CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
84902

APPROVAL LETTER




Alcon Laboratories, Ine.
Attention: Roger 0. Metzler
6201 Seuth Freeway

P.0. Box 1959

Fort Worth, TX 76101

Gentlomen: _

Reference is made to your abbreviated new drug application submitted
pursuant to Section 505(b) of the Foderal Feed, » dnd Cosmetic Act
for Promethacon (pmthaziqo hydrechlor{de) Suppositerfes, S0 mg.

We also acknowledge racefpt of your commnications dated Jume 25, 1981
and September 1, 1981 amending the application.

We have completed the reviem of this ahbﬂvi'zﬁd new drug application
and have concluded that the drug is safe and effective for use as recosmended
in the submittad labelings Accordingly, the application s approved.

Any significant change 1n the conditions cutlined in this abbreviated
new drug application,. pequires am approved supplemsntal application -
before the mey 86 made, axcept for changes made in comrformance

with other #lans of Section 314.8 of the new drug regulations,

This Adainistration shellibe advised of any changs is the marketing
status of ‘!’3 drug.

¥e request that you sulmit, in duplteate, any proposed advertising or
pmﬂenil copy which you fatend to uss in your ismediate advertising or
promotions] campaigns, Please sutwit both coples and a completed form
FD-2253, togatber with a copy of tha Final Printed Labeling, te the
Divisidn of Drug Advertising (HFD-170). A copy of Form FD-2253 {s
enclosed for your conveniente.
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We call your attention to regulation 21 CFR 310.300(b)(3) which requires
that material for any subsequent advertising or promotional campaigns,
at the time of their {nitial use, be submitted to our Divisien of Drug
Advertising (HFD-170) with a completed form FD-2253,

The enclosures susmarize the conditions relating to the approval of this

application,
\‘J | /O/SA?/
fat4yin Saife, H.D. '
Director
Divisfon of Generic Drug NMonographs
0ffice of Drug Monographs
Buresu of Drugs
Enclosures:

Conditions of Avprowal of a New Drug Applfcation
Records & Reports Requirements
Form FD 2253

cc:
DAL-DO

dup

HFD-614

HFD-530

HFD-313

HFD-5 '
MSeife/JMeyer/REJoyce

(7] inite Meyer/Hseife 10-2-8]
£/t/wh/10-2-81 ‘505{\ b\ Q

approved



