I AKUMS DRUGS & PHARMACEUTICALS LIMITED

ACEFORCE SP (Aceclofenac, Par 1 & Serraciopepadase Tablec:) Akums

SUMMARY OF PRODUCT CHARACTERISTICS
1. NAME OF THE MEDICINAL PRODUCT

11 Brand Name -~ ACEFORCESP
12 Generic Name Acsclofenac, Para 1& S peptdase Tablet:
13 Strength : 100mg = 325mg = 15mg

14 Pharmaceutical Form: Tablet

1 QUALITY AND QUANTITATIVE COMPOSITION

Aceclofenac BP 100 =g
Paracstamol BP 25 mg
Sematopepudase 15mg

(As entenic coated granules og. to 30000 saxyms activity mit of Samatopeptidase)
Colowrs: Sunset Yellow FCF & Titamium Dioxide BP

3. PHARMACEUTICAL FORM VISUAL DESCRIPTION:

Orange colored, slcagand, biconvex, scored on cme side, plam on another sde & Slm coated
ablen.

4 CLINICAL PARTICULARS

41 Therapeutic indication:

For the of mid to mod pan mcluding headache, mugrans, neuralgia, toothacks,
sore throat, peniod pains, aches and pains, symp relief of th aches and pains and of

influenza, foverishness and foverish colds.

4.2 POSOLOGY AND METHOD OF ADMINISTRATION
Adults, the slderly and young persons over 12 ysars

2 wablets every 4 bown 10 3 maxzmum of § mblets in 24 houns
Children § - 12 years:
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CEFORCE SP (Aceclofenac, Par 1 & Serraciopepridase Tablet:) Akums

MODULE 1: ADMINISTRATIVE INFORMATION AND PRODUCT INFORMATION

% to 1 wblet svery 4 bours to 2 maximum of 4 tablets in 24 hours.
Do zot give to children aged undar 6 years.

43 CONTRAINDICATIONS
Hypersensitivity to Paracetamol or any of the constitasnts

44 SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Care is advised in the administration of p | to patients with severs remal or wvers
hepatic @mp The Bazards of dose are Eeater i those with noa-cirhetic alcabolic
Dver dseass

Do not t2ke more medicine than the label slls you to. If you do not get better, talk to your
docrer

Contan: Paracetamel.

Do 20t take axything else contaiming paracetamo] whils talang this medicine

Talk to your dector at cace if you t2ke 200 much of this medicine, svea if you feel well. This is
because 100 mxach paracetamol can cause delayed, senous bver damags.

Patiants should be advised that paracetamol may cause severe skin reactions. If 2 skin reactics
such as skin reddezung, blisters, or rash occurs, ey sbould stop use and seek medical asustance
right sway

45 INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS
OF INTERACTION

Cholestyramuine: The speed of absosption of paracetamol = reduced by chelesty
Therefore, the cholestyramine should 2ot be taken within ome hour if maximal analgesia is

roquired.
Mstoclopramide and Domperideas: The absorption of paracetamol is imcreased by
metocl ds and d idone. Howewer, concurrent wie need 20t be avoided

¥ ¥
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AKUMS DRUGS & PHARMACEUTICALS LIMITED

CEFORCE SP (Aceclofenac, Paracetamol & Serracopeptidase Tablets)

MODULE 1: ADMINISTRATIVE INFORMATION AND PRODUCT INFORMATION

Wafarin: The amticoagulant effect of warfarin and other cor in: may be enhanced by
prolonged regular use of paracetamol with increased nsk of bleeding. occasional doses have no
sugnficant effect.

Chl > .1 4 plasma of chl ariom]

46 PREGNANCY AND LACTATION

Epdemuologcal smdies mn bumas pregmancy tave shown no il effects due to paracetamol used
in the recommended dosags, but patisat wbould follow the advice of the doctor regarding its we
Paracetamol 13 excreted i breast mulk but not in a climcally sigmficant Avaihable
published data do not contraindicate breast feeding

4.7 EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
Nozs ksown.

48 UNDESIRABLF FFFECTS

Advarwe effects of paracetamsol are raze. Very rare cases of semioms skin reacticas have been

reported. There have been reports of biood dyscrasias including thrombocytopenia parpura,
h glob ia and locytosis, but these were not mecessarily camsality related to

Lo -

pancetamol.

495 OVERDOSE

Liver damage is possible in adults wio have taken 10g or more of paracetamol. Ingestion of Sgor
mors of paracetamol may Jead 1o Liver damage if the patient has nsk factors (366 below)

Risk Factors

I the patient

3) It on loag term with carh pine. pheacbard phegytem. prmudess.
nfampicin, St John's Wert or other drugs $at induce Sver sazymes
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) Ragularly consumes sthanol m excess of recommended amouats.
Or

) Is kaly to be glutathions deplets 6. & sating discrders, cystic Sbrosis, HIV infection, starvation,
cachexia.

Symptoms

Symp ofp 1 dosage iz the first 24 bours are paller, nausea, vomiting, ancrexia
and sbdominal pain. Liver damage may b PP 12 to 48 bown after ingestion
Aba lities of ghu belisz and bolic acidosis may ocowr. In severe poisoming,
bepatic failurs may progress % ancepbalopathy. hacmorzhags, hypogh bral ced

and death Acute resal failwre with acute twbular mecrosis, swoagly suggested by lomn paim,

Esematuna and protsimunia, may develop sven m the absence of severs Dver damage. Cardiac

arrhythenias and pancreatitis Bave been reported.

Mazagement

Immediate Tsatment is ssseatal in e management of paracstumel overdose. Despite 3 lack of

guificant easly symp P should be refarred to hospital urgently for dare medical

amaticn. Symptoms may be Lmited to nausea or vomiting and may zot reflect the severity of

overdoss or the risk of organ damage. Management should be = accordance with established
dalings, see BNF overdoss section.

Treatmant with activated charcoal should be comsidersd if the overdoss bas been taken within 1
bow. Plama paracetamol conceatration should be measwred at 4 hours or later after ingestion
(eashier ¢ icas ave unrelabls)

Treatment with N-acetylcysteine may be used up to 24 houwrs after mgesticn of paracetamol
Bowerver, the maximum protective effect is obtained up to § bours post imgestion.
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AKUMS DRUGS & PHARMACEUTICALS LIMITED

If roquired the patent should be grven inTravencus-N-acetylcystems, in kme with the sstablished
dosage scheduls. If v 15 % Dot 3 problem, oral methi may be a suitable aln for
Temote areas. outiids hosputal.

Mazagemaent of patisats who present with serious hepatic dysfimction beyond 24 howrs from
ingestica should be discussed with the NPIS or a Lver unit

5.0 PHARMACOLOGICAL PROPERTIES

51 Pharmacodymamic properties

Machaniums of ActonEfect

Amalgesic — the maechamism of analgesic action 2as not besa fully dstermined. Paracetamol may
act predominantly by inhibiting prostagiandin synthesis in the central nervous system (CNS) and
%0 2 lesser extent, through a perphbenal action by blocking paiz-impulie gensration.

The penipheral acton may alic be dus ® mbibiticn of prostaglandin synthes or to inkibition of
the synthess or actions of other sub that 150 PAID FeCepPtors 10 meckh i or ch 1
samulaton.

Asipyretic - p 1 probably prodaces antipyresis by acting ceamally ca the hypothalamic

beat-regulation centrs to produce peripheral vasodilation resulting in increased blood flow through
the skin sweating and heat loss. The central action probably invelves inhibition of prostaglandin
synthess in the hypothal

5.2 Pharmacokinetic propertie:

Absorpaon and Fate

Panacetamol is readily absorbed from the gastro-mtestinal tract with peak plasma concentrations
occurring about 30 mizutes to 2 hours after ingestica. It is metabolised in the Liver and excreted in

the wnne mainly a the glu ds and sulph Jug Less than 3% i3 exmcreted a3
=mchanged p L The oli balf-life varies from sbout 1 to 4 bours. Plasma-protem
binding is seglighle at usual therap but i with ang
cencaatrations.
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ACEFORCE SP (Aceclofi Par: 1 & Serran idaze Tablet:)

L

AMODULE 1: ADMINISTRATIVE INFORMATION AND PRODUCT INFORMATION

A miner hydroxylated metabolite which is usually produced in very small ameunts by mived-
function oxidases i the liver and which is usually 4 fed by 2 with Bver giutath
may accumulate followiag panacetamel overdosage and cause bver damage

53 PRECLINICAL SAFETY DATA
Not Applicabls
€ PHARMACFEUTICAL PARTICULARS

61 LIST OF EXCIPIENTS
Mames Starch
Microcrysaline Callulose
Lactose
Purified Water
Sodium Bexzoate
Povidons (K-30)
Magmesum Steanate
Sodium Starck Glycolate (Type-A)
Purified Talc
Collcidal Ankydrous Silica
Sodtum Lauryl Sulfate
Hypromsllows (E-15)
Colowr Sunset Yellow FCF Lake
Castor 02
Titanium Dicxide
Isepropyl Alcchol
Dichloromethane

62 INCOMPATIBILITIES

Not applicable

63 SHELFLIFE
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MODULE 1: ADMINISTRATIVE INFORMATION AND PRODUCT INFORMATION

24 Months
64 SPECIAL PRECAUTIONS FOR STORAGE
Store below 30°C, protectec from light and medstare

65 NATURE AND CONTENTS OF CONTAINER
Blister Pack of 10 x 10 tablets
66§ SPECIAL PRECAUTION FOR DISPOSAL

None
7. MARKFTING AUTHORIZATION HOLDER
Nams : UNOSOURCE PHARMA LTD
Address - Usit: 503-504, ¥ Soor Habtown Solaris
N.S. Phadke Marg, Andberi (East) Mumbai — 400 069
Phons : +91-22-61056105
Fax . +91-22-61056106

E-mail :  baweb@uncsourcepharma com
8 MARKFTING AUTHORIZATION NUMBERS

Not Applicabls
9. DATE OF FIRST AUTHORIZATION'RENEWAL OF THE AUTHORIZATION
Not applicable.
10. DATE OF REVISION OF THE TEXT
Not applicabls
11. NAMF AND ADDRESS OF THE MANUFACTURER
Namse  : AKUMSDRUGS & PHARMACEUTICALS LTD.
Address  : PlantL, Plot No. 19, 20, 21, Sector 6-A, IIE, Sidcul, Raniper,
Phome - 9101334329982
Fax : 9101334239219

E-zaail :  works(@akums in
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