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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
10th EDITION
CUMULATIVE SUPPLEMENT 11
NOVEMBER 1990

1.0 INTRODUCTION

“ﬁTﬂ USE THE CUMULATIVE SUPPLEMENT

& Cumulative Supplement is one of a series of monthly updates to
PApproved Drug Products with Therapeutic Equivalence Evaluations,
w'gﬂTtion (the List). The List is composed of four parts: approved
scription drug products with therapeutic equivalence evaluations,
ip=the-counter (O0TC) drug products that require approved applications
condition of marketing, drug products with Approval under Section 505
e Act administered by the Division of Blood and Blood Products and
cts discontinued from marketing or products which have had their
)proval withdrawn for other than safety or efficacy reasons.

@ Cumulative Supplement provides, among other things, information on
Wly approved drugs and, if necessary, revised therapeutic equivalence
jaluations and updated patent and exclusivity data. The Addendum con-
appropriate drug patent and exclusivity information required of the
¥ by the "Drug Price Competition and Patent Term Restoration Act of
for the Prescription, OTC, and Drug Products with Approval under
i€tion 505 of the Act Administered by the Division of Blood and Blood
dducts lists.

I Patent and Exclusivity Lists are arranged in alphabetical order by
@ ingredient name. For those products with multiple active ingre-
S, only the first active ingredient (in alphabetical sort) will
r. In addition, the trade name will be displayed to the right of the
itlve ingredient name for each product, along with the application number
& product number (FDA's internal file number). A1l patents with their
iPiration dates are displayed for each application number. Use patents
® indicated with the symbol "U" followed by a number representing a
fic use. Exclusivity information for a specific drug is indicated by
breviation followed by the date upon which the exclusivity expires.
to the Exclusivity Terms section in the Patent and Exclusivity
;wation Addendum for an explanation of all codes and abbreviations.

ifi



Because all parts of the publication are subject to changes,
or deletions, the List must be used in conjunction with the most cyp

Cumulative Supplement. Users may wish to place an asterisk (*) tDrent
left of the ingredient(s) in the List to indicate that changes to the
entry appear in the Cumulative Supplement. that

add1t1°ns

Drug product information is provided in each Cumulative Supplement ¢

completeness to assist in locating the proper place in the List f°r
the revision. [Strength(s) which already exist in the List will pot %r
repeated for context.] The effective date for the approved drug produC:
(the earliest date a product may be marketed) appears, when appropriate
to the left of the approval date. c

The presence of any therapeutic equivalence code indicates that the dry
product is multisource; the deletion of a therapeutic equivalence code
indicates that the drug product has become single source. (An infrequent
exception exists when a therapeutic equivalence code is revised. In that
case the deletion of the therapeutic equivalence code is followed
immediately by the addition of the revised one.)

Additions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products with Approval under Section 505 of the Act
Administered by the Division of Blood and Blood Products List and the
Patent and Exclusivity Data are indicated by the symbol >_AbD > to the
left of the line on which new information exists. The >_A00> symbol is
then dropped in subsequent Cumulative Supplements for that item. A newly
approved product is also identified by a lozenge (= ) to the right of its
strength which remains throughout all Cumulative Supplements for this
edition.

Deletions new to the Prescription Drug product List, OTC Drug Product
List, Drug Products with Approval under Section 505 of the Act
Administered by the Division of Blood and Blood Products List and the
patent and Exclusivity Data are indicated by the symbol >_0AL.> (DELETE)
to the left of the line containing overstruck print, The »>pur> symbol
is dropped 1in subsequent Cumulative Supplements for that item. The
overstruck print will remain in the Prescription Drug Product List and 0TC
Drug Product Lists in all Cumulative Supplements for this edition.
However, the overstruck print in the Drug Products with Approval under
Section 505 of the Act Administered by the Division of Blood and Blood
products List and the Patent and Exclusivity Data will be dropped 1N
subsequent Cumulative Supplements.

Products discontinued from marketing or products which have had thelr
approval withdrawn for other than safety or effectiveness reasons, will be
flagged in this Cumulative Supplement with the "3 " symbol to designate
their non-marketed status. All products having a mdn gymbol in the 12t
cumulative Supplement of the 10th Edition List will then be added to the
"piscontinued Drug Product List" appearing in the 11th Edition.




}ODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

Jrug products in this category (1) initially received approval only on the
yasis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
isted below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
jranted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the appropriate Drug Product List.

products Federal Register Reference

Nitroglycerin (capsule, controlled release;oral) SEP 7, 1984 (49 FR 35428)

itroglycerin (tablet, controlled release; ora1) SEP 7, 1984 (49 FR 35428)
{itroglycerin (tablet, controlled release;buccal) JUL 5, 1985 (50 FR 27688)
‘ranylcypromine Sulfate MAR 22, 1984 (49 FR 10708)

APPLICANT (NAME) CHANGES

'ﬁcause it is not practical to identify in the Cumulative Supplement each
and every product involved when an applicant transfers its entire line of
proved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial approved product
lines are transferred between applicants, each approved product involved
Will appear as an applicant name change in the Cumulative Supplement.

APPLICANT (NAME) CHANGES

R_APPLICANT (NAME) NEW APPLICANT (NAME) ABBREV IATED NAME

i COMPANY USA INC BOOTS PHARMS INC BOOTS PHARM

LL DOW PHARMACEUTICALS MERRRELL DOW PHARMS INC MERRELL DOW PHARMS
SUB DOW CHEMCIAL CO SUB MARION MERRELL DOW INC

ﬁ?lRBORATORIES INC MARION MERRELL DOW INC MARION MERRELL DOW
?“INSULIN LABORATORIUM NOVO NORDISK PHARMS INC NOVO NORDISK PHARMS
K USA NOVO NORDISK PHARMS INC NOVO NORDISK PHARMS
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This report provides summary counts derived from the product information in the Prescription Drug
Product List and the current Cumulative Supplement. Products included in the counts are domestically
marketed drug products approved for both safety and effectiveness under sections 505 and 507 of the
Federal Food, Drug, and Cosmetic Act. Excluded are approved drug products marketed by distributors;
those marketed solely abroad; and those now regarded as medical devices, biologics or foods.

The baseline column (Dec 1989) refers to the products in the Prescription Drug Product List. For each
three-month period, a column of quarterly data is added which incorporates counts of product activity
from the previous quarter(s) with those in the baseline count.

DEFINITIONS

Drug Product

For this report, a drug product is the representation in the Prescription Drug Product List of an
active moiety (molecular entity and its salts, esters and derivatives) either as a single ingredient or
as a combination product, provided in a specific dosage form and strength for a given route of admin-
istration with approval for marketing by a firm under a particular generic or trade name.

New Molecular Entity

A new molecular entity is considered an active moiety that has not previously been approved (either as
the parent compound or as a salt, ester or derivative of the parent compound) in the United States for
use in a drug product either as a single ingredient or as part of a combination.




REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

CATEGORIES COUNTED

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCE
THERAPEUTICALLY EQUIVALENT
NOT THERAPFUTICALLY EQUIVALENT
EXCEPTIONS
NEW MOLECULAR ENTITIES APPROVED --
NUMBER OF APPLICANTS 400

10123

CAPSULE; ORAL
ACETAMINOPHEN, ASPIRIN, AND CODEINE PHOSPHATE
MIKART 150MG ; 180MG ; 15MGR
150MG ; 180MG ; 30MG
150MG ; 180MG ; 60MGRt
ACETAMINOPHEN; BUTALBITAL
CAPSULE; ORAL
CONTEN
AB  GRAHAM LABS 650MG ; 50MGH
TABLET; ORAL
SEDAPAP
MAYRAND 650MG ; 50MG
/#ﬂﬂl’l% /
/6501 {8 dnie/
ACETAMINOPHEN; CODEINE PHOSPHATE

TIBLET H DRIL

3 SUPERPHARM 300MG;30MG

ACETAMINOPHEN AND CODETH PHATE
144/ ;

3 SUPERPHARM 300MG 5 60MG

"SR i

3 BURROUGHS MWELLCOME 200MG; 30MG

s "IN S A

9 BURROUGHS MWELLCOME 300MG 5 60MG

COUNTS CUMULATIVE BY QUARTER

DEC 1989

2030 (20.1%)
8093 (79.9%)
7222 (71.3%)

752 ( 7.4%)
119 ( 1.2%)

N81095 001
OCT 26, 1990
N81096 001
OCT 26, 1990
N81097 001
OCT 26, 1990

N89405 001
MAY 15, 1990

N889%44 001
OCT 17, 1985

..... déi/
lﬁér‘l“ﬁ? 1985/

9283/44
et

N89253 001
MAY 19, 1986

9284/441/
RS A388)

N89254 001
MAY 19, 1986

/Ng3451/4841/

N83951 001

/N83951/dd2/

N83951 002

MAR 1990

10095
2039 (20.2%)
8056 (79.8%)

3
406

7213 (71.5%)
723 ( 7.1%)
120 ( 1.2%)

TlBLETi 'DRM.

2@ PHARM BASICS

HORCET
AA ABANA

/88/  IHOLEoRAY/

>_DLT >/At/ 555’17 142/
> _ADD > 24
ACETIC ACID, GLACIAL ; HYDROCORTISONE
S?I.UTIEN/'DRGPS", oTIC
> ELI >
:_DJ.I_”E ;/61'/ a KV 27317
/ﬁﬁl.!.ifiﬂﬂ ’l% /&W
/182/
1242/
144/ "ﬁ%““" /18%/
/ 5?1-'-.'1.4/
/84/ %g 1482/

JUN 1990

10083

2064 (20.5%)
8019 (79.5%)
7183 {71 2%)

713

4
414

1 Amino acid-containing products of varying composition (see Introduction, page 1-8 of the List).

ACETIC ACID, GLACIAL

SOLUTION/DROPS; OTIC

SOLUTION; INHALATION, ORAL
ACETYLCYSTETNE

CYSTEIN
AN QUAD

AN

107
207

(7
123 (1.

SEP 1990
10047
2058 (20.5%)
7989 (79.5%)
7147 (71.1%)
M ( 7.1%)
131 ( 1.3%)
3
416

4244/441/
/Hﬁ.ﬂfé% ,/1981/

N89290 001
MAY 29, 1987

N88871 001
" sagi 881/
IRI118. 115841

/Ng3493/4d1/

N85493 001

/N88492/481/

N85492 001

N71740 001
AUG 11, 1987
N71741 001
AUG 11, 1987




0661 ‘61 d3s
100 95002N

$861 “80 NNr
200 09481IN

$86T “80 NNC
100 09L81IN

066T “IE AVH
100 20£2LN
066T “TIE AVH
100 TOgE2LN

066T “60 ¥dV
$00 0HZ28TN

g6/ 37/ KWW/
§§?FI?§££?N/

286T €92 AVW

100 68N

MHNI/3SVE 9W9E°0 b3

AWYY 1d3a

31V4TINS INILOHLY

NOILVIVHNI $03¥313W “10S0¥3V

5152 {9H0S
5WGZ $SH00T

¥IHS2 ¢ SH00T

HIWG2 £ OH0S

JIV4INS 3INILdoY1Y

SHYYHd 1¥VNLS av
05 OLL3GOHIL

SWYVHd 13VNLS av
OUT OXIL3¥CHAL

av

SWHYHd I9T av

FHOAIIVHLEOTHI OGNV 1070431V

CLRC 0 Y {BLOEFC
[5RFE 990G D PhaTE/ [RERTAST,

SHes 09HS Y<OWG2E

VYo <1378Vl

3NOGITVHLYO THO ¢ 10 1ON3LV

WiVYHd 191
NIWUONIL
Iv¥o €1318vl
RREIL]
sgyI/yd/  /¥¥/
70, FPAPPAND/
sgyl yuve W

HIUI4SV OHV JHOT0IAXO

AVHO €13789V1

J1VIVHIHd3831l 3NOOGOJAXO f30I801HIONOAH 3INOUOJAXO SNIHILSY

286T 20 ¥VH
T00 LZ168N

1EF6T/: 793/

1199147365/

T00 08590N

/TPP/PREPN/

L86T “20 HVW

IW00Z<OWS2E

[PRoP;PhG7R/

1H00[/9H006

MY9JW TIVONIN €

INTHVLIA €

PPe/ [HYPI/TTY AN/

/THpp
/3HI“V$/TVHﬂ¢ﬂ/Nf/KP P/ AATHOTHI MATHEY /

NOILI3rNI €379VLI3rNI

JUTE0THI WNINOWHY

/Igo ssatiﬁwa Oiib £ OW0S sav1 YIS13HD peec|
1901/ 7R/} e
[Y9P/¥as i/ [E05PRPE/ {SQFT/ViSTJHﬁI 199/
T0H FNI1ALdTAITAV OGNV JHIZVNIHdG3d
IVHO €1379vVL
GNIZVNIHdd3d ¢ 30190 THOOYGAH INITALJIULINY
[YP9/55858N/ /8KppY/ RS/, [98/
100 £55H8N 9W00T M¥d vd e
INITTAHIONIWY
Iv¥0 f1376vL
100 895HEN TH/9HS2Z G3IHOHdAT € < 0av <
[¥99/97aveN/ [AR7IREZ/ A/ [ /<Ta<
FRLTTAHIOHIAV
NOILJIrNI €379V.1J3rNI
NI T 1AHJONIWY
886T 0T AVMH
DT e T e
L/ PELA (17 1
V5417535501 /PRPE 5 1/dya/  [8Y/
3u:2un4Loua1HaouuxH OGNV 10H 30I80 114V
Ivdo £137€vL
301ZVIHI040THIOYAAH ‘30180 1THOOYAAH 301HO 1INV
100 BITLIN WS /9105 ww
200 £2091IN THS/75H05 SWHYHd 1NOdNa v
REFTE I
0661 ‘0% 130 e =
100 S992.N WS /I9H0S TLVN Jyuvd vV

T9H IHIAVINVAY
TVH0 €dNY¥AS

3AIHOTHIOHGAH INIAVINVHY

8861 “E£2 NN
100 S9ST.LN

§7/00r/
IR

86T “£2 NAC
T00 H9SLLN

61/ 52000/
o 5584

066T “92 130
£00 62%61IN

0661 ‘0% ¥dV
100 9%L8IN

/698/£6PF TN/
600 £600IN
/59915699 TN/

€00 £600IN

1499 /5699 1N/

L00 £600TN

a
a
< 110 <

(=]
<
A

A A
=
o
A

5 < 110 <
SR T
TVH0 f13T4vl

9861 ‘L2 AON
500 9.29TIN

9861 “‘H0 d3S
T0O0 0S60.LN

[:79/d
i

066T ‘60 NV
T00 8TI8B2LN
066T ‘60 NV
T00 LT82.IN
066T ‘0T HVM
T00 6%62.LN
066T ‘0% UVH
T00 8%T62.LN

T00 9£H60N

[T9P/ 355690/

9861 ‘T 120
T00 9.50LN

9861 “H1 120
T00 SLS0LN

06.AON = 06.NY / TT d3GWNN IN3IWITddNS FALLVYINKND / LSIT 1IN0A0Y¥d 9Ndd Xy

S——

9HOS ¢ 909 {IH0LL

/89 g oL/

INIYVLIIA €

ALY LIRS

H#ﬂﬂiﬂiﬁf3Tﬂﬁ¢¢/ﬂﬂﬂ¢ﬂﬂﬁﬁ/?HIﬂ¢#N3 M3

GUSZ CIWODE E IHSBT ANIUVLIA €
S JANTRYEIS]  J¥8/
el i %W/m#uﬁ:/;umﬁwaww
Y0 f1379vVL

Jivdild 3NIUQVN3HdY0 faNI3ddvd TNIYIdSY

HOHOE £ SHOHEOW0S ¢ G2 E

E|

ZOONYS

£ ON 3NI3003/M TVNIHOIL

M/S0°0€4S'0

JIWTVHLIHDO ¢Sdod0/NOILNTIO0S

O1THOOYAAH 3INITOZVHAVN :31VHd

A%%%

asvd 9W0T
£3syd 9WoT b3

3/53/
/IR v

3svd aWsz'9 b3
£3sva 9Wsz'9 b3

IvH0 £3SV3ITIY 03ONIUX3 “3IINSdYI

VY0 €3NSV

J1VHJSOHd 3INI3009 f3NI3ddvd Tiviia1ving ‘N181dSY

SHYYHd €v10I
Y-NOJOSVA

JEiiAd/

SNOSIA
§'/ 3INIWVLIHAIE

JEIYNAd/

SNOSI4d
02 3INIWVLIHAIE®

[ETeAd/

SNOSIH
§°2T INIWVL3HAIE

N INTHY 13
] Wi:

d INITOZVINV

e/

TP

Y —

VU0 “NOILVIVHNI ¢NOILNTO0S

< aay <
o1z NHOrdN <7aav <
NYNYX
IvH0 $1378VL
HAvioZvad v
OHO0T WNYHdY3dNS €
/3999%/ /Nﬁ_ﬂéﬂiﬂﬂﬁi_ 9%/
JONIENIOT TV
YN0 ¢1378VL
ONIUNdO 11V
u3SVa onv B3 av
n3Sva oWz b3 L1097IHI HINAVM av
u3SVE 9Wb B3 av
H3SVE 9WZ b3 NOWW3IT av
JIV4INS Tou3inaiv
IVHO f1378VL
JIv4InS 1ou3inaiv
OHT ' 0 SWYYHd ZOONYS €
/8419/ /#HﬁﬁHﬂ;é?ﬁﬁgﬁéy!
Vo) [T EN RV
NIXOLIOIA1ALIOV
702 savl A30 RV
0Z=10500MA
70T sayl A3a v
0T~105090H

INIILSADTALIDV




£00 L290SN
200 L2S0SN

6861 ‘10 HVH
£00 86929N
686T ‘10 UVH
200 86929N
686T “T0 HVH
T00 86929N

¢
iy
6¥0Y/ 1P
i
19p/9#957

200 2TS0SN

1799/ 71598/

L86T ‘S0 ¥VH
100 99.29N
686T ‘S0 NV
T00 LTO0%ESN
6861 ‘0T €34
T00 S6929N

/[ 59/8Y
;ﬁ?ﬁf 577 9H/Hj
g
PY/ad/

697

by %
c17 o
p/56 37N/

I
16963/
sy
/199/8

066T “£2 AVH
100 2.L661IN

Bl

e Ve HETT B3 NosKeior. avai &
WS/3SVE 9WO0S b3 e
IMS/35VE OHOSZ B3 e
MG/3SVE OWSZT B3 14vo014 €
/IRE7F5VR, PRPPF. DA/ /39/
/IRG7 3555, PRpFE. PA/ 189/

[TRE75VR, PRETT. P/ f#é;ggg;géﬁi /99/

IVH0 ¢NOILNLILSNOIIY ¥04 ¥3IOMOd

3svd 91052 b3 NOSNHOr aviW €

ES EVEETEE /HSSHAGE/ gy AR/
439T8na

ISva 9HO0S b3 HLIN3Z €

Isve 9W00S b3 avd3uNnd e

3SVE 9W00S B3 14v¥o019 €
/758, Prppz, P3/ /EAz/  [RY/
/3555, PrppE. PA/ /3vdaucd/  /RV/
/358, PR9PE. P/

hvise, ™

IVH0 €£3TINSdVI
TIX0¥av43d

L V4 JHW0IT13IM SHONOWHNG

100 96959N oMz L6 «
/IPP/ S5/ /M7 e/
100 Z68E8N 919" BY e
/TPP/ L6 95 MY/ /W3 Y/
100 868£6N b 2§ e
/;33/;2;;;3/ !9”2 91 713M0d 013y € EE/
/IPP/ 7975/ ggg ;E/ JPRFIVSIALE, Z /¥%/

WAIdoS TViTudvav.ind
IvH¥0 f1378VL

HAIG0S 1viigdveving

861 “90 834

100 88988N

[596X/ 99 /8]

1199155395/

%861 ‘92 d3S

100 £L8988N

15961/ 92/dds/

11991433584/

TG /WG 2§ THG /IMb 1VN 3udve e
[IRGTPRGE RGP/ /5y /9%/
i
THG/OHGZ ¢ THG /T SIISVE WAVHd
/IRGIPRGE MG/ PRD/ /95I§Yﬂé§g§g§éﬁ 9%/

VA0 Y¥IXITE

JOIU0 1HJOUAAH INIAV IONVAOdd 1ANIHd 31V31VH INIWVYINIHdHOYE

T00 0ZBEEN

/195/978590/

TH/9H00T SI¥3ls €

[IPp9Y/ [$THA)s/

JUAVITVH INIWVHINIHdHWOYE
NOILI3INNI €379VLII3rNI

JIVI 1YW INIWVHINIHJHOYE

066T ‘1T NVIC

T00 9252.LN

u3SVE 750 0 B3 Wivd AV1D av
FIVHOIJONdI0 INOSVALIWVIIE

IVIIdOL €1IN3IWINIO

066T ‘1% NVI

T00 8£52.N

u3isSvd /50°'0 B3 Wivd AV1D av
FIVHOId0ud10 ANOSVHLIWVLIE
IVIIdoL ¢NOILOT

066T ‘1% NVl

100 95£52.N

u3Sve 7500 b3 WiVd AV av
0¥dIad 3
IWIIdOL SWY3IND
FIVNOIdOdd1ia 3INOSVHLIWVIIE

100 6656TIN

100 2899IN
¢ TH00T/9W009 ¢ THOOT/9H0% ¢ TWOO1/9W02
H3HIVINGD OLLSV1d HE

Fgany

FIviov1
I100S 30 THI HWNIO S3AIH0TH ISSYL $30I¥0THD U]
f9T NOM
TH/OHT " 9T S TH/ONT2ZT
EIW/OH " HLETW/OMD " S2 4 TH/ONG " 9T 110499y €
TH/SHE 915 T/ ST 2T/
O e Ayl oy JE1p8sy/

+ 301 J HWNISS

/YPB/6EITN/

]

100 64991IN

!THOGI/ﬂHﬁfflﬁOOI/HSEEiHODI/ﬂNOZ y3aixve dv
HIV. JILSVd 79 3 M aalv.
100 66%81IN THOOT/9HOTE
£IHO0T/9H009
‘1H001/5H0£‘1HDOI/H8§‘1HDOI/9HOZ ¥y3aLnd e
/rnpmww/ 3R00T7SRRTE/
JHPR T/ / =
: ' 13/
OXILSY1d HI S« a3Lv. NI #Z§ 3Isodla

100s *

100 8£658N

[199/956590/

8861 “£T ddV
T00 206TLN
286T “£1 ddV
T00 TO6TLN

??PI/ iﬁ/ﬂdf/
199/7p
9¢¢ff f /ﬂ#!/
199/

/
/
199/ 196 T4/

£00 TZTSBN
200 TZTS8N
599/ TETEY
pR/Y7TSHN/
;gPﬂffﬁiﬁ?H/

286T ‘92 AON
T00 8%8.8N
2861 92 AON
T00 LHBLBN
286T ‘92 AON
IOU EEELSN

[YPRPFE5/

100 I£ILBN

/XPR/YSTERN/

100 29.58N

06,AON - 06,NVF / TT H3GWNN INIWITddNS FAILVINWND / 1SIT 1ING0¥d I9N¥d XY

¥3INIVINOD JILISVId NI S3LATOH1I313 NdL

" SHO0T/9HOTS

W3 WNTSSVIOd T35081X30 $3ATH0THI WNID
SHST INTUVLIA € <Taav <
/95 /¥9/< 170 <

THOOT/9H01E
y31xve dv

E.839HId 03LViovi
NOILI3MNI $379VLJ3ArNI

NOILI3rNI ¢376V.LI3ANNI

a 10 EICIER] 100S
d $30IH0THI WNIS3ND ©30IY0THI WNIJTVI

f:' p] /
i

01/9K009

NOILJ3rNI €379V.LI3rNI
JIVIJV1 WNIO0S 30180 1HI

- V€0 1378Vl .
= e - L

SHO2 3
awoT ANINVLIA €

/9¥97/ /xs/
LY JANERYEES) /YR

N3d4070va
TvH0 £137€vl

340
TH/9HO0T £ TW SKb* 0

e
TH/OHSL W/ " 0 e
TW/9H0S € TH/OHY " 0 1SHIAV H13MM €

[IR75A99Y : IR7ORD D/ fggf
ﬁﬁ&%ﬁ%{ gty !
41NS IHI4dOHLV ANIOTHILA3

TH/OHOO0T € TH/ WY ° 0

TH/OHSL TH/ 9D 0

TH/9HOS € TH/OHb " 0 ONIT3LS
[AR7PRPPT TR PRDI0/ /49/
/TR7PREE A7 PABTD/ 199/
/TR7P05  TR7PES D/ T¥s/  /99/

O¥3WE0 OGNV INIdodL
NOILI3IrNI $3TEVLIIIrNI

30I¥0THO0Ha NIOId3d 47NS 3INId

e TR

OWG"Z1ONS20°0 SIAVA 3INYvVd €
;;g:a;fggﬁayf ISKVRIAL 198/

OH 31V HﬂIﬂ
IvHo <1378Vl

a1vd AHX40HLVY

4 Al v dHdIa * NS 3INI4OodL




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'90 - NOV'90

OPE SODT

CEFADROXIL

POWDER FOR RECONSTITUTION; ORAL
ULTRACEF CEFOBID IN PLASTIC CONTAINER

INJECTABLE; INJECTION

AB BRISTOL EQ 125MG BASE/SML N62334 001 PFIZER EQ 20MG BASE/ ML NE0O613 002
AB E SMG BASE/S5M N62376 001 JUL 31, 1987
MAR 16, 1982 EQ 40MG BASE/ML NEO613 001
A_Q EQ 250MG BASE/SML N62334 002 JUL 23, 1986
AB EQ 250MC BASE/SML N62376 002 JROERLS/ JEQ/Z0Me/BASE ML/ /Nedeii/dds/
QLRI NeASAe/ a4t/ rearassisnsenss O lasie s
(R e vefa Wiy 14 183511988

(s NG Alrirann

Whyividety
INJECTABLE; INJECTION

T;z;géég%b CEEI:ZHO BOOMG/VIALK NEO&6G6 001
/aa/ ; / /n%ﬁj%gﬁf 16M/VIALM sznsgzr:sl;;g
@ ZENITH EQ 1GM BASE N62774 001 SEP 27> 19920
APR 08, 1987 2GM/VIALM N50&64G6 003
SEP 27, 1990
10GM/VIALM NBD6GE 004
CEFAZOLIN SODIUM SEP 275 1990

INJECTABLE; INJECTION
CEFAZOLIN SODILM CEPHALEXIN

AP LEMMON EQ 5GM_BASE/VIALM N63018 001
MAR 05, 1990 CAPSULE; ORAL
AR e en g S 188 TR T g i g s JNgALE9/461)
ey vt ey
2 VITARINE EQ 250MG BASE N62159 001
CEFOPERAZONE SODIUM a EQ 500MG BASE N62159 002
INJECTABLE; INJECTION POMDER FOR RECONSTITUTION; ORAL
CEFOBID CEPHALEXIN
PFIZER EQ 1M BASE/VIAL NS0S51 001 183 ISEHARINE/ JEQIESNSIBASEISN  INGBHESI881/
o commsscrzn | Keoshy oo /84 s iensirns NG asy)
NOV 18, 1982 i IBEC/22,/198%1
EQ 10GM BASE/VIALM NEOSE1 003 3 VITARINE EQ 125MG BASE/SBML N62779 001
JROER1S/ JRATENRASESIRL] | ANBdaL/dd1/ s Gl shn basesk - Neith vt
PO - s
' i INSY/18, 71882/

TABLET; ORAL TABLET; ORAL

“THAtRAIE [E4/ 28006 /BASE/ /He2a81/481/ 'ﬁﬁh’: ot 10MG;0.4MG N14740 006
B/ IVITARINE/ d/¢5¢ Plovdion e
18/ [E4/589r6/BASE/ Mﬁgﬁgﬁ;{gﬁé; m:ggtiﬁ P 5MG;0. 2MG N147640 002
24746 ROCHE 5MG;0.4MG N14740 004
/BX/ JE4/ 181 /BASE/ /‘ﬁ%iﬁf;i éﬁf

3 VITARINE EQ 250M6 BASE N62863 001
AUG 11, 1988 H ENIR ALEA
a EQ 500MG BASE N62863 002
AUG 11, 1988 TABLET; ORAL
N62863 003 CHLORPH MALEAT
g ol AG 11, 1988 VPPl L A— 883841881/
® [RgRAE g/ gk e /481
184/ /ﬂﬁ}t‘ﬂf-/ /m Nadese/del

CEPHAPIRIN SODIUM
INJECTABLE; INJECTION

EPHAPIRIN SO : CHLORZOXAZONE
141 IF [t st sy S
3 LYPHOMED EQ 206M BASE/VIAL mzﬁgfslggz ia TG 500MG N89970 001

SEP 27, 1990

CEPHRADINE
AFE C_PHOSPHATE, P-32

CAPSULE; ORAL
CEPHRADINE > oLy > /IN #ﬁﬁl-ﬁ’/,iﬂ#ﬂ o/
18R/ [vitANE/ 12598/ / H/;!;%gi,}{ﬂ:i); T ’J Mmm{mf/ JaeAL) JH1F684/661/
/é%/ /2ddre/ mg“}éﬁ,%#ﬁ >_ADD >  INJECTABLE; INJECTION
B NETAEIN o b G s P ALLINCKRoOT BMCI/ML N17084 001
? 500MG N62813 002
FEB 25, 1988

DINE HY HLORID

INJECTABLE; INJECTION
TAGAMET HCL IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER

JTABLET I JORAL SKF EQ 6MG BASE/ML m¥139f{54122;
-/ﬂwimlﬁﬁy id. [N14144/84¢/ JTASAHES/ 1N/ 300 10/ CHLOR 1oE /8. 4}/IH/PLK$fI¢/¢¢|4fﬁIH£H}

iy i oo g Yy et /114434/d41/

#dﬁﬂflj 2 4 [Engid. e/ JR14344/882/ Joct/31. 71988/

/5vgid. e/ /Ni474d/d84/
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'90

DESOXTMETASONE

CREAM; TOPICAL

DESOMIMETASONE
TARO

>_ADD >
>_ADD > AB
> ADD >
>_ADD > AB
>_ADD >

N73210 001
NOV 30, 1990
N73193 001
NOV 20, 1990

>_ADD > AB
>_ADD > AB

N17856 001

N18309 001

DEXAMETHASONE

TABLET; ORAL
DEXAME THASONE
@ BARR

0.5M6 N84766 001

SODIUM P HAT

INJECTABLE; INJECTION

E SO PHOSPHATE
1481 TITEINERLERTION Jed 20N0 SdsMATEL/  /NARSEA/48L/

/FEB/11:/1384/

N88522 001
FEB 17, 1984
N81125 001
AUG 31, 1990

@ INTL MEDICATION EQ 20MG PHOSPHATE/ML

AP KENDALL MCGAW EQ 4MG PHOSPHATE/MLM

EQ 10MG PHOSPHATE/MLM

N81126 001

- NOV'90
DEXTROSE ; SODIUM CHLORIDE

INJECTABLE; INJECTION
DEXTROSE 3.3Z AND SODIUM CHLORIDE 0.3% IN PLASTIC
CONTAINER
KENDALL MCGAW 3.3GM/100ML;
Z00MG/100MLR N19631 016

JAN 19, 1990

E IN

INJECTABLE; INJECTION
DALGAN
ASTRA EMG/ML N19082 001
DEC 29, 1989
N19082 002
DEC 29, 1989
N19082 003

DEC 29, 1989

10MG/ML

15MG/ML
/ers M/
/18ve M/
/1se ML/

JAYETH/AYERST/

DIATRIZOATE MEGLUMINE; DIATRIZOA

INJECTABLE; INJECTION

THYPAIE-H/

AUG 31, 1990

/8473282

1d724/dd3/
16975387%/ Misis

e
7 i i44/4841

HYPAQUE-M, 75/

OINTMENT; OPHTHALMIC

AT  ALCON EQ_0.057 PHOSPHATE
/9 13/OPHIACRLC  /811c/

&t/ fﬁ;;%g’ / /ed 8,857 "PrdsPrAtE/

/i
oo P S vty

SOLUTION/DROPS; OPHTHALMIC, OTIC
E_SODITUM

N83342 001

/NB3342/dd1/

AY STERIS EQ 0.17 PHOSPHATE N88771 001

JAN 16, 1985

TABLET; ORAL
[
w Ry e s
TABLET; EHTEHDEQ RELEASE; ORAL
' Sl 1469
P v ey
DIGOXIN
INJECTABLE; INJECTION
> DLT > rd /48
>_ADD >[w 3 tYPHG‘IEE/ /!L%Sl‘ﬁ/l‘lt/ /gé'g{?{gﬂ{/
IHYD! GOTAM MESY EPAR IUM; DOC
HYDROCHLORIDE
Iiﬂéﬁgzﬂgif‘/iﬂJ£¢fiﬂﬂf
fﬂﬁﬂdﬂZ/ /85184 8 ddd /OtTs/d L1/
A 4.
R
3 SANDOZ 0.5MG/0.7ML35,000 UNITS/0.7ML;
7.56 0.7ML N18885 002
NOV 30, 1984
DI D
TABLET; ORAL
THMEHHYDRTHA
w TG gt

STERLING
HYPAQUE-M, 90%
STERLING

5073257 N10220 003

60745307 N10220 002

DIAZEPAM

TABLET; ORAL
DIAZEPAM
/BR/  /SUPERPHARN/

@ SUPERPHARM

/18e/

10MG

7dg44/dd
/wﬁgﬂwfl ﬁdé%

N70644
DEC 11, 19‘8

PH E_HC
144/ /E53d/ /N83g34/461/
2 ANABOLIC 25HG/ 15;2;22{33}/
> DLY >/ /Hﬁifﬂﬁﬂ/ /éiﬂﬁ
gﬂf /5086/ /N83953/881/
> ADD > 3 HEATHER 25MG N84524 001
F) 50MG N83953 001
DIPYRIDAMOLE
TABLET; ORAL
AD Erh 84 001
> ADD > AB BARR 25M6n N871
> ADD > OoCT 03, 1990
> ADD > AB 50MGH N87716 001
>_ADD > OCT 03, 1990
> _ADD > AB 75Men N87717 001
> ADD > ocT 03, 1990
AB PUREPAC 25MG N89425 001
JUL 12, 1990
AB 50MGH N89426 001
JuL 12, 1990
AB 75M6n N89427 001
JUL 12, 1990
P
AB BOEHRINGER INGELHEIM 25MG N12836 003
DEC 22, 1986
AB 50MG N12836 004
FEB 06, 1987
AB 75ME N12836 005

FEB 06, 1987
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PHENTERMINE RESIN COMPLEX

CAPSULE, EXTENDED RELEASE; ORAL

IONAMIN-15
FISONS EQ 15MG BASE
JPENALT/ [EQ/ 18re/BASE/
, IONAMIN-30
| FISONS EQ 30MG BASE
| /PENIALT/ [E4/38re/BASE/
PHENYTOIN SODIUM
INJECTABLE ; INJECTION
PHENYTOIN SODIUM
/88/ T /VRRRER/CHILCGTE/  /dond i/
@ WARNER CHILCOTT 50MG/MLK
HENYTOIN SOD EXTENDED

CAPSULE; ORAL

EXTEMDED PH SODTUM
48/ T3E0rAK7 /1864/

@ SIDMAK 100MG
PHENYTEX
/B [BOLAR/ [186ned/
@ BOLAR 100MGu
PHYTONADIONE
INJECTABLE; INJECTION
VITAMIN K1
/88/ /ABBdIT/ /1de L/
a ABBOTT 10MG/ML
IPECUR ROMIDE

INJECTABLE; INJECTION
ARDUAN

ORGANON 1IMG/MLnr

Tl

NISOLONE ACETATE

INJECTABLE; INJECTION
PREDNISOLONE ACETATE

R B T e O

N11613 004

/NL1813/dd4/

N11613 002

/NLIE13/482/

/N89944/dd1/
/HAR/34,/199¢/

N89900 001
MAR 30, 1990

[N89441/ 44
/ﬂtﬁ/iﬂ §£4ﬁé§

DEC 18, 1986

/Na8711/46
L1 1984)

N88711 001
DEC 21, 1984

[N87d5¢4/dd
/JHL/255§£dﬁ§§

N87956 001

JUL 25, 1983

N19638 001
JUN 26, 1990

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'90 - NOV'S90

>_ADD >

PIPERAZI A

SYRUP; ORAL

/44/ /§5§5§5f1ﬂ¢/

@ STERLING

/4 "8ddni6 "dASE/SiL/

EQ 500MG BASE/5ML

/N17136/881/

N17796 001

POLYETHYLENE GLYCOL 33503 POTASSIUM CHLORIDE; SODIUM
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHYDROUS

POWDER FOR RECONSTITUTION; ORAL
GLYCOPREP
AA SUPERPHARM 236GM/BOT ;2.97GM/BOT ; 6 . 74GM/BOT ;

5.86GH/BOT;22. 74GM/BOT  N72319 001

i

/OFC/23s /iéﬁﬁf

/88/  [Xdeh/NEBCL/

POTASSIUM CHLORIDE

CAPSULE s EXTENDED RELEASE; ORAL

K=LEASE
AB ADRIA 10 MEGm N726427 001
MAR 28, 1990
INJECTABLE; INJECTION
POTASSIUM CHLORIDE
> LT >/A8/ " JXIPHONFD/ J2xiea oL/ JN884841881/
@ LYPHOMED ZMEQ/ML N80Z204 001
PREDNISOLONE
TABLET; ORAL
J6%) | TSOPERPARY/ ey INAs43/461/
Povrierdy,
2 SUPERPHARM EMG N88892 001
T, 16/ INa1941/dd1/
SR TR /1383
a UDL EMG NB87987 001

188/ TR/ 18808/ 1836321481/
@ AKORN Z25MG/ML N83032 001
PREDNISOLONE SODIUM PHOSPHATE
S?;g;égNég?OPS; OPHTHALMIC
JcHene/ JEQISSHIPROSIATE  NS3834/961/
@ SCHERING EQ 0.5% PHOSPHATE N&3834 001
PREDNISONE
TABLET; ORAL
PREDHISONE
/88) TRRIKTEIRNCNS)  J46esy Ji68181/881/
TR T T A i /43944 °°§/
11485
o0 he e
¢ W37444/441/
o G 118 71983)
@ UDL LABS BEMG N87984 001
JAN 18, 1983
3 10MG N87985 001
JAN 18, 1983
] 20MG N87986 001
JAN 18, 1983
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL
> DT /A8 IRV [4didsa N83448/461/
SOUT/A4 8RR /\8%188/961)
> ADD > @ KV PHARM 6 .25MG/EML N85388 001
> ADD > a 2E5MG/5ML N85385 001
TABLET; ORAL
PROMETHAZINE HCL
s oLT > [Ep/ JPRISKIEIFVCHIS) 118808/ JA3£14/81)
>_ADD > @ PRIVATE FMLTNS 12.EMG N83214 001

JAN 18, 1983

i s . .~

© TABLET; ORAL

PROPANTHELIHE
‘7?&131?27?H“?5§5”!RS ey Jigb934/881/
@ PRIVATE FMLTNS 15MG N80977 001
PROPOXYPHENE HYDROCHLORIDE
CAPSULE; ORAL
PROFOMYPHENE HCL
J44) TRAESAS] e INB3185/481/
J44) "IBRIIRTEIRNES) i 83684/ 441/
v et frecy, yRAEERYPLY,
2 PRIVATE FMLTNS 3zMG N83464 001
@ 6EMG N83113 001
PROPRANOLOL HYDROCHLORIDE
TABLET; ORAL
J48) IRIERI/AIERSIASS]  [4one/ J14414/414)
Sl = S
a2 WYETH AYERST LABS 90MG N16418 010
dééd d OCT 18, 1982
& IR PR 1684/ Ji4514/481/
it IR 1 e
Jé8/ /464 ST
/Nﬁ?/ié,/ié %
Jéd/ o, )
Jé8/ [édg/ /ﬂ¢9’121£§g§§§
= JNO9/18, 713857
J48) TRRCIVIFTRRIAl /94 JRHLL837481/
- JO2T/88, 11984/
@ DANBURY PHARMA S0MG N71183 001

OCT 06, 1986
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OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'90 - NOV'S%0

CLOTRIMAZOLE

> ADD > CREAM; VAGINAL

> ADD > GYNE-LOTRIMIN

> ADD > SCHERING 1/m N18052 002
>_ADD > NOV 30, 1950
> ADD > TABLET; VAGINAL

> ADD > GYNE-LOTRIMIN

> ADD > SCHERING 100MGx N17717 002
> ADD > NOV 30, 1990

DIPHENHYDRAMINE HYDROCHLORIDE

SYRUP; ORAL
DIPHEHHYDRAMIHE HCL
AA HI TECH 12.5MG/5MLA N72416 001
SEP 28, 1990

PERMETHRIN

LOTION; TOPICAL
NIX

BURROUGHS HELLCOME 17;m N19918 001

MAY 02, 1990

NO NOVEMBER 1990 APPROVALS




ORPHAN DRUG PRODUCT DESIGNATIONS

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A "DESIGNATED ORPHAN DRUG." SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF
SUFFICIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S).

WHEN A PRODUCT IS GRANTED ORPHAN DRUG DESIGNATION, IT WILL APPEAR IN THIS SECTION. ONCE A BIOLOGICAL OR DRUG
PRODUCT IS LICENSED/APPROVED FOR MARKETING, IT WILL BE LISTED IN THIS SECTION AND ASTERISKED, AS APPROPRIATE,
TO DENOTE MARKETING/EXCLUSIVE APPROVAL STATUS. IN ADDITION, THE EXCLUSIVITY EXPIRATION DATE WILL BE DISPLAYED

FOLLOWING THE APPROVED DESIGNATED INDICATION(S).

THE FOLLOWING DRUGS AND BIOLOGICALS HAVE BEEN GRANTED ORPHAN DRUG DESIGNATION PURSUANT TO SECTION 526 OF THE
FOOD, DRUG, AND COSMETIC ACT AS AMENDED BY THE ORPHAN DRUG ACT [PUBLIC LAW 97-4141.

ORPHAN DRUG PRODUCT DESIGNATIONS
BIOLOGICAL DESIGNATIONS

NAME OF BIOLOGICAL DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME
GENERIC: m&%ﬂ'GEGALOVIRUS MONOCLONAL PREVENTION OF HUMAN CYTOMEGALOVIRUS INFECTION IN MEDIMORPHICS
S o ;BES BONE MARROW AND ORGAN TRANSPLANT PATIENTS.
2 ESTABLISHED TREATMENT OF HUMAN CYTOMEGALOVIRUS INFECTION IN

BONE MARROW AND ORGAN TRANSPLANT PATIENTS.
PREVENTION OF HUMAN CYTOMEGALOVIRUS INFECTION IN
PATIENTS DIAGNOSED WITH AIDS.

TREATMENT OF HUMAN CYTOMEGALOVIRUS INFECTION IN
PATIENTS DIAGNOSED WITH AIDS.

GENERIC: BOTULINUM TOXIN TYPE A TREATMENT OF STRABISMUS ASSOCIATED WITH DYSTONIA
TRADE:  OCULTNUM*/#+* ADULTS (PATIENTS 12 YEARS OF AGE AND AB(NE?T.HN &
TREATMENT OF BLEPHAROSPASM ASSOCIATED WITH
DYSTONIA IN ADULTS (PATIENTS 12 YEARS OF AGE
AND ABOVE). */%* [DEC 29, 1996]

GENERIC: BOVINE COLOSTRUM TREA
TRADE: NOT ESTABLISHED TMENT OF AIDS-RELATED DIARRHEA. DONALD H. HASTINGS, D.V.M.
GENERIC: COAGULATION FACTOR IX (HUMAN) FOR USE AS REPLACEMENT THERA
: PY IN PATIENTS WITH ALPHA
TRADE: ALPHANINE HEMOPHILIA B FOR THE PREVENTION AND CONTROL OF DR

BLEEDING EPISODES, AND DURING SURGERY TO CORRECT
DEFECTIVE HEMOSTASIS.

GENERIC: CYTOMEGALOVIRUS IMMUNE GLOBULIN (HUMAN) PREVENTION OR ATTENUATION OF
: PRIMARY CYTOMEGALO- MASSACHUSETTS
TRADE: NOT ESTABLISHED*/** VIRUS DISEASE IN IMMUNOSUPPRESSED RECIPIENTS OF BIG_{EICSELL!S )
ORGAN TRANSPLANTS. [APR 17, 1997]



GENERIC:
TRADE ;

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:

GENERIC:

GENERIC:

GENERIC:
TRADE:

GENERIC:

GENERIC:

GENERIC:

GENERIC:

GENERIC:

TRADE:

NAME OF BIOLOGICAL

C1-INHIBITOR

C1-INHIBITOR (HUMAN) VAPOR HEATED, IMMUNO

CD4 IMMUNOGLOBULIN G (RECOMBINANT HUMAN)

NOT ESTABLISHED

CD-45 MONOCLONAL ANTIBODIES
NOT ESTABLISHED

DISACCHARIDE TRIPEPTIDE GLYCEROL
DIPALMITOYL (DTP-GDP)
IMMTHER

GRANULOCYTE-COLONY STIMULATING FACTOR
(RECOMBINANT-METHIONYL HUMAN)
NEUPOGEN

GRANULOCYTE MACROPHAGE-COLONY
STIMULATING FACTOR
NOT ESTABLISHED

NWE OF BIOLOGICAL

GROUP B STREPTOCOCCUS IMMUNE GLOBULIN
NOT ESTABLISHED

[INDILM 111 MURINE ANTI-CEA MONOCLONAL
ANTIBODY TYPE ZCE 025]
CEAKER

INTERFERON ALPHA-2A (RECOMBINANT)
ROFERON-A

INTERFERON ALPHA-2B (RECOMBINANT)
INTRON A

INTERLEUKIN-2 POLYETHYLENE CONJUGATE;
RECOMBINANT E. COLI
NOT ESTABLISHED

LACTOBIN
LACTOBIN

ORPHAN DRUG PRODUCT DESIGNATIONS
BIOLOGICAL DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

PREVENTION OF ACUTE ATTACKS OF ANGIOEDEMA,
INCLUDING SHORT-TERM PROPHYLAXIS FOR PATIENTS
REQUIRING DENTAL OR OTHER SURGICAL PROCEDURES.
TREATMENT OF ACUTE ATTACKS OF ANGIOEDEMA,

TREATMENT OF ACQUIRED IMMUNODEFICIENCY SYNDROME
(AIDS) RESULTING FROM INFECTION WITH THE HUMAN
IMMUNODEFICIENCY VIRUS (HIV-1).

PREVENTION OF ACUTE GRAFT REJECTION OF HUMAN
ORGAN TRANSPLANTS.

TREATMENT OF PULMONARY AND HEPATIC
METASTASES IN COLORECTAL ADENOCARCINOMA
PATIENTS.

TREATMENT OF MYELODYSPLASTIC SYNDROME.
TREATMENT OF NEUTROPENIA ASSOCIATED WITH
BONE MARROW TRANSPLANTS.

TREATMENT OF PATIENTS WITH SEVERE CHRONIC

NEUTROPENIA (ABSOLUTE NEUTROPHIL COUNT LESS THAN

500 PER CUBIC MILLIMETER).

TREATMENT OF NEUTROPENIA DUE TO HAIRY CELL LEUKEMIA.

TREATMENT OF PATIENTS WITH CHRONIC LYMPHOCYTIC
LEUKEMIA TO INCREASE GRANULOCYTE COUNTS.

SPONSOR NAME

IMUNO CLIN RES

GENETECH

NJC ENTERPRISES

IMMUNOTHERAPEUTICS

AMGEN

SCHERING PLOUGH

ORPHAN DRUG PRODUCT DESIGNATIONS
BIOLOGICAL DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

TREATMENT OF NEONATES WITH DISSEMINATED GROUP B
STREPTOCOCCAL INFECTION.

FOR THE DETECTION OF SUSPECTED AND PREVIOUSLY
UNIDENTIFIED TUMOR FOCI OF RECURRENT COLORECTAL
CARCINOMA.

TREATMENT OF METASTATIC RENAL CELL CARCINOMA IN
COMBINATION WITH TECELEUKIN.

TREATMENT OF METASTATIC MALIGNANT MELANOMA IN
COMBINATION WITH TECELEUKIN,

CONCOMITANT ADMINISTRATION WITH FLUOROURACIL
FOR THE TREATMENT OF PATIENTS WITH ADVANCED
COLORECTAL CANCER.

TREATMENT OF PATIENTS WITH CHRONIC DELTA HEPATITIS.

TREATMENT OF PRIMARY IMMUNODEFICIENCY DISEASE
ASSOCIATED WITH T-CELL DEFECTS.

TREATMENT OF AIDS ASSOCIATED DIARRHEA UNRESPONSIVE

TO INITIAL ANTIDIARRHEAL THERAPY.

SPONSOR NAME

UNLVAX

HYBRITECH

SCHERING PLOUGH

CETUS

ROXANE LABS



NAME OF BIOLOGICAL

GENERIC: LEUKOPOIETIN
TRADE: LEUKINE

GENERIC: MONOCLONAL ANTIBODIES PM-81 AND AML 2-23
TRADE: NOT ESTABLISHED

GENERIC: MUCOID EXOPOLYSACCHARIDE PSEUDOMONAS
HYPERIMMUNE GLOBULIN
TRADE: MEPIG

GENERIC: ONCORAD OV103
TRADE: NOT ESTABLISHED

GENERIC: RESPIRATORY SYNCYTIAL VIRUS
IMMUNE GLOBULIN (HUMAN)
TRADE: HYPERMUNE RSV

GENERIC: RICIN (BLOCKED) CONJUGATED MURINE
MONOCLONAL ANTIBODY (ANTI-MY9)
TO MYELOID CELLS (CD-33)
TRADE: NOT ESTABLISHED

NAVE OF BIOLOGICAL

GENERIC: TECELEUKIN
TRADE: NOT ESTABLISHED

ORPHAN DRUG PRODUCT DESIGNATIONS

BIOLOGICAL DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

TREATMENT OF NEUTROPENIA ASSOCIATED WITH BONE MARROW
TRANSPLANT, FOR THE PRCMOTION OF EARLY ENGRAFTMENT,
AND FOR THE TREATMENT OF GRAFT FAILURE AND DELAY OF
ENGRAFTMENT .

FOR EXOGENOUS DEPLETION OF CD14 AND CD15 POSITIVE
ACUTE MYELOID LEUKEMIC BONE MARROW CELLS FROM
PATIENTS UNDERGOING BONE MARROW TRANSPLANTATION.

PREVENTION OF PULMONARY INFECTIONS DUE TO
PSEUDOMONAS AERUGINOSA IN PATIENTS WITH CYSTIC
FIBROSIS.

TREATMENT OF OVARIAN CARCINOMA,

PROPHYLAXIS OF RESPIRATORY SYNCYTIAL VIRUS LOWER
RESPIRATORY INFECTIONS IN INFANTS AND YOUNG
CHILDREN AT HIGH RISK OF SEROUS DISEASE.
TREATMENT OF RESPIRATORY SYNCYTIAL VIRUS LOWER
RESPIRATORY INFECTIONS IN HOSPITALIZED INFANTS
AND YOUNG CHILDREN.

FOR USE IN THE EX VIVO TREATMENT OF AUTOLOGOUS
BONE MARROW AND SUBSEQUENT REINFUSION IN PATIENTS
WITH ACUTE MYELOGENOUS LEUKEMIA,

ORPHAN DRUG PRODUCT DESIGNATIONS

BIOLOGICAL DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

TREATMENT OF METASTATIC MALIGNANT MELANOMA.
TREATMENT OF METASTATIC RENAL CELL CARCINOMA.
TREATMENT OF METASTATIC MALIGNANT MELANOMA IN
COMBINATION WITH ROFERON-A.

TREATMENT OF METASTATIC RENAL CELL CARCINOMA IN
COMBINATION WITH ROFERON-A (INTERFERON ALPHA-2A,
RECOMB INANT /ROCHE ) .

SPONSOR NAME

IMMUNEX

UNIVAX BIOLOGICS

CYTOGEN

MOLECULAR VACCINES

IMMUNOGEN

SPONSOR NAME



ORPHAN DRUG PRODUCT DESIGNATIONS

DRUG DESIGNATIONS
NAME OF DRUG DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME
GEIERI-C: ALL-TRANS RETINOIC ACID TREATMENT OF ACUTE PROMYELOCYTIC LEUKEMIA. ROCHE
TRADE: NOT ESTABLISHED
GENERIC: ALPHA-GALACTOSIDASE A TREATMENT OF FABRY'S DISEASE. ROBERT J. DESNICK, M.D., PH.D.
TRADE: FABRASE MOUNT SINAI SCHOOL OF MEDICINE
I GENERIC: AMILORIDE HCL SOLUTION FOR INHALATION TREATMENT OF CYSTIC FIBROSIS. GLAXO
TRADE: NOT ESTABLISHED
GENERIC: BMY-45622 TREATMENT OF OVARIAN CANCER. BRISTOL SQUIBB
TRADE: NOT ESTABLISHED
GENERIC: CALCITONIN SALMON NASAL SPRAY TREATMENT OF SYMPTOMATIC PAGAT'S DISEASE OF BONE SANDOZ
TRADE: MIACALCIN (OSTEITIS DEFORMANS).
GENERIC: CALCIUM CARBONATE TREATMENT OF HYPERPHOSPHATEMIA IN PATIENTS WITH R AND D LABS
TRADE: R & D CALCIUM CARBONATE/600 END STAGE RENAL DISEASE (ESRD).
GENERIC: CALCIUM GLUCONATE GEL 2.5% EMERGENCY TOPICAL TREATMENT OF HYDROGEN FLUORIDE PADDOCK LABS
TRADE: NOT ESTABLISHED (HYDROFLUORIC ACID) BURNS.
GENERIC: COLFOSCERIL PALMITATE PREVENTION OF HYALINE MEMBRANE DISEASE (HMD), ALSO BURROUGHS WELLC
TRADE: EXOSURF NEONATAL*/** KNOWN AS RESPIRATORY DISTRESS SYNDROME (RDS), IN
INFANTS BORN AT 32 WEEKS GESTATION OR LESS.*/**
[AvG 02, 1997]

TREATMENT OF ESTABLISHED HMD AT ALL GESTATIONAL
AGES.*/** [AUG (02, 1997]

ORPHAN DRUG PRODUCT DESIGNATIONS
DRUG DESIGNATIONS

NAME OF DRUG DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME

GENERIC: CROMOLYN SODIUM MASTOCYTOSIS. [DEC 22, 1996] FISONS
: GASTROCROM¥/**

GENERIC: DEHYDREX TREATMENT OF RECURRENT CORNEAL EROSION HOLLES LABS
NOT ESTABLISHED UNRESPONSIVE TO CONVENTIONAL THERAPY.

DEXTRAN SULFATE (INHALED, AEROSOLIZED) ADJUNCT TO THE TREATMENT OF CYSTIC FIBROSIS. THOMAS P. KENNEDY, M.D.

TRADE: UENDEX J. HOIDAL, M.D,
DUKE UNIVERSITY MEDICAL CENTER

GENERIC: DISODIUM CLODRONATE TETRAHYDRATE TREATMENT OF INCREASED BONE RESORPTION LEIRAS PHARMS
: BONEFOS DUE TO MALIGNANCY.

GENERIC: DYNAMINE TREATMENT OF LAMBERT-EATON MYASTHENIC SYNDROME. MAYO CLINIC AND FOUNDATION
: NOT ESTABLISHED

GENERIC: FLUOROURACIL CONCOMITANT ADMINISTRATION WITH ROFERON-A FOR THE ROCHE
TREATMENT OF PATIENTS WITH ADVANCED COLORECTAL
CANCER.

GENERIC: GENTAMICIN LIPOSOME INJECTION TREATMENT OF DISSEMINATED MYCOBACTERIUM LIPOSOME
: NOT ESTABLISHED AVIUM-INTRACELLULARE INFECTION.

TREATMENT OF PRIMARY HYPOTHALAMIC
AMENORRHEA. [OCT 10, 1996]

GONADORELIN ACETATE
LUTREPULSE*/**



NAME OF DRUG

GENERIC: GOSSYPOL
TRADE: ~ NOT ESTABLISHED

GENERIC: HYDROXYUREA
TRADE ; HYDREA

IDARUBICIN HYDRCCHLORIDE
IDAMYCINY/**

GENERIC:
TRADE :

ILOPROST

GENERIC:
:  NOT ESTABLISHED

TRADE:

GENERIC:
TRADE:

L-BACLOFEN
NOT ESTABLISHED

GENERIC: LEUPEPTIN

NOT ESTABLISHED

GENERIC: LIOTHYRONINE INJECTION
: NOT ESTABLISHED

GENERIC:

MAFENIDE ACETATE SOLUTION
SUL FAMYLON

NAME OF DRUG
GENERIC: MEFLOQUINE HCL

TRADE: LARIAM*/**

GENERIC:
TRADE:

METHOTREXATE USP WITH LAUROCAPRAM
NOT ESTABLISHED

GENERIC:
TRADE:

MICROBUBBLE CONTRAST AGENT

FILMIX (NEUROSONOGRAPHIC CONTRAST AGENT)
GENERIC: MORPHINE SULFATE CONCENTRATE
INFUMORPH

GENERIC: N-ACETYL PROCAINAMIDE
TRADE: NAPA

GENERIC: OXANDROLONE

NOT ESTABLISHED

ORPHAN DRUG PRODUCT DESIGMATIONS

DRUG DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

TREATMENT OF CANCER OF THE ADRENAL CORTEX.

TREATMENT OF SICKLE CELL ANEMIA AS SHOWN BY THE
PRESENCE OF HEMOGLOBIN S.

TREATMENT OF ACUTE MYELOGENOUS LEUKEMIA (AML),
ALSO REFERRED TO AS ACUTE NONLYMPHOCYTIC
LEUKEMIA (ANLL). [SEP 27, 1990]

TREATMENT OF HEPARIN-ASSOCIATED THROMBOCYTOPENIA.

TREATMENT OF TRIGEMINAL NEURALGIA.

ADJUNCT TO MICROSURGICAL PERIPHERAL NERVE REPAIR.

TREATMENT OF MYXEDEMA COMA/PRE-COMA.

FOR USE IN THE PREVENTION OF GRAFT LOSS
OF MESHED AUTOGRAFTS ON EXCISED BURN WOUNDS.

ORPHAN DRUG PRODUCT DESIGNATIONS

DRUG DESIGNATIONS
DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

TREATMENT OF ACUTE MALARIA DUE TO PLASMODIUM FAL-
CIPARUM AND PLASMODIUM VIVAX.*/** [MAY 02, 1996]
PROPHYLAXIS OF PLASMODIUM FALCIPARUM MALARIA
WHICH IS RESISTANT TO OTHER AVAILABLE

DRUGS. */** [MAY 02, 1996]

TOPICAL TREATMENT OF MYCOSIS FUNGOIDES.

INTRAOPERATIVE AID IN THE IDENTIFICATION AND
LOCALIZATION OF INTRACRANIAL TUMORS.

FOR USE IN MICROINFUSION DEVICES FOR INTRASPINAL
ADMINISTRATION IN THE TREATMENT OF INTRACTABLE
CHRONIC PAIN.

TO LOWER THE DEFIBRILLATION ENERGY REQUIREMENT
SUFFICIENTLY TO ALLOW AUTOMATIC IMPLANTABLE
CARDIOVERTER DEFIBRILLATOR (AICD) THERAPY IN
THOSE PATIENTS WHO COULD OTHERWISE NOT USE THE
DEVICE.

TREATMENT OF CONSTITUTIONAL DELAY OF GROWTH AND
PUBERTY.

TREATMENT OF SHORT STATURE ASSOCIATED WITH
TURNER'S SYNDROME.

SPONSOR NAME

MARCUS M. REIDENBERG, M.D.
CORNELL UNIVERSITY
MEDICAL COLLEGE

BRISTOL SQUIBB

ADRIA LABS

BERLEX LABS

GERHARD H. FROMM, M.D.
UNIVERSITY OF PITTSBURGH
SCHOOL OF MEDICINE

LAWRENCE C. HURST, M.D.
STATE UNIVERSITY OF NEW YORK

SMITHKLINE BEECHAM

STERLING DRUG

SPONSOR NAME

ROCHE

WHITBY RES

CAV-CON

ELKINS SINN

MEDCO RES

GYNEX



NAVE OF DRUG

GENERIC:

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:

TRADE:

GENERIC:
TRADE:

GENERIC:
TRADE::

GENERIC:
TRADE :

GENERIC:
TRADE :

PEGADEMASE BOVINE
ADAGEN* /**

PILOCARPINE HCL
NOT ESTABLISHED

POLOXAMER 188
RHEOTHRX COPOLYMER

PR-122 (REDOX-PHENYTOIN)
NOT ESTABLISHED

PR-225 (REDOX ACYCLOVIR)
NOT ESTABLISHED

PR-239 (REDOX PENICILLIN G)
NOT ESTABLISHED

PR-320 (MOLECUSOL-CARBAMAZEPINE)
NOT ESTABLISHED

RHEOTHRX
NOT ESTABLISHED

NAME OF DRUG

GENERIC:

TRADE:

GENERIC:
GENERIC:

GENERIC:
TRADE:

GENERIC:
TRADE:

GENERIC:
TRADE::

GENERIC:
TRADE:

SERMORELIN ACETATE
GEREF

SHORT CHAIN FATTY ACID SOLUTION
NOT ESTABLISHED

SK&F 110679
NOT ESTABLISHED

SODIUM DICHLOROACETATE
NOT ESTABLISHED

SOMATROPIN
HUMATROPE

SUCRALFATE
NOT ESTABLISHED

SULFAPYRIDINE
NOT ESTABLISHED

ORPHAN DRUG PRODUCT DESIGNATIONS

DRUG DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

USE AS ENZYME REPLACEMENT THERAPY FOR ADENOSINE
DEAMINASE (ADA) DEFICIENCY IN PATIENTS WITH SEVERE
COMBINED IMMUNODEFICIENCY (SCID) WHO ARE NOT
SUITABLE CANDIDATES FOR (OR WHO HAVE FAILED)

BONE MARROW TRANSPLANTATION. [MAR 21, 1997]

TREATMENT OF XEROSTOMIA INDUCED BY RADIATION
THERAPY FOR HEAD AND NECK CANCER.

TREATMENT OF SEVERE BURNS REQUIRING
HOSPITALIZATION.

FOR THE EMERGENCY RESCUE TREATMENT OF
STATUS EPILEPTICUS, GRAND MAL TYPE.

TREATMENT OF HERPES SIMPLEX ENCEPHALITIS IN
INDIVIDUALS AFFLICTED WITH AIDS.

TREATMENT OF AIDS ASSOCIATED NEUROSYPHILIS.
FOR THE EMERGENCY RESCUE TREATMENT OF
STATUS EPILEPTICUS, GRAND MAL TYPE.

TREATMENT OF SEVERE BURNS IN HOSPITALIZED PATIENTS.

ORPHAN DRUG PRODUCT DESIGNATIONS
DRUG DESIGNATIONS

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

AS AN ADJUNCT TO GONADOTROPIN THERAPY IN THE
INDUCTION OF OVULATION IN WOMEN WITH ANOVULATORY
OR OLIGO-OVULATORY INFERTILITY WHO FAIL TO OVULATE
IN RESPONSE TO ADEQUATE TREATMENT WITH CLOMIPHENE
CITRATE ALONE AND GONADOTROPIN THERAPY ALONE.

TREATMENT OF THE ACTIVE PHASE OF ULCERATIVE COLITIS
WITH INVOLVEMENT RESTRICTED TO THE LEFT SIDE OF THE
COLON.

LONG TERM TREATMENT OF CHILDREN WHO HAVE GROWTH
FAILURE DUE TO A LACK OF ADEQUATE ENDOGENOUS GROWTH
HORMONE SECRETION.

TREATMENT OF CONGENITAL LACTIC ACIDOSIS.
TREATMENT OF HOMOZYGOUS FAMILIAL
HYPERCHOLESTEROLEMIA.

TREATMENT OF SHORT STATURE ASSOCIATED WITH TURNER'S
SYNDROME.

TREATMENT OF ORAL COMPLICATIONS OF CHEMOTHERAPY
IN BONE MARROW TRANSPLANT RECIPIENTS.

TREATMENT OF DERMATITIS HERPETIFORMIS.

SPONSOR NAME

MGI PHARMA

CYTRX

PHARMATEC

PHARMATEC

PHARMATEC

PHARMATEC

CYTRX

SPONSOR NAME

SEROND LABS

RICHARD I. BREUER
EVANSTON HOSP

SK&F LABS

PETER STACPOOLE, M.D., PH.D.
UNIVERSITY OF FLORIDA

LILLY

JACOBUS PHARM



ORPHAN DRUG PRODUCT DESIGNATIONS
DRUG DESIGNATIONS

NAME OF DRUG DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

GENERIC: THALIDOMIDE TREATMENT OF GRAFT VERSUS HOST DISEASE (GVHD)
: NOT ESTABLISHED IN PATIENTS RECEIVING BONE MARROW TRANSPLANTATION
(BMT).
PREVENTION OF GVHD IN PATIENTS RECEIVING BMT.

TRIPTORELIN PAMDATE FOR USE IN THE PALLIATIVE TREATMENT OF ADVANCED ORGANON
DECAPEPTYL INJECTION OVARIAN CARCINOMA OF EPITHELIAL ORIGIN.

2-CHLORODEOX YADENOSINE TREATMENT OF HAIRY CELL LEUKEMIA. RW JOHNSON
NOT ESTABLISHED

2-CHLORO-2 ' ~DEOX YADENOSINE TREATMENT OF ACUTE MYELOID LEUKEMIA. ST JUDE CHILDRENS
NOT ESTABLISHED

2 ,3-DIMERCAPTOSUCCINIC ACID PREVENTION OF CYSTINE KIDNEY STONE FORMATION IN MCNEIL CONSUMER
CHEMET PATIENTS WITH HOMDZYGOUS CYSTINURIA WHO ARE PRONE
TO STONE DEVELOPMENT.

566080 TREATMENT OF AIDS ASSOCIATED PNEUMOCYSTIS CARINII
NOT ESTABLISHED PNEUMONIA (PCP).

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO NOVEMBER 1990 ADDITIONS




BIOPHARMACEUTIC GUIDANCE AVAILABILITY

ITRO DISSOLUTION TESTING
THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN V

AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFD-650, ROOM 17B-06, 5600 FISHERS LANE, ROCKVILLE, ;gﬁSI%%BSSE
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT - TO- THE D

BIOEQUIVALENCE.

H LL LISTING
APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 10TH EDITION FOR A FU
EEFgﬁogﬁﬁgnlgﬁﬂﬁﬁc‘EuIﬁINCE AVATCABICITY DATA. W B 70 THE CUMULATIVE SUPPLEMENT.

DRUG NAME (DOSAGE FORM) DATE REVISED DATE

THEOPAYLLINE LCAPSULE ARP TRBLET) SEP 074 1984
THEDPHYLLINE [CRPEVLES EXTEMPEP RELEASE AMP e
TRBLETL EXTEMPED RELERBE] BEP P14

PUCE R DRY POSINGA#SINELE PABE 3TURY

TWICE R DAY PDSIMGA#SINGLE PPBE STVRY

PUCE R DAY POSING/AMULTIPLE POSE BTVRY

THICE R DAY PPSING/MPLTIPLE POSE BTURY

ANDA SUITABILITY PETITIONS

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED
THAT THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE
FOR SUBMISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE
ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC
DISPLAY IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857,

REFER BACK TO THE APPROVED DRUG_PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 10TH EDITION FOR A FULL LISTING OF
ANDA SUITABILITY PETITIONS DATA. ONLY NEW DATA WILL BE ADDE
PETITIONS APPROVED
DRUG NAME STRENGTH REASON FOR
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS

ALBUTEROL SULFATE 2MG/5ML 89 P-0447/CP BIOCRAFT LABS NEW DOSAGE APPROVED
SOLUTION; ORAL FORM MAR 15, 1990

ASPIRIN; 650MG 90 P-0050/CP MASON PHARMS NEW STRENGTH APPROVED
HYDROCODONE BITARTRATE 7.5MG JUN 01, 1990
TABLET; ORAL

CHLORZOXAZONE 250MG 90 P-0084/ MIKART NEW DOSAGE APPROVED
CAPSULE; ORAL CP0001 FORM MAY 24, 1990

HYDROCORTISONE 2.5% 89 P-0175/CP GENDERM NEW STRENGTH APPROVED
SOLUTION; TOPICAL JAN 11, 1990

HYDROCORTISONE ACETATE 90 P-0049/CP FERNDALE LABS NEW STRENGTH APPROVED
CREAM; TOPICAL JUN 22, 1990

HYDROCORTISONE ACETATE 90 P-0049/CP FERNDALE LABS NEW DOSAGE APPROVED
LOTION; TOPICAL FORM JUN 22, 1990




DRUG NAME
DOSAGE FORM; ROUTE

HYDROCORTISONE ACETATE
LOTION; TOPICAL

ISOSORBIDE DINITRATE
TABLET, EXTENDED
RELEASE; ORAL

NITROGLYCERIN
IN DEXTROSE 5%
INJECTABLE; INJECTION

NITROGLYCERIN
IN DEXTROSE 5%
INJECTABLE; INJECTION

PENTAMIDINE ISETHIONATE
INJECTABLE; INJECTION

THEOPHYLLINE
TABLET; ORAL

TOLMETIN SODIUM
TABLET; ORAL

VERAPAMIL HYDROCHLORIDE
TABLET,
EXTENDED RELEASE; ORAL

DRUG NAME
DOSAGE FORM; ROUTE

CLONIDINE HYDROCHLORIDE
CAPSULE,
EXTENDED RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

2.5%

0.05MG/ML
(500ML/CONTAINER)

0.2MG/ML
(500ML/CONTAINER)

100MG/ML
(3ML/VIAL)
150MG

EQ 400MG BASE

120MG

STRENGTH
(CONTAINER SIZE)

0.2MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

90 P-0049/CP

89 P-0485/CP

P-0422/CP

P-0422/CP

P-0435/CP

P-0499/CP

P-0011/CP

P-0220/CP

PETITIONER

FERNDALE LABS

ADRIA LABS

LYPHOMED

LYPHOMED

ASTRA PHARM PRODS

SCI CONSULTING

QUANTUM PHARMCS

LEDERLE LABS

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER

88 P-0365/CP

PETITIONER

BOEHR INGEL

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

REASON FOR
PETITION

NEW DOSAGE
FORM

STATUS

APPROVED
JUN 22, 1990

APPROVED
JUN 01, 1990

APPROVED
APR 20, 1990

APPROVED
APR 20, 1990

APPROVED
JAN 18, 1990

APPROVED
MAY 03, 1990

APPROVED
MAY 03, 1990

APPROVED
JAN 11, 1990

STATUS

DENIED
JAN 11, 1990




EXCLUSIVITY TERMS

AVE BEEN DEVELOPED. REFER
DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES H

BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 10TH EDITION FOR A FULL LISTING
OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEUDLE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW

CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

REFERENCES
NEW INDICATION

MIGRAINE HEADACHE PROPHYLAXIS

1-42 HERPES ZOSTER P

I-43 HERPES SIMPLEX E

1-44 MAINTENANCE THERAPY IN HEALED DUODENAL ULCER PATIENTS AT DOSE OF 1 GRAM TWICE DAILY

1-45 ACUTE TREATMENT OF VARICELLA ZOE;?EIEIEEED o TR

-46 USE IN PEDIATRIC COMPUTED TOMOG

{-2? TREATMENT OF PEDIATRIC PATIENTS WITH SYMPTOMATIC HUMAN IMMUNODEFICIENCY VIRUS (HIV) DISEASE

1-48 PEDIATRIC ANGIOCARDIOGRAPHY

1-49 TREATMENT OF TRAVELERS' DIARRHEA DUE TO SUSCEPTIBLE STRAINS OF ENTEROTOXIGENIC
O% USE T ARER. Y NODE-NEGATIVE BREAST CANCER

1-50 FOR USE IN WOMEN WITH AXILLAR -

I-51 TREATMENT OF PRIMARY DYSMENORRHEA AND FOR THE TREATMENT OF IDIOPATHIC HEAVY MENSTRUAL BLOOD
LOSS

[-52 PEDIATRIC EXCRETORY UROGRAPHY
- TREATMENT OF PANIC DISORDER, WITH OR WITHOUT AGORAPHOBIA

REFERENCES
PATENT USE CODE

ADJUVANT TREATMENT IN COMBINATION WITH FLUOROURACIL AFTER SURGICAL RESECTION IN PATIENTS WITH

DUKES' STAGE C COLON CANCER
MANAGEMENT OF CHRONIC PAIN IN PATIENTS REQUIRING OPIOID ANALGESIA

APPL/PROD [NGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS
NUMBER NUMBER EXPIRES CODE CODE EXPIRES

18828 001 ACYCLOVIR; ZOVIRAX I[-45 APR 20, 1993

19909 001 ACYCLOVIR; ZOVIRAX [-45 APR 26, 1993
18603 001 ACYCLOVIR SODIUM; ZOVIRAX [-43 FEB 09, 1993
[-42 FEB 09, 1993
>ADD> 18276 001 ALPRAZOLAM; XANAX 3980789 SEP 14, 1993 [-53 NOV 06, 1993
>ADD> 18276 002 ALPRAZOLAM; XANAX 3980789 SEP 14, 1993 [-53 NOV 06, 1993
>ADD> 18276 003 ALPRAZOLAM; XANAX 3980789 SEP 14, 1993 [-53 NOV 06, 1993
>ADD> 18276 004 ALPRAZOLAM; XANAX 3987052 OCT 19, 1993 I-53 NOV 06, 1993
19155 001 AMMONIUM LACTATE; LAC-HYDRIN 4105783 OCT 26, 1995
>ADD> 19429 003 ASPIRIN; FIORINAL W/CODEINE NO 3 NC 0CT 26, 1993
18240 004 ATENOLOL; TENORMIN 3934032 JAN 20, 1993 U-3

3836671 SEP 17, 1991 U-39 I-39 SEP 13, 1992
3836671 SEP 17, 1991 U-8

72303 001 ATENOLOL; ATENOLOL 3934032 JAN 20, 1993 U-3 [-39 SEP 13, 1992
3836671 SEP 17, 1991 U-39
3836671 SEP 17, 1991 U-8

72304 001 ATENOLOL; ATENOLOL 3934032 JAN 20, 1993 U-3 [-39 SEP 13, 1992
3836671 SEP 17, 1991 U-39
3836671 SEP 17, 1991 U-8

19845 001 BETAXOLOL HYDROCHLORIDE; BETOPTIC S 4311708 JAN 19, 1999 NOF  DEC 29, 1992

19880 001 CARBOPLATIN; PARAPLATIN 4140707 AUG 25, 1998

19880 002 CARBOPLATIN; PARAPLATIN 4140707 AUG 25, 1998

19880 003 CARBOPLATIN; PARAPLATIN 4140707 AUG 25, 1998
19972 001 CARTEOLOL HYDROCHLORIDE; OPTIPRESS 4309432 JAN 05, 1999 NDF  MAY 23, 1993
3910924 OCT 07, 1994 NCE DEC 2B, 1993
19481 001 CITRIC ACID; RENACIDIN 0DE  OCT 02, 1997
19966 001 CLOBETASOL PROPIONATE; TEMOVATE 3721687 MAR 20, 1992 NP FEB 22, 1993
NCE DEC 27, 1990
20044 001 COLFOSCERIL PALMITATE; EXOSURF NEONATAL 4826821 MAY 02, 2006 ODE  AUG 02, 1997
4312860 JAN 26, 1999 NCE  AUG 02, 1995
>ADD> 19668 001 DOXAZOSIN MESYLATE; CARDURA NCE NOV 02, 1995
>ADD> 19668 002 DOXAZOSIN MESYLATE; CARDURA NCE  NOV 02, 1995
>ADD> 19668 003 DOXAZOSIN MESYLATE; CARDURA NCE NOV 02, 1995
>ADD> 19668 004 DOXAZOSIN MESYLATE; CARDURA NCE NOV 02, 1995
>ADD> 19879 002 EFLORNITHINE HYDROCHLORIDE; ORNIDYL 4413141 NOV 01, 2000 ODE  NOV 2B, 1997
>ADD> 4339151 AUG 16, 2000 NCE  NOV 28, 1995
>ADD> 19653 001 ETHINYL ESTRADIOL; ORTHO CYCLEN-21 4027019 MAY 31, 1996 NC DEC 29, 1992
>0LT> 79633 8871 ETWIMNYY ESTRAGIDY, ORIWG CYCYEMNLZI AGZT0T3 WAY 31/ 1994 L[4 WEZ 794 1992
>ADD> 19653 002 ETHINYL ESTRADIOL; ORTHO CYCLEN-28 4027019 MAY 31, 1996 NC DEC 29, 1992

>OLT> 719682 867 ZIWIMYY ZSTRABIOL! ORI TYCYIMLZ3 AGZ7819 WAY 37/ 1994 M¢  OY¢ 29/ 1997




>ADD>
>DLT>

APPL/PROD

NUMBER

19813 001

19813 002

19813 003

19813 003

19813 004

19949 001

19949 002

19949 003

19950

20001
18554
19596

19661
198671
19032
19032
19032
17556
17818
17824
18234
50661
50661

001

001
001
001

001
gg1
001
002
003
001
001
001
001
001
002

19693 001

19693 002
19693 003

APPL/PROD

MUMBER

18956
18735

18735
19580
19580
19927
20017
20035
18006
18006
19531
19907
19786

19786

19786

19786

19753
19753
19753

19886
19356

19599
72409
19715
19810
19819

002
002

003
001
002
001
001
001
001
002
001
001
001

002
003

004

001
002
003

001
001

001
001
001
001
aa7

PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

FENTANYL; DURAGESIC

FENTANYL; DURAGESIC

FENTANYL; DURAGESIC
FENTANYL; DURAGESIC

FENTANYL; DURAGESIC

FLUCONAZOLE; DIFLUCAN
FLUCONAZOLE; DIFLUCAN
FLUCONAZOLE; DIFLUCAN
FLUCONAZOLE; DIFLUCAN

FLUOCINOLONE ACETONIDE; FS SHAMPOO
FLUTAMIDE; EULEXIN
GADOPENTETATE DIMEGLUMINE; MAGNEVIST

GANCICLOVIR SODIUM; CYTOVENE
GAMZICZYOYIR 3OBTIUN, CYTOWEME
GUANFACINE HYDROCHLORIDE; TENEX
GUANFACINE HYDROCHLORIDE; TENEX
GUANFACINE HYDROCHLORIDE; TENEX
HALCINONIDE; HALOG

HALCINONIDE; HALOG

HALCINONIDE; HALOG

HALCINONIDE; HALOG-E

IDARUBICIN HYDROCHLORIDE; IDAMYCIN
IDARUBICIN HYDROCHLORIDE; IDAMYCIN
INDECAINIDE HYDROCHLORIDE; DECABID
INDECAINIDE HYDROCHLORIDE; DECABID
INDECAINIDE HYDROCHLORIDE; DECABID

INGREDIENT NAME; TRADE NAME

IOHEXOL; OMNIPAQUE 240
[OPAMIDOL; ISOVUE-300

[OPAMIDOL; ISOVUE-370

[OTROLAN; OSMOVIST

IOTROLAN; OSMOVIST

KETOCONAZOLE; NIZORAL

LEUPROLIDE ACETATE; LUPRON DEPOT
LEVAMISOLE HYDROCHLORIDE; ERGAMISOL
MECLOFENAMATE SODIUM; MECLOMEN
MECLOFENAMATE SODIUM; MECLOMEN
MEFLOQUINE HYDROCHLORIDE; LARIAM
METIPRANOLOL HYDROCHLORIDE; OPTIPRANOLOL
METOPROLOL FUMARATE; LOPRESSOR

METOPROLOL FUMARATE; LOPRESSOR
METOPROLOL FUMARATE; LOPRESSOR

METOPROLOL FUMARATE; LOPRESSOR

MORICIZINE HYDROCHLORIDE; ETHMOZINE
MORICIZINE HYDROCHLORIDE; ETHMOZINE
MORICIZINE HYDROCHLORIDE; ETHMOZINE

NAFARELIN ACETATE; SYNAREL
NAFTIFINE HYDROCHLORIDE; NAFTIN

NAFTIFINE HYDROCHLORIDE; NAFTIN
NIFEDIPINE; NIFEDIPINE
OLSALAZINE SODIUM; DIPENTUM
OMEPRAZOLE; PRILOSEC
OMEPRAZOYE, PRIVOZEZ

PRESCRIPTION AND OTC DRUG PRODUCT

PATENT
NUMBER

4588580
4144317
4060084
4588580
4144317
4060084

4588580
4144317
4060084

4588580
4144317
4060084

4416682
4404216
4416682
4404216
4416682
4404216
4416682
4404216

4329364
4963344
4957939
4355032
AZ33032
3632645
3632645
3632645
3892857
3892857
3892856
4048310

4382093
4382093
4382093

PATENT
NUMBER

4021481

4239747
4239747
4335125
4005063
4584305

3916899
3845770
3916899
3845770
4892739
3916899
3845770
4892739
3916899
3845770
3864487
3740395
3864487
3740395
3864487
3740395
4234571

4282251

4255431
AZBBABT

PATENT

EXPIRES

MAY
SEP
JUN
MAY
SEP
JUN

MAY
SEP
JUN

MAY
SEP
JUN

NOV
SEP
NOV
SEP
NOV
SEP
NOV
SEP

MAY
MAR
MAR
MAR
a7
oCcT
ocT
ocT
JUL
JUL
JUL
SEP

MAY
MAY
MAY

15,
09,
28,
13,
09,
28,

13,
09,
28,

13,
09,
28,

22,
13,
28y
13,
ey
13,
22y
135

11,
3.
03,
16,
194
26,
26,
26,
01,
01,
01,
i

03
03,
03,

2003
1992
1994
2003
1992
1994

2003
1992
1994

2003
1992
1994

2000
2000
2000
2000
2000
2000
2000
2000

2001
2004
2004
2003
1999
1990
1990
1990
1992
1992
1992
1994

2000
2000
2000

PATENT
EXPIRES

MAY 03,

DEC
DEC
JUN
JAN
APR

NOV
NOV
NOV
NOV
JAN
NOV
NOV
JAN
NOV
NOV
FEB
JUN
FEB
JUN
FEB
JUN
NOV
AUG

MAR
HAR

16,
16,
15y
20y
s

1994

1999
1999
1999
1996
2003

1992

, 1991

1992
1991
2007
1992

» 1991

2007
1992
1991
1992

» 1990

1992

» 1990

1992
1990
1997
1998

2002
2099

USE EXCLUS

CODE

U-43

U-43
U-43

U=-43
u-43
U-43
U-43

U=43

u-23

U-33
¥433

CODE

NOF

NDF

NDF

NOF
NCE
NCE
NCE

NCE
NDF

I-38
I-31
NCE
HEZE
NCE
NCE
NCE

ODE
ODE

USE EXCLUS

CODE

U-42

CODE

[-46
[-52
[-48
NCE
NCE
NDF
NP
NCE
I-51
[-51
ODE
NCE

NCE
NCE

NCE
NCE
NCE
NDF
D=1
PC

NCE

EXCLUS
EXPIRES
AUG 07, 1993
AUG 07, 1993
AUG 07, 1993
AUG 07, 1993
JAN 29, 1995
JAN 29, 1995
JAN 29, 1995
JAN 29, 1995
AUG 27, 1993
AUG 10, 1992
APR 28, 1992
JUN 23, 1994
Jum 23/ 1994
ocT 27, 1991
OCT 27, 1991
oCT 27, 1991
SEP 27, 1997
SEP 27, 1997
EXCLUS
EXPIRES
MAY 30, 1993
SEP 21, 1993
O0CT 04, 1992
DEC 07, 1994
DEC 07, 1994
AUG 31, 1993
OCT 22, 1993
JUN 18, 1995
JUL 23, 1993
JuL 23, 1993
MAY 02, 1996
DEC 29, 1994
JUN 19, 1995
JUN 19, 1995
JUN 19, 1995
FEB 13, 1995
MAR 01, 1993
JUN 18, 1993
JuL 05, 1993
MAR 02, 1991
JuL 31, 1995
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>ADD>
>OLT>

APPL/PROD
NUMBER

19818

19918
19638
87361

19627
19627
10929
10929
10929
18333
17376
17376
17377
17377
17560
17560
17598
17598
17970
18107
19882
17339

18017
18017
18017
19614
19614
19655

19910

(aumeudig)

001

001
001
001
001
a4
001
002
003
001
001
002
001
002
001
002
001
002
001
001
001
001

001
002
004
001
002
001

001

(3pod eare Burpnpun suoyd

GRITI

INGREDIENT NAME; TRADE NAME

PEGADEMASE BOVIME; ADAGEN

PERMETHRIN; NIX

PIPECURONIUM BROMIDE; ARDUAN

PROCAINAMIDE HYDROCHLORIDE; PROMESTYL-SR
PROPOFOL; DIPRIVAM

PROPOYAY., BIPRIVAM

SODIUM IODIDE, I-131; IODOTOPE

SODIUM IODIDE, I-131; IODOTOPE

SODIUM IODIDE, I-131; IODOTOPE

SUCRALFATE; CARAFATE

SULFAMETHOXAZOLE; SEPTRA

SULFAMETHOXAZOLE; SEPTRA DS
SULFAMETHOXAZOLE; BACTRIM

SULFAMETHOXAZOLE; BACTRIM DS
SULFAMETHOXAZOLE; BACTRIM

SULFAMETHOXAZOLE; BACTRIM PEDIATRIC
SULFAMETHOXAZOLE; SEPTRA

SULFAMETHOXAZOLE; SEPTRA GRAPE

TAMOXIFEN CITRATE; NOLVADEX

TECHNETIUM TC-99M MEDRONATE KIT; MDP-SQUIBB
TECHNETIUM TC-99M MERTIATIDE KIT; TECHNESCAN MAG3
TECHNETIUM TC-99M SODIUM PERTECHNETATE GENERATOR;

TIMOLOL MALEATE; BLOCADREN
TIMOLOL MALEATE; BLOCADREN
TIMOLOL MALEATE; BLOCADREN
VERAPAMIL HYDROCHLORIDE; VERELAN
VERAPAMIL HYDROCHLORIDE; VERELAN
ZIDOVUDINE; RETROVIR

ZIDOVUDINE; RETROVIR

ZIDOVUDINE; RETROVIR
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PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

MINITEC
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o
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PATENT
MUMBER

4179337
4024163

4252786
4056635
AGBBAZ3
4349529
4349529
4349529

4209513
4209513

4536516
4115541

4041317
3920995

4863742
4863742
4837208
4833130
4828838
4724232
4837208
4833130
4818538
4724232
4837208
4833130
4818538

4724232

PATENT

EXPIRES

DEC 18,
MAY 17,

FEB 24,
NOV 01,
Way @14
SEP 14,
SEP 14,
SEP 14,

JUN 24,
JUN 24,

AUG 20,
SEP 19,

AUG 09,
NOV 18,

SEP 15,
SEP 05,
FEB 02,
FEB 02,
FEB 02,
FEB 02,
FEB 02,
FEB 02,
FEB 02,
FEB 02,

FEB 02,
FEB 02,
FEB 02,

1996
1996

1998
1998
1996
1999
1999
1999

1997
1997

2002
1995

1994
1992

2006
2006
2005
2005
2005
2005
2005
2005
2005
2005

2, 2005

2005
2005
2005

USE EXCLUS
CODE CODE

0DE
NCE
NCE
NCE

NCE
WEE

[-44
[-49
[-49
1-49
1-49
[-49
[-49
[-49
[-49
[-50

NCE

I1-41
1-41
[-41
u-3 NDF
U-3 NDF

1-47
ODE
NCE
0DE
[-47
NCE

NCE

ODE

EXCLUS
EXPIRE

MAR 21,
MAR 21,
MAR 31,
JUN 26,

0CT 02,
BeT 824

MAY 11,
JUN 15,
JUN 15,
JUN 15,
JUN 15,
JUN 15,
JUN 15,
JUN 15,
JUN 15,
JUN 21,

JUN 15,

MAR 03,
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