4796  COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

NATIONAL ACADEMY OF SCIENCES—NATIONAL RESEARCH COUNCIL
Division of Medical Sciences -

DRUG EFFICACY STUDY

Form A
{To be submitted in duplicate by applicant}
ad. Eea
Reg. No. 1l46c.231 '1\) O‘}/\
1. NDA Numb 2. Dete Originally Approved. 4/21/58 : Lmy oy
4. brand N Si in Capsules 125 mg..and 250 mg. . Si ein--315—C 1
P & g yoER-3; P =
5. Applicont's N Chas. Pfizer & Co., Inc: -
and Add .235 East 42nd Street, New York, New York 10017 - . -
6. Quantitative Formula
blished (N pristary] Neme of Active Ingredlents {in oras. snawn on lobel) Amaunt {per tablel, per ml, elc}

Signemycin Capsules 125 mg.
Signemycin 125 mg. (83 mg. of tetracycline hydrochloride, 42 mg. «of oleandomycin

as triacetyloleandomycin)

Signemycin Capsules 250 mg.

Signemycin 250 mg. (167 mg. of tetracycline hydfochloride, 83 mg. of oleandomycin

as triacetyloleandomycin)

Signemycin 375 Capsules
Signemycin 375 mg. (250 mg. of tetracycline hydrochioride, 125 mg. of oleandomycin
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. The opplicant is

as triacetyloleandomycin)

Capsules

Desege Form {toblats, efc.)

. Revte of Adm. (Orol, etc. Where © new drug opplication covers Oral

difterent rovtes of edministrotion, separole forms should be d.)

Therapeutic Claimi—Altach 10 I=t=le «ad 10 pockoqe inserts (if vied) fo original Form A (blve) end 1 copy to duplicate Form A (white)s

List of literature references most pertinent to an evaluation of the effactivaness of the drug for wne purpeses for which it is eNered in the fobel,
the package insert, or brechure, i 5 10 10 key ore requeited, if ovailable, (Attach 10 copies te eoriginal Form A (blve)
ond | copy 1o duplicate Form A (white).)

. il he 30 desires, te svbmit ony vnpublished malcrial thad is pertinenl to the evoluation of the drug by the A‘«lony—
Ressorch Council. This svpplementory moterisl should be packaged with Form A (white]. A single copy of°this materisl is roquesied,

- In this 1poce. plecie lis) end decribe briefy the svpplementory materiol that is svbmitted with Form A (white},

PANEL ON ANTI-INFECTIVE DruGs (III)

INDICATIONS
Signemyecin 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 asa 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
combination as formulated. Oleandomycin is present in insufficient amounts for
effective treatment. If sufficient oleandomycin is administered for effective

treatment, tetracycline overdosage results. " .
The Panel is not aware of infections caused by bacteria more sensitive to this
combination than to either of its components.



