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FDA : Pregnancy Category C (20094F6 H)

BE S FEOME
FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and
there are no adequate and well-controlled studies in humans, but potential
benefits may warrant use of the drug in pregnant women despite potential
risks.
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. R Pediatric Use :
ARIEN DU The safety and efficacy of AMARYL were evaluated in an

(200946 11) active-controlled, single-blind (patients only), 24-week trial
involving 272 pediatric patients, ranging from 8 to 17 years of
age, with Type 2 diabetes. AMARYL (n=135) was administered
at 1mg initially, and then titrated up to 2, 4 or 8 mg (mean last
dose 4 mg) until the therapeutic goal of self-monitored fasting
blood glucose < 7.0 mmol/L (< 126 mg/dl) was achieved. The
active comparator metformin (n=137) was administered at 500
mg twice daily initially and titrated up to 1000 mg twice daily
(mean last dose 1365 mg).
The profile of adverse reactions in pediatric patients treated
with AMARYL was similar to that observed in adults.
Hypoglycemic events, as documented by blood glucose values
<36 mg/dL, were observed in 4% of patients treated with
AMARYL and in 1% of patients treated with metformin.
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