CTD MODULE 1
ADMINISTRATIVE INFORMATION AND
PRODUCT INFORMATION

Product Name : MINT-O-COOL TABLETS _
(Magnesium Trisilicate 250 mg and Dried Aluminium Hydroxide
gel 120 mq)

Pack Insert

MINT-O-COOL TABLETS

Compaund Magnesium Trisilicate Tableis BP

Composition

Each wvncoated tablal conlains: Magnesium Trisilicate BP 250mg & Dried
Alumirrium Hydroxide BF 120 mg

Therapeutic class: Antscid

Clinical Pharmacology:

Mird-0-Cool tabéats compasad of Magnasium irisilicale and dried sdaminism hydroondn alaris
e acidity of tha slomech’s juices by binding o excess acid, This decreases the acidily of
e conters of the stomach which may in lum help o releve the symptoms of wWears,
haariburn and dyspopsia.

Indication:
Mint-O-Coal |s wsad i the relief of hyperacidily, gasiritis, acid indication,
Gasirossophageal reflux and management of paplic ulcers

Dosage and administration:
Mirt-Q-Conl 15 adminislered orally Tablels shouwld ba chawad bafars being swallowed.

Dose and fraquency of administralion depend on the acid sscretory rata of the siomech,
gastric amglying time, and Ine disorder being trested. in fasting subjects anlacids hawa
duratian of szlien of 2080 minules. Howevar, if tha drugs sre adminisiarsd 1 hour afibar
meals, acid neutralizing effacts may persist up to 3 hours. Amlacids should ba usad for
langar than 2 week periods only under the managemant of a physiciaan snd == part of a
carafully plannad therapeutic ragimen

Contra indications:

Condraindicated i patienis hypersansiive (6 any of ils componants, In cass of renal
imgairment, in patients with symptoms af appandicilis and hypaphosphatemia

Side alfecis:

Diarrhaa, bekching dus to hbarated carbon dioxida, silics besad fenal stonas reporied an
Iong 1&arm trestimeant

Drug Imto: cliomns:

Mint-0-Coal polantally may increass or decraass e rate sndlor extent of absanpiion of
concomitantly administered oral drugs by changing Gl trensit lime of by bindng or chedaling
b orup. Tharedore madication should not be takan wilhin 1-2 hours of Mind-0-Caal
Antaced induced incroass in Gl pH may affect the disiniegration, dissslulion. solubility,
ar lenization of enteric-coatad preparations and weakly acidic or basis drugs.

Special precautions and warnings:

Sodivm blcarbonsla is contra ndicatead End use of oihes sadium conlaming entacids
should ba restricled in palients cn low sodium digls and in thasa with congestive hean
lailura, renal failure, adema, or cirrhosis,  Minl-0-Cool daily dosage should be usad
cautiousiy in patients with renal disease arid only under the supervision of & physscian
Over dosage:

In case of over dosage of Mini-0-Cogl, discentinee medication, ireal symaiomatically,
and instilute supporfive measuras as reguired

Presentation:
Blister pack of 10:10's and Jar of 1008°s ““ablats

Storage
Etore in @ cool dry place. betwean 15°C - 30°C

H NUFACTURED BY:
A rl"u' MOUSTRIES LIMITED
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Product Name : MINT-O-COOL TABLETS
(Magnesium Trisilicate 250 mg and Dried Aluminium Hydroxide
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Label
FOR TMPORT 1000 Tablets

CCMPOUND MAGNESIUM TRISILICATE TABLETS

Eazh tablet contains:
Magnesium Trsilicae B.P. 250mg.
Dried Aluminium Hydroxide Gel. B.P. 120mg

DOSE: Asdirected by the Physician,
Tablets to be chewed and swallowed.

Manufactured by:
RENE INDUSTRIES LTD.
P. O. Box 3034 Kampala - Uganda

Sio'e in a cool, dry & dark place.
Kaep out of resch of children

B. Ho.
Wi, cate:
Exp. date:
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