CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
83221

MEDICAL REVIEW




' "REVIEW OF RESUBMISSION

DATE COMPLETED:- 4-10-73 £ (::;i;;;;ﬂ 83-221

CO. NAME: Bolar Pharmaceutical Co., Inc.
- 130 Lincdn St
Copiague, N.Y, 11726

NAME OF DRUG: Probeneﬁid Tablets, 0.5 g, with colchicine 0.5 mg.
DATE OF SUBMISSION: 3-~3-73
TYPE OF SUBMISSION: Resubmission

CLINICAL EVALUATION:

1, Review of Studies: The submitted manufacturing information will be
evaluated by the chemist,

2. Review of Labeling:

a) Container labels: FPL.for these previously have been submitted and
approved, : _

b) Package insert: FPL for the insert is apprbvable.
CONCLUSION: All the labeling is approvable from a medical standpoint.
RECOMMENDATIONS: Firm is to be so notified.
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= - - REVIEW OF RESUBMISSION

DATE_COMPLETED: Feb. 1, 1973 ANDA # 83-221
Bolar Pharmaceutical Co., Inc.
- ) 130 Lincoln St.
Copiague, N.Y. 11726

NAME OF DRUG: Probenecid Tablets, 0.5 gm. with Colchicine, 0.5 ## mg.

DATE OF SUBMISSION: Jan. 17, 1973

TYPE OF SUBMISSION: Resubmission

CLINICAL EVALUATION:

1. Review of Studies: The submitted manufacturing information will be evaluated
by the chemist.
2. Review of Labelding:

a. Container Labels: Draft copies were previously submitted and approved. :
FPL was requested 1in our letter of Dec. 29, 1972, but has not been. submitted.

b. Package Insert: Draft copy of the revised insert is approvable.’

CONCLUSION: The submitted draft labeling is medically approvable.

RECOMMENDATIONS: Request FPL.
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= ~ " REVIEW. OF ANDA

DATE COMPLETED: Dec. 4, 1972 @ 83-221

F.R. DATE: 7-28-72

CO. NAME: Bolar Pharm. Co., Inc.
130 Lincoln Street
Copilague, New York 11726

NAME OF DRUG: Trade & Generic: -Probenecid Tablets, 0.5 gm. with Colchicine
0.5 mg. (100 tablets)

DATE OF SUBMISSION: Sept. 12, 1972
TYPE OF SUBMISSION: ANDA
CLINICAL EVALUATION:
1. Review of Studies:
a) Bioavailability requirement is presently deferred for this drug,.
b) Manufacturing;information, ingredients, etc., will be reviil&dﬁ&y
the chemist.
2. Review of Labeling:
Container label: Draft copies of the proposed labels are submitted;
they are satisfactory.
Package insert: Draft copy of the submitted insert requires.revision in
" the section on INDICATIONS, CONTRAINDICATIONS, WARNINGS,
PRECAUTIONS® And on DOSAGE ANDWISTRATION.
CONCLUSION: Revision of the package insgert is necessary.

RECOMMENDATIONS: Request revision of the package insert. Forward a copy of
our guidelines'iovthe f4rm. :
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