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NAME OF THE MEDICINAL PRODUCT
‘Acsclofenac 100 mg and Paracetamol 500 mg fim-coated Tablets
QUALITATIVEAND QUANTITATIVE COMPOGITION

nac 100 mg and Paracetamol 500 mg i -coated Talets
e mste bt o

Aceclofenac.

ped film coated tabsts
CLINICAL PARTICULARS
Therapeuticindications

Aceclofenac
‘Acsdofenac is indicated for rheumatoid arthits and

Paracetamol
For the treatment of mild to moderate pain including headache, migraine, neuralgia, toothache, sore throa, period pains,aches and pains, symplomatic relief of

Posology and method of administration
Aceclofenac

coated tablets aro supp ind should b
To be taken preferably vith or after food.
g ly the rate and affected.
necessary
Adults
200 mg daily, 100 mg doses, on tablat n the moning and on in the evaning
Children
Elderly
The eldery,

enalinsufficioncy
‘There is no evidence hat the dosage of Aceclofenac needs to be mofied n patients with mid renal impainment, but as with ofher NSAIDS caution should be
exercised (Seoalsoprecauiions)

Hepatic insufficiency

100mg be
used

Paracotamol

Aduts o

iderly and young persons 16 years and ov
‘every 4 hours to a maximum of 8 tablets n 24 hours.
Critaron 628 yoars:

s lablet every 4 hours to @ meximum of 4 doses n 24 hours.
Children 10 - 11 years:

1 tablet every 4 hours to a maximum of 4 doses in 24 hours

Adolescen ars:
1101 % tablets every 4 hours to.a maximum of 4 doses in 24 hours
Do not give to children aged under 6 yoars of age.
Contraindications

NSAIDS are contraindicaled in patients who have previously shown hypersensilivity reaclions (¢.o. asthma, rhinits, angioedema or urticaria) in response lo
ibuprof i 3

Severs heartfailure, hepatic ailure and renal failure.

Active bleeding's o blseding disorders.

‘especially during the pregnancy, unle for doing so. The.
lowesteffective dosage should be used .

Special warnings and precautions for use

Aceclofenac

below).

Eiderly:

Respiratory disorders
Caukion 1 requred 1 dmiserd o paliris sufen fom, o i  revious it of broncial s since NSADs ave been epored o precate
bronchospasmin such,

fovascular, enilirrd
e micaion of ah NSATD may cam a cse dendent educton i posaglnds frmalon and precpae ol aure. Patents o gretest ek of s

reaction are those the olderly. The
Renal:
The lowest
Acsclofenac.
Hepatic:
)
) from mild Hepaitis
‘may occur without prodromal symptoms.
i s with gger an attack.
prte montonng s advce ar o o pterts v 2 sy of mild i retention and
‘oedema have been reported in association with NSAID ther
asmall
increased risk of Pl . There are Kk for aceclofenac.
hypert ki
Patients with congestive heart failure ( NYHA 1) and palients wilh significant risk factors for diabelos
it i
of exposure, respanse to therapy

shoud bo ro evaueod pariodcaly. Acodciona shoukd lso b0 e erod i caston andundr Gote medal SuaTBCE 1 pavehs it o sty of
cerebrovascular bleedi
Geslm!nleanna!b»eedmg‘ ulceration and perforation:
Gl bleeding, ulceration or perforation, which can be fatal, has been reported L vith ol a
previous history of serious Gl events.

P

conditions may be exacerbated.

o perforation , and In the elderly. These patients should commence treatment on the lowest dose avallable. Combination therapy with protecive agents (e.d.
ind also
3 198

increase gastrointestinalrisk.

of treatment. Caution should be advised in the risk of Llceration or bleeding, stich 2s systemic:

‘SLEandmixed connective tissue disease:

Dematologial:
i . some of them fatal, Stevens Johnson syndrome, and toxic epidermal necrolysis, have been reported very
X any
of hypersensitiy. Exceplionally,varicola can lriggor . To dalo, ol of NSAIDs i the
i
Hypersenstvity reactions:
Haematological:

‘Interactions).

Long-torm reatment:

counts.
Paracetamol

cirthoticalcoholic iver disease.

Contains Paracatamol.

and seek medical assistance rightavay.

Aceclofenac
o

two hi
adverss effects, including Gl bleeding.

patien
NSAIDs. Therol

llke other NSAIDs,

Cartiac glycosides, like digoxin: NSAIDs may exacerbate cardiac failure, reduce GFR (glomerular firation rate) and inhibt the renal clearance of glycosides,

Methotrexate: The possible Interaction between NSAIDs and methotrexate should be born in mind also when low doses of metholrexate are used, especially in
tobe be monitored. an

therapy should be underiaken.
Quinolons antiioios: Animl data indicate that NSAIDS can incess the iskof convulsions associated wih quinolone antibiotics. Patients aking NSAIDS and

Ciclosporn, tacrolimus: Administration of NSAID drugs together with cyclosporin or tacrolimus is though (o increase the sk of nephroloxiciy due 1o decreased

Zidovudine: Increased risk of haematological toxicty when NSAIDS are given with zidovudine. There of an increased risk o

However, there

Paracotamol
Therefc

analgesials required.
Wetociopramid and Domperdors: The sbeorpon of paracetamol i Increased by Mmetocopramid and domperidone Hakever, concuart use need fo be

Wavfann The antcaegulant sffct o warlarnand the couriadna may be snhanced b proonged regulr use of paracelamol witncreeeed i of besding:
nl doses have no signi

F-nm-y prognancyand acaton.

Aceclofonac

Pregr
t 5ge
bior o 3 cardi 1%, 5 %. The risk s balioved (o
increase with dose and duration of herapy.
imals, I
ackil
. or during the fist and pregnancy, the dose should be kept as low and duration of

f aceclof a
reatmentas shortas possible.

Lactation

rats..

Fortity:

Paracetamol

ofthe.
edin
Effects on ability todrive and use machines
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Aceclofenac

vertgo, fatigue, X
e raton o et et spore machine
Paracetamol
Noneknown.
Undesirable effects.
Aceclofenac
P
In tho ldry, may ocor, o Garmocs, atlonca: consipaton dyspapie. abdorinal pain, mtors. hasmason. vesraiud smmmms
e ton of okte ond Crone imase e mecn ropored Plog RSt mton: oo FoAuonly e s boon absomad, Poserestts pos o

Teponed veryarety:

(a)non-spocific allorgic reactions and anaphylaxds.

or

‘pidermal necrolysis and erythema multforme).

Exceptionall
ther adverse reactions reported less commonly include:

Renak:interstitial nephrits.

Neurloic!and speil sanses: opt et reorts of asptcmringts (sspecialy i patiets withexsing autommune dsorders such o3 systemlc upus

19, fever lucinations,
malaise and drowsiness.
Haematological: agranulocytoss, aplastic anaemia.
The following qrwped by Syslem-l‘ Very
comman (21/10) 000to<1/100), 110, 00), .000).
MedDRa SOC Common Uncommon Rare < Very rare/
/100 to <1110 21/1,000t0 <1100 | 21/10,000 to <1/1,000 <1/10,000
Blood and lymphatic Anaemia Bone Marrow depression
system disorders Granulocytopenia
‘Thrombocylopenia
ieutropenia
Haemolyticanaemia
Immuno sysiom Anzphyiaci eacion
disorders (including shock)
Hypersensnlwhy
Metabolism and Hyperkalemia
nutition disorders
Psychiatric disorders opression
Abnormal dreams
Insomnia
Nervous system Paraesthesia
disorders. Dizziness Tremor Somnolence
Headache Dysgeusia
(abnormal taste)
Eye disorders Visual disturbance
Ear and labyrinth disorder Vertigo Tinnitus
Cardlac disorders Cardiac failure Palpitations
Vascular disorders. Hypertension Flushing
fot flush
Vasculis
Respiralory, thoracic and Dyspnoea Sronchospasm
inal disorders
Gastrointestinal Dyspepsia Flatulence Welaena
isorders Abdominal pain Gastrtis Gastromtestinal Inlzslmal peroraton
Nausea Constipation hasmorthage icarbation of Crohn's disease and
Diarrhoea Vomiting Castointesinal wms Ulcerative
WMouth ulceration ulceration Haematemesis
Pancreaits
Hepalobilary Hepalic enzyme. ‘Hepatic injury (including hepalitis )
disorders. increased Jaundice
Blood allaline phosphatase increased
ind Prurilus Rash Angioedema Purpura
subcutancous tssue Dermatitis ‘Severe mucocutaneous skin reaction
disorders icaria (including
tevens Johnson
Syndrome and Toxic
Epidermal
Neorolysis
Renal and urinary. Blood urea Increased Renal faiure.
isorders Elmd creatinine Nephrotic syndrome.
ased
General disorders Ocdema
and administration Fatigue
site conditions. Cramps in legs
Investigations Woight increase.

Paracetamol
Adverse effects of paracetamol are rare. Very rare cases of serious skin reactions have been reported. There have been reporls of blood dyscrasias including

Overdose
Aceclofenac
a)Symptoms

hypot faint
b) Therapeutic measure
Patients should be treated symptomatically as required.

‘Specific theraples such as dialysis or hasmoperfusion are probable of no help in eliminating NSAIDs due to their high rate of proteln binding and extensive
metabolism.

‘Good urine oulputshould be ensured.
Renal and iver function should be closely monitored.

for complicali h renal
fail i

Paracotamol

L
factors (sae below).
Risk Factors
Ifthe patient

or

or
ticibrosis, HIV infection, starvation, caches

Symptoms

i L 12t048

haemorrhage, hypoglycaemia, cerebral oedema, and dealh. Acute renal failure with acute Wbular necrosis, sirongly suggested by loin pain, haematuria and
teinuria

Management

1 hour,

Treatment with
ingestion. If required the palient should be given Intravenous N-acetylcysteine, in ine with the established dosage schedule. If vomiling is not a problem, oral

from ingestion should be discussed with the NPIS or a liver unit. IL s considered that excess quanties of a toxic metabolite ( Usually adequately deloxified by

Pharmacological properties
Pharmacodynanic properties.

“The mode of synthesis. Aceclofenac i 3
wihich isinvolved in the production of prostaglandins.
Paracetamol

The perphrat acon may s bscus o b ofprostagendin synthess o o B of the Syt ofScions of oier upstances tht sensise pn
receptors lomechanical or chemical stimula

52Phamacokinet proportes
125103.00
e Tolowig ngoshon. Acacloence ponctares o e Shovel 1 where e canes oL o Seeroat 15 o s . pome Tha v of
Gebuion o sppronmary 5L
 moan plasma aiminaion hlfif is round 4 hours. Acolafonac s ighly proii-botnd (99%). Aceclafenac cirulles mainy a5 Unchanged drug. 4=
Hydroxyaceclofenac is the main metabollte datectad n plasma. Approximataly two- thirds of the administered dose is excreled via the uiine, mainly as
hydroxymetabolits.

Paracotamol

-4 hours.

Preclinical safety data

tract, Nuumxmmd findings wererecorded.

nsidered to have any mutagenic activity i three in vito studies and an in vivo study in the mause.  Aceclofenac was ot found o be
carcinogenicinale hamouss o al.
Animal studies indicat that there was no evidence of teralogeness in rats although the systemic expostre was low and in rabbits, treatment vith aceclofenac
(

Iparticulars
Listof Excipients

101,
Instacoatuniversal white FCU-1308, Purified water
Incompatibilities

Noneknown
‘Special precautions for storage
Do notstore above 30°C
Nature and contents of container
AlL-PVCIPVAC Blistorof 10's Tablets
pecial precautions for disposal and other handling

Marketing authorisation holder
MSN Laboratories Private Limited
(Formulations Divsion),

 Anrich Industrial Estat
Bollan Sangaroedy D 503325,
Telangana, INDIA.




