal tabilizing Y.
IMJICA‘I‘IONSAMUSME
wmwonase - e (brimonidine tartrateftimolol cohthalmic solution) 0.2%/0.5% is indicaled for the reduction of intraccular pressure

in patlents with chranic open angle glaucoma or ocular hypertension who are insufficiently responsive (o topical beta
blockers.

CONTRAINDICATIONS

wmascaast - r¥ IS CONtrair with (1) reactive airway di ing b fal asthma; (2) a history of bronchial
asthma; (3] severe chronic obstructive pulmanary disease (see 'NARNINGS} (4) Sinus bradycardia; (5) sick sinus
syndrome, (6) sino-afrial nodal biock (7) second and third atrioveniricular biock not controlled with a pace maker; {8) over
cardiac failure (see WARNINGS); (3) CARDIOGENIC SHOGK: (10) in patient racewlng monoamine cxidase (MAQ)
inhibitor therapy; (11) hypersensitivity to any component of this medication; or (12) N d Infants (children under the

ageof 2 years)

WARNINGS

As 'mlh rnany wp!cally appl.lad nphrhal mic drugs, the active suuemnoes (brimonidine tartrate and Bmolol) Inessassare - rr may
be it of the plion of the individual active has been

observed. Due o the beta-admnerglc component, imolol, adverse reactions typalll oi systsmuc beh adrenc mceptor
blocking agents may cccur The same types of amrame reactions found with sy ation of beta-ad

blocking agenits may occur with topical i -w For severe respiratory reactions and IZFEIIBC
reactions, including death due 1o bronchospasm in paﬂants with asthma, and rarely death in association with cardiac
reactions and cardlac reactions, Including death due to bronchospasm in patients vnlh asthma. and rarely death in

association with cardiac failure, have been rep following sy or op of timolal, (see
CONTRAINDICATIONS

Liver and renal function:ssmosarc- o has not been studied In patientwith hep fimpairment; hould be used in
trealing such patienis,

PRECAUTIONS

‘Whike taking beta-blockers, patiants with a history of alopy or a history of severe anaphylactic reactions to a varaty of

allergans may ba more reactive to ic chalienge with such allergens, Such
patient may be unresponsive o the usual duses to rapuated acuderﬂ.al diagnostic, or hrapeubc chall-eﬂge with such

aliergens. Such patient may be n p to traat
INFORMATION FOR PATIENT
Patient should be i il @l {1 the tip of the di ings the eye or

Patient should also be instructed that ncularsolutlnns if handled rnpmpeny or if the tip of the dispensing ountam er contact
the eye or surounding structures, can become contaminaled by comman badnna known fo cause coular infections.

Serious d to the eye and sub: loss of vision may result fre q i sol
DRUGINYERACTIONS
ihyperiensiv diac glycosides; Because may reduce biood pressure, caution in using drugs such as

antinypertensive andfor cardiac glycosides (s advised, Thare is the potential for additive effects resulting in fiypotension,
andfor cardiac glycosides Is advised, There is the potential for addifive effacts resulting in hypotension, andior marked
bradycardia when beta-blocker eye drops are administered concomitantly with oral calcium channel blockers, anti.

), digitalis gly and otheranti-hyp
PREGNANCY.PI'Berancy Canagory Cs Terabogel!ndly sm-aa have been perforrmd Inanimals, There are no adequals and
trolled studies inp b women; . In animal studies, b dine crossed the pl and entered into

the fatal circulation to 8 llmnad extend. Bacause anlrnal raproduction studies are not always predictive of human responsive

NURSING MOTHERS: Timalal has been detected in human milk faliowing oral and ophthalmic drug administration. | is net
known whather brimonidine tartrate is excreted in human milk. although in animal studies, brimonidine tartrate has been
shown lo be excreted in breast milk. Because of the potential for adverse reactions from bmolol o brimonidine tartrate in
nursing Infﬂl'llﬁ ademsoon shouki be made whather to discontinue nursing or o discontinue the drug, takinginta account the
OVERDOSAGE

There is Emited data avallable of over-dosage In humans with ihe use ofesmcsare - pr. There have been repons of inadvertent
over-dosage with timolol ophthalmic solution resulting in systermic effect similar 1o those seen with sysiemic belz-adrenergic
hluc.klng agents such as dizziness, headache, shoriness of breath, bradycardia, bronchospasm, and cardiac arrest.

of an oral incl supportive and symptomatic therapy: a patent alrway should be maintained. An in
vilro hemodialysis study, using 14 C timolol added o human plasma or whole blood showed that timolol was readily dialyzed
from these fluids; however, a study of p fthat nak dialyze readily.
Ophmnlmm overdose of bﬂmonldm tartraie Bpl'ﬂhalrnsc solution 0.2% : In those cases received, the events reporied have

ly bieen already |

DOSAGE AND ADMINISTRATION
The recommended dose fs one drop ofsmvosare- prin the affected eve(s) twice daily approximately 12 hours apart. As wilh any
sye drops, 10 reduce [ , It is recor that lacrimal sac be compressed at the medial

canthus (punctual ocn!usnn] Foral least 1 mlnuLB TNs nould ba parformed feach drop. Ifmare
than ong topical ophihalmic product is 1o be used, the different products should be instilled atleast 10 minules apart
PRECAUTIONS:

Do not swallow the eye drop solution,

Close the bottle immediately after the use.

Do notuse sfterthe expiry date marked on the praduct,

Do notuse thebotile if the tamper proof seal on the bottle neck is broken before your firs use,

Avoid contamination, do nottouch the battle tip to any surfaca and avoed direct confact with the eye.

Do not use the product allergicto any ofits ingredients,

Retain the carton with the botile for future reference.

Allow 5 minutes between the admiration of other ophthalmic producis

HOW SUPPLIED

nmaosars - b is supplied sterile in S mi bottle

STORAGE: Store below 30°C. Pratect fram light & molsture, Do not freeze.
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