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R C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD 20857

NDA 19-384/S-035 DEC 6 |95

Henrietta Ukwu, M.D.
Director

Mexrck Research Laboratories
Sumneytown Pike

West Point Pa. 19486

Dear Dr. Ukwu:

Reference is made to your supplemental New Drug Application (NDA)
dated June 18, 1996, submitted bursuant to Section 505(b) of the
Federal Food, Drug, and Cosmetic Act for Noroxin (norfloxacin)
Tablets, 400 mg.

The supplemental application provides for alternate packaging in
——— T —————_

We have completed our review of this supplemental application and
it is approved effective as of the date of this letter.

This approval affects only those changes specifically submitted in
this supplemental application. Other changes that may have been
approved or are pending evaluation are not affected.

We remind you that you must comply with the fequirements set forth
under 21 CFR 314.80 and 314.81 for an approved NDA.

Sj rely yours,

avid B. Katague, Ph%D. .
Team Leader (Acting) DNDCITII
Officeof D¥ug Evaluation IV
Division of Anti-Infective Drug Products (HFD-520)
Center for Drug Evaluation and Research
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HFD—SZO/MO/MOledina
HFD—SZO/CHEM/Shetty

HFD-520/Katague R/D initialed__
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- NDA SUPPLEMENT REVIEW
\\.‘
CHEMIST'S REVIEW 1. ORGANIZATTON 2. NDA ER
DAIDP (HFp- /9-3¢9
OF app NUMBER

520

3. NAME & aDDRESS LICANT . 4. ArF
) S""""WW e

Tl | 5. SUPPLENERT <

S AL |l

$-035 /18 1955,
6. NAME OF DRUG 7. NONPROP IEmARY NAME :
Nosoxin mfégm

8. SUPPLEMENT(S) PROVIDES FOR: 9.\AMENDMENTS AND OTHER
eiwd—é? Aol elx v (REPORTS etec.) DATES
2 2 2 2 o, 20 .. - none ’ . —_

r

10. PHARMACOLOGICAL 11. How DISPENSED 12. RELATED
IND/NDA/DMF(S)

' ”égfx oTC
13. DPOsagg FORM (s) 14. POTENCY (jes)
- Tt ls 42 g
15.  cHEMIcar, NAME AND STRUCTURE
- 16. RECORDS anp REPORTS
m.w, C%ENT

Cas Registry No. - - Yes No
REVIEWED .
“” ves No
17. COMMENTS
This drug is the Subject of 3 Compendia}l monograph, ysp -
XXTIY PI.f/olk. see items 20-34 for detajleq Comments,

—_—
18. CONCLUSIONS AND RECOHMENDATIONS

CC: Orig: Npa - :
HFD-520 HFD-520 /M0
HFD-520/Pharm HFD-520/cs0
HFD-520/SPagay HFD—SZO/SBRoy:R/D initialeq” - €7é% ﬁ%,

HFC-130/Ja1%en

19, REVIEWER . .
DATE COMPLETED

B swETTy. ks

_—

—_— —_—
DISTRIBUTION ORTIGINAJ, JACKET REVIEWER DIVISION FILE

@



NDA SUPPLEMENT REVIEW, page 2 NDA /7- 3 8L
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20. Components 2nd Composition

- N/A

r~~

21. Facilities and Personnel

- N/A

22. Synthesis

N/A

23. Raw Material Controls
a. New Drug Substance

W/ 7

b. Other-Iﬁgrediénts

‘ /A

-

24. Other Firm(s)

WA

— A%

25. Manufacturing‘gnd Processing :

e

26. Container/Closure

WA

- ~ .-

27. Packaging and Labeling




NDA SUPPLEMENT REVIEW, page 3 Noa /P-38Yy
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28. Laboratory Controls (In-process and Finished Dosage

Form)
N/A

29. Sstability

‘&Y4;€% aoZZfbbc”Z;”Z/chnwvvvzeové_.'

30. Control Numbers

N/R

31. Samples and Results
a. Validation /aq

b. Market Package

b - - e -

32. Labeling

%

NOTE : If labelllng is revised, approval letter shoulad be
copied to HFD-85, HFD-500, HFD-638 and HFD-735, with a _copy
of the final or drag;.label attached. -

33. Establishment Inspection




/. Page(s) Withheld

e Trade Secret / Confidential

_ Draft Labeling

Deliberative Process

* Withheld Track Nuniber: Chemistry-_. I | _



