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4. wond Nome Signenyein (Sigmemyein) Capsules 50,100 end 250 mg.
5. Applicants N Chas. Pfizer & Co., Inc.(TNTERNATTONAL) i N
e Al 235 East 42nd Streét, New York, New.York 10017
6. Quantitative Formula
Established (Non-Prepriatary) Neme of Active Ingredisnts (in order shown on label) Amount (per toblet, par ml, ste.)
50 ng.
Tetracycline (HCL) ) 33.3 mg.
Oleandomycin (Phosphate) 16.7 nge
100 nmg. .
Tetracycline (HC1) 66.7 tg.
Oleandomycin (Phosphate) 33.3 mg.
250 mg.
Tetracycline (HC1) 167 mg.
Oleandomycin (Phosphate) 83 mg.
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10. List ef litarature references most pertinent to en evaluation of the éfectiveness of:the drug for the purpeses for which' 1t is_effered In the lcbel,
the packoge iasert, or brechure. Approximately S 1o 10 key, references are requasted, if aveiloble. (Altoch 10 copies to original Form A blue}
ond | copy to duplicets Form A (while}.)

11: The opplicant Is iavited, if he 16 dasias, to submit any unpublithed -material that is pectinant te the evaluation of the drvg by fhe Academpen
teicarch Council. TAls ‘svpplementary materiol should be packoged with Form A {(while). A single copy of tis meterial Is raguested,

. In this space, plaase It ond describe brishy the supplementary materiol that is submilied wilh Form A (white]s
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PANEL ON ANTI-INFECTIVE DRUGS (III)
INDICATIONS

1. Sigmamyecin is indicated in the therapy of acute severe infections caused by
susceptible organisms and primarily by bacteria more sensitive to the combina-
tion than'to either component alone.

Evaluation : Ineffective as a fixed combination.

Comments: Although either tetracycline or oleandomycin is effective in the
treatment of some infections, there are serious objections ‘to the use of the com-
bination as formulated. Oleandomycin is present in insufficient amounts for effec-
tive treatment. If sufficient oleandomycin is administered for effective ‘treatment,
tetracycline overdosage results.



