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5.3 Preclinical data of safety . ·mental animais are reported here below: 
The results of acute toxrcity tests rn expen 
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Administration 
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. · 3 10 and 30 mglkg/day (15 to 150 times the maximum recommended 
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rease in the number of cataracts was observed ,n females and a 
human dose) orally for two years, a tendency or a 

sc,:-�:ation was observed in males. These lesions did not appear untrl alter 11 
tendency for a dose-related ,ncrease in corneal

/f . Is (rats and rabbits) showed that alprazolam is not teratogen and has no 
months of treatment. Studres rn the experrmen a amma 
influence on fertility. 
carcrnogenesis and mutagenesis tests were negatrve. 

6. PHIIRMACEUTICAL PARTICULARS 

6.1 List of excipients: 

�:;�;�a��05ra:
1

�fcrocrystalline cellulose; dioctyl sodium sulphosuccinate; sodium benzoate: precipitated silica: maize starch: 
magnesium stearate. 
XANAX 0.50 mg tablets . . · b t . · ·t ted T · a· e starch· 
Excipients: lactose, microcrystalline cell�lose: dioctyl sodium sulphosuccinate: sodium enzoa e, precrp, a s, ,ca, m rz 
magnesium stearate; E110; alum1num ox1de hydrate. 
XANAX 1 mg tablets . · b t . · ·1at d T · · e starch· Excipients: lactose, microcrystalline cellulose; dioctyl sodium sulphosucc,nate; sodium enzoa e, prec1p1 e sr tea, marz 
magnesium stearate; E132; alumtnum oxrde hydrate .. 

��n't���:�roduct alter the expiry date whrch is stated on the carton after EXP: The expiry date rafers to the last day of that month. 

6.4 Special precautions for storage 
Keep away from light sources. 
Keep vial and blisters rn the cardboard box 
Store below 30 'C 

6.5 Nature and contents of the container 
Blister in mati PVC/AI 
50 tablets 0.25 mg 
50 tablets 0.50 mg 
50 tablets 1 mg 
30 tablets 0.25 mg 
30 tablets O. 50 mg 
30 tablets 1 mg 
Not ail pack sizes may be marl<eted. 

6.6 Instructions for use and handling 
No special instructions 

10. OIITE OF REVISION OF THE TEXT: 
Deœmber 22, 2006 

Manufactured by Sanico NV Turnhout - Belgium, Packeged and released at Pfizer ltalia S.r.1. / via del Commercio 63046 Marino del 
Tronto, Ascoli Piceno, ltaly 

THIS IS A MEDICAMENT 

Medicament ls a product which affects your heahh and its consumption 
conlrary to instructions is dangerous for you. 
Follow strictty the doctor's prescription, the method of use and the 
instructions of the Phannacist who sold the medicament 

The doctor and the pharmaclst are the experts in medicines, theft' benefits 
and risks. 
Do not by yoursett interrupt the period of treatment prescribed 
Do not repeat the same prescription wrthout coosulting your doctor. 
Keep all merlir.ament� out of reach of chlldren 

Council of Arab Heatth Ministers 
Union of Arab Pharmacists 
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