CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
ANDA 86-766

LABELING REVIEW(S)




REVIEW OF AMDA

DATE COMPLETED: 12-15-78 = - ANDA #: 86-766

| - F.R. DATE: 3-29-73

CO-NAME: Wendf Labs., Tric.

Belle Plains, MN 56011
Mimeapolis, MV 55437
NAME OF ‘DR.UG: Nitrofurazone Ointment 0.2% - . |
DATE OF SUBMISSION:  11-15-78
TYPE OF SUBMISSION: ANDA
1. .Revj.,e‘w:pf_“studiese : Biocavailability is not requlredfor thlsdrug S
2. Réviéw df Labellng' : | o

a. Container Iabels: draft copies for

1 1b and 8 6zljcpntainers' - add "“PrOtéc':'t “from light."
The draft labeling states these are "proposed. ———
This amount would probably not be marketed

b. Packagé Insert: .draft copy

1.  Delete " ——=——1 gng substitute “Q\gc
- the-chemical formula as in the FR stat

2. It 1is preferable to place the animal tomcology data at
+ the end of the insert as in the F.R. ‘statement. "

L+ The proposeq container labels should have the varning
. "Protect from light,® e ISRTNG

e,

The draft copy of the package insert needs Tevision as

:.'RE‘CQ:JI\-IENDATIONS: The company is to be so notified.

e

John R. Carr, D.D.S- .

oo H -
JRC/cib/12-19-78
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7 REVIEW OF RESUBMISSION
DATE COMPLETED: 2-12-80 ANDA #: 86-766

CO. NAME: = Wendt Laborator1es _
Minneapolis, MN. 55437

APPROVAL .DATE: none

NAME OF DRUG: Nitrofurazone Ointment 0.2%
* DATE OF SUBMISSION: 10-15-79

RECEIVED FOR REVIEW: 2-12-80

TYPE OF SUBMISSION: Resubmission |
_ftLINICAL EVALUATION -

f“9i§;::ev1ew of Stud1es Fdf'éheéists'révier ~”

: ';:\2y:.RevleW»of~Labe11ng- s

Container labels for 8 oz. and 1 1b. containers - satisfactory.

Package insert:rSatisfactory.

~ CONCLUSION: The Tabeling is acceptable. |
RECOMMENDATIONS. The company is to be so not1f1ed

- jijg_parr;;Dﬁpjsgi %




REVIEW OF ANDA, RESUBMISSION; FPL
DATE COMPLETED: 6-18-80 ANDA #: 86-766

CO.'NAME: Wendt Labs., Inc.
- Belle Plaine, MN 56011

F.R. DATE: 3-29-73

NAME OF DRUG: Nitrofurazone Ointment -0.2% - ot B T
DATE OF SUBMISSION: 5-16-80 (Original application 11-15-78) -
" TYPE OF-SUBMISSTON: Resubmission of ANDA D
CLINICAL EVALUATION:
1. Review éf Studies: None submitted.
Lt;é.  Reyié&¢6f?Lgbé1ing::7,“ ,;}_,“;i?t 5;  _" ﬂr‘ﬂ;;

. a) Container labeling - FPL -- has been revised to eontain ‘information
" as designated in the FR notice 3-29-73. It also includes prescription:
legend, warnings, size, ingredients; storage instructions, directions

for use, lot #, expiration date and manufacturer's name.

b) Package insert - FPL - dated 10-78 -~ The description'seétidn lacks
the chemical name and structural formula S '

Typographical_error in\animél toxicology'lst line last column should be
240 mg/kg/day instead of 240 mg./kg/day. '

The rest of the labeling conforms to the Federal Register notice as
published 3-29-73. R

The original ANDA submission for this drug was dated 11-15-78. It

contained ingredients and amounts,designations as a prescription item,
‘certification from the firm as being in compliance with GMP, certification .
that the drug dosage .form and components are in compliance with the
official cqmpendium,spécifiqapionsﬂof USP»monograph»or,NE;and“quality
“.control procedures, %Allﬁpéckagiﬁg“procéduresjand‘allﬂmanufactUring,
,,prOcessing,}packaging,»1abelinggand,pontrol‘Qperations for this drug -
{gére”noted asipefformed.byGWéﬁdtiLaBs;}"Inqﬁ.'Labels for., the containers
are desciibed‘in,the.QUélitﬁ_cbﬁffblzﬁfdcédures‘as stamped with the

- appropriate lot # before the packaging process begins.

- No biologic availability data wére available at the -time of this original
submission. Adverse reactions were noted as being included in the labeling.
‘Exemption from an environmental impact statemenf*was'requested »based

on FR notice voli 42, #73, 4-15-77, p. 19990.

Resubmission 3-27-79 in response to FDA 1-29-79 letter included draft
container labeling for 8 oz. and 1# size; package insert - draft labeling;#
controls data.,

e




Page - 2

Resubmission 10-15-79 in response to FDA 7-17-79 incomplete letter
includes:

FPL for package insert and container labeling.

Controls data.

Stability data. - change in request of expiration dating from
2 years due to insufficient supportive data., Testing thru = cycles
of 4°C and 45°C were without effsct on physical characteristics

of the drug. Drug described as light sensitive, -

to

Conclusions<: _
1. This is the third resubmission for this application.
2. The container labeling is satisfactory and incorporates information in
¥. - .accord with. the Federal Register notice of 3-29-73.
3. The package insert lacks: chemical namé and structural formula in the
‘ description section and has a typographlcal error 1n the Animal Tox1cology
section (see Rev1ew .of Labellng) o : -

Recommendations:

1. Approval unless there are deficiencies based on chemlst s review.

2. Labeling revision as noted.above under review of labeling in 180 days or
at the time of the next prlntlng - Whichever occurs first.

4. Stawdisd

A. Standard, M.D.

c¢c:dup
AS/wh/8-19-80




