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White, round, biconvex, tâblets marked AAAA on one side ând SÉABLE 1411

on the othe. side. Eâch tablet consists of an enteric coated core conlaining
50 millagrsms diclofenâc sodium surounded by an ouler manlle containing
200 miffograms misoprostol.
ExciDient§ â.€: lacrose, microc.ystâlline cellulose, maize stârch, povidone K 30,
cellulose acetate phthalate, diarhyl phthâlate, methylhydroxypropylcellulose,
crospoÿidone, magnesium slearâtè, hydrogenated castor oil, colloidal

F uld retention 3nd oedema have beeh obse.ved in palients t.kin0 NSAlDs,
inc uding Anhrotec- Therefore, Arlhrotec should be ùsed whh câution in patients
wiih compromised cârdiâc funcriôn orcondhions predisposing ro rlu id relenlioô.
ln palionts with renal, cardiac or hopatic impairmont câution is requnsd siôce the
usê o, NSAIDs mâyrêsult in dêr€rio,arion of renalfunction. Th€ dose shôuld bê kept
as low as possible and ren6llunction shourd be monitored.
All palients who a.e receivinq long rerm reatmeôt wilh NSAIDS should be
monirored as â precâulionâry measure (e.9. renal, hepatic funclion and blood

Arthrolec is indicâted for ôcute and chronic treâtment of the signs ând
sÿmptoms ol rheumâtoid ànhntis and osreoanhritis.
arthrotec is indicated for patients who require a non-steroidal anti
inflammâtory drug (NSAID) tosèther with misoprostol.
The diclofe^âc component oI Anhrotsc is indicated for lhe trealmenl of
osteoârthrilis and rheumâtoid arrhritis, The misoprostol componènt of
Arlhrotec is indicatèd for the prophylâris of NSAID induced sastric o.

NSAIDs may atten!atë the natriuretic efiicâcy ôf diuretics due ro inhibition of
intrarelal sÿnthesis ol prostaglandins. Concomitant treatm€nr with potassium
sparing di!retics may be associated whh increased serum potassium levels, hence
sê.um potassium should be monitored.
Steady slate plasma lithium ând disoxin l€v6ls may & incr6as6d.

Pharmacodynâmic srudies wilh diclôIenac have shown no poteôliation ol oral
hypoglycaemi. ând anticoagulânt drugs, however as interaclions have been
reponed whh olher NSAlDs, caurion and adêquale moniioring aro n€vorlholoss
advised. lsee Precaurions).

Caution is advised when merhotexâle is âdministered concuûeôtlÿ with NSAIDS
becôuse ol possible enhanc€mênr of ns bxicity by the NSAIO âs a rcsuh of incroase
in merhorrexate p asma levels.

Arthrotec is s nonsteroidal anti inflammstory drug (NSAID) with a

gsstroduodenal mucosâl p.otective component.
Cont6indicared. (§ee Contraindications)

Arthrotec should not be adm nistered dur nq breastieeding.
Dosâgê ând Adminidr.tion

One tâbletto b€ taken with food,two orth.eê times daily.
Tablets shôùld be swallowed whole, notchewed.

Eld.rlylFên.l lmpâimont/Hep.tic lmpàirmont
No âdiustment of dosage is necessary in the elderly or in patients with hepatic
impairment or mild 10 moderate renal impairment âs pharmacôkinetics are not
altered to any clinicâlly relevant e{ent. Nevenheless patients with severe renal
or hepâtic impairment should be closely monitored. (see âlso adverse Effècls

Childron
The safety ând efiicacy ofA.throtec in children has not beèn èslablished.

Arth.orec is contraindicated in patients with active gâstrointestinâlbleeding-

arthrotec is conrraindicated in pr€gnânt women ând in women planning a
pregnancy âs it may increase ùlerinê tone and contraclions in pregnancy
which could produce miscariage. Also it may cause premature closure of tho

Arrhrolec is contraindicated in pâtients with a known hypsrsensitivity 10
diclofenac, aspirin, other NSAlDs, hisôprosrôl ôrôrherprostaglandins.

Gastroint.3tinal: âbdominâl pâi., diarhoea, naùseô, dyspepsia, flatulence,
vomhins, sastritis, constipation and sruclârioh. Diarhooâ is usuâlly mild to
moderate and lransient and can be minimised by t.ting Arthrot.c with foôd and by
avoiding the use otpredominandy mâgnesium-coôtaaning antacids.
Llv.r: Clinically significânt elevslions ot SGPT, SGOT, alkaline phosphatas€ or
bilnubin have been obsetued in associalion with A.lhrolec wilhoui symplom.tic
6vidèncô of hepatic disease.
(idn6y: As 3 class NSAlos have b6sn âssôciârêd with renal pâlhology soch as
pôpillary neÛosis, inteBtilia I neph ritls, neph.oiic syndromo and 16naliailure.
F.ûrl. r.productiy. 3y3t.mr Mênoûhagia, intêrmenslru6l blêoding and vaginal
bleeding have b6en reportêd in pre-nonopâueâl womên, ând vâginâl bleeding in
pôst henopâusal women.
Oih.r adv.... .fa.cts: Heâdâche, d zuiness, skin r6shes. Bârely, with NSAlDs,
allersic ræctions includina anaphylaxls mây ôccur.

The toric dose of Arthrolec has not been deierminêd ând rhêre is no êxperienco of
ôvêrdosss6.lnl6nsilicâtion ôfùe pharmacologicaleffects mây occur wilh ovordos6.
Management of acul€ poisoning with NSAIDS esssntially consists of supportive and
sympromati. mæsures. h is roasonsble lo lak6 m6asures to r6ducê absorption ol
any rêcentlÿ cô.sùmed drùg bÿlorced emesis, gaslric lavage or aclivat6d chsrcoal.

Usê in prê-menopau.rl women l.!. al.o Corù.indicltion.). Arthrctec should
not be used in prc-menopâusal women unless they use effective contÉception
snd have beên advised of lhe risks of tàking the product if pregnanl. (see

Blislêr packs of 201êblets

SARIE IV z+ )ss
Use in patients with known gâstric or duodenâl ulceration should be âvoided.
lf NSAID therapy is srill thoughl to be essêntial then A.throtec may be
considered. However gastric ând duodenal ulceralion hâs been reported
allhough less frequently than with diclofenâc âlone and use ot Arthrotec
shoùld be undêr close supervision.
Anhrotêc, in common wth other NSAID§, mây defieasê plalslêt âggregâtion
ând prolons bleedins t'me. This effect should be considèred whèn bleeding
rimês âre dêferminê.i A(hrol€c and Seanê are registered trademarks 5.1.93
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Pharmscêutical Procâulion3
Slore ln a dry place at or be ow 25'C
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