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In elderly persons, the mean ases the halfife of alprazolam (mean haff-life: 12.4 hours). The simultaneous administration

administration of oral contraceptives Incre
of cimetidine increases the mean half-life of alprazolam (16.6 hoursr.ies I TR Y - gy = i

i i ic li isease the half-life of alprazolam va hou B

e i logaE /o i i 9.9 and 40.4 hours, resulting in an average of 21.8 hours.
{ i half-life of XANAX varies between 9.9 an . 5 "

((J)t:)?\i?d‘;trl%nttﬁ; :?rrl\ﬂtaerirtvya:)? ;lﬁr:z;am with other benzodiazepines, itis expected that the drug may cross the placenta and is excreted

into the mother’s milk.

5.3 Preclinical data of safety . i |
The results of acute toxicity tests in experimental animals are reported here below:

2 . LD50 (mg/k
ARl ssecics Administration 50 (mg/kg)
r 500
Mouse 3 2171
Rat RO} 819
Rat Ip:

ici i to 150 times the maximum recommended
long- toxicity tests in the rats treated with alprazclam at3, jO, and 30 mg/kg/day (15

‘g‘u;g% gTsne) orallyyfor two years, a tendency for a dose-related increase in the number of cataracts was_observed in females and a
tendency for a dose-related increase in corneal vascularization was observed in males. These lesions did not appear until after 11
months of treatment. Studies in the experimental animals (rats and rabbits) showed that alprazolam is not teratogen and has no
influence on fertility. )

Carcinogenesis and mutagenesis tests were negative.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients:

XANAX 0.25 mg tablets ) | _ - )] '
Excipients: 1actose; microctystalline cellulose; diocty! sodium sulphosuccinate; sodium benzoate; precipitated silica; maize starch;
magnesium stearate.

XANAX 0.50 mg tablets ; ] ] "
Excipients: lactose, microcrystalline cellulose; dioctyl sodium sulphosuccinate; sodium benzoate; precipitated silica; maize starch;
magnesium stearate; E110; aluminum oxide hydrate.

XANAX 1 mg tablets
Excipients: lactose, microcrystalline cellulose; dioctyl sodium sulphosuccinate; sodium benzoate; precipitated silica; maize starch;
magnesium stearate; E132; aluminum oxide hydrate. .

6.3 Shelf-life:
Don't usa the product after the expiry date which is stated on the carton after EXP.: The expiry date refers to the last day of that month.

6.4 Special precautions for storage
Keep away from light sources.

Keep vial and blisters in the cardboard box
Store below 30 °C

6.5 Nature and contents of the container
Blister in matt PVC/Al

50 tablets 0.25 mg

50 tablets 0.50 mg

50 tablets 1 mg

30 tablets 0.25 mg

30 tablets 0.50 mg

30 tablets 1 mg

Not all pack sizes may be marketed.

6.6 Instructions for use and handling
No special instructions

10. DATE OF REVISION OF THE TEXT:
December 22, 2006

Manufactured by Sanico NV Turnhout - Belgium, Packeged and released at Pfizer Italia S.r.I. / via del Commercio 63046 Marino del
Tronto, Ascoli Piceno, italy

THIS IS A MEDICAMENT

Medicament is a product which affects your health and its consumption

contrary to instructions is dangerous for you.

Follow strictly the doctor’s prescription, the method of use and the

instructions of the Pharmacist who sold the medicament.

- The doctor and the pharmacist are the experts in medicines, their benefits

and risks.

- Do not by yourself interrupt the period of treatment prescribed

- Do not repeat the same prescription without consulting your doctor.

- Keep all medicaments out of reach of children

Council of Arab Health Ministers
Union of Arab Pharmacists
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