CENTER FOR DRUG EVALUATION AND
- RESEARCH

APPLICATION NUMBER:
75-175
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CHEMIST 's. REVIEW #3
ANDA 75-175
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Roxane Laboratories, Inc.
P.0O. Box 16532
Columbus Ohio 43216

LEGAL Basis rorR ANDA SUBMISSION: 505(3)
Supplement: n/a
PROPRIETARY NAME: none
Non-PROPRIETARY NAME : Cromolyn Sodium Inhalation
Solution, USP
Innovator's Product Name: INTAL Nebulizer Solution -
Rhone-Poulenc Rorer (Fisons B
: 4
Pharmaceuticals) 3
Supplement Provides For: n/a
AMENDMENTS & Other DATES.
07-25-97 Original ANDA
02-22-99 Amendment
8/12/99  Amendment
PHARMACOLOGICAL CATEGORY: Prophylactic agent indicated in the
management of patients with
bronchial asthma.
Rx or QTC: Ry
Related ANDA's:
DOSAGE Form: Inhalation, unit dose vial of 2 mL

POTENCY: 20 mg/2 mL
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CHEMICAL Name:

Cromolyn Sodium. 4H-1-Benzopyran-2-carboxylic acid, 5,5'-
{ (2-hydroy*1, 3-propanediyl)bis (oxy) lbis (4, -oxo-, disodium
salt]. C23H14Na 04, . 512.34. 15826-37-6. Anti-asthmatic
(prophylactic).

NaO - OH P ONa

Records & Reports: n/a

COMMENTS .
Micro is satisfactory 8/23/99.

CONCLUSIONS & RECOMMENDATIONS:

The application is approvable.
Reviewer: Date:
Nashed E. Nashed, Ph.D. 9/10/99

Supervisor: Paul Schwartz, Ph.D.
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Contaiﬁ Trade Secret,
Commercial/Confidential
Information and are not

releasable.
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