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APPROVAL LETTER




AADA/ANDA See Attached Lisgt

E. Fougera & Co.

Division of Altana Inc.
Attention: Virgina Carman
60 Baylis Road

Melville, NY 11747

Dear Madam:

This is in reference to yo\
applications dated Decembe}
CFR 314.70, regarding your
listed on the attachment t«

1r 37 supplemental new drug

r 13, 1995, submitted pursuant to 21
abbreviated new drug applications

b this letter.

(b) (4)

The supplemental applicatig
We have completed the revi
and they are approved.

We remind you that you mus
approved abbreviated new d
314.80-81.

The material submitted is

S

Ker

QououoX™

Attachment

pns provide for
w of these supplemental applications

comply with the requirements for an
ug application described in 21 CFR

eing retained in our files.

ncerely yours,

R a\lq g

shmikant M. Patel, Ph.D.
rector

vision of Chemistry I
fice of Generic Drugs

nter for Drug Evaluation and Research

218~
S.

V.l



AADA/ANDA

18-861/S-007
18-865/S-010
19-137/S-011
19-141/S-014
80-029/5S-037
18-862/5S-008
18-863/5-009
19-138/S-011
19-143/5-013
87-887/5-015
89-414/S-005
72-933/8-001
73-030/S-001
80-692/5-026
80-693/S-051
81-203/5-006
85-691/5-033
85-692/5-051
86-424/5-029
88-168/5-005
88-169/5-004
88-170/5-005
62-166/5-015

62-938/5-005
62-531/S-006
62-533/S-004
60-764/S-011
61-212/S-009
62-124/S-006
62-129/S-002
62-597/S-003
62-601/S-002
62-599/S-014
62-602/S-003
62-447/5-018

80-198/5-020
87-355/S-016

Betamethasone Valerate Cream USP, 0.1%
Betamethaso Valerate Ointment USP, 0.1%
Betamethaso Dipropionate Cream USP, 0.05%
Betamethaso Dipropionate Ointment USP, 0.05%
Sulfacetamide Sodium Ophthalmic Ointment USP, 10%
Betamethasone Valerate Cream USP, 0.1%
Betamethasone Valerate Ointment USP, 0.1%
Betamethasone Dipropionate Cream USP, 0.05%
Betamethasone Dipropionate Ointment USP, 0.05%
Triple Sulfg Vaginal Cream USP

Hydrocortisgne Cream USP, 2.5%

Fluocinonidg Gel USP, 0.05%

Fluocinonidg Cream USP, 0.05%

Hydrocortisqne Ointment USP, 1%

Hydrocortisgne Cream USP, 1%

Hydrocortisgne Ointment USP, 2.5%

Triamcinolone Acetonide Ointment USP, 0.1% &0.025%
Triamcinolone Acetonide Cream USP, 0.1% and 0.025%
Triple Sulfa Vaginal Cream USP

Fluocinolong¢ Acetonide Ointment USP, 0.025%
Fluocinolonge Acetonide Cream USP, 0.025%
Fluocinolone Acetonide Cream USP, 0.01%
Neomycin/Polymyxin B Sulfates,Bacitracin
Zinc/Hydrocortisone Acetate Ophthalmic Ointment
USP

Neomycin/Polymyxin B Sulfates/Dexamethasone

Ophthalmic Qintment USP

Gentamicin
Gentamicin
Neomycin/Po

$ulfate Cream USP, 0.1%
Sulfate Ointment USP, 0.1%
lymyxin B Sulfates/Bacitracin 2Zinc

Ophthalmic Ointment USP

Bacitracin
Nystatin Oi
Nystatin Cr
Nystatin/Tr
100,000 uni
Nystatin/Tr
100,000 uni
Nystatin/Tr
100,000 uni
Nystatin/Tr
100,000 uni
Erythromyci
Lidocaine 0O
Nitroglycer

Zzinc Ophthalmic Ointment USP
ntment USP 100,000 u/g
pam USP 100,000 u/g

iamcinolone Acetonide Cream USP,
Ls/mg

iamcinolone Acetonide Ointment USP,
ts/mg

iamcinolone Acetonide Cream USP,
ts/mg

iamcinolone Acetonide Ointment USP,
ts/mg

n Ophthalmic Ointment USP, 5 mg/g

intment USP, 5%
in Ointment USP 2%




ccC:

Endorsements:

ANDA #See Attachment

ANDA #See Attachment/Division File

Field Copy
HFD-600/Reading File
HFD-82

HFD-627 /N.Nashed/2-22-
HFD-627 /P.Schwartz, Ph
HFD-617 /AMWeikel, CSO/
X: \WPFILE\MAJORS\NASHE
F/T by MM 3-6-96
Approval Letter

ALTA
193/;?{1 lfjs//%

3-5=96
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CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
ANDAO0612120rigl1s009

CHEMISTRY REVIEW(s)




3 1 CHEMISTRY REVIEW NO. 1
‘ &a ANDA # See Atteched 1list
< 1 NAME AND ADDRESS OF ARPLICANT
E. Fougera & Co.
Division of Altana Ing.

60 Baylis Road
Melville, NY 11747

N/A
5. SUPPLEMENT (s) 6. PROPRIETARY NAME
12/13/95 N/A

i NONPROPRIETARY NAME
See atteched list

8. SUPPLEMENT (s) PROVIDE(s) FOR:

9.  AMENDMENTS AND OTHER DATES:
N/A
10. PHARMACOLOGICAL CATEGORY 11. Rx or OTC

See atteched list

12. RELATED IND/NDA/DMF(s)

ovr *
13. DOSAGE FORM 14. POTENCY
See atteched list See atteched list

15. CHEMICAL NAME AND STRUCTURE
16. RECORDS AND REPORTS
17. COMMENTS

The Supplements have [granted Expedited Review on 1/6/96.




18.

(ENDATIONS

The Supplements are approvable.

19. REVIEWER: DATE COMPLETED:

Nashed E. Nashed, Ph.D. 2/22/96

Supervisor: Paul Schwartz, Ph.D. 2/22/96




20.

21.

22.

23.

24.

25.

29.

N/A
N/A
N/A
N/A
N/A

N/A

Vernon Walton, D. Ja

The reviews for stab;
the stability data an

lity data done by Norman Gregory,
es, and Susan Rosencrance indicate that
e acceptable.




30.

31'

32.

334

34.

35.

36.

cc:

Endorsements:

N/A
LABELING

N/A

ESTABLISHMENT INSPECTION

N/A
BIOEQUIVALENCY STATUS

N/A

ENVIRONMENTAL TIMPACT C

N/A

ORDER OF REVIEW:

The application submiésion(s) covered by this review was
taken in the date order of receipt Yes

No _XXXXX

If no, explain reason(s) below:

The Supplements are Ex

ANDA #See Attachment
ANDA #See Attachment/[
Field Copy

pedited.

)ivision File

HFD-627 /N.Nashed/2-22196 Wﬂéﬁé
HFD-627/P.Schwartz, Ph.D./2-22-96 pfz/;/;{

X: \WPFILE\MAJORS\NASHED\ALTANA.GOB

F/T MM 3-6-96
Approval Letter




[AADA # REVIEW # _

DATE
DMF ACTION RESULT OF REVIEW
_CODE __REVIEW = COMPLETED
4
4
Comments:
Comments:
Comments:
Comments:
Comments:
Comments:
Comments:

ACTION CODES: (1) DMF Reviewed. Other codes indicate why the
DMF was npt reviewed, as follows:

(2) Type 1 DMF; (3) Reviewed previously and no
revision since last review;
(4) Sufficient information (5) Authority to reference not
in application; granted;
(6) DMF not available; (7) Other (exp n under" omments").
Page.» P of i) o N.Nashed i;ig ?iugf? 2/22/96

Reviewer Signature Date




AADA/ANDA

18-861/S-007
18-865/5-010
19-137/S-011
19-141/5-014
80-029/S-037
18-862/S-008
18-863/5S-009
19-138/S-011
19-143/S-013
87-887/S-015
89-414/S-005
72-933/S-001
73-030/S-001
80-692/5-026
80-693/S-051
81-203/S-006
85-691/S-033
85-692/S-051
86-424/S-029
88-168/S-005
88-169/S-004
88-170/S-005
62-166/S-015

62-938/S-005
62-531/S-006
62-533/S-004
60-764/S-011
61-212/S-009
62-124/S-006
62-129/S-002
62-597/S-003
62-601/S-002
62-599/S-014
62-602/S-003
62-447/S-018

80-198/S5-020
87-355/S-016

Betamethason
Betamethason
Betamethason
Betamethason
Sulfacetamid
Betamethason
Betamethason
Betamethason
Betamethasorn
Triple Sulfs
Hydrocortisq
Fluocinonide
Fluocinonide
Hydrocortiso
Hydrocortisg

POOO®OOOO®OMD

Valerate Cream USP, 0.1%
Valerate Ointment USP, 0.1%
Dipropionate Cream USP, 0.05%
Dipropionate Ointment USP, 0.05%
Sodium Ophthalmic Ointment USP, 10%
Valerate Cream USP, 0.1%
Valerate Ointment USP, 0.1%
Dipropionate Cream USP, 0.05%
Dipropionate Ointment USP, 0.05%
Vaginal Cream USP
ne Cream USP, 2.5%
Gel USP, 0.05%
Cream USP, 0.05%
ne Ointment USP,
ne Cream USP, 1%
ne Ointment USP, 2.5%

1%

Triamcinolo
Triamcinolor
Triple Sulfa
Fluocinolone
Fluocinolone
Fluocinolone
Neomycin/Pol
Zinc/Hydroco
USP
Neomycin/Pol
Ophthalnmic O
Gentamicin
Gentamicin §
Neomycin/Poll
Ophthalmic O
Bacitracin [
Nystatin Oip
Nystatin Crp
Nystatin/Trji
100,000 unif
Nystatin/Trji
100,000 unift
Nystatin/Tri
100,000 unit
Nystatin/Tri
100,000 unit
Erythromycin
Lidocaine Qi
Nitroglycerji

Hydrocortis%

e Acetonide Ointment USP, 0.1% &0.025%
e Acetonide Cream USP, 0.1% and 0.025%
Vaginal Cream USP

Acetonide Ointment USP, 0.025%
Acetonide Cream USP, 0.025%
Acetonide Cream USP, 0.01%

ymyxin B Sulfates,Bacitracin
rtisone Acetate Ophthalmic Ointment

ymyxin B Sulfates/Dexamethasone
intment USP

ulfate Cream USP, 0.1%

ulfate Ointment USP, 0.1%

ymyxin B Sulfates/Bacitracin Zinc
intment USP

inc Ophthalmic Ointment USP

tment USP 100,000 u/g

am USP 100,000 u/g

amcinolone Acetonide Cream USP,
s/mg

amcinolone Acetonide Ointment USP,
s/mg

amcinolone Acetonide Cream USP,
s/mg

amcinolone Acetonide Ointment USP,
s/mg

Ophthalmic Ointment USP, 5 mg/g
ntment USP, 5%

n Ointment USP 2%
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. ‘ rx?fnr =D REVIEW RIQUE
ANDA/AADA SUPFLEMENT '(Ol’ézl& + Db arerzcas: @_Qﬁ@/k&/@iﬂ :

oruc: ADQ oot hoe L}

DATE OF SUBMISSION: |Q\|?

Sanuary 22, 1992 liscs the

B

following ezizeria fc= g'a"-in: exzadizad reviaw

-he Ot:Lce of Generic D [ Policy and Procecdure Guide #18-2Q0 as revised cn

status t= a supplemenczal o
=ust ke mec.

w Exug apslicacisa. At lesast ¢ne 02 the crizerc:ia

e PUBLIC EEALTE
for wnich ther

2% EXTRAORDINARY

SED. ZzZvents that affact tihe availadbility c¢f a doug
is no aliternacive.

SHIP ON THE APPLICANT.

a. Catastroghic events such as explcsicn, Zire, sterm damage.

b. Evencts g
which ti

A ab
A T
£3

nat csuld not have been reasonably foreseen, and for
e applicanct could net glan. =Zxamples iaclh

. . . = S s ;
rupe discsntinvacizn of supsly ¢ aétive incredient,
CKacing waceriLal, <o SnsaLig8T c.asure; an

cation ol a facility or change ia an 3
cility because of a ca-aszrzphic event (see it
)

a. Matters|ragarding the government's <Iug purchase program,
ugon request focm tle appropriace FDA oilice.

b. Federal |cr state legal/regulatsary acticns, including
mandated formulatisn changes or lzbeling chances if it is in
the Acgepcy's best ilnzeresc.

c. Sxpiraticn-date extension ¢r packaging change when the drug
procuct| is the susject ¢l a govermment SSntractT awasc.

RECOMMENDATIONS:

3ranch CSO/C" st
ats E’l

Sugerviscory Ch ea'St

R Stz

Oivisien Director

‘}\\bw &\\ z\,‘bv‘\

COMMENTS :

/Ceny Signaguras & Dates

NIt

cc: ANDA/S#, Division File, Doc. Roem log, R.Pollcck, CSO.




Altana !nc.

RE:

AADA 61-212
Bacitracin Zinc Ophthalmic Ointment USP

ANDA 80-692
Hydrocortisone Ointment USP, 1%

ANDA 80-198
Lidocaine Ointment USP, 5%

ANDA 87-355
Nitroglycerin Ointment USH, 2%

ANDA 62-129
Nystatin Cream USP 100,000 u/g

ANDA 62-124
Nystatin Ointment USP 100,000 u/g

ANDA 80-029
Sulfacetamide Sodium Ophthalmic Ointment USP, 10%




7 e

"‘

E. Fougera & Co.
division of Altana Inc.

Re:

AADA 60-764
Neomycin and Polymyxin B |Sulfates and
Bacitracin Zinc Ophthalmic Dintment USP

AADA 62-166
Neomycin and Polymyxin B|Sulfates,

Bacitracin Zinc and Hydrocortisone Acetate
Ophthalmic Ointment USP

ANDA 19-137
Betamethasone Dipropionate Cream USP;*0.05%

ANDA 19-141
Betamethasone Dipropionate Ointment USP, 0.05%

ANDA 18-861
Betamethasone Valerate Crieam USP, 0.1%

ANDA 18-865
Betamethasone Valerate Ointment USP, 0.1%

AADA 62-447
Erythromycin Ophthalmic Qintment USP § mg/g

AADA 62-531
Gentamicin Sulfate Cream USP, 0.1%

AADA 62-533 A
Gentamicin Sulfate Ointment USP, 0.1%

ANDA 80-693
Hydrocortisone Cream USP, 1%

ANDA 89-414
Hydrocortisone Cream USP, 2.5%

ANDA 81-203
Hydrocortisone Ointment USP, 2.5%

ANDA 88-168
Fluocinolone Acetonide Ojntment USP, 0.025%




E. Fougera & Co.
division of Altana Inc.

Re:

ANDA 88-169

Fluocinolone Acetonide Cream, USP 0.025%

ANDA 88-170

Fluocinolone Acetonide Cream, USP 0.01%

ANDA 73-030

Fluocinonide Cream USP, 0.05%

ANDA 72-933
Fluocinonide Gel USP, 0.05

ANDA 62-599
Nystatin and Triamcinolong

% *

> Acetonide Cream USP,

100,000 USP nystatin units{1 mg per gram

ANDA 62-602

Nystatin and Triamcinolong Acetonide Ointment USP,
100,000 USP nystatin unitsf1 mg per gram

ANDA 85-692

Triamcinolone Acetonide Cream USP, 0.1% & 0.5%

ANDA 85-691

Triamcinolone Acetonide Qintment USP, 0.1% & 0.025%

ANDA 86-424
Triple Sulfa Vaginal Creary

ANDA 62-938

uUspP

Neomycin and Polymyxin B Sulfates and Dexamethasone

Ophthalmic Ointment USP;




Savage Laboratories
division of Altana Inc.

Re: NDA 19-138
Alphatrex® (Betamethasone Dipropionate Cream USP, 0.05%)

NDA 19-143
Alphatrex® (Betamethasone Dipropionate Ointment USP, 0.05%

NDA 18-862
Betatrex® (Betamethasone Valerate Cream USP, 0.1%)

NDA 18-863
Betatrex® (Betamethasone Valerate Ointment USP, 0.1%)

ANDA 62-597
Mytrex® (Nystatin and Triam¢inolone Acetonide Cream USP,
100,000 USP nystatin units/1 mg per gram)

ANDA 62-601
Mytrex® (Nystatin and Triamg¢inolone Acetonide Ointment USP,
100,000 USP nystatin units/1 mg per gram)

ANDA 87-887
Trysul® (Triple Sulfa Vaginal Cream USP)






