PATIENT INFORMATION LEAFLET

Aceclofenac Sustained Release Tablet (200 mg)

ACEMED SR 200

Read all of thi y taking

> ifyou have angina, blood clots, high blood pressure, raised cholesterol or other raised body fats
suchastriglycerides

> if you suffer from an autoimmune condition known as systemic lupus erythematosus or other

connectivetissue disorders.

if you are infected with chicken pox, the use of this medicine should be avoided because a rare

seriousinfection of the skin may develop.

ifyouarerecovering from majorsurgery.

if you are elderly (your doctor will prescribe you the lowest effective dose over the shortest

duration).

importantinformation foryou.

% Keepthisleaflet. Youmayneedtoreaditagain.

Ifyouhave any further questions, ask your doctor or pharmacist.

2+ This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
eveniftheirsigns of illnessare the sameasyours.

» If you get any side effects, talk to your doctor or pharmacist. This includes any possible side
effects notlisted n this leaflet.

Whatisin thisleaflet:

1.What AceclofenacTabletsis and whatitis used for
2.Whatyouneedto know before you take AceclofenacTablets
3.Howtotake AceclofenacTablets

4.Possibleside effects

5.Howtostore AceclofenacTablets

6.Contentsofthe packand other |nformal|0n

reactions can occur and very rarely, very serious allergic reactions are appearing
(see section 4. Possible Slde effects). The risk is higher in the first month of treatment. Aceclofenac

I hastightness of the chest,
breathing dlfftultles fever, skin rashes , soreness oﬂhe skin lining the mouth and other mucous

atthefirstonset of

anysigns of
Medicines such as Aceclofenac Tablets may be associated with a small increased risk of heart attack
(" jalinfarction). Any riskis moreli highd treatment.

Donot doseorduration of treatment.

Othermedicinesand AceclofenacTablets:

Tell your doctor or pharmacist if you are taking , have recently taken or might take any other

medicines. Please tell your doctor ifyou are taking:

<+ medicines used to treat mental health problems like depression (selective serotonin-reuptake
inhibitors (SSRIs) such as citalopram, escitalopram, fluoxetine, fluvoxamine, paroxetine and
sertraline) ormanicdepression (lithium)

% medicines used to treat heart failure and irregular heart beats (cardiac glycosides such as
digaxmi

- treat hi i ives: ACE inhibif h lopril,
lisinopril; angiotensin Il receptor antagonists such as losartan, candesartan; also hydralazme,

clonidine, moxonidine,

7.WhatAceclofenac fthe pack:
1. Wh i itisusedfor
Acedlofenac Tablets belongs to a group of medicines called teroidal anti y drugs

(NSAIDs). They have anti-inflammatory and painkiller properties causing a lowering of swelling,
redness (inflammation) and pain. The medicine/active ingredient of Aceclofenac Tablets is
acedlofenac.

Aceclafenat Tablets wovks by blocking the production of hormone-like substances called

<+ medicines to treat infection (quinolone antibiotics such as ciprofloxacin, ofloxacin, levofloxacin
moxifloxacin)

< drugs used to increase the rate of urine excretion (diuretics such as thiazides,furosemide

amiloride hydrochloride)

functionsin the body includil i roleinboth B3 haswarfarin, heparin

theway i iumi di f £ ichiis used to treat cancer and disorders such as arthritis and skin
thebone. conditions
Aceclofenac Tablets is used to relieve pain and reduce redness and swelling (inflammation) in < mifepristone
patientssuffering from: < any steroids for the treatment of swelling and inflammation (glucocorticoids such as
< arthritis of the joints (osteoarthritis). This commonly occurs in patients over the age of 50 and hydrocortisone, prednisolone,)

fthe cartil tothejoint. < medicines used to suppress the immune system after organ transplant (ciclosporin or
- i i causes chronici ion of the joi tacrolimus)
= arthri pinewhich i | < medii totreatHIV (zi

< medicines used to lower blood sugar levels in diabetes (antidiabetics such as glibenclamide,

2.What Tablet glicazide, tolbutamide)

Donottake AceclofenacTablets:
< ifyouareallergic to aceclofenac or any of the other ingredients of this medicine (listed in section

jictoaspirin orany other NSAIDs (suchasi ordiclofenac).

o if irinorany other N

q.
—mnnynose,\t(hmgand/arsneenng(lrmanonofihenosei
-raised red circular ps
-asevere allergic reaction known asanaphylacncsho(k The symptams may be life threatening
andinclude dif ing, wheezing,
2+ if you have a history of, suffev from, or suspect that you have a siomath u\cer or have vomited
blood or passed blood in your faeces (blacktarry stools).
ifyouhavesevere kidney disease.
% ifyouh blished heart disease and disease e.g. if daheart
attack, stroke, mini-stroke (TIA) or blockages to blood vessels to the heart or brain or an
operanonto(learorbypassblo(kages

itchyorlikeastingorburn.

ifyou haveor your lati ipheral
fyousuffevfrcm,crsuspectthatyouhavesevevelwerfa|lure
ifyousuffer from bleeding orany bl d
if you are pregnant (unless your doctor considers it essential for you to continue to take this
medicine)

Aceclofenac usein children.

Warningsand precautions:

Before youstart taking AceclofenacTablets, tell your doctor:

< ifyousufferfromany otherform of kidney or liver disease.
ifyouh P y

-Disorders ofthe stomach or gut/bowel

-inflammatory bowel disease: (uI(eratlve colitis)

ronic
- ulceration, bleedmgovpeﬂuratlon ofthe stomach orbowel

ifyou have, orhave ever iththe circulation of the blood to your brain.
ifyousuffer hmaorany other breathi

fyousuffer inherited di h

2 ifyousmoke
ifyou have diabetes

% any other painkiller NSAID drugs (aspirin, ibuprofen, naproxen, COX-2 inhibitors such as
celecoxiband etoricoxib)
% antiplateletdrugssuchas clopidogrel.

AcedlofenacTablets withfood and drink
AceclofenacTablets must be taken preferably with or after food.

Pregnancy, breast-feeding and fertility

Ifyou are pregnant or breast- feedmg, think you may be pregnant or are planning to have a baby, ask

yourdoctoror pharmacist

You should inform your doctor if you have prob\ems becoming pregnant. NSAIDs may make it more

difficulttobecome pregnant.

Do not take Aceclofenac Tablets if you are pregnant or think you are pregnant. The safety of this

medl(me fﬂr use during pregnancy is not known. Itis not recommended for use in pregnancy unless
yourdoctor. (it must not: i

Aceclofenac Tablets should not be used if you are breast-feeding. It is not known if this medlcme

passes into breast milk. It is not recommended for use during breast-feeding unless considered

essential by your doctor.

Drivingand using machines:
Ifyou are taking Aceclofenac Tablets and you experience dizziness, drowsiness, vertigo, tiredness or
any difficulty with your eyesight, youmust not drive or use machinery.

Sodium
This medicine contains less than Tmmol sodium (23 mg) per tablet, thatis to say essentially‘sodium
free.

3.Howto take AceclofenacTablets

Always take this medicine exactly as your doctor or pharmacist has told you. You will be prescribed
the lowest effective d the shortest duration to reduce side effects. Check with your doctor or
pharmacistifyou are notsure.

The recommended dose in adultsis 200 mg a day. One 100mg tablet should be taken in the morning
andoneinthe evening.

Children:

AceclofenacTabletisnot usein.

theageof18.




ithpl water ithorafterfood.
Donotcrush or chew the tablets.
Donotexceed the stated daily dose.

Elderly

If you are elderly, you are more likely to experience serious side effects (listed in section 4‘Possible
Side Effects). If your doctor prescribes Aceclofenac Tablets for you, you will be given the lowest
effective dose over the shortest duration of treatment.

Methodand route of administration:

Swallow the tablet whole with a glass of water. Do not crush or chew the tablets. Never change the
dose of your medicine without talking to your doctor first. Continue to take your tablets for as long as
yourdoctorrecommends.

If k y
Ifyou accidentally take too many AceclofenacTablets, contact your doctorimmediately or go to your
nearest hospital casualty depanment Please take this leaflet or the box the Aceclofenac Tablets
camein, withyou

they will know

IfyouforgettotakeAceclofenacTablets

hypersensitivity (allergicreaction)
problems with eyesight

heartfailure

high blood pressure shortness of breath
< bleedingfromthe stomach or bowel

< stomachorbowel ulceration
VeryRare (mayaffectupto 1in 10,000 people):
< depression

< strangedreams

% inabilitytosleep

< tingling, pricking ornumbness of skin
< uncontrollable shaking

< drowsiness

< headaches

< abnormaltastein the mouth

< sensation ofspinningwhenstanding still
< ringingintheears

< heartpoundingorracing hotflushes

< difficulty breathing

< highpitched noise when breathing

Ifyou miss a dose, do not worry, just take the next dose at the usual times. Do not take a double d <l ion of the mouth
tomake up foraforgotten dose. < perforati h, intestine or bowel wall

< worsening of colitisand Crohn’s disease
Ifyoustop taking AceclofenacTablets il ion of th injury of theliver (i
Donatstop(aklngAceclcfena(Table(snn\essycnrdocmradwseycn < yellowingoftheskin (jaundice)
If; furtherqy h this medicine, ask your doctor ,pharmacist or nurse. E3 ingi in h)

< nephroticsyndrome: a condition whichi i i its of
4.Possibleside effects protein in the urine, low blood albumin levels, high blood cholesterol levels and swelling of the

Ybodyg 3
Stop taking the medicine and seek medical advice IMMEDIATELY, If you experience any of the
followingside effects,

« severe allergic reaction (anaphylactic shock). Symptoms may develop quickly and can be life-
threatening if not immediately treated and include fever, difficulty breathing, wheezing,
abdominal pain, vomiting, swelling ofthe face and throat.

2+ severe skin rashes such as Stevens-Johnnson Syndrome and Toxic Epidermal Necrolysis. These
are potentially life-threatening and develop quickly forming large blisters and the skin to peel
away. The rash can also appear in the mouth, throat or eyes. Fever, headache and aching of the
joints usually occurat the same time.

% meningitis. The symptoms include high fever, headache, vomiting, blotchy red rashes, neck
stiffness, sensitivity and intolerance tolight.

passmgblccdmyourfaeces(stools/monans)

B3 tarrystools. Vomit any i 1 g

< kidneyfailure.

indigesiion or| heanhum

tomach) or other
% blood disorders su(h as reduced production of blood cells, abnormal breakdown of red blood
cells known as haemolytic anaemia, low content of iron in the blood, low level of white blood
cells, low number of platelet cells, increased blood potassium levels which canirritate the blood
vessels causing inflammation known as vasculitis. These disorders can cause you tc feel
extremelytired, breathless, aching of the joint:

legs, feetorankles
< waterretentionand swelling
< tiredness
< legcramps
increased blood alkaline phosphatase levels
< weightgain

Othersi
< hallucinations
< confusion
< blurred, partial or complete loss of vision
< painfulmovementofthe eye
< worsening of asthma
< skinreactiontosunlight
< inflammation of the kidneys
< generallyfeeling unwell
i ininfecti uri iation with chickenpox.

5. Hnw\os(nreA(etInfenacTablets

£ ici fthesight fchildren.

< Do nol use this medicine after the expiry date, which is stated on the carton after (EXP). The
expiry datereferstothelast day ofthat month.

< Storebelow 25°C

If any of the below side effects gets serious, or if you notice any side effects not listed i this leaflet,
please tell your doctor or pharmacist.
Common (mayaffectupto1in 10people):
< dizziness
< nausea (feelingssick)
« diarrhoea
< increasedliverenzymesin the blood
Uncommon (mayaffectupto 1in 100 people):
% wind
inflammation orirritation ofthe lining of the stomach
% constipation
< vomiting
< mouthulcers
itching
rash
|nﬂamma(mn0ftheskm
reditchy, stinging or burni the skin (hi
increasein blood urealevels
«%increaseinblood creatinine levels
Rare (mayaffectupto1in 1,000 people):

Manufactured by :

O Quest Pharmaceuticals Pvt. Ltd.

Chhata Pipara, Bara, Nepal

—~

< Donot yany ia wastewater or . Ask your pharmacist how

6.Contents of the packand otherinformation

Theactiveingredientis Aceclofenac.

ACEMEDSR200

Eachfilm coated sustained release tablet contains:

AceclofenaclP200mg

Colours: Carmosine Lake &Titanium Dioxide

7.What d thepack

ACEMED SR 200 s Pink coloured, mund biconvex, film coated table(s ACEMED SR 200 table(s are
kedin Alu-AluBlister. is10x10tabletsi

For further information
Quest Pharmaceuticals Pvt. Ltd.

Tripureshwor, Kathmandu
Tel. 01-4240304, Email : quest ktm@quest.com.np,
Website : www.quest.com.np
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