Emifenac ®
Analgesic, Anti-inflammatory
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Emifenac 100 SRT: Each Emifenac 100 SRT sustuned release tablet contains
diclofenac sodium 100 mg,

Properties:
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‘Warnings:

~EMIFENAC 100 SR & EMIFENAC 50 DT may cause elevation of one or more

liver enzymes: close medical surveillance is required when prescribing

Diclofenac to putients with impaired hepatic function.

“1f abnormal liver function tests persist or if sagns or i

with liver disease develop, Diclofenac should be chmunmd_

~Physicians should measure in patients receiving
: during 4

long-term therupy with Di Tr should be

to § weeks after initiating treatment with Diclofenac.

-Cardiovascular risk:

NSAIDs an 4 risk of sedious cardi i

events, myocardial infraction and stroke, which can be fatal. This risk may
increase with durstion of use. Patients with cardiovascular disease or risk fuctors
for cardiovascular disease may be at greater risk.
~Giastrointestinal risk:
Nmmmmmmﬂm&dm;mmsmdmum
bleeding ulcerati i of the stomach or intestines. which
:mb:lm.ﬁmemanwu any time during use and without warming
symptoms. Elderly patients are ot greater risk for serious gastrointestinal events.

gunmam ;ﬁyamyxm]: in mamg inflammation pain and fever. Precautions:

‘mifenac 50 DT has a rapid onset of action, which makes them particularly -Use of Diclofenac panticularly higher doses of 150 mg | day and in prolong

wuwblc for the treastment of scute painful and in conditions, and for treatment may be associated with a slightly E of arterial

those patients who have d.\l'ﬁcula{me swallowing conventiorial Ilblel!L . IR events.

Emifenac 100 SRT in a single T - Patients, with lled hyp heart failure, established

mdbdpnmﬂd\epudwllyofmm mclumnumnd.nm p mnldm-nd-‘utmwm
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Similar consideration almul:l also be mnde before initiating kmgr.r lerm treatment

.’;"‘"“"“;éh'nurf‘ i of diclofenac. from Emifenic 50 DT di L of patients with mkrlaclcﬁ for u;md:masculu ?-cnu i

Inkols- sets 1n “ry after administration. The time to achieve maimum - As with all types of analgesics, long term use for relief of headache can develop

lasma concentration is attuined on average | hour after ingestion of onc — mml““"“" H"";:: MMWM‘&'WJMWEW?M X

EmdultSDDTﬁm:onm:mpl stomach. b L e ,

Emifenac 100 SRT: the sustained release tablets are completely absorbed from
Gl'l'n dnclnfnl: s released slowly; peak plasma concentration is lower than
ki
'l‘ha bioav Ilty of diclofenac from Emifenac is Eg ‘of the bioavailability of
ic-coated tablets. Administration of diclofensc together wi
after a meal does not delay the onset of but reduces the
amount sbsorbed by an average of about 16% and the maximum concentrations
by about 30%.
Diclofenac appears to be widely distributed in the body, wm\ significant
amounts in synovial fud qwueul in :he_,mm.s] © concentrations attained in
the synovial fluid are higher than ﬂmnmdmnhlgh:rl‘rrupwlz

Diclofenac is metabolized in the liver and the metabolites are excreted in the
nnnennd!.hehﬂe The climination half-life is about 1-2 hours following oral
admini:

Indications:
Emlluull: is inddicated in Unﬂjﬂ.l:m‘:u mn&i\ Dn.'n.u I
Post-operative pain, inf n and swelling e.g. following dental or

uvl]wedl:‘ surgery.

- Painful pust -traumatic inflammatory states, ¢.g. due 10 spruns.

- Non- rheumatism.

s,mpmmo( the mwbnloulmm.

dhutml and/or i ing e.g. primary

- Acute attacks of gout.

- As an adjuvant in severe pumlui inflammartory infections of the ear, nase or
:hnuu. c.g. pharyngitis, otitis. In keeping with general therapeutic principles. the
underlying disease should be treated with basic therapy, as appropriate. Fever
alone is not an indication.

and Administration:
50 DT:

taken before meals.
Emifensc 50 DT dispersible tablets are dropped into a glass of water and stirred
to aid dispersion before swallowing. Since a portion of the active substance
(dickofensc) may remain in the glass afier swallowing, it is advisable to rinse the
glass with a small of water and to swallow again,
Adults: The recommended initial dosage is 2-3 Emifenac 50 DT dispersible
mu.lnmldummuwdl as for children over 14 years of age. 2 Emifenac
50 DT dispersible MymunﬂlymmuuLmdnlydan
penerally be prescribed in 2-3 divided doses
In primary dysmenomrhoca the daily d.m.q‘e which should be individually
adapted, is generally 1-3 Emifenac 50 DT.
Children: Because of the dosage , Emifenac 50 DT dispersible tblets
are not recommended for use in children below 14 years of age.
Emifenac 100 SRT:
Adults: The recommended initinl dosage is | whlet of Emifensc 100 SKT
sustained release tablets.
1In milder cases as well as for long-term therapy, | tblet of Emifenac 100 SRT
is usually sufficient. Where the are most during the night
ar in the moming should lybeul:mm:hemmns The tablets should
be taken whole with liquid, prefernbly with meals.
Children: Because of the dosage . Emifenac 100 SRT sustained release
tablots are not recommended for use in children below 14 vears of age.

50 DT dispersible tablets should preferably be

Contraindications:

E like other steroidal anti-infl; v drugs, should not be given

m patients with active peptic uleer and 1o pmmu in whom attacks of asthma,

muurhoﬂ:nle rhinitis have been precipitated by aspirin or any
ach:} i should

m:rdmy

hmidcdmpnxmwuhnhmdumpm
Emifenac 50 DT contains phenylalanine and

phmylkmnulzua patients. s
mlm; dmmn;m hmu .gnl'l ( CABG) !\!w

sbwld not be given to

pain in the
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withdrawn,
l:nml‘emc should be used cautiously with the cmm, In patients with congestive

heart failure, b nsion, decreased renal or hepatic function, history of
gstramntestinal or those receiving anticoagulants,
i 50 DT is ded for short-term only.

Use in Pregnancy and Lactathon:

Diclofenac should not be used during y panticularly the last three
months owing to ll\e possibility of uterine inertia nnd.rerr premature closure of the
ductus arteriosus. Diclofennc is excreted in breast milk, but in guantities so
small that no undesirable effects on the infant are 10 be expected.

Side Effects:

Emifenac is generally well mlnd. The reported adverse effects mclude
pain,

vomiting, diarrhea, and i ion. Ruuly gastrointestinal bleeding, guu-k o

intest ulcer with or without bleeding or perforation may occur. Fluid
retention, liver function disorders, rash and prustitis havrbemr:pmled

qulnl.cmﬂm
m:ued serum poumum levels wﬂ;h

frequently.
When given simultaneously with ons contain digoxin, methotrexate,
po u.ﬁ.‘.'.’;:"“ fiay raic thelr plasma

diuretics may be associated with
should therefore be monitored

Like other NSAIDs o i i with be lockers may
the h fect of the beta-bl
Concomitant administration of other systemic N:uul)s ar corticosteroids may
the occurmence of side effects.

increase
Pln:nu taking diclofenac and oral anticoagulants should undergo routine blood
Culesl.i[n'l and cholestyramine induced decrease in absorption of Diclofenac.

Overdosage:
Management of acute poisoning with NSAIDs consists emmliy of suppum\-:
and symptomatic measures. There 15 no typical clinical
overdosage of diclofenac.
kanﬂmng ﬁ:mpmkmumubalddbcuh:ntnnmormdme
after the overdosage by

3 shoul given for complications such
as IF|y|mnv:malun renal fuilure, convilsions, gastrointestinal irritation  and
respirstary depression.

Specific therapy such as forced diuresis, dialysis or h-cmnp:ﬂ'man n unlikel
10 be helpful in accelerating the elimination of NSAIDs because of m;ﬁ
protein hinding rate and extensive metabolism.

Presentation:
Emifenac 50 DT dispersible mblets are available in
Emifenac 100 SRT sustained release toblets are av,

Store below 25° C in a dry place. Protect from light.
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contrary to  instruction, is dangerous for you.
-Nmmuyhmmmm :henuumdnlusemdd:
i of the ist who sold the

- The doctor and the pharmacist are expert in medicine, its benefits and risks.
- Do not, by yourself, interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor,

Keep medicaments out of the reach of children
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