CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
34902

MEDICAL REVIEW




REVIEW OF RESUBMISSION

DATE COMPLETED: 12-31-75 ANDA #: 84-902
APPROVAL DATE: None

(CO. NAME): Alcon Labs., Inc.
Ft. Worth, TX 76101

NAME OF DRUG: Trade: Promethacon Supprettes, 50 mg.

Generic: Promethazine Hydrochloride Suppos{téries, 50 mg.

DATE OF SUBMISSION: 12-5-75
TYPE OF SUBMISSION: Resubmission with FPL
CLINICAL EVALUATION: |
Review of Studies: for chem. review
Review of Labeling:
Container Label: for containers of 12 supprettes - satisfactory

Ay ) Ateh oty BT

Package Insert: Satisfactory

CONCLUSION: the Tabeling for the drug is acceptable.
RECOMMENDATIONS: The company is to be so notified.
A

J.R. Carr, D.D.S.

cc:
Dup
JRCarr/cjb/1-2-76



-~ _REVIEW OF ANDA

DATE COMPLETED: 9-18-75 ANDA #: 84-902
F.R. DATE: 6-18-71
CO. NAME: Alcon Laboratories, Inc.
P.0. Box 1959
Fort Worth, TX 76101
NAME OF DRUG: Trade: Promethacon Suprettes, 50 mg.
- Generic: Promethazine Hydrochloride Suppositories, 50 mg.
DATE OF SUBMISSION: 9-9-75
TYPE OF SUBMISSION: ANDA
CLINICAL EVALUATION:

1. Review of Studies: Bioavailability requirement for this drug is
postponed. .

2. Review of Labeling:
a) Container labels: draft copy - satisfactory
b) Pdckage insert: draft coby - satisfactory

CONCLUSIONS: The draft labeling for this drug is acceptable. Have the
firm send in FPL identical in content.

RECOMMENDATIONS: The company is to be so notified.

i

J.R. Carr, D.D.S.

cc: Dup
HFD-530
JRCarr/wlb/9-19-75



DATE COMPLETED: 2-16-79 ANDA #: 84-90
84-902 A

CO, NAME: Alcon Laboratories., Inc,
Ft. Worth, TX 76101

REVIEW NF LABELING

APPROVAL DATE: NONE

NAME OF DRUG: Promethazine Hydrochloride Suppositories, 25 mg,, 50 mg,.
DATE OF SUBMISSION:
REVIEW OF LABELING:

Package insert: Needs revision

CONCLUSION: Package insert must be revised in accord with current
up-dated labeling guidelines.

RECOMMENDATIONS: The company is to be so hotified and sent a copy of the
labeling guidelines. .

/S/
ﬁfﬁffbarr,D.D.S.

cc:
pup
JRC/w1h/2-16-79




