NVolol-0,25% / Nyoliot-0,50%
Eye Drops . .

Timolol Maleate - H \ gl

Composition =l i

1 ml contains : S 025% 0.50 %
Active substance : 3 T W s 7
Timolol maleate ~ 3.4 mg 6.8 mg

Quantity equivalent to timolol base .25 mg 5.0 mg
Exipients:Disodium hydrogenphosphate 11.0 mg, Sodium dihydrogen phosphate 8.6 mg,
Purified water to 1 ml. Preservative: Benzalkonium chloride 0.1 mg.

Pharmacological data

The &ction of Nyololis tisuatlyrapid occuring approx. 20 minutes folfowing ocularinstilla-

tion. The maximum.effectoceursin one to two hours and significant lowering of intraocu-

lar p‘;zssurehasbeennmak'ltained for-periods-as-tong as 24-heurs with Nyolot-0:25 % or

0.50%: ' s

Nyolol has the action of reducing elevated intraocular pressure, wether or net accompa-

nied by glaucoma.” = = i . anenlion: Sk anlie S

Pharmacological ‘characteristics of Timolol maleate; the active ingredient of Nyolol eye

ArOPGLBIBA; e, sbed Lo, bmvtioye . 5o 25t U4 :

— non-selective beta-blocking agent _

— no intrinsic sympathomimetic activity (L.S.A.) "

— nonsignificantlecatanesthetic effect (membrane stabilizer)

Unlikemiotics, Nyolol has practically no effect on pupil size or accomodation. No accomo-

dative spasm nor change in visual acuity are observed.

As with other antiglatcoma drugs, a diminished responsiveness to timolol has been re-

ported insomie patients afterprolonged therapy: - - - S

Pharmacokinetics data

Systemic absorption: plasma levels following ocular installation have not been specified.

Iindications =~ I, S i e ot TR A

— Qeular hypertension

— Chronic open-angle glaucoma

— Aphakic glaucoma.

COnﬁalnMns

Absolute: ;

— Bronchial ’éfs?gh‘mg, bronchospasm, history of bronchial asthma or severe chronic ob-
stuetive pulmonary disease..s <~

— Uncontrolled congestive cardiac insufficiency, cardiogenic shock.

— High atrioventricular block (without apparatus)

— Raynatid phenomena

— Hign bradycardia ( pulse rates << 45 to 50 pulses/min.).

el - fia

— Hypeérsensitivity to any component.
Relatitg: s < = e LB Uiy e L

— Combination.with amiodarone. - -

Warnings j _

Sportsineri shotild take care that this speciality containsan active productwhich canindu-
ce in-a-positive way-the tests made during antidoping controls.

Precautions .

As with othgr‘tgpically applied ophtalmic drugs, this drug may be absorbed systemically
and lead to systemic effécts of beta-blockers. _
Cardiacinsufficiency should be adequately controlled before starting therapy with Nyolol.
In patients with a history of severe cardiac disease and in elderly patiens, signs of cardiac
insufficiency should be watched for and pulse rates should be checked.
Following administration-of maleate timolol, severe respiratory reactions and cardiac re-
actions have been reported, including death due to bronchospasm in patients with as-
thma, and rarely death in association with cardiac failure.
Patients already receiving a beta-blocker orally and whozare given Nyolol should be obser-
ved for a potential additive effects of beta-blockers.
Diabetes mellitus ~ B ' o
Beta-blockers should-be administered with caution in patients subject to spontaneous
hypo-glycemia or to diabeticpatients{especiallythose with |abile diabetes)who are recei-
ving .insulin or oral hypoglycemic agents. Beta-blockers may mask the signs and
symptoms of acute hypoglycemia.
AlthoughNyololiswelltolerated inrglaucomatous patients wearing contact lenses as well
as in-aphakic patients, the wear of contact lensesishould be avoided due to the risk of:
— decrease of lacrimal secretion due to beta-blockers N ,
— absorption on thé fens of some components of the drug (benzalkonium chloride)
— keratitis while-wearing soft.contact lenses due to benzalkonium chloride

Use in.children - ’ -

Clinical studies in children have not been conducted. _

Nyolol is not recommended in premature baby and newborn.

Use’in prégnantwoman

Nyolol has not-been studied in human pregnaney -

Nursing:mothers = . ... . o eil ;

Beta-blockers are excreted in the milk. The risk of hypoglycemia an bradycardia in nur-

sing infants has not been evaluated. Breast feeding is not recommended during treat-

ment =, = - v A
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Drug interactions and other interactions
Those of heta-blocklng agents. ( Calcium inhibitors, catecholamine depleting drugs, be-

ta-blocking agents may fead to hypotension and/or severe bradycardia and when com-
bined with‘Nyolol may produce-additive effects.
Ophthalmicsupervision is required in case of concomitant therapy with eyedrOps con-
taining adrenaﬁne (mydnasns may occur). _

 reactions -

Nyolol ophtahmt:‘solutmn is'generally well-tolerated. In clinical studies of timolol ma-
leate admr{,e reactions reported were mainly:

— Ocular: symptoms of ocular irritation, including conjunctivitis, blepharitis, keratitis,
eempd*hypdesthem visual disturbances including refractive changes (due to with-

drawal of mietic therapy in some cases), diplopia and ptosis.

— Cadiovascular: bradycardia, arrhythmla, hy otension, syncope, heart block, cerebro-
" vascular accident, cerebral ischemia; cdhges“ﬁve heart failure, palpitation, cardiac

arrest. ..

— Respiratory: bronchospasm (predommant!y in patlents with preexisting bronchospas-

‘tic'disease); respiratory failire, dyspnea.
— Systemic: headache, asthenia, nausea; dizziness, depression, fatigue.

Int&gun]entarv hypersensitivity reactions, including localized and generalized rash

and urticaria, have been reported
fuﬁd administration Ay s
The Gsualstarting.dose is ene-drop-of 0.25.% Nvolol in-the aﬁaoted'eve twice a day.
Ifthe clinical rqqug%e gnotpdequate, the » dosage may be changed to onedrop of 0.5 % so-
lution in the affected eye twice a day.
If necessary the physician may institute a concomitant therapy:
— either.a.sympathomimetic or parasympathomimetic-antiglaucoma ophthalmic solu-
tion,
—or svsfen‘llc‘allv administered carbonic anhydrase inhibitors, in order to obtain a better
response.
Sincein, some gatlents thg pressure loweﬁng respo nse to Nyolol may | require a few weeks
to stab’flze ‘evaluation should include a determination of intraocular pressure after appro-
ximately 4 weeks of treatment with Nyolol,
If theintraocularis maintained at satisfactory levels, the dosage schedule may be changed
to on drop once a day
Substitution to a prior treatment =~ el
— When Nyololshould'be administered in substitution to another beta-blocking ophthal-
mie solution, dicontinue this drug.at the end of a full-day treatment. On the following
day,one drop of Nyolol 0.25 % should be administered in the affected eye twice aday.Ifa
higher dosage of Nyolol is required substitute oné drop of Nyolol 0.5 % in the affected
eye twice a'day.
— Whenﬂyaloj should be administered in. substitution to a previqusly used-non beta-
king antiglaucoma ophthal mic solution, continue the agent already being used for
-and add one drop 6f Nyolol0.25 % twice a day. On the following day,discontinue
the'prevmuslyused antiglaucoma agent and continue Nyolol 0.25%. If clinical response
is not adequate, substitute Nyolel 0.25% with ene.drop of Nyolol 0.50%.
When Nyolol should be substituted to several concomltantly admxmstered antiglaucoma
agents, individualizations is required.
The bhysieiamwﬁfdehde to discontinue one or all the previously used antiglaucoma
agents. .. « :
When a patient |s transfarred from miotlcs to Nyol:ﬂ a refractive examination may be re-
quired when miotics have o longer effects.
The patient should follow strictly the directions for treatment and intraocular pressure
should be captrolled particulary at the beginning of the treatment.
Shelf Life
If the'packis uhopend, Nyolol eye drops can be used until the expiry-date indicated with
"EXP* on the pack. . , A
Special storage condltlons
To be useridWwithin 30 days after first opening.
Store at room temperature (15°-25°C)..

Manufactured by : (.‘
Lab. CIBA Visiori FAURE - Annonay / France ) NOVARTIS
For NOVARTIS Ophthalmics AG, Hettlingen / Switzerland
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