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No changes in the pharmacokinetics of aceclofenac

bleeding, rarely diarthoea, excitation,
coma, drowsiness, dizziness, tinnitus, hypotension,
respiratory depression, faning, occasionally and

1. Incasos of signfcan poisoning acul anal
{aire andiver damage araposet

b) Therapeutic measure

ACTINAC ER 200

Within one_hour of ingestion of a potentially toxic
amount, activated harcoal should bo considered.
Alternatively, gastric lavage should be
omrea i one hout e ingestion of a potentially
Ife-threatening overdose.

Specilic therapies such as dialysis or haemoperfusion

high ate of protein binding and extensive metabolism.

Good urine outputshould be ensured.

Iryoubave toen anpinor or oy other NSAIDs and
experienced one ofthe

fever, skin rashes, soreness of the skin lining the mouth
and other mucous membranes causing ulcers, or any

Actinac ER 200 should not be used i you are breast-
feeding. It is not known If this medicine passes ino
breast. milk. It is not recommended for use during
breast-feeding unless considered essential by your

o “aaihma atack causing ugmness in the chest signsof hypersensilivity.
Preclinical safety da ACECLOFENAC EXTENDED wiheezing and difficulty bre
Tre Toss o procinical studes conducied win RELEASE TABLETS 200 MG O iy nose. Hehing andr snsszmg (iritation of Madiicines such as Actinac ER 200 may be associated
aceclofenac are_consistent with those expected for thenose) ith a small increased risk of heart attack ('myocardial
5. The principal target organ was the gastro- ©  raised red circular patchy rash on the skin which infarction’). Any risk is more likely and
Intsinaitact No unexpecied fodings were eooded PATIENT INFORMATION LEAFLET
Read all of this leaflet carefully before you start ©  a severe allergi reaction known as anaphylactic dose orduration of reatrment.
taking this Important Shock. The symploms may be lfe threatening and
y include dificuly breathing, wheezing, abdominal ies and Actinac ER 200
mouse. B iting. oo daco o et o e taking have
+ If you have any further questions, ask your doctor, + i you have a history of, suffer from, or suspect that recently taken or might take any other medici
themouse or rat. LW i e youonly. Do
ot pass it on to otners. It may harm them, even if + ifyouhave severe idney disease. depresson (seleciveserotonin-euplake tors
Animal studies indicate that there was no evidence of their signs ofliness are the same as yours. + 1 'you have estabished heart dissase and for (SSRIs) such as citalopram, escitalopram,
teralogenesis in rals although the systemic exposur . any side effects talk to your doctor, cerebrovascular disease e. we had a uoxeie, fuvoxamine, paroretie and seriain)
was low and in rabbits, reatment with aceclofenac (10 pharmacist or nurse. This includes any possible oot ke, mincarake (1) orbockagos ‘ormanic depression (ithium)
mglkglday) resulted in a series of toblood vessels o the heart o brain or an operation « medicines used to treat hear failure and imegular
changesin some fetuses. toclearor bypass bl heartbeats (cardiacglycosides such as digoxin)
+ if you have or have had problems with your blood + medicines used to lreat high blood pressure

PHARMACEUTICAL PERTICULARS

atleast four hours after
ingestionaf potentislytoioamouets,
In caso of

. pationts
hsioa temeawin .mravenousmazepam

her measures may be indicated by the patients
dlinical condition.

Management of acute poisoning with oral aceclofenac
essentially consists of supporiive and symptomatic

Name and Contents of Container
10 tablets in Alu-Alu blister pack, 2 such blisters in &
printed carton along with Pack Insert.

Manufacturing Manufacturer

Authorization Holder

measures f renal
failure, convulsions, gastro-intestinal irritation, and
respiratory depression.
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Pharmacodynamic propertios.

Aceclofenac Is a non-steroidal agent with marked anti-
inflammatory and analgesicproperties.

‘The mode of action of aceclofenac is largely based on

a potent inhibilor of the enzyme cyclo-oxygenase,
whichisinvolved inthe production of prostaglandins.

Pharmacokinetic properties
After oral adminisiration, aceclofenac s rapidly and
completely absorbed as unchanged drug. Peak plasma

concentrations are reached approximately 1.25 to 3.00
hours following ingesion. Aceclofenac penelrates into
the synovial fluid, where the concentrations reach

roximately 57% of those in plasma. The volume of
distribution s approximately 25L.

The mean plasma elimination half-ife is around
4 hours. Aceclofenac is mgmy protein- bound (>99%).
Acclofenac circulates s unchanged drug.

n plasma. Approximately two- thirds of the
administered dose Is excreted via the urine, mainly as
hydroxymetabolites.
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Whatis inthis leaflet

1. Whal Actinac ER 200 is and wha it s used for

2. Whal you need lo know before you take Actinac ER
200

- How o ake Actnc ER 200
4. Possible side

orsore Adina ER 200
6. Contents of the pack and other information

cilclaton peripheralanaral dssase)
i you suffer from, or suspect that you have severe:
Iverfalure

if you su"er from bleeding or any typs o blood
cloting disor

o6 pgrant (unloss yourdoctor considors
essentialforyouto continue lo ake this medicine)

Actinac ER 2001 notrecommended for use in children.

Warnings and precautions

(antihypertensives: AGE inhibitors such
enalopril, lisinopril; angiotensin Il receptor
antagonists such as losartan, candesartan; also
hydralazine, melnyldopa, dloridine, moxonidine.
propranalol)

medicines 1o treat infoction (quinolone antibiotics
such as ciprofloxacin, offoxacin, levofloxacin
modfioxacin)

increase the rate of urine excretion
(diuretics such as thiazides, furosemide amiloride
hydrachloride)

I you are taking Actinac ER 200 and you experience
dizziness, drowsiness, verligo, tiredness or any
difficulty with your eyesight, you must not dive or use
machinery.

3. Howto take Actinac ER 200
Always lake this medicine exaclly as your doctor or

reduce side effects. Check with your doctor or
pharmacistifyou are notsure.

The recommended dose in adults is 200mg taken as
one dose (every 24 hours). O, as prescribed by the.
physician.

and should be taken with of after food. Do not crush or
chew he tablets.

Donotexceedthe stated daly dose.

Elgery
I you are elderly, you are more likely to experience
serious side-effects (lsted in section Possible Side
Eﬂects) I your doctor prescribes Actinac ER 200 for
the.

1.
Actinac ER 200 belongs to a group of medicines called
no-steroidel antiinflammatory drugs (NSAIDs). They
have anti-inflammatory and painkiller properties
causing 3 lowering ofswelig,reaness (nfammalon)

it you suffer from any other form of Ky or liver

b Vou have any of the ollwing disorders, as they
mayworsen

and pain.
200is aceclofenac.

Actinac ER 200 works by blocking the production of
hormone-like substances called prostaglandins.
Prostaglandins have many functions in the

including an important role in both the way the body

]
inflammatory bowel disease (ulcerative colits)
chronic inflammatory bowel disease (Crohn's

o ooo

disease)
ulgeration, bleeding or perforation of the stomach
orbowel

if you have, or have ever had problems wit the

responds lo inflammation and
calcium in some diseases ofthe bone.

Actinac ER 200 is used o relieve pain and reduce
redness and swelling (inflammation) in patients
suffering from:

+ Osteoarlhrits - inflammalion of the joints. This is a
‘common conditon in patients over the age of 50

1 you aufr rom esthm oy ‘other breathing

hyous suller from a rare inherited disorder known as

nyuusmok
ilyouhave diabetes

i you have angina, blood clots, high blood
pressure, raised cholesterol or other raised body

Rneumalod st ong erm nflammaton o ihs
joints G ¥ the body’s own immune system
{autoimmunere

if you suffer from an auloimmune condition known
as systemio lupus erythematosus or other
connective tissue disor

ifyou are nfoctod with chigken pos, tho use oftis

suchas warfarin, heDa

methotrexate which is used to treat cancer and
autoimmune disorders such as arthris and skin
conditions.

ristone.
any sterolds for the treatment of swelling and
inflammation (glucocorticoids such
hydrocortisone, prednisolone,)

medicines used to suppress the immune system
sfterorgantransplnt (cylospariecracrlms)

Lroriontduration of toament.

hotflushes

are potentiallylfe-threatening and develop quickly
The.

rash can also appear in the moulh, troat or eyes.
Fever, headache and aching of the joints usually
occuratthe same ime.

meningitis. The symptoms include high fever,
headache, vomiting, blotchy red rashes, neck

Highbilchednoise vhenbrasting

inflammation ofth

porioraton o ihar the somach, arge nasting or
bowel v

worsening of colitis and Crohn's disease

passing black tarry stools. Vomit any blood or dark
particles thatlook ke coffee grounds.
« kidneyfailure.

STOP TAKING the medicine and seek medical advice if
youexperience:

indigestion or heartbur
© aorinal pel pains n your somach) o other
‘abnormal stomach symptoms.
blood disorders such as reduced production of
blood cells, abnormal breakdowin of red blood cells
Knoun s haamolytc anaemia,low conentof fon
in the blood, low level of white blood celt
number of platelet cels, nareased potassiom

yellowngof the skin
spontaneous bleeding into the skin (appears as a
rash)

neptotc syndroma: 3 conditon whch indicatos
Kadney damage and incudes lrg
protenn e e, et lvels, high
st evls and sueling 6 e ege
fostoraniios
water retenton and swelling
ness

legcramps.

What Actinac ER looks 200 like and contents of the

P
Wike to ofttile odoursd, ckcuar bicomex. fim
coatedtablets, plain on both sides.

oot kA btar ok, 2 such blstrs n a
printed carton along with Pack Insert.
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weightgain

levels which can iritats the blo
Infammaton krown as vascults Thess clorders
can cause you to feel extremely tred, breathless,
aching of the joints and

infections and bruising.

It any of the below side effects gets serious, or if you
please tell

o
fdrug (NSAIDS) are:
hallucinations.

panil movementof he
worsening of asthm

yourdoctor orpharmacist.
Common (mayaffectup o 1in 10 people):
+ dizziness

nausea (foeling sick)

diarthoea

I you'accidentally take too many Actinac ER 200
tablets, contact your doctor immediately or go (0 your
nearest hospital casualty department. Please taks this
leaflet or the box the Actinac ER tablets came in, with

taken.

mediches sed to lover blood sugar levels in
diabet suc

IFyou miss a dose, do not worry, just take the next dose.

gicazice, ohtamide)

any other painkiller NSAID drugs (aspirin.
ibuprofen, naproxen, COX-2 inhibitors such as
celecoxi and etoricoxi
antplatelet drugs such as clopidogrel.

Actinac ER 200 with food and drink
Actinac ER 200 must be taken preferably with or after

foraforgottentablet dose.
Ifyou stop taking Actinac ER 200

Do not stop taking Actinac ER 200 unless your doctor
advisesyou.

I you have any further questions on the use of this
medicine, ask your doctor, pharmacistor nurse.

4. Possible side effects
&

Pregnancy, breast-feeding and fertlity
it 3

espons
+ Ankylosing spondylis
seinefbackbane whieh can Tlead to the oits ms.ng

2. What you need to know before you take Actinac
ER200
Do nottake Actinac ER 200

ifyou are allergic to aceclofenac or any of the other
ingredients of this medicine. if you are allergic 1o
aspirin or any other NSAIDs (such as ibuprofen,
naproxen or diclofenac).

infection of the skin may develop.
ifyou are recovering from major surgery.
ifyou are elderly (your doctor vil prescibe you the

or pharmacistfor advice before taking this medicine.

You should inform your doctor if you have problems
beco . NSAIDS may m:

Hyperserstivty resctons can ocour and very rarely
very serious allergic reactions are appearing (see
Seclond. Possile e afecks). The sk s ngher i e
frst monih of eatment. Acinac ER 200 shoud be
stopped immediately at the first onset of symy

SUEY 2 Ughiness of o cnast breahing aMicuas,

ing
tobecome pregnant.

Do ot take Actinac ER 200 it you are pregnant or think
you are pregnant. The safety of this medicine for use
not known. It
for use In pregnancy unless considered essential by
urdoctor.

Stop taking the medicine and seek medical advice
IMMEDIATELY, if you experience any of the following
sido effocts

« severe allergic reaction (anaphylactic shock).
Symptoms may develop quickly and can be lfe-
threatening f not immediately treated and include
fever, difficulty_breathing. wheezing, abdominal

in, vomiting

of
+ blurred, Damalorcmnpletelossuivlsmn
« inflammation of the kidneys
« generally feeling unwell
Exceptionally, serious skin infections occur in
association with chickenpox

Reporting of side effect
Uncommon (may affectupto 1in 100 people): If you get any side_sffects, talk to your doctor,
-+ wind pharmacist or nurse. This includes any possible side
+ constipation you can help provide more information on the safety of
+ vomiting this medicine.

« mouthulcers

«itching 5.Howto store Actinac ER 200

. rash + Keep this medicine out of the sight and reach of
+ infiammation of the skin raised circular red itchy, childre:

°C.

tinging or
+ increase inblood urealevels
+ increasein blood creatinine levels

Rare (mayaffectupto 1 in 1,000 peaple),
ypersensitiy (allericreacton)

s with eyes
Reaniaiure

Do notuse this medicine afte the expiry date which

is stated on the outer carton, The expiry date refers

tothe last day of that month. It s recommended that

youstare Actinac ER 200 n the original box.

Donot throw away any medicines via wastewater or
o

throw away medicines you no longer use. These

bleeding from the stomach or bowel
stomach or boweel ulceration

6.Contents of the pack and otherinformation
WhatActinac ER 200 contains:

1in
‘depression

nabitytosioep

AceclofenacBP  200mg

Listof Excipients:

ingling.
Uneonelen raring
drowsiness

headaches

abnormal aste nthe moutn

severe skin rashes such as Stevens~Johnnson
Syndrome and Toxic Epidemal Necrolysis. These

fingingn the ears
art pounding or racing

cellulos (K1
Pramium LVCR), Poione (PR 30} Porton .
nesium Stearate, Lactose (Monohydrate),
Isapropyl Alcohol, Hypromelioss (Methocel £5
PremiumLV), Dichloromethane (Methylene Ghlorice)
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