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Clifton, New Jersey T
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Product: Totacillin (ampicillin trihydrate) for Oral Suspension,
125 and 250 mg./5 ml.

1) Two studies are reported, Study 1 tested the product at a concentration of.
125 mg./5 ml,, and Study 2 tested it at 250 mg./5 ml. The same single dose,
500 mg., was used in each study, e.g., 20 ml, (125 mg./5 ml.) in Study 1, 10 ml,
(250 mg./5 ml.,) in Study 2, -

é) Each study employed 12 male volunteers in a two-way,crossover. The -reference
product was Bristol?!s Polycillin (ampicillin trihydrate). suspension, 125 mg./5 ml.
in Study 1 and 250 mg./5 ml. in' Study 2,

3) Study 1, 125 mg./s ml.: The following average blood concentrations (ug./ml.)
were obtained:

0.5 hour 1rhqur' 2 hours 3 hours 6 hbufs
Beecham B

Reference ...

. 4) Study 2, ZSO'mg./S wl.®? The following average blood concentrations (ug./ml.)
were obtained: : ‘

0.5 hour 1 hour 2 hours 3 hours 6 hours
Beecham - _" — ' » s
Reference o

: ) ) e VIR

5) In both studies, blood concentrations obtained with the test product were as
high or higher than those obtained with the reference product. Thus adequate
bioavailability has been established for the two dosage forms of Totacillin
tested, :

 6) It is recommended that this application be approved as submitted.

Edward Kravitz, D.Sc.
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Two studies were performed in children. Serum sémples were frozen and
gimeailed to Beechom for assay. No studlies in &dults are reported.

. Btudy I wtilized 2h children. ‘Twelve were 3-5 years old, and twelve were

8-12 yeurs old. Each subject recefved & single dose of 250 mg. (10 ml.)
Foteeillin p.o. Blood stmples were obiained immedistely prior to snd &b
0.5, 2, and 6 hours afber medication in the younger group and &t O, 0.5,
1, 2, 3, and & hours in the older ‘group of children.

Btudy IT was identiczl to Study I » except that edch child received the
250-mg, dose in 5 ml. There m&g twelve gubjects 2~6 years alé and twalve
8-12 yesrs old. «

‘ol Lowie e g The blood level values
ghtasmeﬁ varied con Bbly amemg t&s m!i:@s of m;ims ‘sl -~ The
“f&a*&iﬁg a@aﬁm coly dy & - :

y 543 v B8 suppiied eft t%.:e ﬂ.&—lﬁmxr @r }.-Izour 5 L ms takén.
Mo crosgover Qmﬁarism with & reference product was done.
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