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Contaminants The /nacrive /ngred/ent Guide does not represent contaminants found in approved drug products.

Carcinogens and Teratogens if any of the inactive ingredients represented in the Inactive /ngredfenr Guide are proven to be
carcinogenic, teratogenic, or embryotoxic, please notify DDIR immediately. DDlR will attempt to relay your concern to each
rnedicai officer and pharmacologist reviewer responsible for oversight of other approved drug products which contain the
specified inactive ingredient.

CAS Number Many inactive ingredients have Chernicai Abstracts Service 7{CA[’Sg/i numbers associated with them. These can
be found in the column to the right of the inactive ingredient. CA8 numbers rnayggbe helpful to CIDER/CBER Reviewers when
initiating computer-assisted searches with the National Library of Medicine's :online data bases.

Qualitative NDA Data The next five columns to the right of the CAS numberjserve to qualify the data presented. The NBA
CT‘ reflects the total number of NDAs in which a particular inactive ingredieng '*rently appears. The ‘Last NDA’ specifies
which NDA was the most recent one to be approved by the Agency with thisziinactrve ingredient. The ’APPRO‘./AL DATE‘ and
‘DIV’ specify the approval date and Review Division responsible for evaluating this most recent NDA. The ’POTENCY RANGE’

specifies the minimum and maximum amounts of inactive ingredients for each route of administration and dosage form. in
some cases, values in the ’POTENCY RANGE’ column have been coilapsed into percentage of the total product in order to
integrate data.

 

Colors The Certification Branch of the Division of Color Technology has designated permanently listed, provisionaily iisted,
and delisted color additives. These appear in the Appendix. Please consult the 21 CFR 74 and 82 for detailed information on

uses, restrictions, and tolerances of color additives. .,

inactive Ingredient Structures Chemical structures of all inactive ingredients which have been submitted to the Agency are
available for review by contacting Rona Sun or Kyung Kim, DDIR Chemists, at 443-3910.

Procedure for Obtaining Further Assistance The Division of Drug information Resources can also provide you with more

specialized searches on the automated data base from which the /nacr/ve /ngred/enr Guide is generated. For assistance in using
the Guide, to schedule a presentation on the Guide, or for a more detailed search, Contact your DDIR Drug information Officer
on the following page or Mark Askine at 443-0500.
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DIVISION OF DRUG iNFORMATION RESOURCES

DRUG INFORMATION OFFICERS

Division of Dermatoiogic and Ophthaimoiogic Drug Products, HFD~54O , , . . . . . A . . . . . , . . I . . Mark W. Askine, R.Ph

Division of Anti-inflammatory, Anaigesic, and Dentai Drug Products, HFD-550 . . . . , . . . . I . . . . . . . . . Mary Guilderson

Division of Puimonary Drug Products, HFD-570 . . . . . . . . , . , , . . , . , , . . . . . . . , . . . . . . . . . . . . Sharon Browneweii

Division of Generic Drugs, HFD—6OO . . . . . . . . . . . . . . . . . . , . . . . , . ., . . . . . . . . . . . i . . . . . . .Janet Anderson, R,Ph.

AII DDIR Drug information Officers can be contacted at 443-0500 and are iocated in Room 218 of the Chapman Building.

 

Division of Carciio-Renai Drug Products, HFD4 i0 . , . A . . . . . . . . . . . . . . . . . . . . . . A , Diane Centeno—Deshieids, R.Ph.

Division of Neuropharmacoiogicai Drug Products, HFD-120 . . . , . . . . . . . . . . . . . . . , . Diane Centeno-Deshieids, R.Ph.

Division of Oncoiogic Drug Products, HFD-1 50 . . . . . . . . . , . . . , . . . . . . . . . . . . . . . . , . . i , . . , Sharon Browneweii

Division of Medicai Imaging, Surgicai, and Dental Products, HFD-160 . . , . . . '. . . . . . . . . . . , , , .Herbert Thornton, R.Ph. ‘

Division of Anesthesia, Criticai Care, and Addiction Drug Products, HFD-170 . . . . . . i . . . . i . . i . . . . . Mary Guiiderson

Division of Gastrointestinai and Coaguiatiorr Drug Products, HFD4 80 , . . . . , . . . . . . . . . . . . . i i A . Richard Lioov, R.Ph

Division of Metabolism and Endocrine Drug Products, HFD-510 , , . i , . . . . . i . , , . . . . . . . . . . . . . Ronaid Brown, R.Ph,'9

’ Division of Anti—Infective Drug Products, HFD—52O . , . . A . . , . . . . , . . . . . . . , . , , , . . . . . , . , Mark W. Askine, R.Ph.

Division of Antivirai Drug Products, HFD—53O . . . . i i . . . . . . . . , . A . . i . i . . , . . . . . . . , . i . , . , . Lee Anne Parsons
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INGREDIENT
ROUTE/DOSAGE FORM

ACACIA

BUCCAL/SUBLINGUAL: TABLET
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER

NDA
COUNT

LAST
NDA

M85125
N85296
M17078
N16640

 
INACTIVE INGREDIENT FIELD DESCRIPTION

APPROVAL
DATE

02/02/77

04/01/77
08/02/76
08/03/73

CAS#

009000015

FOTENCY
RANGE

40 « 9,1 MG
DIVISION

600
600
120
510

001- 0.7 MG
21.0%

ingredient Chernicai substance added to enhance formulation 0! given
dosage forms. Component of product other than active ingredient.

Route/Dosage Form Formuiation intended for the specified route of
administration or site of application,

CASI9‘ Registry number assigned to a compound by Chemical Abstracts
Service on a random basis.

NDA Count Reiiects total number of approved NDAs in which a parti«
particuiar inactive ingredient currentiy appears.

Last NDA Specifies which NDA was the most recent one to be
approved by the Agency with this active ingredient.

Approvai Date and DIV Specifies the approval date and the Review
Division responsibie for evaiuating this most recent NDA.

Potency Range Specifies the minimum and maximum amounts of
inactive ingredients for each route/dosage form.
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. INGREDIENT
ROUTE/DOSAGE FORM

ACACIA
BUCCAL/SUBLINGUAL; TABLET
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL: SYRUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL} TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, REPEAT ACTION

1 ORAL; TABLET, SUSTAINED ACTION

E ‘ ORAL-21; TABLETORAL-Z8; TABLET
ACACIA HUCILAGE

ORAL; TABLET, COATED
ACETIC ACID

IM - IV - SC; INJECTION
IM - SC; INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS} INJECTION
IV(INFUSION); INJECTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
SUBCUTANEOUS; INJECTION
TOPICAL) SOLUTION
TOPICAL; SPONGE

ACETIC ACID, GLACIAL
IM - IV - SC; POWDER, FOR INJECTION SOLUTION
IM ‘ IV; INJECTION
IN - IV; POWDER, FOR INJECTION SOLUTION
IM - SC; INJECTION

M - SC; INJECTION, SUSTAINED ACTION
, NTRA-ARTICULAR; INJECTION

INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
INTRAVENOUS} INJECTION
IRRIGATION} SOLUTION
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION, INJECTION
NASAL2 SOLUTION
NASAL; SPRAY, METERED
OPHTHALMIC; SOLUTION
ORAL; CAPSULE, HARD GELATIN

:11

CAS 3

OO9000O15

OO8047389

OOOO64197

PAGE I

NDA
COUNT

Wm

wpnuwhnuuhduuhbundwrdmwawhuawwnoounawwbhHNN\nuHnu»whn-wuuw
id

N

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LAST
NDA

APPROVAL
DATE

O3/O8/88

09/29/95
07/29/92
O2/25/92

05/15/85
03/31/81
O1/O4/95
10/01/76
03/29/76

07/09/80
07/31/90
03/25/94

O5/O2/B8

OQ/IQ/95

Ob/OI//B
05/02/88
05/07/78
03/17/94

AU/ZI/95

DIV

ADO

6OO
600
EOO

sou
UNK
600
510
510

510
600
16O

EOO

bUU

bUU
600
6OO
UNK

510

 
POTENCY RANGE

0.03GH
3.22NG ~ 80.0MG
0.02MG - 156.0MG

0.04MG - 0.08MG
I1.S4ZMG
2.0MG - 34.4MG
I.Z6MG
1.26MB

0.046Z
0.027Z — 0.442

0.135% - 0,25%

0.012 ~ 0.48%

0.006Z ~ 0.044ZZ

0,012 - 0.225%

0.122 - 0.4352
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

ACETIC ACID, GLACIAL
ORAL; CONCENTRATE
ORAL: SOLUTION, ELIXIR
OTIC; SOLUTION
OTIC; SUSPENSION
SUBCUTANEOUS; INJECTION

ACETIC ANHYDRIOE
ORAL; TABLET, SUSTAINED ACTION

ACETONE SODIUM BISULFITE
DENTAL; INJECTION
INHALATION: SOLUTION
NERVE BLOCK} INJECTION

ACETYL TRIBUTYL CITRATE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL) TABLET, ENTERIC COATED PARTICLES
ORAL; TABLET, SUSTAINED ACTION

ACETYLATEO MONOGLYCERIDES
INTRAVENOUS; INJECTION
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED
ORAL: TABLET; FILM COATED
ORAL; TABLET, SUSTAINED ACTION

ACETYLCYSTEINE
INHALATION; SOLUTION

E _ACRYLATES COPOLYMER
% TRANSDERMAL; FILM, CONTROLLED RELEASE
, ADCOTE 72A103

TRANSDERMAL; FILM, CONTROLLED RELEASE
AEROSIL 380

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
AEROSIL-200

ORAL: TABLET
r ORAL; TABLET, FILM COATED
AEROTEX RESIN 3730

AIR TRANSDERMAL; FILM, CONTROLLED RELEASE
1NHALAT1oN;’sAs

ALBUMIN AGGREGATED .
INTRAVENOUS; INJECTION

ALBUMIN COLLOIDAL
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

HI ,

CAS #

OOOO64197

OOD108247

000540921

OOO616911

PAGE 2

NDA LAST
COUNT NDA

y.aNmx wmNHrvoNwwAtuohnowrawNwu~wsambaHNADJHR).
APPROVAL
DATE

12/16/85

11/06/85
O6/12/91

05/30/81
11/15/79

01/10/92

U4/ZI/91
D4/26/78
03/29/82
02/02/87
05/14/85

11/22/83

08/17/88
02/02/87

10/01/82

12/30/87

DIV

600

600
510

£60
500

110

600
600
600
600
UNK

600

600
600

I60

160

POTENCY RANGE

0.07SZ - 0.1%

.362
DC3

(‘SIG- >-'-EM NN II 311') NW NO

2.0MG ~ 9,0MG

0.0fiMG - 2.7MG

.92MG - 5.17MG

.O4MG - 2.1MGDIN)

D.1MG ‘ 9.0MG
S.6MG - 7.2MG

1

0.0252
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

zusnsnzeur CA5 :
ROUTE/DOSAGE roan

ALBUNIN HUMAN 009005535
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION

ALCOHOL 000064175
DENTAL) SOLUTION
IM - IV; INJECTION
IM - IV; SOLUTION, INJECTION
INHALATION; AEROSOL, METEREO
INHALATION; SOLUTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS} INJECTION
IV - SC; INJECTION
IV(INFUSION)3 INJECTION
IV(INFUSION); SOLUTION, INJECTION

OPNTHALMIC; SOLUTION
ORAL} AEROSOL SPRAY
ORAL: CONCENTRATE
ORAL; SOLUTION
ORAL} SOLUTION, ELIXIR—
ORAL; SUSPENSION
ORAL; SYRUP
RECTAL; SUSPENSION
TOPICAL; AEROSOL SPRAY
TOPICAL; GEL
TOPICAL} LOTION
TOPICAL; SOLUTION
TRANSDERMAL; FILM, CONTROLLED RELEASE
VAGINAL; EMULSION, CREAM

ALCOHOL; DENYORATED
IH - IV; INJECTION
IM - IV; POHDER, FOR INJECTION SOLUTION
INHALATION; AEROSOL, METERED
INTRAMUSCULAR; INJECTION
INTRAVASCULAR; INJECTION
INTRAVENOUS} INJECTION

_ IV(INFUSION): INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION, INJECTION
NASAL5 AEROSOL SPRAY
NASAL} AEROSOL; METERED
OPHTHALMIC; SOLUTION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL! SOLUTION. ELIXIR
ORAL; SUSPENSION
ORAL; SYRUP

OOOO64175

 
PAGE 3 

NDA
COUNT NDA

LAST

HwHvm>-whJam»HaAH540

3-“1-‘ \amOunmhM~H»nwNUw~N$U~Nwuunmhaw

APPROVAL
DATE

12/28/90

12/28/95
O1/29/93

12/Z8/UH

O2/IO/94

O8/SO/95
12/31/86

08/30/91
11/17/95
04/29/93
59/15/95
10/28/94
11/17/86

06/13/90
07/03/85
02/27/95
09/29/95

IO/13/B7

nu/zs/uz
11/30/89

07/11/95
O8/30/95

10/11/88
11/30/94
07/14/95
01/25/82
06/18/87
11/22/85

DIV

510

600
600

UHK

600

6OO
I10

600
530
600
I80
600
800

UNK
600
600
S10

6OO

UHK
UNK

6UU
600

600
600
530
600
600
600

 
POTENCY RANGE

0.05% - 1.2%

10.02 - 12.152
8.55% - 11402

au.u4 - 38.02

6.82 - 30.5%

O.b1Z - 52.92
10.0% ~ 30.02

.8192 - 71.6%

.23Z - 30.02

.OZ ~ 20.42

.OOO0O67Z - 7.252

.52 ' 7.5%DDUTQO
52.02
71.02 ~ 80.52
33.0% - 83.0%

fl.OIZ ~ I0.0Z

l.OZ - 34.5482
10,02

5.02 - 50.0%
10.0% - 80.02

0.52
0.00003Z - 7.37%
0.12 - 24.92
12.0% - 20.02
0.262 ’ 1.0%
5.02 - 7.0%
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HI

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

ALCOHOL, DEHYDRATED
TOPICAL; GEL
TOPICAL: SOLUTION
TOPICAL; SHAB

ALCOHOL, DENATURED
DENTAL} GEL
DENTAL; PASTE
TOPICAL; AEROSOL
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; GEL
TOPICAL; SOLUTION
TOPICAL} SHAB

ALCOHOL, DILUTED
IM - IV; INJECTION
ORAL: SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL} SUSPENSION
ORAL; SYRUP
TOPICAL; AEROSOL SPRAY
TOPICAL; POHDER, FOR RECONSTITUTION

ALGINIC ACID
OPHTHALMIC; DRUG DELIVERY SYSTEM
OPHTHALMIC; SUPPOSITORY, INSERT, CONTROLLED RELEASE
ORAL: CAPSULE
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION

ALKYL AMMONIUM’SULFONIC ACID BETAINE
TOPICAL} SPONGE

ALKYL ARYL SODIUM SULFONATE
TOPICAL; SUSPENSION, SHAMPOO

ALLANTOIN
TOPICAL; GEL
VAGINAL; EMULSION, CREAM

ALTHEA
ORAL; SUSPENSION

ALUMINUM ACETATE
OTICi SOLUTION
TOPICAL; EMULSION, CREAM ,
TOPICAL; SHAMPOO

ALUMINUM NYDROXIDE
TOPICAL; EMULSION, CREAM
TOPICAL; NINTMENT

CAS 3

000064175

008024451

O08000166

099005327

OOOO97596

090139123.

fl01302290

PAGE 4

NOA LAST
COUNT NDA

BabwhimwhuewwhuuwamrumrdwHr4w%dNu¢HNlhbunwnawHump
APPROVAL
DATE

01/29/93

??/?§/90

10/26/84
01/11/91
07/30/93

O5/16/79

D8/Z1//8

U5/14/86
12/29/94
06/28/39

U9/U3/BO

12/22/87
10/10/85

DIV

600
600

UNK
600
600

SOO

600

690
110
600

6OU

600
600

 
POTENCY RANGE “x”,

20.DZ - 94.78082
55.02 - 77.0%

75.352 — 9s.93esz
44.oz ~ so.1sz
75.02

6.€1767

O.5Z ' 1.52

17.0MG
0.07MG - 3O.OHG
390 ONO - 400.0MG

16.BOQMG ~ 52.8MG

5.0%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3INGREDIENT
ROUTE/DOSAGE FORM

ALUMINUM HYDROXIDE - SUCROSE, HYDRATED
TOPICAL; EMULSION, CREAM

ALUMINUM HYDROXIDE GEL
TOPICAL} EMULSION, CREAM

ALUMINUM HYDROXIDE GEL F 500
TOPICAL; EMULSION, CREAM

ALUMINUM HYOROXIDE GEL F 5000
TOPICAL; EMULSION, CREAM

ALUMINUM HYDROXIDE GEL, DRIED
ORAL; TABLET ‘

ALUMINUM OXIDE
ORAL} TABLET

ALUMINUM POLYESTER
TRANSDERMAL3 FILM, CONTROLLED RELEASE

ALUMINUM POTASSIUM SULFATE
VAGINAL; SUPPOSITORY

ALUMINUM SILICATE
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
TOPICAL} SUSPENSION, SHAMPOO

ALUMINUM STARCH OCTENYLSUCCINATE
TOPICAL; EMULSION, CREAM

ALUMINUM STEARATE
ORAL: TABLET
ORAL; TABLET, SUSTAINEO ACTION
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT

ALUMINUM SULFATE
OTIC; SOLUTION
TOPICAL: EMULSION; CREAM

ALZAMER-50
ORAL; TABLET, SUSTAINED ACTION

AMBERLITE
ORAL} CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED

A ORAL: TABLET; FILM COATED
AMERCHOL L101

TOPICAL; EMULSION, CREAM
AMERCHOL-CAB

OPHTHALMIC; OINTMENT
AMMONIA

INHALATION; LIQUID
AMMONIA SOLUTION

ORAL; NUSPENSION

012040594

008012633

001344281

012141467

007047849

010043013

009002191

008029047’

007664417

008007576

PAGE 5

NBA
COUNT

>3hi|\)L]!)-4)-‘OF-3P-"DIR)|\)UJF-JP-‘I-6L-‘I-it-ID—'D--‘F--‘D-AIN)IS)13>-4
LAST
NDA

APPROVAL
DATE

01/29/93

10/08/85

10/08/85

10/29/93
12/17/90

02/25/94
09/28/92

12/21/90

08/25/89

12/03/86

DIV

600

600

600

UNK
UNK

600
600

600

UNK

600

 
POTENCY RANGE

0.3% - 1.0%

2.02

3.02

I.0MG - 12.0MG

1.02 - 5.02
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E TOPICAL; SPONGE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

measnmn ' czzs 4 mm LAST APPROVAL
ROUTE/DOSAGE FORM COUNT man. one nxv PUTENCY RANGE

AMMONIUM ACETATE I noossxsm
INTRAMUSCULAR; INJECTION
INTRAVENOUS; INJECTION

AMHONIUN CALCIUM ALSINATE
ORAL; TABLET

AHHONIUM CHLORIDE 012125029
ORAL; TABLET

AMMONIUM HYOROXIDE
INTRAVENOUS; INJECTION
ORAL; CAPSULE
SUBCUTANEOU5; INJECTION

AMMOHIUM PHOSPHATE, DIBASIC 007783280
ORAL: TABLET

AMMONIUM SALT OF C-12-C-IS LINEAR PRIMARY ALCOHOL ETHOXYLATE

1 01/27/95 600 0.42
, 01/27/95 600 3.4%

3 06/09/87 600 2.4MG - 4.2MG

05/16/95 600

11/02/87 600 0.4MG

AMMONIUH SULFATE 007783202
IN - IV; POHDER, FOR INJECTION SOLUTION
INTRAVENOUS} SUSPENSION, INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION

AMNONYX
TOPICAL: EMULSION. AEROSOL FOAM
TOPICAL; SOLUTION
TOPICAL; SPONGE ‘

AMPHOTERIC-2 ‘f
TOPICAL; SUSPENSION, SHAMPOO

AMPHOTERIC-6
TOPICAL} EMULSION; CREAM

ANETHOLE 004180238
‘ DENTAL; SOLUTION

ORAL: SOLUTION
ORAL; SOLUTION, ELIXIR

ANIDRISORB 85/70
ORAL; CAPSULE. SOFT GELATIN ’

ANISE EXTRACT 000104461

 

a

10/03/83 600 0.0032

O4/20/95 UNK 30.045MG - I23.0MG

ORAL; SOLUTION, ELIXIR 03/26/76 600
ARISE OIL 008007703

' ORAL} PASTILLE
ORAL; SOLUTION; ELIXIR
ORAL; SUSPENSION

ANISE, STAR . .
ORAL; SOLUTION, ELIXI

ANOXIO SBN
TOPICAL; EMULSION. CREAM

ANTIFOAM 008051089
ORAL; SUSPENSION
TOPICAL; LOTION

12/16/83 600

10/31/94 600 0.156252

IV)‘-Al\)5-‘F-’!\)D-4H.)I\)U1)*‘>-‘D-0>-I)-v¢>-It-ID-‘F-I)-1V-4D.)D-J.I.\)-iUxr-IDID}
07/16/70 600 0.01% - 0.0312

PAGE 6 '

Ill
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG FRODUCTS

INGREDIENT . CAS 9 mm LAST APPROVAL
ROUTE/DOSAGE FORM cmmr mm mm-: mu POTENCY RANGE

ANTIFOAH DC
ORAL; POWDER, FOR RECONSTITUTION

ANTIPYRINE 000060800
OPHTHALMIC; SOLUTION

AQUACOAT
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

AQUACOAT ECD
ORAL; TABLET, FILM COATED

AQUAPHOR O08029I5O
TOPICAL; EMULSION, CREAM
TOPICAL: OINTMENT

ARGININE ‘
IN - IV; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION

ARLATONE 289
TOPICAL; EMULSION, CREAM

ASCORBIC ACID 000650817
CAUDAL BLOCK; INJECTION
EPIDURAL; INJECTION

10/03/90 600

O3/3T/9? Ann

11/07/95 600 0.78% * 1.56%

IN - IV; INJECTION 07/25/74 600 0.2%
INHALATION; AEROSOL, METERED 12/28/84 UNK O.1Z - 0.245182
INHALATION; SOLUTION A I 06/13/91 600 0.02% — 0.0382

2 INTRAMUSCULAR; INJECTION 1 04/15/88 600 0.1% ~ 0.22
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
NERVE BLOCK; INJECTION
ORAL; CAPSULE
ORAL; CONCENTRATE
ORAL; SUSPENSION, SUSTAINEO ACTION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET, FILM COATED

,RECTAL; SUPPOSITORY
. SUBCUTANEOUS; INJECTION

ASCORBYL PALNITATE 000137666
ORAL; CAPSULE
ORAL; TABLET
RECTAL; SUPPOSITORY .
TOPICAL; EMULSION, CREAM

AspAgTAME 7 053906697
ORAL; GRANULE, EFFERVESCENT
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP

03/09/88 600

92/16/89 bUU
10/27/83 600

flfi/77/R3 500 0,052 ~ 0,22

 
11/15/82 600
08/29/88 600 1.0MG ‘ R8.44MG

08/14/87 600

i2/23/91 520 0.152 — 1.052

P-'l’\))-ID--I)-lU'I¥d7-0D-J5-0)-3U\f\)P-‘\)‘\>-')'-'f\)UJ>'-‘O\LJ1r-4\If\))-‘V-1D-MOI)-‘(MI-I)-M|\))--l,Hi#4
PAGE 7
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INGREDIENT
ROUTE/DOSAGE FORM

ASPARTAME

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CA5 #

053906697
ORAL! TABLET (IMMED./COMP. RELEASE), UNCOATEO,

ASPARTIC ACID
IV(INFUSION); INJECTION

* BALSAM CANADATOPICAL; LOTION
BALSAM, FIR

TOPICAL: OIL
BARIUM SULFATE

000056848

008007474

007727437
INTRAUTERINE; SUPPOSITORY, INSERT, CONTROLLED RELEASE

BEESHAX
ORAL; CAPSULE; SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION

 

 

IH

ORAL; TABLET
ORAL; TABLET, COATED
TOPICAL; EMULSION. CREAM
TOPICAL; OINTMENT

BEESHAX, SYNTHETIC
TOPICAL; EMULSION, CREAM

BENTONITE
ORAL; CAPSULE
ORAL; SUSPENSION
ORAL; TABLET
TOPICAL; SUSPENSION, SHAMPOO

001302789

TRANSDERMAL; FILM, CONTROLLED RELEASE
AGINAL; SUPPOSITORY

BENZ LDEHYDE
ORAL} SUSPENSION

BENZALKONIUM CHLORIDE
INHALATION; SOLUTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTION
INTRADERMAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
NASAL} SOLUTION

- NASAL1 SPRAY
NASAL; SPRAY, METERED
0PHTHALMIC:.GEL
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
OTIC; SOLUTION
TOPICAL; LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION

000100527

008001545

PAGE 8

NBA
COUNT NDA

F-0)-0

N‘)

Ix)!-'l\)cD@\lI-‘P-‘Db-DP-it-Or-I!-lb-3!-‘Us>-0D-'>-‘(Ah-lf\)D-0P-VI\.).I.\F-‘OK?-‘IND5'-‘r>-‘V8IN)0}
LAST APPROVAL

DATE

11/16/94

02/18/94

11/22/95

U9/19/65
12/20/82
06/30/92
12/17/90

id/ii/90

U1/1U/91

05/28/93

10/20/95

09/29/95
09/13/95
O1/16/B5
03/28/73

04/11/14

DIV

UNK

180

ISO

UNK
600
600
UNK

600

600

600

UNK

600
600
600
$00

600

POTENCY RANGE

5.41MB - 40.0MG

0.4% - 0.682

*4 .579MG - 18.16MB

0.01lMU - O.lMB
0.02MG - 0.53MB
1.0%
5.02

n any

2.12

.012 - 0.0252

0.01% - 0.02%

0.000042 - 10.0%
0.0012 ~ 0.0252
0.012 — 0.022
0.12

0.012
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 it mm ~ LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NBA DATE mv POTENCY RANGE

BENZENESULFONIC ACID SOLUTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION); INJECTION

BENZETNONIUM CHLORIDE 000121540
IM - IV; INJECTION
INTRAMUSCULAR1 INJECTION
INTRAVENOUS; POHDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION
NASAL; SPRAY, METERED
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
OTIC; SOLUTION

07/16/81 600 0.01%

10/31/94 600 0.022
BENZODODECINIUM BROMIDE 00728104}

OPHTHALMIC; SOLUTION
BENZOIC ACID 000065850

IM - IV; INJECTION
INTRAMUSCULAR; INJECTION
IRRIGATION; SOLUTION
IV(INFUSION); INJECTION
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION ‘ '
ORAL} SYRUP 1
ORAL} TABLET, COATED
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY

BENZOIN 009000059
ORAL} CAPSULE
ORAL} CAPSULE, SUSTAINED ACTION

BENZYL ALCOHOL 000100516
EPIDURAL1 INJECTION

W3 01/29/93 600 0.2% - 5.0%

04/24/91 120
10/10/86 600
08/28/81 110
01/17/39 600 BOOK? uwnuw NNNN
D9/15/95 UNK 12': \‘ \'

uu/go/ya szu

01/04/95 600 0.1% - 0.2%’ 
IM - IV - SC; INJECTION 12/29/93 600 0.9% - 1.52
IN - IV} INJECTION 9 06/30/94 600 0.0012 - 15.0%
IN - IV; POWDER, FOR INJECTION SOLUTION 03/19/82 600 16.4MG ~ 66.9MG
IM ‘ IV; SOLUTION, INJECTION 03/05/90 600 0.0722 — 0.9452
IM - SC: INJECTION 1 07/25/83 600 0.9% - 2.2%
IM1- SC; INJECTION; SUSTAINED ACTION
INTERSTITIAL; INJECTION
INTRA-ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTION
INTRABURSALfi INJECTION
INTRACAVITARY; INJECTION

INTRACAVITARY; POHDER, FOR INJECTION SOLUTION, LYOPHILI GE 9PA

07/14/87 600 1.2%

N

>—*>-'U'I.Dv-It-'f\)U1DJU\UJ\OP~‘9-4)-JD-I.bI\)|—l.D\>-'®UJ.h®|-3)-'-*7-*.C.‘bdON!-‘P-‘P-'D-JD--4)-d&D-ll-It-'
04/09/86 600 0.001% - 1.0%
02/13/74 600 0.9%

III
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’_ BENZYL ALCOHOL

HI

INGREDIENT '

BENZYL BENZOATE

BENZYL CHLORIDE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 8
ROUTE/DOSAGE FORM

000100516
INTRAOERMAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRAPERITONEAL; INJECTION
INTRAPLEURAL; INJECTION
INTRASYNOVIAL; INJECTION
INTRATHECAL; INJECTION
INTRATUMOR; INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION, INJECTION
IV - SC; INJECTION
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION, INJECTION
NERVE BLOCK; INJECTION
ORAL} CAPSULE
ORAL; CAPSULE; SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE
ORAL} SOLUTION
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET. SUSTAINED ACTION
SOFT TISSUE; INJECTION
SUBCONJUNCTIVAL; INJECTION
SUBCUTANEOUS; INJECTION
SUBCUTANEOUS} POWDER; NOR INJECTION SOLUTION
TOPICAL) EMULSION; CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
TOPICAL; SUPPOSITORY
URETERAL; SOLUTION
VAGINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY

INTRAMUSCULAR; INJECTION
000100447

INTRAVENOUS; INJECTION

PAGE 10

000120514

NDA LAST
COUNT NBA

2
8

77
2
I
I
I

I1
2
2
0Ox
1
4

17
57

5
1
I

36
1
9
1
1
1
3
2
1
4
1
4
1

30
9
3
1
1
1
6
1

8

1

APPROVAL
DATE

10/16/87
10/16/87
01/27/95
02/27/85

02/17/84
05/09/86
05/09/86
07/17/98

12/15/95
10/10/95
08/30/95
07/30/93

12/20/95

Ul5/UZ/U5-

01/05/89
06/19/95

Ub/Z9/HZ

uz/In/an

uv/zu/9:
12/07/92
10/09/85

12/04/95

07/30/81

DIV

UNK
UNK
600
UNK

600
600
600
£00

UNK
600
600
600

520

UNK

I10
570

bUU

OUU

UNK
UNK
600

600

600

 
POTENCY RANGE

0.92
0.92 - 1.02
0.0012 - 10.452

0.92
0.452 - 0.92
0.452 - 0.92
0.0012 - 3.02

0.92 - 2.022
0.92 - 1.52
0.752 - 3.02

I.231MG

0.49MB - 1.06MG
O.9fiMG ~ 2.31MG

0.0012 - 0.92

0.72

0.22 - 2.22
0.72 ~ 1.02

1.02

0.012 ~ 46.02
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

BETA-NAPHTHOL
ORAL; CAPSULE

BORIC ACID
INTRAVENOUS; SOLUTION, INJECTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
OTICJ SOLUTION
TOPICAL; SHAMPOO

BUFFER, ACETIC ACID-SODIUM ACETATE
IN - IV - SC; INJECTION
INTRA-ARTICULAR; INJECTION
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
IV(INFUSION); INJECTION

BUFFER, CITRIC ACID-SODIUM CITRATE
IH - IV; INJECTION
IV(INFUSION)z INJECTION
SUBCUTANEOUS; SOLUTION, INJECTION

BUTANE
TOPICAL; AEROSOL SPRAY
TOPICAL; EMULSION, AEROSOL FOAM

BUTYL ALCOHOL, TERTIARY
TOPICAL; GEL

BUTYEATED HYDROXYANISOLE
INTRAMUSCULAR; INJECTION
IV(INFUSION); INJECTION
NASAL; SPRAY, METERED
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; CONCENTRATE
ORAL; GRANULE. FOR RECONSTITUTION
ORAL: TABLET
ORAL; TABLET, FILM COATED
RECTAL: SUPPOSITORY
SUBLINGUAL; TABLET
TOPICAL} EMULSION, CREAM
TOPICAL; OINTMENT
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL; OINTMENT
VAGINAL; SUPPOSITORY

SUTYLATED NYDROXYTOLUENE
INHALATION; LIQUID
INTRAMUSCULAR; INJECTION
IV(INFUSION); INJECTION
NASAL; SPRAY, METERED

CAS 3

000135193

010043353

000106978

000075650

008003245

000128370

PAGE 11

ND A LAST
COUNT NBA

04

NANA»NramhLDhH0¢ram»M~N»U~NhINwnawwuww»noHh*HBHNUHJWN
APPROVAL
DATE

01/13/76

00/02/63
12/29/95
12/28/82
02/25/94

11/26/82

08/08/85

11/22/95

10/31/91

08/31/92
04/16/81
12/23/82
09/30/83
04/26/93
01/04/96

U4/Z6/95

08/08/85

DIV

600

UNK
600
600
600

600

E10

150

600

600
600
UNK
UNK
520
snn

520

510

 
POTENCY RANGE

0
0

Q

3OCDDC

.052 - 2.02

.62 - 1.02

.flO03Z

.1MG - fl.2MG

.D4MG - n.sMn

.1uz:nu - 0.213HG

.5MG

.0O5ZZ

.00SZ - 0.02%

nn172 - 0.00442

.0MG

.0012
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NBA DATE DIV POTENCY RANGE

BUTYLATED HYDROXYTOLUENE ooe12a37o
ORAL; CAPSULE an/17/7n :10 n OIAMG — n 7MGORAL; CAPSULE, SOFT GELATIN
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
RECTAL; surrosxroav
TOPICAL: EMULSION, AEROSOL FOAM
TOPICAL; snunszon, casan
TOPICAL: GEL
TOPICAL; OINTMENT
TOPICAL: soaurxon
VAGINAL; EMULSION, caenn
VASINAL; surrosxroav

BUTYLENE GLYCOL 003167830
TRANSDERMAL; FILM, CONTROLLED RELEASE

BUTYLPARABEN 000094263
INTRAMUSCULAR; znascrzon
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; naops
ORAL; SOLUTION
ORAL; susrenszou
ORAL; svnur A

ORAL; TABLET ,

12/11/87 600 O.1MG ~ fl.OMG

U5/31/92 bUU U.UIZbMG ’ UTZ1éNG

.uzz — 0.1%

.052

.022

.nnz

11/(U/3d UNR
10/05/78 UNK
O6/15/77 UNK
05/O4/77 UNK DDGCZ

12/20/95 520
92/14/94 500

NN>HdNrdcumoawhow¢Aw$>%hNw»u»nHhnbmhdHr»HhM0N\nuA»qnwN U9/Z5/TA S20 0.00582

ORAL; TABLET, COATED 09/17/69 120 0.0028MG ~ U.00QMG
ORAL; TABLET, REPEAT ACTION 03/31/81 UNK 0.006MG
ORAL: TABLET, SUSTAINED ACTION 11/14/94 UNK n.naMn
RECTAL; SOLUTION

TOPICAL; EMULSION, CREAM aw/zv/an DUO u.zz - 8.4%
TOPICAL; LOTION 12/17/81 600 0.02%
TOPICAL; OINTMENT 12/23/83 600 0.18% - 0.3%

CAFFEINE 000058082
OPHTHALMIC; SOLUTION

CALCIUM 007440702
IN - IV; INJECTION
INTRAMUSCULAR; INJECTION

CALCIUM ACETATE 000062544
' ORAL-21; TABLET

ORAL-28; TABLET
TOPICAL; EMULSION, CREAM

04/12/88 600 8.0MG - 8.3MG
02/09/89 600 B.3MG - 10.0MG
09/28/92 600

CALCIUM ASCORBATE 005743271
ORAL; SUSPENSION ’

CALCIUM CARBONATE, PRECIPITATED 000471341
ORAL; CAPSULE 12/31/93 510 125.6BMG - 224.7MG
ORAL: CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET 04/16/91 600 4.17MB - 60.0MGW

PAGE 12
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TH

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

CALCIUM CARBONATE, PRECIPITATED
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL: TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
OTIC; SOLUTION

CALCIUM CHLORIDE
CAUDAL BLOCK; INJECTION
EPIOURAL; INJECTION
IM - IV; INJECTION
INTRAMUSCULAR; INJECTION
INTRAOCULAR; SOLUTION
INTRAPERITONEAL; SOLUTION
NERVE BLOCK; INJECTION
OPHTHALMIC; PONDER, FOR RECONSTITUTION

OQAL5 CONCENTRATE0 AL; SUSPENSION
SUBCUTANEOUS} INJECTION

CALCIUM GLUCEPTATE
INTRAVENOUS; INJECTION

CALCIUM HYDROXIDE
ORAL; SUSPENSION
TOPICAL; EMULSION, CREAM

CALCIUM LACTATE
VAGINAL; TABLET

CALCIUM PHOSPHATE
ORAL: CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, REPEAT ACTION
ORAL-213 TABLET
ORAL-28; TABLET

CALCIUM PHOSPHATE OIBASIC DIHYDRATE-SUCROSE AGGLDMERATE
. ORAL; TABLET

CALCIUM PHOSPHATE, DIBASIC
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; PASTILLE
ORAL: SYRUP
ORAL: TABLET I
ORAL; TABLET (IMMED./COMP. RELEASE), UHCOATED;
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, DISPERSIBLE

CA5 #

000471341

010035048

O17140602

001305620

O0O814802

010103465

007757939

PAGE 13

NBA LAST
COUNT NBA

18

2

22

I
1
3
I
I
2

I
3
S
I
2
I
6
2
2
1
I

1

1
1

I

I
3
3
4
1
2
2

1

2
2
1
1
4
1

ID
I
1

APPROVAL
DATE

02/25/92

O8/19/91

02/25/94

12/01/86
05/07/83

UQ/Z8/95

15/U1/no
a9/22/93

an/27/as

11/18/93
91/15/70
O3/1%/7R

12/30/81
12/30/81

04/10/84
04/18/62

11/30/95

1C/(U/HZ

DIV

600

UNK

600

600
snn

600

ouu
UNK

§*,"?

600
I20

6OO

bUU

 
POTENCY RANGE

0.72MG - 64.8MG

87.5MG - 229.7MG

0.382%

.O33Z
O05?DD

0.0QRZ

u.U£4Z - 0.0332

0.008Z

2I.SMG - 16O.OMG

‘7 ‘MG - 362.0MG

82.9MG - 86.0MG
B6.0MG I

I.8MG - Z.4MG
S.OMG - 234.04MG

n nzxma — n5g_gHg

55.0MG - 168.0MG
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INGREDIENT
ROUTE/DOSAGE FORM

CALCIUM PHOSPHATE, DIBASIC
ORAL; TABLET; FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-213 TABLET
ORAL-287 TABLET
TOPICAL; SHAMPOO

CALCIUM PHOSPHATE, DIBASIC, DIHYDRATE
ORAL; CAPSULE
ORAL: TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION

CALCIUM PHOSPHATE; TRIBASIC
ORAL; CAPSULE, SUSTAINED ACTION

COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL} TABLET; SUSTAINED ACTION
ORAL-28; TABLET

CALCIUM PYROPHOSPHATE

ORAL) TABLET
ORAL; TABLET,

ORAL; TABLET
CALCIUM SILICATE

ORAL: TABLET
ORAL; TABLET; COATED
ORAL; TABLET; SUSTAINED ACTION

CALCIUM STEARATE
ORAL; CAPSULE
ORAL; CAPSULE;
ORAL: TABLET

ORAL} TABLET;
ORAL; TABLET,

CALCIUM SULFATE
ORAL} CAPSULE
ORAL: CAPSULE; SUSTAINED ACTION

. ORAL; SYRUP
ORAL; TABLET
ORAL! TABLET; COATED

FILM COATED
ORAL; TABLET; REPEAT ACTION

SUSTAINED ACTION
ORAL-28; TABLET

CALCIUM SULFATE DIHYDRATE

ORAL} TABLET;

ORAL; TABLET;

ORAL; CAPSULE
ORAL: TABLET
ORAL; TABLET; COATED

Hi

SUSTAINED ACTION

ORAL; TABLET (IMMED./COMP. RELEASE);
FILM COATED
SUSTAINED ACTION

SUBLINGUAL; TABLET

UNCOATED;

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA
COUNT NDA

CAS 9

007757939

007789777

012167747

007790763

010101390

001592230

007778189

010101414

PAGE 14

LAST

M

wasm»a» CHDNcxmhumr-ohnomNunhoovuamrawAHtnwuuowwanna»:huomnaa
p-4

APPROVAL
DATE

12/12/95
08/21/92
04/12/88
02/09/89

09/29/95
10/03/77
12/29/92

11/24/93
01/26/84

UI/15/8/

03/22/78

03/23/87

12/26/90
03/16/89
09/29/95
06/28/89
04/28/95
10/22/85
02/23/78

10/15/84
08/07/75

Ué/15/E9
08/16/85
12/30/33
03/31/81
11/14/94
11/17/95

11/21/74
05/24/82
01/04/82

DIV

120
UNK
600
600

600
600
120

UNK
510

UNK

600

600

150
600
600
600
600
600
600

180
Ian

600
120
110
UHK
UNK
510

160
600
600

 
POTENCY RANGE

101.48MG — 136425NG

40.S3IMG
40.531MG - 104.5HG

5.55MG - 378.78MG
73.3MG - 219.9MG
26.7HG - 366.3MG

9.26MG — 284.0MG
14.0MG ~ 21.0MG

1UU.UMU

128.S2HG — 298.04MG

4.0MG - 1S.0MG

0.114MG - 21.1MG
7.93MG ~ 91.9MG
O.23MG * 21,0MG
15.0MG - 47.5MG
4.6MG * 10.0MG
10,0MG - 20.0MG
2.0MG

50.0MG ~ 74.68MG
" 53MG - l.54MG

0.03BMG - 307.6MG
4.532MG - 170.0MG
221.0MG - 443.0MG
235.0MG
340.0MG
10.7MG

2.6MG - 370.0MG
17.45MG - 279.309MG
12.36MG - 214.24MG
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INACTIVE INGREDIENTS POR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

CALCIUM SULFATE DIHYDRATE
ORAL; TABLET, SUSTAINED ACTION

CALCIUM SULFATE, ANHYDROUS
ORAL; TABLET
ORAL; TABLET, COATED
ORAL-28; TABLET

CALDIAMIDE SODIUM
INTRAVENOUS; SOLUTION, INJECTION

CALTERIDOL CALCIUM
INTRAVENOUS; INJECTION

CANDELILLA HAX I
ORAL; TABLET
ORAL; TABLET; FILM COATED

, ORAL} TABLET, SUSTAINED ACTION
CANOLA OIL

ORAL; CAPSULE, SOFT GELATIN
CAPRYLIC/CAPRIC DIGLYCERYL SUCCINATE

ORAL; AEROSOL
CAPRYLIC/CAPRIC TRIGLYCERIDE

ORAL; CAPSULE, SOFT GELATIN
TOPICAL; AEROSOL SPRAY
TOPICAL; EMULSION, CREAM
TOPICAL; SOLUTION

CARAMEL
ORAL; CAPSULE
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SYRUP
RECTAL; POHDER, FOR RECONSTITUTION
TOPICAL; EMULSION, CREAM

CARBOMER
ORAL; TABLET. SUSTAINED ACTION

CARBOMER 1342
TRANSDERMAL; FILM, CONTROLLED RELEASE

CARBOMER 934
ORAL; SUSPENSION

' RECTAL; ENEHA
TOPICAL: EHULSION, CREAM
TOPICAL; GEL
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION

CARBOMER 934P
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; TABLET, SUSTAINED ACTIONx

CAS 3

O10101414

122760912

121915831

OOBOOZI39

008028895

OO9003014

009007163

PAGE 15

NDA
COUNT NDA

1

I

1
2
1

I

1

6
1
2

I

I

I
1
1
1

1
1
1
3
4
I
1

2

I

2
2
4
1
2
1
2

2
1
1

LAST APPROVAL
DATE

01/26/84

11/10/91

O5/Z4/B3

12/03/86
03/02/37

98/12/81

08/29/78
05/27/94
06/06/84

uv/bu/Va

It/1)/95

I2/30/9Q

DIV

510

ITO

6OO

6OO
600

600

120
SOO
600

bUU

bUU

UNK

 
FOTENCY RANGE

fl.O€MG - O.316MG

96.0MG

0.25% ~ 0.42

H.151
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS ,
INGREDIENT CAS 3 NBA LAST APPROVAL

ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE
CARBOMER 934?

TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
VAGINAL; GEL

CARBOMER 940 009007174OPHTHALMIC; GEL
TOPICAL; CREAM, AUGMENTED
TOPICAL} EMULSION: CREAM
TOPICAL} GEL
T PICAL; LOTION

CARBO ER Bfil O09003014TOPICAL; LOTION

CARBOMER 974 009003014

12/30/92 UNK 0. . . .
O4/29/94 UNK 0.9% - 1.5%
01/31/90 600 0.

06/13/88 600
12/30/94 600
11/26/85 600

12/07/92 UNK

.12 - 0.5%

.62 - 3.52

.2032 - 0.6%

.052 - 9.1%D@0623
E ORAL; GRANULE, FOR RECONSTITUTION

2
3
4
1
1
1

I
1
4
7
3

2

1
CARBON DIOXIDE 000124389

INHALATION; GAS 1
INTRA-ARTERIAL; SOLUTION, INJECTION 1
INTRACARDIAC; INJECTION 1
INTRAMUSCULAR; INJECTION 1

INTRATHECAL; INJECTABLE . I
1
2
1
1
4

1

6

1

I
4
2
1
2
3
4
I
I

 

INTRATNECAL3 INJECTION ,INTRAVASCULAR; SOLUTION, INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
NERVE BLOCK; INJECTION

CARBOXY VINYL COPOLYNER
_ TOPICAL: GEL

CARBOXYHETHYL STARCH 009057061ORAL; TABLET
CARBOXYNETHYLAMYLOPECTIN SODIUM

ORAL} TABLET

CARBOXYMETNYLCELLULOSE 009000117
INTRA-ARTICULAR; INJECTION
INTRAMUSCULAR; INJECTION
ORAL; CAPSULE, SUSTAINED ACTION
ORAL} DROPS
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; TABLET ,
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
RECTAL; SUSPENSION

 
08/23/78 160

O6/21/88 SOB

O3/Z5/91 600 4.75MB - I6.0MG

05/24/79 520 0.1% ~ 0.92
O4/23/85 UNK

1c/as/71 3<u
11/17/86 600
02/27/84 600 2.0MG - 10.BMG

PAGE 16 a A

[ll
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26

INGREDIENT
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ROUTE/DOSAGE FORM

CARBOXYHETHYLCELLULOSE CALCIUM
ORAL‘

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
TABLET

ORAL; TABLET, FILM COATED
CARBOXYMETHYLCELLULOSE SODIUM

DENTAL; GEL
DENTAL; PASTE
INTRA-ARTICULAR; INJECTION
INTRABURSAL3 INJECTION
INTRADERMAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
NASAL; SPRAY, METEREO
ORAL:
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;

CAPSULE
DROPS
GRANULE
GRANULE, FOR RECONSTITUTION
POWDER, FOR RECONSTITUTION
SOLUTION
SUSPENSION
SYRUP
TABLET

TABLET (IMMED./COMP. RELEASE), UNCOATED,
TABLET, COATED

SOFT TISSUE; INJECTION
SUBCUTANEOUS; INJECTION
TOPICAL; GEL, JELLY
TOPICAL; PASTE
TOPICAL; SOLUTION

CARBOXYPOLYMETHYLENE
ORAL} SUSPENSION
RECTAL} ENEMA
TOPICAL: LOTION

CARDAMOM
ORAL:

CARMINE
‘ ORAL;

ORAL;

SOLUTION, ELIXIR

TABLET
TABLET. UNCOATED. TROCHE

CARMINE SOLUTION
ORAL:
ORAL;

SUSPENSION
SYRUP

CARMINIC ACID

ORAL;
TABLET

VCAS st

OO9050048

009004324

009007209

OO8022933

908001807"

OO0476391

PAGE 17

NDA LAST
COUNT NDA

‘-1

P‘

I-‘P-4I\)>4P‘Mraww»:HHun»»n~w»noonLnoomnwwamrumounmcnnuuxnwaH»dm
APPROVAL
DATE

02/21/92

07/06/87
05/24/82
02/13/74
10/16/87
10/16/87
07/07/83
11/05/81
10/19/94
In/IR/Q9

O6/15/88

U‘!/ZU/933
07/10/95
09/15/95
02/03/86
05/31/94
07/05/88
O5/19/81
O5/24/82

DIV

S20

6OO
600
600
UNK
UNK
600
6OO
UNK
£00

600

OUU
600
I80
600
530
520
600
600

POTENCY RANGE

4

DWOQQDOCJG

.OMG - 80.0MG

.32 - 16.7%

.12 - 0.752

.12 - 0.75%

.752

.52 - O.75Z

.12 - 0.75%

.12 - 0.75%

.52

.O68HG - 160.0MG

.0662 - 0.525%

.22 - 3.52

.132 - 1.22

.2652 * 2.652

.57HG - 4l.8MG
2G.75MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS A NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE

CARNAUBA HAX 008015869
ORAL; CAPLET 1
ORAL; CAPSULE, SUSTAINED ACTION ’ 2 08/12/88 600 O.36GMG - O.7SMG
ORAL; TABLET 121 10/06/95 UNK
ORAL; TABLET, COATED 46 05/17/94 600 O.D2MG - fl.92MG
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED 2 06/23/81 600
ORAL} TABLET, FILM COATED 24 09/29/95 600 0.01MG - O.4MG
ORAL; TABLET, REPEAT ACTION »2 O3/31/81 UNK 0.046MG
ORAL; TABLET, SUSTAINED ACTION < , », 29 11/14/94 UNK 0.07MG - 200.0MG

0.1Z6MG ~ 0.IS7MGORAL-28; TABLET 'V' 2 11/17/95 510
CARNAUBA YELLOH HAX >

ORAL; TABLET, COATED ' Eyw
CARRAGEENAN 009000O71¥}QORAL; GRANULE, FOR RECONSTITUTION “'

ORAL} POHDER, FOR RECONSTITUTION
ORAL; SYRUP
TOPICAL; LOTION
TRANSDERMAL; FILM, CONTROLLED RELEASE

CARRAGEENAN SALT
TOPICAL: LOTION

11/77/70 AGO fl,7_5Z

12/17/81 600 0.52

 CASSIA OIL
ORAL; SOLUTION, ELIXIR

CASTOR OIL - 008001794

3NTRAMUSCULAR; INJECTION '9 0?/78/79 693RAL3 CAPSULE

I17/Ito/‘Ilia Mm ]__2MG - 1,755f>1G

as/so/94 eon 0.09MG - 0.15MB
91/15/70 510 fl.9MG

ORAL; CAPSULE, SUSTAINED ACTION
ORAL} GRANULE, FOR RECONSTITUTION
ORAL: TABLET
ORAL} TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
SUBLINGUAL; TABLET
TOPICAL: EMULSION, CREAM
TOPICAL; OINTMENT

‘ TOPICAL; SOLUTION
~CASTOR OIL HYDROGENATED I 003001783

. ORAL; CAPSULE, SOFT GELATIN
ORAL: CAPSULE; NUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-Z1; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET

 

O1/24/80 UNK 5.02 - 12.52

oa/1n/92
me/75/91

I.894MG - 15.UMG
0.5MG - 37.6HG—->--- -0-» :16

01/22/87 600 11£.bfiG
O4/12/88 EOO 0.8MG
02/09/89 600 O.8HG - IO4.5MG

>--uwarm--.:.\~n--p--r-you-a)-aw-ouI.n»a.a.\r»-a.z.\HHI--r\)>--|\)>->-
gnna illxj yguxqa1|IH1H- THU «nun: Hfiv §!"H1llll' uulm 41-Hun: 1-.

  

HUHH III] H1 ill‘: 9‘ HHI\ 1l\‘M /H'I°'HH/A1
"nun /nnluun gun" 1 TIIIHH HH/\ . “AH NH! run In 5.’ unit!!!

14:4 yq; 'V» ~

L‘ LI“$fl,glf&".‘HxL’ L1‘IH5G :92 NT an A019 X17 urn: Tu» mu:. 1 n anu an 11:41:.» 3A I 7p'SL . KULLALUIH Agllnh W iu

rget : v.mz.9.. 1....-um.
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INGREDIENT

ROUTE/DOSAGE FORM

CELLULOSE
BUCCAL/SUBLINGUAL; TABLET
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL}
ORAL;
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;

CAPSULE
CAPSULE; ENTERIC COATED PELLETS
CAPSULE;
DROPS
POWDER; FOR RECONSTITUTION

SUSTAINED ACTION

SUSPENSION
TABLET

TABLET (IMMED./COMP. RELEASE); UNCOATED,
TABLET;
TABLET;
TABLET;
TABLET;
TABLET;

COATED
DELAYED ACTION, ENTERIC COATED
DISPERSIBLE
FILM COATED
SUSTAINED ACTION

ORAL-211 TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET

CELLULOSE
ORAL;

CELLULOSE
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;

CELLULOSE
ORAL;
ORAL;
ORAL;
ORAL;

CELLULOSE
ORAL;
ORAL;
ORAL:
ORAL;
ORAL;

MICRDCRYSTALLINE/CARBOXYMETHYLCELLULOSE SODIUM

ACETATE
TABLET; SUSTAINED ACTION
ACETATE PHTHALATE
TABLET
TABLET, COATED
TABLET;
TABLET; FILM COATED
TABLET, SUSTAINED ACTION

CAPSULE
POWDER, FOR RECONSTITUTION
SUSPENSION
TABLET
MICROCRYSTALLINE; AQUEOUS
CAPSULE
SUSPENSION
TABLET
TABLET, DELAYED ACTION, ENTERIC COATED
TABLET;

DELAYED ACTION, ENTERIC COATED

FILM'COATED
CELLULOSE; MICROCRYSTALLINE

INTRAVENOUS; INJECTION
NASAL; SPRAY; METERED
ORAL:
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;

CAPLET
CAPSULE
CAPSULE;
CAPSULE;
CAPSULE;
CAPSULE;
GRANULE;

COATED PELLETS
ENTERIC COATED PELLETS
HARD GELATIN
SUSTAINED ACTION
ENTERIC COATED

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #

OO9004357

O0900438O

009004346

PAGE 19

NBA LAST
COUNT NDA

I
23

1
1
1
3
2

S4

woux»wom»u»HNhunwhlNwflvwownuwnamwxhwxnawrdnw

APPROVAL
DATE

O3/O3/95

O4/20/B8
08/28/81
06/79/95

U5/19/Y2

08/31/81
09/22/94
O5/IO/82
11/O1/84

O6/O1/94

O6/22/89

U//ZU/U8

Ull U’-9/‘I3

12/23/91

11/19/82

lll/'l‘4I9’/

03/03/95

10/19/94

IL/(U195
IO/30/85

14/ub/vb
O9/11/95

DIV

110

600

IIO

600
110
510
510

110

600

LINK

OUU

520

600

UNI

UNK

UNK

5ZU
6OO

53v
110

POTENCY RANGE

40.0MG - 405.0MG

1.0%
n,B7GH

6.7MG - 20.IMG

5.94HG ' 100.0MG

20.0MG
20.0MG

19.0MG — 23.75MG

37.0MG

a.75MG — 24.0MG

1o.vanu ~ 7D.OMG

0.52 - 1.31252

20.0MG

7 QMG ~ 7ao,aMg

ZS.OMG

1.5%

1.5MG - 363.75MG

57.22MB ~ 60.0MG
Z0.7MG - 107.0MG
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HE

INGREDIENT

‘ ROUTE/DOSAGE FORM

CELLULOSE; MICROCRYSTALLINE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 8 NBA LAST
COUNT NDA

OO9004346

ORAL; GRANULE, FOR RECONSTITUTION ' 1ORAL; POWDER, FOR RECONSTITUTION 13
ORAL} SUSPENSION 9ORAL; TABLET
ORAL;
ORAL:
ORAL;
ORAL;
ORAL:
ORAL;
ORAL;
ORAL}

TABLET;
TABLET,
TABLET;
TABLET;
TABLET;
TABLET;
TABLET;

ORAL-Z1: TABLET

ORAL-28; TABLET 1RECTAL; SUSPENSION
SUBLINGUAL; TABLET
VAGINAL: TABLET

CELLULOSE; OXIDIZED
ORAL: TABLET

CELLULOSIC POLYMERS
ORAL; TABLET
ORAL; TABLET;
ORAL; TABLET.
ORAL; TABLET;
ORAL} TABLET;

CERESIN
TOPICAL; OINTMENT

CETEARETH-12 .
TOPICAL;

CETEARETH-15
TOPICAL)
TOPICAL}

CETEARETH'20
TOPICAL}
TOPICAL)

‘ TOPICAL;
CETEARETH-30

TOPICAL}
TOPICAL;

CETEARYL ALCOHOL
ORAL; TABLET;

TABLET (IMMED./COMP. RELEASE); UNCOATED, 6COATED
DELAYED ACTION, ENTERIC COATED
DISPERSIBLE
ENTERIC COATED PARTICLES

FILM COATED 9
SUSTAINEO ACTION 1UNCOATED, TROCHE

DELAYED ACTION; ENTERIC COATED
ENTERIC COATED PARTICLES ’’
FILM COATED
SUSTAINED ACTION

008001750

EMULSION, CREAM

EMULSION, AEROSOL FOAM
EMULSION,

EMULSION;
LOTION
oxnrnsur

CREAM, AUGMENTEO
EMULSION; CREAM

CREAM 1

SUSTAINED ACTION

TOPICAL; EMULSION, CREAM - 3
TOPICAL}
TOPICAL}
TOPICAL}
VAGINAL3

LOTION
OINTMENT
SUPPOSITORY
EMULSION, CREAM

1
9
2

5

1
1
1
1
1

1

1

1
CREAM 7

1
1
1

1
3

6
7
2
2
1
5

PAGE 20

APPROVAL
DATE

04/28/95
09/15/95
12/29/95
09/11/95
06/23/95
11/30/95
04/78/99

12/19/95
11/18/94

it/I6/9.’:
11/17/95

02/26/55
10/17/85

10/03/74

01/29/93

17/18/90

07/10/84

11/08/93
09/13/95
05/31/89
10/10/85

12/04/95

DIV

600
I80
600
600
600
600
600

1151}
UNK

6OO
S10

buu
600

600

600

UNK

UNK

UNK
UNK
UNK
600

600

 
POTENCY RANGE

0.5% * 2.02
1.22
0.064GM ~ fl.152GM
42.07MG - 50S.OMG
I.OMG - 107.0MG
25.flMG ‘ I25.7IMG

5.0MG ~ I60.22MG
73 ARM“ - 226.0MG

19.6MG - 20.flMG
7.58MG * 20.0MG

6.0MG - 32.flMG
320.0MG - 390.0MG

0.03GM

1.02 - 7.5%

8.752 - 10.0%

2.252 - 7.22

20.0MG - 40.0MG
1.8% - 11.52
2.52 - 3.72
T 22

3.212
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INGREDIENT

ROUTE/DOSAGE FORM

CETEARYL ALCOHOL
VAGINAL; SUPPOSITORY

CETEARYL OCTANOATE
TOPICAL; EMULSION, CREAM

CETETH-IO
TOPICAL; LOTION

CETETH‘2
TOPICAL; EMULSION, CREAM

CETETH-20
TOPICAL; EMULSION, CREAM
VAGINAL3 TAMPON

CETYL ALCOHOL
OPHTHALMIC; SUSPENSION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

CAS #

O0O12fi298

ORAL; CAPSULE. ENTERIC COATED PELLETS
ORAL: TABLET
ORAL} TABLET (IMMED./COMP. RELEASE), UNCDATED,
ORAL; TABLET, SUSTAINED ACTION
OTIC; SUSPENSION
RECTAL; EMULSION, AEROSOL FOAM
TOPICAL; AEROSOL
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL: LOTION
TOPICAL: DINTMENT
VAGINAL; EMULSION, CREAM

CETYL ESTERS
ORAL; POWDER, FOR RECONSTITUTION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL) SUPPOSITORY
VAGINALz EMULSION, CREAM
VAGINAL; SUPPOSITORY

CETYL PALMITATE
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT
VAGINAL; EMULSION, CREAM

CETYLPYRIOINIUM CHLORIDE
INHALATION; AEROSOL, METEREO
ORAL; AEROSOL SPRAY
ORAL) CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION

CHERRY
ORAL: TABLET

CHERRY JUICE
ORAL; CONCENTRATE

000540103

OOOIZSOSS

008012995

PAGE 21

NBA LAST
COUNT NDA

1»-'LM\J Y-0H‘O\U1D-‘P0)-‘F-‘.5D-‘U1!-4)-iI\)D-‘Uldfib-3\)f\)h'-‘D-‘!)JlJ’|h-4|»-It-‘K3D-'03D-*1-‘P‘F-4Dd-A

APPROVAL
DATE

06/17/94

05/11/88

01/04/95
09/29/87

12/19/79
06/13/95
99/30/92
07/24/78
12/21/95

10/26/94

12/04/95

09/13/95

07/10/62

as/us/vq
01/06/81

DIV

UNK

600

600
600

600
600
UNK
600
520

600

600

UNK

POTENCY RANGE

0::

)--it--l§€3(N

23(2)

.912 - 4.02

.52

.58MG ~ Z.OMG

.22 ~ 1.02

.2262

.22 - 10.02

.OO14Z - 5.0%

.52 - 7.02

.52 — 4.02

.OZ - 5.02

.314GZ

.OO43MG

.O2MG
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INGREDIENT
ROUTE/DOSAGE FORM

CHLOROBUTANOL
IN - IV - SC; INJECTION
IM - IV; INJECTION
IN * SC; INJECTION
INHALATION} SOLUTION
INTRAMUSCULAR1 INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION); INJECTION
NASAL3 SOLUTION
NASAL3 SPRAY. METERED
NERVE BLOCK; INJECTION
OPHTHALMIC; OINTMENT

INACTIUE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #

000057158

OPHTHALMIC) POHDER, FDR RECONSTITUTION
OPHTHALMIC; SOLUTION
OTIC; SOLUTION
SUBCUTANEOUS; INJECTION
TOPICAL; SOLUTION

CHLOROBUTANOL HEMIHYDRATE
INTRAMUSCULAR; INJECTION

CHLOROBUTANOL, ANNYDROUS
OPHTHALMIC; SOLUTION

CHLOROCRESOL
TOPICAL; CREAM: AUGMENTED
TOPICAL; EMULSION, CREAM

CHLOROXYLENOL
TOPICAL; EMULSION, CREAM

CHOLESTEROL

006001645

001320667

000059507

000088040

000057885
INTRAVENOUS: SUSPENSION. INJECTION
OPHTHALHIC;
TOPICAL; EMULSION. CREAM
TOPICAL; LOTION
TOPICAL: oxnrmenr
VAGINAL; EMULSION, cnsnn

CHOLETH
VAGINAL3 EMULSION, CREAM

CINNAMALDEHYDE
ORAL: SUSPENSION
ORAL; TABLET

CINNAMDN V
ORAL; SOLUTION, ELIXIR

CINNAMDN OIL
ORAL; PASTILLE
ORAL; SOLUTION, ELIXIR
ORAL; susrsusxou

POWDER, FOR RECONSTITUTION

000104552

008007805

PAGE 22

NBA LAST
COUNT NBA

1
4
2
1

20
I
5
3
2
2
5
1
4
1
1
I

1

1

1
21

1

1
I
1
1
3
3

2

1
1

1

1
9
1

APPROVAL
DATE

03/18/75
ng/an/7:

03/13/86

11/19/80
02/21/78
03/07/94
11/15/79
I7/n1/nu

08/31/81

08/03/94

05/18/65
06/09/86

07/23/82

12/16/83

DIV

600
Ann

£00

510
510
510
600
nnx

600

600

sat
one

600

600

POTENCY RANGE

332363

D‘:30Q0

.52
«=2 - 9.52

7=2 ~ 5.92

.52

.052 - 0.5:

.252 — o 52
52

.22 - 9.52

.0752 - 0.75%

.92 - 5.02

.32 ‘ 0.52

.42

.0112
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INGREDIENT
ROUTE/DOSAGE FORM

CITRIC ACID
CAUDAL BLOCK; INJECTION
EPIDURAL; INJECTION
IN - IV - SC; INJECTION
IM ~ IV; INJECTION
IN - IV; SOLUTION, INJECTION
IN - SC; INJECTION
INHALATION; SOLUTION
INTRA-ARTERIAL; SOLUTION, INJECTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL: INJECTION
INTRACARDIAC; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAPLEURAL; INJECTION
INTRASYNOVIAL; INJECTION
INTRATHECAL: INJECTION
INTRAVASCULAR; SOLUTION, INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; PONDER, FOR INJECTION SOLOTION
INTRAVENOUS; SOLUTION, INJECTION
IONTOPNORESIS; SOLUTION
IV(INFUSION); INJECTION ~
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
NASAL; SOLUTION
NASAL; SPRAY, METERED
NERVE BLOCK; INJECTION
OPHTHALMIC} SOLUTION
OPHTHALMIC; SUSPENSION
ORAL;
ORAL;
ORAL:
ORAL;
ORAL;
ORAL:
ORAL;

, ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;

CAPSULE
CAPSULE. HARD GELATIN
CAPSULE, SOFT GELATIN
CONCENTRATE
DROPS
GRANULE
GRANULE, FOR RECONSTITUTION
POHDER
POHDER, FOR RECONSTITUTION
SOLUTION
SOLUTION, ELIXIR
SUSPENSION
SYRUP
TABLET

TABLET (IMMED./COMP. RELEASE), uncozmsn,TABLET. COATED
TABLET. FILM COATED
TABLET, SUSTAINED ACTION

CAS 9

000077929

PAGE 23

 

NDA
COUNT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LAST
NDA

APPROVAL
DATE

02/26/93
O8/23/95
O8/31/90

n7/10/07

99/09/86
02/15/76

OZ/II/8'4
(‘I6/O3/R7

02/17/84

12/15/95
07/12/88

O8/30/95
O8/31/95

U5/U8/99
02/26/93
01/04/95
05/09/89
08/18/95

12/30/86
01/30/92
05/25/95
nn/1:/an

12/05/88
12/23/93
11/17/95
10/27/92
O6/16/95
09/25/95
93/20/92
11/16/94
04/08/81
12/23/91

DIV

600
600
600

{INK

600
600

OUU
Ann

600

600
600

600
600

UNK
600
600
600
600

ibu
600
UNK
Ann

510
530
530
600
UNK
600
600
UNK
600
510

 
POTENCY RANGE

0.022
0.063% ~ 1.26% .
0.012 - 0.8%

fl.4laOfi7Z - 1,0‘/,

U .2057.
1112

n ozz - 2.02

1.02 ”"

0.0I7SX - 0.86%

0.02292 - 1.9%

3.1.1/.
0.02%
0.035Z - 0.052

6.0MG - I2.BMG

0.0I5MG ~ I.OMG
0.0SZ - 0.24%
0.162

.OOO5Z0

0.01212 ~ 0.65%
0.02992 — 0.15%
0.1% - 0.22
0.12 - 7.35192
0.06MG - 20.0MG
0.2HG ~ 2.I3MG

1 .25MG - 20.0MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 , NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE nxv POTENCY RANGE

CITRIC ACID 090077929
ORAL-28; TABLET I
0116; SOLUTION 4 10/31/94 600 0.952 - 0.2x
OTIC} SOLUTION, DROPS I 1
SOFT TISSUE; INJECTION 2 uz/z///9 guu u‘Zu5z
SUBLINBUAL; TABLET 2 OR/11/RI Ann
TOPICAL; EMULSION, AEROSOL FOAM 1

2TOPICAL; EMULSION, CREAM 3 nA/ix/an Ann n nn1z - 0.852
TOPICAL; GEL 1
TOPICAL; LOTION 9 01/24/92 600 0.212 — u.u5z
TOPICAL; OINTMENT . 3 O9/30/83 HNK n nn1z
TOPICAL; POWDER, FOR RECONSTITUTIOH 1
TOPICAL; SHAMPOO 2 nu/2//90 UNK 0.0752
TOPICAL; SOLUTION 24 02/27/95 600 9.005% - 0.4%
TOPICAL; SUSPENSION, SHAMPOO 31/10/91 500 0 777552
TOPICAL; SHAB 07/23/87 600 0.04%VAGINAL; EMULSION, CREAM

CITRIC ACID MONOHYDRATE 005949291IN - IV - SC; INJECTION
INTRACAROIAC; INJECTION

INTRAVENOUS; INJECTION O8/18/95 110 O 075%
IV(INFUSION); INJECTION 08/18/95 110 0.05% - 0.075%NASAL; SOLUTION

NERVE BLOCK; INJECTION V;ORAL; SUSPENSION
ORAL; SYRUP
TOPICAL; EMULSION, CREAM
TOPICAL; GEL

3
2
1

I
I
3
6
1
1
I

2 06/10/87 UNK2
1

TOPICAL; SUSPENSION, SHAMPOO %
1
1
1
1

1
1
1
1
4

1
E
2

O2/16/94 600 0.052

VAGINAL; EMULSION, CREAM
CITRIC ACID, ANHYDROUS

IM - IV; INJECTION
ORAL; SOLUTION
ORAL; SYRUP
TOPICAL; EMULSION, CREAM

CITRIC ACID, HYDROUS 015686654
INTRAVENOUS; INJECTION ~
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SYRUP-
TOPICAL; EMULSION; CREAM

CLOVE OIL ‘ 008000348ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION

 
bé/17/94 unx 0.022 — n.osz

I2/16/83 6OO 0.0081
12/27/91 600 0.0012

PAGE 24 «
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INGREDIENT
ROUTE/DOSAGE FORM

COCAMIDE DIETHANOLAMINE
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL: LOTION
TOPICAL: SHAMPOO
TOPICAL; SOLUTION

' TOPICAL} SPONGE
COCAMIDE ETHER SULFATE

TOPICAL; SHAMPOO
COCAMINE OXIDE

TOPICAL; SHAMPOO
COCOA BUTTER

- RECTAL; SUPPOSITORY
COCOA BUTTER (POND'S TYPE 520A)

RECTAL; SUPPOSITORY
TOPICAL; LOTION

COCOAMPHOCARBOXYGLYCINATE
TOPICAL; SUSPENSION, SHAMPOO

COCOGLYCERIDES
TOPICAL: EMULSION, CREAM

COCONUT OIL
TOPICAL: EMULSION, CREAM

' TOPICAL: OINTMENT
COCONUT OIL, HYDROGENATED

RECTAL; SUPPOSITORY
COLORING SUSPENSION

ORAL: TABLET
TOPICAL; EMULSION. CREAM

CONFECTIONERS BLAZE
ORAL; CAPSULE, SUSTAINED ACTION

LCORIANDER on
ORAL; SOLUTION
ORAL} SOLUTION, ELIXIR

CORN GLYCERIDES
ORAL; CAPSULE, SOFT GELATIN
ORAL; SOLUTION

CORN OIL
‘ ORAL} CAPSULE

ORAL: CAPSULE, SOFT GELATIN
ORAL: TABLET
ORAL; TABLET, COATED

CORN OIL PEG-6 ESTERS
ORAL; CAPSULE, SOFT GELATIN

CORN SYRUP
ORAL; SYRUP
ORAL; TABLET

INACTIVE INGREDIENTS EOR CURRENTLY MARKETED DRUG PRODUCTS

ORAL: TABLET (IMMED./COMP. RELEASE), UNCOATED.

CAS 5

061791319

061788907

OO8001318

OOBOOBSZG

OUBOOISO7

PAGE 25

NDA
COUNT

7*-‘

)dOl\JV-5)--‘I11!-*0‘#4!“Eh‘#4F-‘H-3DJl’\))-IB-0H3D--it-IJ.\V-4>-'l'\)-K‘!-lhvilvdl-I
LAST
NDA

APPROVAL
DATE

04/15/91
02/28/91

10/04/83

09/30/94

11/24/93

12/16/83

OK/7Q/93

03/21/17

10/28/94
12/03/73

DIV

600
600

6OO

600

600

600

600

bOU

600

509

PDTENCY RANGE

2.02 - 4.02
2.0MG

I.868GM - 2.0265GM

0.003Z

2OS.OMG - 9I8.0MG

*.’~*:"“?‘”

8.0MG - 14.065MG
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INGREDIENT
ROUTE/DOSAGE FORM

CORNTSYRUP
RAL; TABLET, UNCOATED, TROCHE

COTT NSEED OIL
INTRAMUSCULAR; INJECTION

COTTONSEED OIL, HYDROGENATED
ORAL) CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION

CREAM BASE
TOPICAL: EMULSION, CREAM

CREATINE
» INTRA-ARTICULAR; INJECTION

INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION

CREATININE
IH - IV - SC; INJECTION
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL: INJECTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INTRADERMAL1 INJECTION, SUSTAINED ACTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
OPHTHALMIC; SOLUTION
OTIC; SOLUTION
SOFT TISSUE; INJECTION
TOPICAL; EMULSION, CREAM

CRESOL, M- ’ .
IM - SC; INJECTION
INTRADERMAL; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION,
SUBCUTANEOUS; INJECTION

LYOPHILI

SUBCUTANEOUS; POWDER, FOR INJECTION SOLUTION, LYOPHILI
SUBCUTANEOUS; SUSPENSION, INJECTION

CROSCARMELLOSE SODIUM
-ORAL; CAPSULE

ORAL; CAPSULE, HARD GELATIN
ORAL; GRANULE, FOR RECONSTITUTION
ORAL;
ORAL}
ORAL: TABLET, COATED
ORAL;
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET

TABLET

HI

TABLET (IMMED./COMP. RELEASE)» UNCOATED;

TABLET, DELAYED ACTION, ENTERIC COATED

CAS 9

008001294

000057001

000060275

000108394

PAGE 26

NDA LAST
COUNT NDA

D

P4

U

-L‘

NW

)-‘D-‘P-‘I\I®IN)*‘Q>-‘Iv-'-'\O)-Ii-‘ab-JP-If\)D-40l)-5|-4h)|-’(N>'-‘I-‘..D£\D-'M-‘F4!-IIN)un-asw\lV-4
APPROVAL
DATE

03/13/86

08/04/86
an/zn/or

08/19/87

85/15/85

07/01/82
05/24/82

06/19/80

U3/U1/II

D5/24/82

O1/23/85

03/31/94

07/03/95

11/09/95

12/SO/VZ
11/30/95
12/12/95

DIV

600

600£00

600

600

600
600

600

UHK

600

510

510

600

bUU

110
600
120

POTENCY RANGE 1

55.02 - 91.552 3
2.SMG ‘ 4.25MB
n nnauc _ 26_gMG

32.4MG - 4OZ.OHG

0.82
0.52 - 0.82

0.82

U.BZ

0.52 - 0.82

0.1582 ~ 0.25%

0.15% - 0.31%

0.4MG ~ 21.flMG

u.OI3GM

H.[bMU ‘ 33.DMG
2.0MG - 32.44MB
I.5MG - 40.0MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1 NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE

CROSCARMELLOSE SODIUM
SUBLINGUAL; TABLET

CROSPOVIDONE 009003398
IHPLANTATION; PELLET
ORAL} CAPSULE ’
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SRANULE, EFFERVESCENT
ORAL: SUSPENSION
ORAL; TABLET
OR L; TABLET (IMMED./COMP. RELEASE), UNCOATED,
OR L; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET. ENTERIC COATED PARTICLES
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
TOPICAL: LOTION
VAGINAL3 SUPPOSITORY
VAGINAL; TABLET

CUPRIC SULFATE 007758998
OTIC3 SOLUTION
OTIC; SUSPENSION

CUPRIC SULFATE, ANHYDROUS , 007758987

OTIC; SOLUTION ,CYCLOMETHICONE
ORAL; POWDER, FOR RECONSTITUTION
TOPICAL; CREAM, AUGMENTED

CYSTEINE
IH - SC; INJECTION, SUSTAINED ACTION

CYSTEINE HYDROCHLORIDE 007048046
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
ORAL; CAPSULE

DC ANTIFOAM AF TRITURATION 1% ON SUCROSE
ORAL; POWDER, FOR RECONSTITUTION

DEHYDROACETIC ACID 000520456
‘TOPICAL; LOTION

DEHYMULS E

TOPICAL; OINTMENT _DENATONIUM BENZOATE 003734336

TOPICAL: GEL !
DEOXYCHOLIC ACID »000083443

IV(INFUSION); POWDER, FOR INJECTION SOLUTION
DEXTRATES

ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

09/18/86 600 1.8MG ~ 6.5MG

03/03/95 110
04/25/85 UNK

.5HG - 20.0MG

.5MG ‘ 10.71MBD-‘ C3!-I

P--* (N

)~‘|\)#1D-0R)['0Id‘D-‘V-IF‘5-4)--l}--3hi1‘-lb-0D--‘H-3|-‘V-'\J.bD-i-JD-5.5!-‘V-3>-it-‘l'\)(I\}-IU‘!
17/77/99 ann I 3Mn — 1an_oMg

\---| 02/28/95 600 I.64HG ‘ 28.0HG

b-I o9/29/95 sun 2.0MG — 5S.3MG

ggzgs/39 110 3.0MG - 144.0MG

11/26/85 600 0.12

12/17/90 UNK 5.0% - 7.5%

 
11/30/95 600 54.0MG - 86.5MG

PAGE 27 4
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(H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

DEXTRIN
ORAL; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; SHAMPOO

DEXTRINS MODIFIED
ORAL-28; TABLET

DEXTROSE
IN - IV - SC; INJECTION
IM - IV; INJECTION
IN - IV) POHDER) FOR INJECTION SOLUTION
IM - SC} INJECTION
INTERSTITIAL; INJECTION
INTRACAVITARY; INJECTION
INTRANUSCULAR; INJECTION
INTRAPERITONEAL; INJECTION
INTRAPLEURAL: INJECTION
INTRAVENOUS: INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION); INJECTION
IV(INFUSION); SOLUTION, INJECTION
NASAL: SPRAY; METERED
ORAL; CONCENTRATE
ORAL} PASTILLE
ORAL; POHDER, FOR RECONSTITUTION
ORAL: SOLUTION: ELIXIR
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET, UNCOATED, TROCHE
SPINAL; INUECTION
SUBLINGUAL; TABLET

DEXTROSE SOLUTION
INTRAVENOUS; INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION, INJECTION
ORAL: SYRUP

DEXTROSE, ANHYDROUS
.INTRAVENOUS; INJECTION

INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION}; INJECTION
IV(INFUSIDNJ; SOLUTION, INJECTION

DI-PAC (97% SUCROSE-32 MODIFIED DEXTRINS
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED

CAS #

009004539

005996101

008012246

000050997

PAGE 28

NDA LAST
COUNT NDA

mwwhunFdmhawwbnawNfindmhflflM>dNUHN®hNflPrdWP0HNUflflWNpuum
APPROVAL
DATE

11/13/84

09/28/92

06/39/73

07/23/86
12/27/91
07/25/83

as/29/79

07/30/93
01/22/92
01/31/95
12/29/92
10/19/96
10/16/87’

£0/77/Q3

12/11/87

08/09/94

33/18/80
10/04/76
03/07/77

DIV

600
600

510

520
600
600

6OO

SZO
,UNK
I80
520
UNK
600

£00

600

110

6OO
600
600

 
POTENCY RANGE

1.56MG * 1.8HG

45 «D .\‘

.OZ

.02

.42

.22

.OZ

.OZwunuwnnm
7?.&9qMG - T€O.DMG

5.0%

5.92
3.8%

14.327082

7.52 - 8.252

4.52 * 4.992

51.flMG ~ 32Z.35MG
162.674MG - 260.12MG
24.8MG - 105.fiMG
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INGREDIENT
ROUTE/DOSAGE FORM

DIACETYLATED MONOGLYCERIDES
ORAL} TABLET
ORAL: TABLET; COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET. FILM COATED

DIATOMACEOUS EARTH
ORAL; TABLET, SUSTAINED ACTION

DIATRIZOIC ACID
INTRA-ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTION
INTRACARDIAC; INJECTION
INTRADISCAL; INJECTION
INTRAUTERINE; SOLUTION
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION
PERIARTICULAR; INJECTION
URETERAL3 SOLUTION

DIAZOLYDINYLUREA
TOPICAL: EMULSION. CREAM
TOPICAL: LOTION

DIBUTYL PNTHALATE
ORAL: TABLET, DELAYED ACTION, ENTERIC COATED

DIBUTYL SEBACATE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; GRANULE, ENTERIC COATED
ORAL: TABLET. FILM COATED
ORAL} TABLET, SUSTAINED ACTION

DICHLORODIFLUOROMETHANE
A INHALATION; AEROSOL, METERED

NASAL; AEROSOL SPRAY
NASAL1 AEROSOL, METERED
ORAL; AEROSOL
RECTAL; EMULSION, AEROSOL FOAM
TOPICAL; AEROSOL
TOPICAL; EMULSION, AEROSOL FOAM

DICHLOROFLUOROMETHANE
ORAL; AEROSOL SPRAY

DICHLOROTETRAFLUOROETHANE
INHALATION; AEROSOL, METERED

AEROSOL SPRAY
NASAL; AEROSOL, METERED

AEROSOL
EMULSION, AEROSOL FOAM

TOPICAL: AEROSOL
TOPICAL;

 

NASAL;

ORAL;
RECTAL3

EMULSION, AEROSOL FOAM

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LASTCA5 #

008029923

000117964

000084742

000109433

000075718

000075434

0OO076142

PAGE 29

NBA
COUNT NDA

A

P‘N b-lr\)I~|>--')-4)-I|,)‘ID-¢H4!-‘I-It-l.D>-'3D-010)-Jl\)D-3D-'|\)t-‘D-‘D-‘f\)>-‘V-‘D-‘D--'70P‘00-‘Na
APPROVAL
DATE

11/05/92
04/08/81

85/51/91

08/29/74

08/29/74

12/27/90

08/19/88

111/113/‘IU

T7/7R /OK

02/14/94

12/30/92

05/17/88

 
DIV

600
600

600

160

160

UNK

600

bUU

Lnfl

UNK

UNK

600

POTENCY RANGE

0.00003ML ~ 0.00006ML

0.04HG ~ 1.1MG

9:7 - an :511z

99.789Z

21.8572 * 51.122

50.0%
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 INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

DICYCLOHEXYL-CARBODIIMIDE
IM - IV; POWDER, FOR INJECTION SOLUTION
IU(INFUSION); POWDER, FOR INJECTION SOLUTION

DIETHANOLAMINE
IV(INFUSION)3 INJECTION

DIETHYL PHTHALATE
ORAL; CAPSULE. SUSTAINED ACTION
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, SUSTAINED ACTION

DIETHYL SEBACATE
TOPICAL; EMULSION, CREAM

DIETHYLAMINE
IM - IV; POHDER, FOR INJECTION SOLUTION
IVKINFUSION); POWDER, FOR INJECTION SOLUTION

OIGLYCERIDES
TOPICAL; LOTION

DIGLYCOL STEARATE
VAGINAL: EMULSION, CREAM

OIHYDROXYALUMINUM SODIUM CARBONATE
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

DIISOPROPANOLAMINE
TOPICAL; GEL
TOPICAL; SOLUTION

DIISOPROPYL ADIPATE
TOPICAL; LOTION
TOPICAL;’SOLUTION

DIISOPROPYLBENZOTHIAZYL-2-SULFENAMIDE
ORAL: TABLET

OIMETHICONE
> ORAL} CAPSULE

ORAL} TABLET
ORAL; TABLET, SUSTAINED ACTION
TO ICAL; EMULSION, CREAM
TO ICAL; LOTION

DIMETHICONE 350
ORAL} CAPSULE
TOPICAL: EMULSION, CREAM

DIMETHICONE 360
TOPICAL; EMULSION. CREAM

DIMETHYLDIOCTAOECYLAMMONIUM BENTONITE
RECTAL1 SUSPENSION

DIMYRISTOYL LECITHIN
IV(INFUSION); SUSPENSION, INJECTION

DIMYRISTOYL PHOSPHATIDYLGLYCEROL, L-
IV(INFUSION); SUSPENSION, INJECTION

CAS #

000111422

OOOO84662

OOOIIOQO7

OOO106116

OOOS39684

OOO110974

OO6938949

009006659

009006659

OIB194246

OS7618287

PAGE 30

NBA LAST
COUNT NDA

HHWHwk‘RHOHLRAHAn)whoNwMMhtNuhawwluv
».

APPROVAL
DATE

09/11/92

OI/O9/9h

96/05/78
02/27/95

08/29/95
O8/17/BB

um/cc/:9
12/07/92

01/24/80

 
DIV POTENCY RANGE

600

bOO

600
6OO

600
600

UNK
UNK

UNK

0.32 - 0.35%

B.OMG - }2.0MG

10,0Z

2.5MG - B.2MG
O,7MG

0.

1.

42

OZ
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

INGREDIENT ans 4: H mm mm APPROVAL
noun-:/nasnss FORM ” V COUNT mm mus mv rmsncv amuse

DIDCTYLPHTHALATE A
OPHTHALMIC; DRUG DELIVERY SYSTEM

T OPHTHALMIC; SUPPOSITORY, INSERT, CONTROLLED RELEASE
DIPROPYLENE GLYCOL 000110985

TRANSDERMALI FILM. CONTROLLED RELEASE
DISODIUM EDISYLATE

ORAL: SOLUTION
ORAL; SYRUP
ORAL: TABLET

DISODIUM MONOOLEAMIDE SULFASUCCINATE
TOPICAL: SHAMPOO

DISOFENIN 065717977
IV(INFUSION); INJECTIOR

DOCUSATE 010041197
ORAL: TABLET

DOCUSATE SODIUM ' 000577117
INTRAHUSCULAR; INJECTION ’
ORAL; CAPSULE 1
ORAL; CAPSULE. SUSTAINED ACTION
ORAL: GRANULE FOR RECONSTITUTION, CR
ORAL} SUSPENSION
ORAL; TABLET
TOPICAL: GEL
TOPICAL: SHAMPOO

DOCUSATE SODIUM/SODIUM BENZOATE
ORAL: CAPSULE
ORAL} TABLET 1

DRI KLEAR O62
ORAL: TABLET

‘ ORAL; TABLET, COATED
DRY FLO

ORAL} TABLET
DURO-TAK 280-2516

TRANSDERMAL; FILM. CONTROLLED RELEASE
'DURO-TAK 80-1196

TRANSDERMAL; FILM, CONTROLLED RELEASE
DUSTING POWDER

ORAL; TABLET
ORAL; TABLET; COATED

DYE BEIGE P-1437
ORAL; TABLET

DYE BLACK
ORAL; CAPSULE
ORAL; TABLET

08/19/91 600 O.4MG - 2.0MG

01/26/84 600 0.04%
12/29/95 600 0.002MG - 11.0MG
IO/26/84 UNK

06/03/87 600 O.425MG 4.0HG
10/20/95 600 0.2MG -‘6.0MG

 

04/14/83 600

J»\ )--I)-'>--‘¥~‘UJ>4V-3b--'b---‘)---*Qsb>~3I\)\Jl'\))--l>d|-~')~J#3P‘b-'D-‘F-‘blD-IV-I'D-I
‘ PAGE 31
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INGRE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DIENT
ROUTE/DOSAGE FORN

BLACK LB-442
ORAL; TABLET
BLUE
ORAL; CAPSULE
ORAL; TABLET
RECTAL; SUPPOSITORY
BLUE #1
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET,
BLUE #2
ORAL; TABLET;
BROHN LAKE
ORAL; TABLET
BROWN LB-292
ORAL; TABLET
BROHN LB-464
ORAL; TABLET

SUSTAINED ACTION

SUSTAINED ACTION

'CARAMEL
ORAL; SYRUP
CARAMEL ACID PROOF 100
ORAL: SYRUP
DC BLUE I2 LAKE
ORAL; CAPSULE
ORAL; TABLET; COATED
DC BLUE I6
ORAL; CAPSULE
DC GREEN 33 LAKE
ORAL; CAPSULE

‘ORAL; TABLET, COATED
DYE

DYE

DYE

DYE

DC GREEN #5
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION
ORAL; SOLUTION; ELIXIR
ORAL} TABLET. COATED
ORAL-21;'TABLET
ORAL-28; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
DC RED #19
ORAL; SUSPENSION
DC RED #21 LAKE
ORAL; CAPSULE
DC RED I22
ORAL: CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS S

000130201

000482893

004403901

000081889

000548265

PAGE 32

NBA LAST
COUNT NDA

D-ND>4>0)-it“-'UJI\)b—‘l\)b--lb-IF-‘D-4IN)F-‘A3V-3.1.‘D-4F-Abi#3)--'V~*OJD-ll-ilk.))-3
APPROVAL
DATE

09/10/80

05/31/90

07/26/88

04/21/87

09/21/77

Uh/TO/73

U9/15/84
04/13/84

99/11/92

DIV

600

520

UNK

600

600

LOO

510
510

530

POTENCY RANGE

0.014MG

0.0252 - 0.052

{'4 flflflO'/

0.00Z4MG
D.0029HG
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:
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

AINGREDIENT

DYE

DYE

DYE

DYE

DYE

DYE

DYE

ROUTE/DOSAGE FORM

DC RED I27
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
DC RED I27 ALUMINUM LAKE
ORAL; TABLET
ORAL: TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL‘283 TABLET
DC RED I28
ORAL: CAPSULE
ORAL} CAPSULE, COATED, SOFT GELATIN
ORAL: CAPSULE, ENTERIC COATED PELLETS
ORAL} CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
0 AL; POWDER, FOR RECONSTITUTION
0 AL; TABLET
DC RED 83 LAKE
ORAL; TABLET
ORAL; TABLET, FILM COATED
DC RED I30-
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL} TABLET
ORAL: TABLET; COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL) TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION

~ORAL-21; TABLET
ORAL-28; TABLET
DC RED I30 ALUMINUM LAKE
ORAL} TABLET
ORAL: TABLET (IMMED./COMP. RELEASE):
ORAL} TABLET. COATED

ORAL; TABLET, FILM COATED
ORAL-21; TABLET
DC RED I30 LAKE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; TABLET
ORAL; TABLET, ENTERIC COATED PARTICLES
ORAL; TABLET, SUSTAINED ACTION
ORAL-Z8; TABLET

UNCOATED,

ORAL} TABLET, DELAYED ACTION, ENTERIC COATED

CAS 3

O02134158'F“

004618239

002379740

RAGE 33

V arena LASTCOUNT NDA

wmwmwwwmwwwmmmwawmmmwHNNmwwmwwwwmwsxwmw
APPROVAL
DATE

01/02/87

O3/T?/RB

11/21/17

07/03/95

in/n5/95

09/11/95
04/22/63
08/31/90

08/06/79

04/27/95
17/79/37

I7/70/Q7

12/50/91
12/30/91

01/31/95

08/30/83

10/30/92

11/U3/B1

DIV

600

600

660

600

i%

110
520
520

600

6OO
600

1%

600
600

600

600

600

QUU

 
POTENCY RANGE

O.SUGM

0.00?MG <

0.0142

O.2MG

0.0105MG - O.§3MG

0.03?GMG - 3.0MB

o.29cH

a name - 0.4MG
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INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA3 # NBA LAST APPRUVAL
BDUTE/DosAeE FORM 1 A COUNT NBA DATE DIV POTENCY RANGE

DYE Dc RED :33 oo3ss7sse

>-‘>--J‘.\>-'>--'>-‘N>--'7-‘NaNH>-av»-¢.I.\>-av--ua-.3wM>—->-blUH.-Ir-aaw-:rm~a.L\>—-3:
ORAL; CAPSULE
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SOLUTION. ELIXIR

A ORAL; susrsnsxon
E ORAL; svaup

' ORAL; TABLET
TDBICAL; SHAMPOO

DYE DC RED :33 LAKE
ORAL: CAPSULE
ORAL: svaur

DYE DC RED ass ,

ORAL; TABLET ,
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT

DYE Dc RED :39 006371557
TOPICAL; LOTION

DYE Dc RED :4 LAKE
ORAL; CAPSULE

DYE DC RED :40 LAKE
ORAL} CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL: soLuT1o~, ELIXIR

4 ORAL; TABLET
. ORAL; TABLET, COATED

RECTAL; SUPPOSITDRY
DYE DC RED 56 005858811

ORAL: TABLET. COATED
DYE DC RED :6 LAKE

ORAL; TABLET
DYE Dc RED :7 005281049

DRAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET. FILM COATED
ORAL; TABLET, SUSTAINED ACTION

DYE DC RED I7 CALCIUM LAKE
ORAL; CAPSULE
DRAL; CAPSULE, ENTERIC coATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, cDATED
ORAL; TABLET, FILM coATED

nz/nz/at. nn g_ggg1m;

n7/nz/nr. 110 n.Do13MG

04/27/88 510
12/16/83 600
12/18/80 600 »
03/07/85 600 0.0018982
06/16/88 110 0.007MG ‘ 0.1SMG

F-I

 
02/25/88 600 1.79MG
11/22/85 '6D0

09/07/77 110 0.01MB - 48.7SMG

 

93/92/92 600

01/31/95 600

03/01/90 180 0.4MG

12/21/93 600 0.16HG - fl.6MG
01/26/84 510

F-'

12/20/90 110vi

)-3
;2/21/93 600

' PAGE 34
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11!

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS A NBA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RANGE

DYE DC RED :7 CALCIUM LAKE
ORAL; TABLET, SUSTAINED ACTION

DYE nc RED 27 LAKE
ORAL; TABLET

» ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ave ac RED LAKE

ORAL; TABLET
DYE no VIOLET 92 LAKE

ORAL; TABLET
ave nc YELLOW

ORAL; CAPSULE
DYE no YELLOW :10 008004920

BUCCAL; sun, CHEWING
DENTAL; GEL
DENTAL; PASTE .

ORAL: CAPLET .,ORAL; CAPSULE
ORAL; CAPSULE (IMMED./COMP. RELEASE), SOFT GEL

: ORAL; CAPSULE. COATED PELLETS
ORAL; CAPSULE, EHTERIC COATED PELLETS
ORAL: CAPSULE. HARD GELATIN

01/16/85 600

01/25/88 600 0.02MG - O.6HG

09/25/95 600 0.009HG — 2.4MG

07/31/92 600

P‘ m

N*“VFJwuuuwwvuownoram»-w»naw~nuwawum»uvnnow»nawwPmranN
55/31/95 509 2.0UGM
01/29/93 600
05/30/92 ano

U3/Zl/95 bUU

 
ORAL; CAPSULE, SOFT GELATIN 07/26/82 110 0.111MG
ORAL; CAPSULE, SUSTAINED ACTION 1 05/10/93 180 0.25MB
ORAL; CONCENTRATE 01/30/92 600 0.00082 - 0.00142
ORAL; POHDER 12/05/88 510 0.000032
ORAL; SOLUTION 06/30/93 600 0.00052 - 0.005%
ORAL; SOLUTION, ELIXIR 08/28/92 600
ORAL; SUSPENSION 06/16/95 UNK 0.000272 - 0.00152

._ ORAL; SUSPENSION, SUSTAINED ACTION
ORAL; SYRUP 1 08/11/90 UNK 0.00282 - 0.0036‘/.
ORAL; TABLET 13 06/29/95 600 0.0D35MG - 5.0MG
ORAL; TABLET, COATED 04/26/78 600 2.5146
ORAL; TABLET, DELAYED ACTION; EHTERIC COATED
ORAL; TABLET. FILM COATED ’ 1 un/zu/95 nu 0.006MG - o.o68MG
ORAL; TABLET, SUSTAINED ACTION 11/08/93 UNK 0.071MG - 2.01MG
ORAL-21; TABLET 12/30/91 600 0.D2MG
ORAL-28; TABLET 22/30/91 Ann 0 07M” — 0.06NG
RECTAL3 SUPPOSITORY
SUBLINGUAL; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SHAMPOO

DYE DC YELLOW O10 ALUMINUM LAKE
ORAL; CAPLET
ORAL; CAPSULE r
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; TABLET

’ PAGE 35

D02/26/88 600 .OZBMG ' O.23MG

-

08/15/94 180

\.I 10/11/95 bUU 0.008MG - 2.SMG

|nnoPharma Exhibit 1080.004O



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 # NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE

DYE DC YELLOW O10 ALUMINUM LAKE

ORAL} TABLET; COATED 8 03/07/77 696
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 1

ORAL: TABLET, FILM COATED 7 04/14/95 mu 1J.o075MG - n.045MG
ORAL: TABLET, REPEAT ACTION 2 03/31/81 UNK

g ORAL; TABLET, SUSTAINED ACTION 6 07/31/92 600
E ORAL'213 TABLET 2 O1/29/87 600 0.096MG - 0.4I5MG

ORAL-28; TABLET 12 07/03/92 510 0.096MG - 0.415MGDYE DC YELLOW I10 HT LAKE

ORAL; TABLET S O6/13/88 600 0.1MG - 1.4MGDYE DC YELLOW C10 LAKE
ORAL: POWDER, FOR RECONSTITUTION 1
ORAL; TABLET 74 08/29/95 600 0.0002a<mn ~ 5.71m;

 
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET. COATED ,

ORAL} TABLET; DELAYED ACTION, ENTERIC COATED ,’ORAL: TABLET; FILM COATED A
ORAL; TABLET; SUSTAINED ACTION
SUBLINGUAL; TABLET

DYE DC YELLOW I5 LAKE
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

DYE DC YELLOW #6
ORAL; CAPSULE
ORAL: POWDER; FOR RECONSTITUTION
ORAL; TABLET
ORAL-21; TABLET

DYE DC YELLOW 36 LAKE
_0RAL; CAPSULE

ORAL) SOLUTION
ORAL; TABLET
ORAL; TABLET: COATED

ORAL; TABLET. FILM COATED ‘DYE FDC BLUE #1 002650182
DENTAL) PASTE

UH/(U/lb hi!“

Uh/ZU/U5 EUO O.1ZGM
07/29/88 110 O.18MG — 2.33MB

08/11/80 600 0.0}6MG * 2.69HG

12/78/90 Ann

O1/12/I5 sou o.ou5MG

|-J mnnumnunuonbmsnnwrawunnwwuuaurawHcumpnuw 11/02/87 600 0.27UGM

DENTAL; SOLUTION 12/28/95 600 0.000052 - 0.00152
ORAL; CAPSULE 23 10/18/95 600 5.0UGM
ORAL; CAPSULE, COATED PELLETS 06/30/92 600

ORAL; CAPSULE, ENTERIC COATED PELLETS ‘ 10/05/95 180
ORAL; CAPSULE, HARD GELATIN 03/27/95 600 3.708MG
ORAL; CAPSULE, SOFT GELATIN i 03/08/94 180
ORAL; CAPSULE. SUSTAINED ACTION 2 09/11/95 110 0.019MG - 0.9MG ,
ORAL; POWDER, FOR RECONSTITUTION 04/23/79 600
ORAL; SOLUTION 05/28/93 600 0.000075% - 0.752
ORAL; SOLUTION, ELIXIR 04/29/92 600
ORAL; SUSPENSION 02/12/86 520 0.005%

12/23/88 600pa
ORAL; SYRUP , PAGE 36
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INGREDIENT

DYE

DYE

’ ORAL;

‘ ORAL}

'DYE

DYE

DYE

DYE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
CAS I NDA LAST

ROUTE/DOSAGE FORM COUNT NDA

FDC BLUE Cl
ORAL} TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINEO ACTION
ORAL-21} TABLET
ORAL-28; TABLET
RECTAL; SOLUTION
SUBLINGUAL; TABLET
TOPICAL; SHAMPOO
TOPICAL; SUSPENSION, SHAMPOO
TOPICAL; SHAB
FDC BLUE £1 ALUMINUM LAKE
ORAL; CAPSULE

ORAL} CAPSULE, HARD GELATIN ,’ORAL: CAPSULE, SUSTAINED ACTION
ORAL; POHDER, FOR RECONSTITUTION

SYRUP
TABLET
TABLET (IMMED./COMP. RELEASE), UNCOATED,
TABLET, COATED
TABLET, DELAYED ACTION, ENTERIC COATED
TABLET, FILM COATED
TABLET, REPEAT ACTION

ORAL; TABLET, SUSTAINED ACTION
ORAL-281 TABLET
FDC BLUE #1 H.T. ALUMINUM LAKE
ORAL} TABLET
FDC BLUE I1 LAKE
ORAL} CAPSULE
ORAL) TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL-Z8; TABLET
FDC BLUE I10
ORAL; TABLET
FDC BLUE #2
BUCCALi TABLET
ORAL} CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL} QAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED .
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, FILM COATED PAGE 37

OO26SO132
H N \O

DH

)-4

I-4 D--‘ F-‘F-'€3U1DH'\)P"U1)'-‘W‘V\J9*‘T\)U‘H-lD--4D-0.0}-‘J.\|'\)I'\)I-‘.5!-0)-H-IV-'!\)F-'5-4l\)|*'(NU\U<lO\O>-NOORAL;
ORAL)
ORAL;
ORAL;
ORAL;

Do-I

DJ

OOO86022O

)-'

7--Ir—*\l

APPROVAL
DATE

06/29/95
O?/T1/R7

10/31/91
11/08/93
07/01/88
07/01/38
05/28/93

O8/ZI/9U

O8/15/94

I?/70/OS

O9/Z0/lb
95/15/90
nn/an/on

07/29/88

08/31/86

O8/29/95
04/08/81

12/50/99

10/18/95

U5/U5/95
OZ/Z1/92
O6/29/95
O?/78/9?

12/29/92

DIV

600
17n

I89
UNK
600
6OO
600

UNK

I80

ADO

bOO
600
KOO

I10

600

GOO
£00

510

600

530
110
600
Ann

120

POTENCY RANGE

.OUGM - II.4UGM5
0.0052MG - 0.0085MG

O.5lUGM
0.03MG
0.01MG - 0.05MG
0.01MG - 0.0SMG
fl flflDO75Z

U.OO36Z

0.001MG ' 2.SMG

O.IMG - O.2MG

O.DO9MG - O.29MG

0.012MG - O.3MG

0.00364MG ~ 2.675MG

0.045MG

0.0T2MG

2.IUGM
0.00I5MG - 20.016MG
?4,17MG

U./MG
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om.-21; TABLET

INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 A NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE

DYE FDC BLUE #2 OO086022O
ORAL; TABLET, SUSTAIHED ACTION 7 5 09/22/94 110

DYE FDC BLUE #2 LAKE 012227859
ORAL; CAPSULE II I 11 nn/1:106 inn
ORAL; CAPSULE; SUSTAINED ACTION T ‘1 w
ORAL; TABLET 77 12/29/95 600 0.fl35HG - 6.fiMG
ORAL; TABLET, COATED 14 12/20/82 600 0.095HG - 0.1425NG
ORAL; TABLET. FILM COATED as/23/95 530 0.0I5MG - D.3MGORAL; TABLET, REPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION
ORAL; TABLET, UNCOATED, TROCHE

ui/U9/at bUU u.u2MG

u//on/92 BIO O.1MG - 0.208MG
11/17/95 510 0.0649MG - 0.2OBMG>4

NDHN\UdW
ORAL-Z81 TABLET

DYE FDC GREEN I3 002353459
DENTAL; GEL

ORAL: CAPSULE 1ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL: CAPSULE: SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION. ELIXIR

D 05/03/95 520 0.003MG - 0.066MG

O9/11/95 ITO 0.0I5HG 
ORAL; SYRUP OB/1!/9U unx u.nD032Z
ORAL; TABLET 09/15/83 600 0.0004MG - 10.flHG
ORAL; TABLET, COATED 03/22/60 110 B DOSMG
RECTAL; SUPPOSITORY

DYE FDC GREEN #6
ORAL; CAPSULE

' DYE FDC RED #27 LAKE
ORAL; CAPSULE, SUSTAINED ACTION

. ORAL} TABLET
DYE FDC RED I28

ORAL} CAPSULE
ORAL; POHDER, FOR RECONSTITUTION

DYE FDC RED I3 ‘ 016423680
ORAL; CAPSULE
ORAL; CAPSULE. ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE. SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS
ORAL; GRANULE
ORAL; POWDER. FOR RECONSTITUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL: TABLET
ORAL; TABLET, COATED ’
ORAL; TABLET; DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, FILM COATED 1 PAPE 38

06/19/85 600 0.06MG

03/29/91 600D-0

Q NPhfiDhMdhHVN>‘WBD“bDdmMF'Wwnuanwwhwwnnw 10/18/95 600 0.00036MG - O.333MG

H3/YH/bl UNK

F4 Oi/Z6/B9 auu O.D37MG - O.3MG
12/18/80, 600
12/18/80 600

1 1?/73/91 :70 0.0042 - 0.525%9-‘

09/23/74 520
O8/31/90 520 2.5UGM
D8/16/BS T70 O.OO5HG

#

O9/Z8/7/ 6UU

|nnoPharma Exhibit 10800043



 

INGREDIENT

DYE

DYE

DYE

DYE

DYE

DYE

.0 AL;

INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

CAS # ,NDA LAST
ROUTE/DOSAGE FORM COUNT NDA
FDC RED I3
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET
TOPICAL; SHAMPOO
FDC RED 93 LAKE
ORAL: TABLET
ORAL; TABLET, SUSTAINED ACTION
FDC RED 83-ALUMINUM LAKE
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL} GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL} TABLET
ORAL; TABLET (IMHED./COMP. RELEASE), UNCOATED,
ORAL: TABLET; FILM COATED
TOPICAL; SOLUTION
FDC RED I30 LAKE 'i
ORAL; CAPSULE, SUSTAINED ACTION
ORAL: TABLET
ORAL; TABLET (IMMED./COMP. RELEASE).
FDC RED I33
ORAL; CAPSULE
ORAL; SYRUP
FDC RED I40
BUCCAL; TABLET
ORAL: CAPSULE
ORAL: CAPSULE:
ORAL: CAPSULE;
ORAL} CAPSULE;

016423550’

D-4

O1222778O

U1

UNCOATED;

9-4 N »nuu~uuNnn~m-m:\wxwa»n~Nhn~w>awHuihuumCOATED. SOFT GELATIN
ENTERIC COATED PELLETS
HARD GELATIN

CAPSULE. SOFT GELATIN
CAPSULE. SUSTAINED ACTION 1CONCENTRATE
DROPS
POHDER A

POWDER, FOR RECONSTITUTION 31
SOLUTION = 13
SOLUTION,'ELIXIR V 14
SUSPENSION 21
SYRUP 36
TABLET 60
TABLET (IMHED./COMP. RELEASE), UNCOATED, 2
TABLET, COATED 6

TABLET; DELAYED ACTION, ENTERIC COATED 3
3
2
3

O AL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL:
ORAL;
ORAL;
ORAL;
ORAL;
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
SUBLINGUAL; TABLET
TOPICAL; SOLUTION

. PAGE 39

APPROVAL
DATE

O8/30/84

11/10/88

D5/11/90
10/21/80

12/21/87

03/06/87
09/17/93

111/TA/QR

10/05/95
01/28/91
07/26/82
09/11/95
11/30/94
95/25/95

10/19/95
12/22/94
10/27/92
09/15/95
01/13/95
10/17/95
10/04/76
08/16/77
10/26/34
02/25/94
05/14/85
07/29/88
01/28/92

DIV

110

600

600
520

600

600
530

Afln

180
110
110
110
6OO
UNK

520
600
600
180
600
600
600
180
120
600
UNK
110
600

POTENCY RANGE

0.DO6MG - 1.ZHG

D.O2MG - 8.0MG
D.126MG - 4.25MG

262.0MG
D.O02Z

n nn7aMn - 73.2M9

.O74MG

.029MG - 0.129HG

.0025Z - 0.00752

.0017.GOOD

.DOOO1Z - D.O32Z

.0004Z - 0.0007Z

.0012Z - 0.0052

.0042 - 0.92 '

.0022 * 0.042

.S5UGM

.2MG

.O43MG

.O28MG

.D03MG

.62

O5O0CDDCOOCSDD
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NBA LAST APPROVAL
ROUTE/DOSAGE FORM _ COUNT HDA DATE DIV POTENCY RANGE

DYE FDC RED 345
TOPICAL: SPONGE

DYE FDC RED I40 LAKE
ORAL; CAPLET
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL} SOLUTION. ELIXIR
ORAL) SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE}, UNCOATED;
ORAL; TABLET, COATED A

ORAL; TABLET. FILM COATED .,ORAL; TABLET, SUSTAINED ACTION
oRAL-2a;_TAnLET
SUBLINGUALT TABLET

nve FDC RED 37 LAKE
ORAL: CAPSULE

_ ORAL; TABLET
ORAL; TABLET. FILM COATED

ave FDC YELLOH :10
ORAL; CAPSULE
ORAL; POHDER, FOR RECOHSTITUTIUN
ORAL; SOLUTION
ORAL: susrsuszon
ORAL; svaur

‘ORAL; TABLET
ORAL; TABLET. COATED
ORAL; TABLET. FILM COATED
ORAL; TABLET, SUSTAINED ACTION

DYE FDC YELLDH :10 LAKE
ORAL: CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION, ELIXIR
ORAL; TABLET
ORAL-Z1: TABLET
ORAL-281 TABLET
SUBLINGUAL: TABLET

DYE FDC YELLOW 85 001934210
BUCCAL/SUBLINGUAL; TABLET
ORAL: CAPSULE
ORAL; CAPSULE. SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL: SOLUTION

OZ/28/91 600 0.005Z

flfi/TC/On Inn

01/26/89 600 0.02GMG - 0.05MG

12/us/no ouu
12/16/83 600

/

10/20/95 600 0.01MG - 9.6HG
O7/29/92 T600 O.36BHG - 0.44MB
04/08/81 600
12/20/91 UHK
12/02/85 600 0.054MG

 
02/27/91 600 0.06MB

10/18/95 600 O.2785HG

NU1wwannawnunhowcuahdwrqmrumrewruny
12/U5/86 bUU 3.U%
10/17/90 600 0.00152
11/22/35 600
03/25/94 Ann n,g7nG - 3‘15MGp...a

02/02/87 600

88/04/86 600

12/29/95 600 O.fl1MG - 3.6MG.L\ F-'5-4|--Ix!)-I9-I)-as-.I.\>--T--on5-non--a)J.\N~o--4
08/23/84 600' 0.06MB - 72.58HGD-4

’ PAGE 40
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 

INGREDIENT CA5 t NDA LAST APPROVAL
ROUTE/DOSAGE FORM l », I COUNT NDA DATE DIV POTENCY RANGE

DYE FDC YELLOH 35 001934210
, ORAL; SOLUTION, ELIXIR 2 n?/na/79 Ann n nnnxav

ORAL; SUSPENSION 1
ORAL; SYRUP 2 11/14/78 600 0.002%
ORAL: TABLET 70 06/16/88 110 0.000442
ORAL; TABLET, COATED 5 02/28/74 110 0.003MG — 0.0086MG
ORAL; TABLET, FILM COATED 3 04/08/77 120 0.221HG - 1.68MB
ORAL; TABLET, SUSTAINED ACTION 1 .
TOPICAL; SUSPENSION, SHAMPOO 1
VAGINAL; SUPPOSITORY 1

DYE FDC YELLDH 35 LAKE 012227699 I

A ORAL: TABLET 26 03/12/79 600 0.007MG - 2,4Z3MG
ORAL; TABLET, COATED 4 06/17/77 600

DYE FDC YELLOW I6 002783940
ORAL; CAPSULE ‘ 152 08/31/95 600

ORAL; CAPSULE, COATED PELLETS 1 2 06/30/92 600
ORAL; CAPSULE, HARD GELATIN 2 03/27/95 600
ORAL; CAPSULE, SOFT GELATIN 4 03/08/94 180 D.D22MG
ORAL; CAPSULE, SUSTAINED ACTION 15 04/25/95 UNK 0.01MG - 4.5MG
ORAL: CONCENTRATE 1
ORAL; DROPS 1
ORAL; POWDER 1 T.,.. ., .”
ORAL} POWDER. FOR RECONSTITUTION 9 04/18/91 600 0.0032 ~ 0.04%
ORAL} SOLUTION 38 07/03/95 600 0.0022 - 1.52
ORAL; SOLUTION, ELIXIR 6 04/29/93 600
ORAL; SUSPENSION 19 03/30/04 Ann a,noa12z - g,oo25z
ORAL; SUSPENSION, SUSTAINED ACTION 1
ORAL; SYRUP 36 09/25/95 600 0.000632 ~ 0.0082
ORAL} TABLET 245 06/29/95 600 0.33UGM — 6.7UGH

'ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 3 01/04/95 600 O.2MG
ORAL; TABLET, COATED 21 09/10/87 600 a.045HG - O.23MG
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 2 03/10/33 170
ORAL; TABLET, DISPERSIBLE 1
ORAL; TABLET, FILM COATED - . 31 uu/u//92 520 0.029MG - a nun
ORAL; TABLET, REPEAT ACTION I 1
ORAL; TABLET, SUSTAINED ACTION 9 91/43/33 nuu u.uzn5 - I.06MG
ORAL-211 TABLET 5 02/28/92 600 0.D2MG - 0.03MB
ORAL-28; TABLET 12 12/13/93 600 0.00l5MG - 0.03MG
RECTAL; SOLUTION 7 07/03/95 600 0.00752
SUBLINGUAL; TABLET 3 07/29/88 110 0.008HG - 0.D2MG
TOPICAL; LOTION 1 ITOPICAL; SPONGE 1

DYE FDC YELLOH #6 HT LAKE
ORAL; TABLET 1
ORAL; TABLET, SUSTAINED ACTION 1
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS SH .ffl NDA LAST APPROVAL
ROUTE/DOSAGE FORM - Igja COUNT NDA DATE DIV POTENCY RANGE

DYE FDC YELLOW 16 LAKE 012227600 1.

ORAL; CAPSULE , _V 1 12/31/92 600 0.385MG - 39.056
ORAL; CAPSULE, SUSTAINED ACTION 01/26/89 600 fl.O29MG - 0.18MB
ORAL; POWDER, FOR RECONSTITUTION

0
5
1

ORAL; SYRUP A 1

ORAL; TABLET 1721’: 17/29/95 600 o.uu6MG - 6.33MB
5
1
1

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION; ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL} TABLET; REPEAT ACTION
ORAL} TABLET; SUSTAINED ACTION
ORAL-213 TABLET
ORAL-281 TABLET
SUBLINGUALI TABLET »

DYE GRAY 32982 3
ORAL} CAPSULE

DYE GREEN
ORAL} QAPSULE

DYE GREEN LB-482
ORAL) TABLET

DYE GREEN LB-603
ORAL} TABLET

DYE GREEN LB-883
ORAL) TABLET

DYE GREEN PMS-579
ORAL: CAPSULE; SOFT GELATIN LIQUID-FILLED

‘DYE GREEN PR-1333
ORAL} TABLET

DYE MINT GREEN
ORAL! TABLET
ORAL; TABLET (IMMED./COMP. RELEASE); UNCOATED;

DYE OCHRE 3506
ORAL; TABLET
ORAL} TABLET; COATED

DYE ORANGE
ORAL; CAPSULE
ORAL; SUSPENSION

DYE PINK
ORAL} CAPSULE

DYE PURPLE LB-562
ORAL} TABLET

DYE RED
ORAL} CAPSULE
ORAL: CAPSULE, SUSTAINED ACTION
ORAL} SOLUTION. ELIXIR
ORAL; TABLET

fln/HMIHS nun u,uuaMG

05/31/95 600 D.O34MG ' O.176MG
O3/31/81 UNK
D1/31/96 600 0.015MG - D.8MG

Hww

MFHHNNNMr»hfldnah‘HHHNmNHMhgwrom
95/29/16 510
02/19/88 600 O.DO3MG - fl.4MG 
09/10/80 600 D.1MG

04/05/88 600 O.ZSMG - 1.27HG

 

D2/IO/95 600 D.3HG - 0.81MB

05/02/73 600 D.O81MG

02/05/91 600
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INACTIVE INGREDIENTS FOR CURRENTLY NARKEIEO DRUG ?RODUCTS
INGREDIENT CASv§", [C NOA LAST APPROVAL

‘ ROUTE/DOSAGE FORM ' y¢"" COUNT NDA DATE DIV POTENCY RANGE
nvs RED COTDLENE—P

ORAL: TABLET
nvs susnzsn oaauss 42191

ORAL: CAPSULE
nvs TETRAROME ORANGE

, ORRLJ TNILET (IMMED./COMP. RELEASE}, UNCOATED,
ave unxrs

ORAL; TABLET, SUSTAINED ACTION
nvs HHITE CDATERIC YPA-6-7089

ORAL; TABLET, DELAYED ACTION, £NTERIc coarsn
nvs RHITE COTOLENE-P

ORAL; TABLET
ave HHITE TC-1032

ORAL; TABLET
nvs YELLDH A

ORAL; CAPSULE ,ORAL; susrsuszou
ORAL; svaur

nvs YELLOH 21a
ORAL: CAPSULE
ORAL; TABLET. FILM COATED

nvs YELLOH :52-
ORAL; CAPSULE

nvs YELLOW LB 9705
arm; mun

DYE YELLOH OCHRE 001345262
ORAL; TABLET

 
05/15/90 600 0.002374GM

07/15/86 600 10.35HG * 20.7HG 
12/10/86 600

10/15/86 180
EDAMINE

INTRAVENOUS; INJECTION 09/25/91 600

I

1

1

I

3

2

I

1
1
I

1
I

1

2 .fi4MG - 3.27MB

2

6

‘ IVIINFUSIONJ; INJECTION 3 05/30/85 600
I
2
1
S
1
1
2
1
I
I
I
3
1
1
9

.O24MG -?O.4HG

.362 - 0.374%

.32 - 0.379%

.22
D96Q5

ORAL: SOLUTION 08/19/83 600
EDETAT CALCIUM DISODIUM 023411349

CA DAL BLOCK; INJECTION
EPIDURAL1 INJECTION
IN ' IV; INJECTION
INTRA-ARTERIAL: INJECTION '
INTRA-ARTERIAL; SOLUTION, INJECTION
INTRA-ARTICULAR; INJECTION
INTRACARDIAC; INJECTION
INTRADISCAL1 INJECTION -
INTRAHUSCULAR; POWDER. FOR INJECTION SOLUTION
INTRAPERITONEAL1 POWDER, FOR INJECTION SOLUTION
INTRATNECAL: INJECTABLE
INTRATHECAL1 INJECTION
INTRATHECAL; SOLUTION
INTRAUTERINE; INJECTION
INTRAVASCULAR; INJECTION

TO/O3/77 1114!! n my

05/10/95 160 0.01Z - 0.048Z

06/01/58 600 0.312
1

06/36/39 160 o.o1z - o.o39z

05/19/95 160 0.009% - 0.022
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INACTIVE INGREDIENTS FOR CURRENTLY MARNETEO DRUG PRODUCTS

INGREDIENT CAS 3 mm ms? IRPPROVAL
noun:/nosnes FORM coum NDA one mv yorencv muss

ensure CALCIUM msonxun 023411349
mnznvnscumn; sownon 1

mnmvsuous; mascnou V I. 17 05/10/95 use 9.917. - £1,048‘/1INTRAVENOUS; SOLUTION
INTRAVESICAL1 SOLUTION
IV(INFUSION); INJECTION

I
I

' 2 04/01/77 160 0.01Z
IV(INFUSION); POWDER, FOR INJECTION SOLUTION ' 1
IV(INFUSION); SOLUTION I
NERVE BLOCK; INJECTION 2

9ORAL) CAPSULE 2
10/03/72 UNK 0.01%
12/20/95 520

ORAL; CAPSULE, SUSTAINED ACTION 4 02/14/94 600
ORAL} CONCENTRATE 1
ORAL: DROPS 1
ORAL; POWDER, FOR RECONSTITUTION 2 O1/O6/75 600
ORAL; SOLUTION 2 10/24/95 160 0.01%
ORAL; SUSPENSION ‘ 5 . az/29/as soc A 9.03-/.
ORAL: TABLET " 2 06/23/89 600 2.0MG 4.0MG
ORAL} TABLET; FILM COATED 3 01/06/78 110 0.1MG O.4MG
PERIARTICULAR} INJECTION I
RECTAL; SOLUTION Z Iu/49/3: IOU u u1A
URETERAL) SOLUTION 2 04/12/72 160 O 01% - 0.011ZEDETATE DISODIUM OO6381926
IN - IV - SC; INJECTION 1
IM - IV; INJECTION 57 10/31/94 600 0.01% - 1 07
IN - IV: SOLUTION, INJECTION 3 03/05/90 600 0.052
INHALATION; SOLUTION 36 07/28/95 600 0.012 - 0.057
INTRA-ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTION U:/cu/ac bun u n44 - u.OSX

O3/O3/65 UNK 0 D12 - 0 D52

1
9

‘INTRABURSAL1 INJECTION 2
INTRACARDIAC: INJECTION 1

T INTRAOERMAL; INJECTION 1

INTRALESIONAL; INJECTION g
I 06/19/80 600 0.012 - 0.852

INTRAMUSCULARI INJECTION _ 2 ‘01/27/95 600 0.01% ~ 0.14
INTRAMUSCULAR; SOLUTION. INJECTION 1
INTRASYNOVIAL; INJECTION 3 05/01/11 unn U.u:A
INTRAUTERINE; SOLUTION I
INTRAVASCULAR; INJECTION T 2 07/47/01 LOU U.Ufih
INTRAVENOUS; INJECTION 27 81/27/95 606 0.005Z - 0.22
INTRAVENOUS; SOLUTION 3 04/17/78 160
IVIINFUSION); INJECTION 20 ‘ O7/O7/94 110 O‘OO368Z - 1.02
NASAL} SOLUTION I ,
NASAL; SPRAY 1
NASAL; SPRAY, METERED 5 10/20/95 UNK 0.01Z
NERVE BLOCK; INJECTION 8 01/22/85 600 n nnnzz - n 025x
OPHTHALMIC; GEL 1
OPHTHALMIC; SOLUTION 69 zu/31/9: 600 0.01% - 0.12

23 12/30/94 UNK 0.012 - O.I3ZOPHTHALMIC; SUSPENSION
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INGREDIENT

ROUTE/DOSAGE FORM

EDETATE DISODIUM
ORAL} CAPSULE ’
ORAL; CAPSULE, SOFT GELATIN
ORAL} CONCENTRATE
ORAL! POHDER. FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION, NLIXIR
ORAL; SUSPENSION
ORAL} SYRUP
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
OTIC; SOLUTION
RECTALI ENEMA
RECTAL3 SOLUTION
SOFT TISSUE; INJECTION
SUBCUTANEOU5; INJECTION
TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
URETERAL; SOLUTION
VAGINAL; EMULSION, CREAM
VAGINAL; GEL

EDETATE DISODIUM; ANHYDROUS
INTRAVENOUS; INJECTION
OPHTHALMIC; SOLUTION

EDETATE SODIUM
IM ° IV - SC; INJECTION
IM - IV; INJECTION
INHALATION; SOLUTION

NTRAMUSCULAR; INJECTION
PHTHALMIC; SOLUTION

ORAL; CAPSULE, SOFT GELATIN
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SPONGE

EDETIC ACID

‘EGG

OTIC; SUSPENSION
RECTAL} NUPPOSITORY
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL} SHAMPOO
YOLK PHOSPHATIDES
INTRAVENOUS; EMULSION, INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION

CAS 3

006381926

000139333

000064028

000060004
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NBA LAST
COUNT NBA

01

V-0P-'0-J

mwwwwmwwuwwwunwwWm~wwNHNmwNbNHDWPmwmwommHw
APPROVAL
DATE

06/30/92
95/23/88
11/17/95
05/17/73
12/27/91
02/27/92
06/02/89

OZ/UZ/Bl
01/16/39

09/02/81
05/24/82
02/18/86
10/29/93
12/36/94
17/O7/Q?

(15/04/11

12/30/88

07/27/88

01/24/92

08/31/92

06/18/93
05/28/93

DIV

600
600
530
600
600
600
Ann

600
600

ouu
600
600
UNK
600
HNK

UNK

I50

600

600

600

 
POTENCY RANGE

0.012 - 0.252
0.0362 - 0.06Z
0.01% ~ O.2Z
0.00351X
0.05% - 0.092
0.12
O OO7‘MG ‘ 4.0MG

1.DMG - 2.0MG
0.01Z

u.uu/
0.01Z - 0.052
O.IZ
0.01% - 0.22
0.01% - 0.052
n n17 - n_1z
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

INGREDIENT CAS 1 NBA LAST
ROUTE/DOSAGE roan counr NBA

ENTSUFON sonxun 002917944
TOPICAL; EMULSION 1

essence FRITZBRO ORANGE
ORAL; susrsnsxon 1

ESSENCE LEMON
ORAL; svaur 2

Essence oxnuse
DRAL; svnur 1

ETHER 000060297
ORAL: AEROSOL 1
ORAL; CAPSULE 1

ETHYL ACETATE 000141785
ORAL: TABLET 1
ORAL; TABLET. SUSTAINED ACTION 1

ETHY% HEXANEDIOL . 001321342
OPICAL5 SOLUTION ., 1ETHYL MALTOL 004940113

ORAL; SOLUTION, ELIXIR 3
ETHYL OLEATE aoo111szs

TRANSDERMAL; FILM, CONTROLLED RELEASE 1
ETHYL VANILLIN 000121324

ORAL; CAPSULE 3
ORAL; CAPSULE, COATED. SDFT GELATIN 1
ORAL; CAPSULE, SOFT GELATIN 1
ORAL: CAPSULE. SUSTAINED ACTION 2

1 ORAL; susrsnsxon 1
ETHYLCELLULOSE oo9oo4s73

ORAL: CAPSULE 1
, ORAL; CAPSULE. ENTERIC COATED PELLETS 1

ORAL; CAPSULE, susrnxnsn ACTION za
ORAL; GRANULE FDR RECONSTITUTIDN, ca 1
ORAL; GRANULE, son RECONSTITUTION 1
ORAL; rownea, FOR RECONSTITUTION , 1
ORAL: susrsuszou, SUSTAINED ACTION 1
ORAL; TABLET 7 105
ORAL; TABLET cxnnsn./comp. RELEASE), uncoarsn, 2
ORAL; TABLET, COATED 4
ORAL; TABLET, FILM COATED 36
ORAL; TABLET, SUSTAINED ACTION 1a
TOPICAL; LOTION 1
VABINAL; TABLET 3 »

ETHYLENE 000074851
ORAL; CAPSULE 1

ETHYLENE GLYCDL 000107211
ORAL; CAPSULE 2
ORAL; TABLET 1
TOPICAL; EMULSION, AEROSOL FOAM ' 1PAGE 46 ‘

APPROVAL
DATE

06/28/85

10/27/92

07/25/91

04/25/95

02/08/95

11/05/92
87/29/92
08/16/85
05/31/91
91/7:/oz

10/17/85

04/21/87

DIV POTENCY RANGE

UNK

600

600

UNK

UNK

600
600
120
600can

600

600

0.252

0.0B1MG - 0.31MB

2.15MG - 1B.16MG

.O6ML

.8MG

.1MG

.04MG - 56.8MG

.0MG - ZZ5.0MG

.0HG - SD.OMG
4-‘“GOOD
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ' COUNT HDA DATE DIV POTENCY RANGE

ETHYLEHE GLYCOL 000107211
TOPICAL: SUSPENSION, SHAMPOO ~'

ETHYLENE GLYCOL HONOETHYL ETHER 0001lOS05'fORAL} CAPSULE
ETHYLEHE VINYL ACETATE COPOLYMER

INTRAUTERINE; SUPPOSITORY, INSERT, CONTROLLED RELEASE
OPHTHALMIC: DRUG DELIVERY SYSTEM
OPHTHALMIC; SUPPOSITORY, INSERT, CONTROLLED RELEASE
PERIODONTALI FILM, CONTROLLED RELEASE

_ TRMNSDERMAL; FILM; CONTROLLED RELEASE
ETHYLENEDIAHINE DIHYDROCHLORIDE 000333186

TOPICAL; EMULSION, CREAM
ETHYLPARABEN 000120478

ORAL: POHDER, FOR RECONSTITUTION
TOPICAL: EMULSION: CREAM 4

ETHYLPARABEN SODIUM . ,,ORAL; CAPSULE, SOFT GELATIN
EUCALYPTOL ’ 000470826

DENTAL: SOLUTION
EUORABIT E 100

1

1

1
I
1
1
4 10/12/93 510

I

1
1

2

1

TRANSDERMAL) FILM, CONTROLLED RELEASE 1

1

3
3

4

1

1
I

1

1

1

1

1

1

12/30/86 150 0.24MB - 1.004MG

EUDRAGIT E 30 D
ORAL: TABLET

EUDRAGIT L 30 0
ORAL) CAPSULE. SUSTAINED ACTION
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED

EUDRAGIT NE 300
‘ ORAL; CAPSULE, SUSTAINED ACTION

EUDRAGIT RL 30 D
‘ ORAL} CAPSULE, SUSTAINED ACTION

EUDRAGIT RS 30 D
ORAL; CAPSULE, SUSTAINED ACTION
ORAL) TABLET, CONTROLLED RELEASE

EXAMETAZIHE ' » 100551631
INTRAVENOUS; INJECTION

FAT; EDIBLE
RECTAL3 SUPPOSITORY

FATTY ACID ESTERS, SATURATED
‘* RECTAL} SUPPOSITORY

FATTY ACID PENTAERYTHRIOL ESTER
TOPICAL; OINTMENT

FATTY ALCOHOL CITRATE
TOPICAL; OINTMENT

FATTY ALCOHOLS

VAGINAL; EMULSION. CREAM

01/04/95 600 O.7MG - 2.16MB
11/30/95 600 25.SMG

09/11/95 110 8.S3MG - 36.173HG 
I
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INGREDIENT
ROUTE/DOSAGE FORM

FERRIC OXIDE
ORAL;
ORAL;
ORAL)
ORAL:
ORAL-Z8} TABLET
TOPICAL} LOTION

FERRIC OXIDE, RED
ORAL;
ORAL;
ORAL:
ORAL;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL}

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
/NBA

HWCOUNT NOA 
CAST?

CAPSULE
CAPSULE. SUSTAINED ACTION
TABLET
TAILET. FILM COATED  

OOI309571
CAPSULE 1
CAPSULE, HARD GELATIN - 2
CAPSULE. SOFT GELATIN 7

2
O

1
1
7
I
2
1

6

CAPSULE, SUSTAINED ACTION
TABLET A 3
TABLET, conrsn
TABLET, DELAYED ACTION. snrsnzc coarsn

TABLET. FILM coawsn .,
ORAL-Z1) TABLET
ORAL-28) TABLET

FERROSOFERRIC OXIDE
ORAL;
ORAL!
ORAL:
ORAL;
ORAL:
ORAL;
ORAL:
ORAL}
ORAL}

- ORAL:
FIRMENICH

ORAL;
‘FLAVOR

OOI3I7619
CAPSULE 4
CAPSULE, COATED, SOFT GELATIN 1
CAPSULE, ENTERIC COATED PELLETS 1
CAPSULE, HARD GELATIN 2

CAPSULE. SOFT GELATIN . E
O

1
2

TABLET, SUSTAINED ACTION 2

i
6

CAPSULE, SUSTAINED ACTION
TABLET I
TABLET, COATED V
TABLET. FILM COATED
TABLET. SUSTAINED ACTION
51.226/T
SYRUP.

BUCCAL; BUM, CHEWING
DENTAL: SOLUTION
INHALATION; AEROSOL, METERED
ORAL;
DRAL;
ORAL;
ORAL;
ORAL:
ORAL;
ORAL:
ORAL;
ORAL}
ORAL;
ORAL;

2
2
1

I

1
I
1

CAPSULE 1
CONCENTRATE 4
DROPS 1

2
9
6
6
7
2
4
3

BRANULE
POHDER, FOR RECONSTITUTION
SOLUTION 1
SOLUTION; ELIXIR
SUSPENSION

SYRUP . I
TABLET
TABLET (IMMED./COMP. RELEASE), UNCOATED,

e PAGE 48

LAST APPROVAL
DATE

O4/O7/95

1.4/1'1/'7£

O7/30/93
12/30/93
11/22/95
11/30/93
11/tn/an

O1/31/92
04/28/95
06/01/94

10/18/95

05/03/95
07/14/95
09/11/95
05/31/95
02/27/57
06/20/94

O1/KO/9?

05/20/88
94/94/79
19/31/93
04/29/93
06/15/95
10/31/93
02/92/32

12/14/31

DIV

GOO

311.1

600
120
150
600
Sin

I80
180
110

600

530
530
110
600
I20
600

6OO

sun
520
680
689’
UNK'
600
120
120

 
POTENCY»RANG§,{VR’

D.02SMG - 4.5§fi:L

0.034HG - O.29MG

o.n355Ms - 2 ZBHG

fi.OO?&MG - T3,flHR

U.UZnB ' Z.5M5
0.0038MG - O.21HG
O.75MG - I.SHG

0.0B2MG

O.ZO5MG - O.3HG

O.2MG - h99.0MG

O.ZMG

0,04Z
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED,DRUG PRODUCTS

INGREDIENT CAS 3 NBA LAST APPROVAL
ROUTE/DOSAGE FORM " COUNT NDA DATE DIV POTENCY RANGE

FLAVOR
ORAL; TABLET. COATED
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, FILM conren
RECTAL; SOLUTION

FLAVOR ANISE
ORAL; SOLUTION

FLAVOR APPLE 008047914ORAL; SOLUTION
ORAL; susrsnsrou

FLAVOR APRICOT
ORAL; svnur

FLAVOR APRICOT PEACH
ORAL: svxur

FLAVOR APRICOT 24329

ORAL; SOLUTION T,FLAVOR AROMALDK 132503
ORAL; POWDER, son RECDNSTITUTIDN

FLAVOR ARDMALOK 262453
ORAL; POHDER, FOR RECONSTITUTION

FLAVOR BANANA 309123922

1
I
1

2 05/28/93 600

2

1
1

1

2

2

1

1

ORAL! GRANULE 2 07/14/31 520
E
3
1

1

1

1

1

1

1

I

3

4

01/21/92 600

11/22/85 600 0.05%

12/05/88 600 0.32 - 1.02 
ORAL} POWDER, FOR RECDNSTITUTION 10/19/95 520ORAL) SOLUTION
ORAL; SUSPENSION

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR BANANA SA84

ORAL} POHDER; FOR RECONSTITUTION
FLAVOR BANANA 71507

' ORAL; POWDER, FOR RECONSTITUTION
FLAVOR BANANA 74546

ORAL} SUSPENSION
FLAVOR BERRY CITRUS BLEND 9621

ORAL} SOLUTION
FLAVOR BERRY CITRUS BLEND 9756

ORAL; SOLUTION
FLAVOR BERRY CREAM

ORAL: POHDER, FOR RECONSTITUTION
FLAVOR BITTERNESS MODIFIER 15555

ORAL) SOLUTION -

FLAVOR BLACK CHERRY 008010433ORAL: SYRUP
FLAVOR BLACK CURRANT

ORAL; SYRUP

U7/(D/Vi bill!

4

97/22/92 600

04/13/84 UNK
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 I
ROUTE/DOSAGE FORM

FLAVOR BLOOD ORANGE

ORAL} POWDER. FOR RECONSTITUTION
ORAL) SYRUP

FLAVOR BLOOD ORANGE SA
ORAL; SYRUP

FLAVOR BLOOD ORANGE 51.226T
ORAL} SOLUTION; ELIXIR

FLAVOR BLUEBERRY
ORAL: CONCENTRATE

FLAVOR BUBBLE GUM
ORAL; POHDER, FOR RECONSTITUTION
ORAL: SOLUTION

FLAVOR BUTTER VANILLA
ORAL} TABLET (IMMED./COMP. RELEASE), UNCOATED,

FLAVOR BUTTERMINT TOFFEE A
ORAL! SUSPENSION

FLAVOR BUTTERHINT 24020 ’
ORAL; CONCENTRATE

FLAVORYBUTTERSCOTCH
ORAL} CONCENTRATE
ORAL} SOLUTION
ORAL} TABLET (IMMED./COMP. RELEASE), UNCOATEO;FLAVOR BUTTERSCOTCH F-I785
ORAL: SOLUTION
ORAL} SYRUP

FLAVOR CANDIED SUGAR SIOISSU
ORAL} SYRUP

FLAVORVOARAMEL FRITZSCHE
‘ ORAL} SOLUTION

FLAVOR CHERI-BERI PFC-8573
ORAL} POWDER. FOR RECONSTITUTION

FLAVOR CHERI-BERI PFC-8580
ORAL; SOLUTION

FLAVOR CHERRY
ORAL; CONCENTRATE
ORAL; DROPS
ORAL: GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL} SOLUTION
ORAL; SOLUTION; ELIXIR
ORAL; SUSPENSION
ORAL} SYRUP
ORAL; TABLET (IMMED./COMP. RELEASE),

FLAVOR CHERRY BURGUNDY 11650
ORAL: SOLUTION

)-O).-i

D-i

>"-'U~4oa3Nc.\oLM>-H-->-«to:>--r-am.»-ysyyxn--y\)>a>-o>~u—ar-or-«>—~n-Iyx)
UNCOATED;
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NBA
COUNT NDA

LAST
DATE

04/18/91

12/16/85

07/10/87
09/0%/87

06/07/85

05/19/88

12/18/80
12/20/95
10/27/92
04/23/64
02/28/94
02/27/92
09/11/95

AFPROVAL
DIV ROTENCY RANGE

600

600

600
600

600

600

600
520
600
UNK
600
600
600

0.4% - 0.8%

0.125% - 0.252

1.5MG - 13.0MG

0.52

0.152

0.09% - 5.0%
0.0001252 - 0.8%
4.5MG - 14.0HG
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INACTIVE IN@REDIENTS FOR €UR%§NTLY MARKEIEU DRUG PRODUCTS
INGREDIENT CAS,2 7 NBA LAST APPROVAL 7

ROUTE/DOSAGE FORM ' 1 COUNT NBA DATE DIV PUTENCY RAHGE
FLAVOR CHERRY CREAM

ORAL; susvsusxou
FLAVOR CHERRY E.P.MDDIFIED 151

ORAL; CONCENTRATE
FLAVOR CHERRY er-3599

ORAL; POHDER, FOR RECONSTITUTION
FLAVOR CHERRY F-Z32

ORAL; SDLUTIOH
ORAL: susrsusxon

FLAVOR CHERRY FMC 3513
ORAL) SOLUTION
ORAL; svnur

FLAVOR CHERRY IFF 13s3u912
ORAL; SOLUTION, ELIXIR

FLAVOR CHERRY HARASCHINO s-3531 .
ORAL; susrsusxou . _

FLAVOR CHERRY MINT 1
oRhL: SYRUP

FLAVOR CHERRY N—275s
ORAL: svnup

1

1

I

i 09/15/92 600
1
2

1

1

1

FLAVOR CHERRY R'6556 12 02/13/87 600 0.05%

1

2

1

1

I

1

1

1

1
1

1

1

10/13/87 600

ORAL} “ORDER, FOR RECDNSTITUTION
FLAVOR cueaav RASPBERRY

, ORAL: svaur
FLAVOR CHERRY HL-1093

ORAL: SYRUP
FLAVOR CHERRY HL-18022

ORAL; PDHDER, FOR RECONSTITUTIOH
FLAVOR CHERRY HL-4553

' ORAL: SOLUTION
FLAVOR CHERRY 11531

ORAL; susrensxou
FLAVOR caeanv 181612

ORAL; POHDER, FOR RECONSTITUTION
FLAVOR CHERRY 3321

ORAL; SYRUP
FLAVOR CHERRY 333514

oRALz SUSPENSION
FLAVOR CHERRY 349

ORAL; SOLUTION, ELIXIR
ORAL} SUSPENSION

FLAVOR CHERRY 5oo91ou
ORAL; susvensxou

FLAVOR CHERRY 594 S.D.
QRAL1 TABLET (IMMED./COMP. RELEASE), UNCOATED,

E
E5
51
?

12/23/88 600

 

1
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEB DRUG PRODUCTS

INGREDIENT CAS 5 RDA LAsT APPROVAL

ROUTE/DOSAGE FORM . VI A COUNT NDA OATE OIV POTENCY RAHGE1
FLAVOR CHERRY-ARISE

ORAL; SOLUTION
FLAVOR CHERRY-ANISE PFC 9753

ORAL} SOLUTION
ORAL; SYRUP

I FLAVOR CHOCOLATE
ORAL; SUSPENSION
ORAL; SYRUP

FLAVOR CHOCOLATE CREAM
ORAL; SYRUP

FLAVOR CHOCOLATE P727
ORAL; SOLUTION

FLAVOR CITRUS
ORAL; COMCERTRATE

FLAVOR CITRUS HINT ‘
ORAL; SYRUP ,

\\ FLAVOR CITRUS-VANILLA *A ORAL} SUSPENSION
FLAVOR COCOA

ORAL} SYRUP
FLAVOR COCONUT CUSTARO

ORAL: SUSPENSION
FLAVOR COLA FMC 15740

ORAL: SYRUP
FLAVOR COUGH SYRUP 110257

ORAL; SOLUTION
FLAVOR CREAM

ORAL; CDNCENTRATE
ORAL; %RAMuLE
ORAL; POHOER. FDR RECONSTITUTIDN
ORAL; SUSPENSION

FLAVOR CREME DE MENTHE
ORAL; SOLUTION

FLAVOR CREME OE MERTHE 14577
ORAL: SOLUTION
ORAL: SUSPENSION

_FLAVOR CREME OE VARILLA 28156
ORAL; DROPS
ORAL: POHOER, FDR RECOMSTITUTIOR
ORAL: SUSPENSION

FLAVOR CURACAO 50.397A
ORAL; SOLUTION, ELIXIR

FLAVOR CUSTARD
ORAL; CORCENTRATE
ORAL; SUSPENSION

 
01/26/84 600 0.00012

ft!/III/R7 £711

10/17/90 600

85/15/87 600 0.32N"""‘*“"““""“‘~1—‘N’-'|\>"*‘D-‘*-'h)b—I>-r--D»-an-at»-at-n-->-u-at-I
11/21/80 600
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PROOUCTS

INGREDIENT CAS 3 -*V.NDA LAST APPROVAL

ROUTE/DOSAGE FORM _ ; COUNT mm DATE mv POTENCY RANGE
FLAVOR CUSTARD 52.940/A FIR

ORAL; SOLUTION
FLAVOR DF‘119

DENTAL; PASTE
FLAVOR DF-1530

DENTAL; BEL
FLAVOR E-472

ORAL} CONCENTRATE
FLAVOR ENHANCER

DENTAL; PASTE
FLAVOR F-5397A

ORAL} CONCENTRATE
FLAVOR FELTON 6-R-9

ORAL; SYRUP
FLAVOR FIG .

ORAL; SOLUTION 3
RECTAL; SOLUTION

FLAVOR FRITZSCHE
ORAL; SYRUP

’FLAVOR FRITZSCHE 21028-O
ORAL; SYRUP

FLAVOR FRITZSCHE 75021
ORAL} SYRUP

FLAVOR FRUIT GUM 912
ORAL; TABLET (IMMEO./COMP. RELEASE). UNCOATED.

FLAVOR FRUIT MINT 75588
. ORAL: SUSPENSION

FLAVOR FRUIT PUNCH
, ORAL; GRANULE, FOR RECONSTITUTION

ORAL; SUSPENSION
FLAVOR FRUIT PUNCH #28140

, ORAL; SUSPENSION
FLAVOR FRUIT PUNCH 14761FM .

ORAL: POHDER; FOR RECONSTITUTION
FLAVOR FRUIT O1-10428

ORAL; CONCENTRATE
FLAVOR FRUIT 84.6422

BUCCAL; GUM, CHEWING
FLAVOR FRUITS

ORAL; CONCENTRATE
ORAL; SOLUTION, ELIXIR
ORAL; SYRUP

FLAVOR GRAPE
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP

 

94/27/as soc 0.0037. ~ 3.227.

06/20/79 180 0.12 
03/22/85 600

 r\)>--‘#4D-‘V--H-ID-4D--‘I--5V-4#3)‘I-0N‘5-4'P3IN)F-ilk)>-'A)P-‘F-4DI-"~D-*P-l
O7/D3/86 600 0,052
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ’
ROUTE/DOSAGE FORM

FLAVOR GRAPE NECTOR PFC 8599
. ORAL} SYRUP

FLAVOR GRAPE 13403873
ORAL} SUSPENSION

FLAVOR BRAPEFRUIT
ORAL; AEROSOL SPRAY

FLAVOR GRENADINE
ORAL; SUSPENSION

FLAVOR GUARANA
‘ ORAL; POWDER, FOR RECONSTITUTION

ORAL; SOLUTION; ELIXIR
ORAL) SUSPENSION

FLAVOR GUARANA FMC-15417
ORAL} POHDER; FOR RECONSTITUTION

FLAVOR HAVERSTROO ZD 49284
SUCCAL; GUM, CHEWING

FLAVOR HERB ALPINE
DENTAL: SOLUTION

FLAVOR KOLA
ORAL; SUSPENSION

FLAVOR LEMON
ORAL; POWDER, FOR RECONSTITUTION
ORAL} SOLUTION
ORAL; SUSPENSION

FLAVOR LEMON CREAM
ORAL; GRANULE. FOR RECONSTITUTION

FLAVOR LEMON LIME
ORAL; SUSPENSION

FLAVOR LEMON MINT FRITZSCHE 54369
ORAL) SYRUP

FLAVOR LEMON VANILLA
ORAL} SOLUTION
RECTAL; SOLUTION

FLAVOR LEMON 812
ORAL} SYRUP

FLAVOR LICORICE
ORAL; SUSPENSION
ORAL; SYRUP

FLAVOR LIME
ORAL; SOLUTION. ELIXIR
ORAL: SYRUP

FLAVOR MAFCO-MAGNASNEET 188
ORAL; SOLUTION

FLAVOR MAOUE TREE 377(BUSH)
ORAL; SUSPENSION

CAS #

OOBOZOI97

PAGE 54

NBA LAST
COUNT NBA

2

I

I

I

2
1
1

1

1

1

I

1
2
2

I

1

I

1
I

1

1
1

2
1

1

1

1

APPROVAL
DATE DIV

01/17/89 600

O3/27/78 600

08/30/82 600
06/03/59 120

04/07/89 600

POTENCY RANGE

.272

0.12% - 0.16%

0.003Z - 3.02
0.1162
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #INGREDIENT
ROUTE/DOSAGE FORM

FLAVOR MCP LEMON DURAMONE 4409A
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

FLAVOR MCP LIME DURAMONE 6419
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

FLAVOR MINT
' ORAL: SOLUTION

ORAL} SOLUTION, ELIXIR
ORAL; SUSPENSION

FLAVOR ORANGE
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL: SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL: SYRUP ,
ORAL; TABLET (IHMED./COMP. RELEASE), UNCOATED,
SUBLINGUAL3 TABLET

FLAVOR ORANGE #7679
ORAL; SYRUP

FLAVOR ORANGE BANANA
ORAL: POWDER, FOR RECONSTITUTION

FLAVOR ORANGE BANANA NL-18093
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR ORANGE NATURAL 8 ARTIFICIAL
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATEO,

FLAVOR ORANGE TERPENELESS
A ORAL; POWDER, FOR RECONSTITUTION

FLAVOR ORANGE 13334
ORAL} SOLUTION

FLAVOR ORANGE-LEMON TERPENELESS
ORAL; SUSPENSION
ORAL; SYRUP

FLAVOR ORBIT SERENE 20340
ORAL; SOLUTION

FLAVOR PASSION FRUIT
ORAL; CONCENTRATE
ORAL; SYRUP
ORAL; TABLET (IMHED./COMP. RELEASE), UNCOATED,

FLAVOR PEACH
ORAL; CONCENTRATE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION

OO8OSO326
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NOA
COUNT NDA

T-n-->-rL-an--s-a>—ar-4»-n>-->-4tr-4)—4r-I>-4roy—oH>-u:\oNwN>-QJPQV-I~)d>-
LAST APPROVAL

DATE

04/07/89
10/10/85

12/23/93
10/02/87
01/25/84
03/30/94
O6/10/87

O4/I8/91

DIV

600
UNK

530
6OO
600
600
UNK

600

 
POTENCY RANGE

COQCDCDCD

.2062

.1I6Z

.52

.0252

.OOO125Z - 0.04Z

.42

.22 - O.4Z
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 8 NBA LAST APPROVAL »

ROUTE/DOSAGE FORM _ COUNT NDA DATE DIV POTENCY RANGE

FLAVOR PEACH MINT FRZTZSCHE 106109
ORAL; SYRUP

FLAVOR PEACH PINEAPPLE
' ORAL; SUSPENSION

ORAL; SUSPENSION, SUSTAINED ACTION
FLAVOR PEACH PINEAPPLE FMC 14258

ORAL: SOLUTION
FLAVOR PEACH 13503584

ORAL; SOLUTION
FLAVOR PEPPERMINT

DENTAL} SOLUTION
ORAL: CONCENTRATE
ORAL; SUSPENSION
ORAL: SYRUP
ORAL; TABLET .
ORAL; TABLET (IHMED./COMP. RELEASE), UNCOATED. »y
ORAL) TABLET, FILM COATED
SUBLINSUAL; TABLET

FLAVOR PEPPERMINT STICK FMC 16170
ORAL) CONCENTRATE

FLAVOR PEPPERMINT 517
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR PEPPERMINT. NATURAL SPRAYLENE
ORAL} SYRUP

FLAVOR PINEAPPLE
ORAL; POHDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL} SUSPENSION

‘ORAL; SYRUP
FLAVOR PINEAPPLE 182661

ORAL; POHDER, FOR RECONSTITUTION
FLAVOR PINEAPPLE-COCONUT

ORAL: SUSPENSION
FLAVOR RASPBERRY

ORAL: CONCENTRATE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET, UNCOATED, TRUCHE

FLAVOR RASPBERRY A11693
ORAL; SYRUP

FLAVOR RASPBERRY F-1784
ORAL; SYRUP

O6/II/85 UNK

10/28/94 600
07/02/87 600
10/21/30 £70

.52

.5MG - 10.0MG
,6§MR - 0 OMGDNO

no/an/sq bUU 1.UMG ~ 1.5MG

12/16/85 600 0.1252 - 9.25%

 

O4/78/95 Afln

U5/30/99 GOO 0.01X ~ 0.0ZZ

12/13/89 UNK O.141SX - 7.5%
OI/13/95 600 0.22N‘

w»wuHnw»nowwwwwnwuwhiwMNwdomtwawhaNwrawH
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL

ROUTE/DOSAGE FORM ‘ I COUNT NBA DATE DIV POTENCY RANGE

FLAVOR RASPBERRY F-1840
ORAL} SYRUP

FLAVOR RASPBERRY F-6887-S
ORAL: POWDER, FOR RECONSTITUTION

FLAVOR RASPBERRY PFC-8407
ORAL; CONCENTRATE

FLAVOR RASPBERRY POLAK 5000064
ORAL; SOLUTION

FLAVOR RASPBERRY 262085
A ORAL; POWDER, FOR RECONSTITUTION
E FLAVOR RASPBERRY 28106
2 ORAL) DROPS

ORAL} SUSPENSION
FLAVOR RASPBERRY 954

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR REFRACNESSMENT FD-8027D ,

ORAL) POWDER. FOR RECONSTITUTION
FLAVOR RHODIA PHARMACEUTICAL ORF 451

TOPICAL: SOLUTION
FLAVOR ROOT BEER

ORAL; CONCENTRATE
ORAL; POHDER, FOR RECONSTITUTION

FLAVOR SHERRY
ORAL; SOLUTION, ELIXIR

FLAVOR SPEARMINT
ORAL; SOLUTION
ORAL} SYRUP
TOPICAL: OINTMENT

‘FLAVOR STRAWBERRY
ORAL; CONCENTRATE
ORAL: GRANULE

12/16/85 600 0.25% - 0.52

 
08/17/81 600 0,32 - 1.8%

ORAL; POWDER, FOR RECONSTITUTION 1 04/28/95 600 3.042 - 1.0%
ORAL; SOLUTION , 11/17/95 530 0.082 - 0.32
ORAL; SYRUP 04/29/93 600 0.052
ORAL} TABLET (IMMED./COMP. RELEASE), UNCOATED, 12/11/85 600 2.0HG - 2.8MG

FLAVOR STRAWBERRY F-S665
ORAL; CONCENTRATE

FLAVOR STRAHBERRY F-5930-A
ORAL) POWDER. FOR RECONSTITUTION

FLAVOR STRAWBERRY FZIZOA
ORAL; SYRUP

FLAVOR STRAWBERRY GUARANA 586.997/APOS.51
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR STRAWBERRY MICROSEAL
ORAL; POWDER, FOR RECONSTITUTION

7-3D-'b—'V-0>-0|\)\I]\)..L\)-‘>4r\)v-«H-ID-IV-‘rd>-4)-3>--')--*)--4‘F-’>4l\)butbut
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INACTIVE INGREDIENTS FOR CURRENTLY NARKETED DRUG PRODUCTS

INGREDIENT CA5 # A ['NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ ,; COUNT NBA DATE DIV POTENCY RANGE

FLAVOR STRAWBERRY PFC-9626
ORAL; svnur

FLAVOR STRAHBERRY uL-15650
ORAL; POHDER, Fox RECONSTITUTION

FLAVOR STRAHBERRY 133.5655
ORAL; GRANULE

FLAVOR STRAHBERRY 14953
ORAL: SOLUTION

FLAVOR STRAWBERRY 52312/AP
ORAL; POWDER. FOR RECDNSTITUTION

FLAVOR STRAHBERRY 55053
ORAL; svaur

FLAVOR STRAHBERRY 5951
ORAL; nears

; ORAL; SUSPENSION A

% FLAVOR STRAWBERRY 9343 7*ORAL; svnur
FLAVOR swear

ORAL; SUSPENSION
FLAVOR sues? TONE 23337

ORAL; POHDER, son RECDNSTITUTIDH
FLAVOR TANGERINE

ORAL; SOLUTION
FLAVOR TANGERINE FRITZSCHE 51455

ORAL; svnur
FLAVOR’ TETRAROME

I

I

1

1

2 05/23/88 600 0.09334Z ‘ 93.34%

1

1
1

1

I

1

1

1

ORAL} SUSPENSION 1

' I

1

1

2
1

1

1
1

2
3
3
1
1

 

 
FLAVORETPF 135

ORAL; SUSPENSION
~FLAVOR‘TPF 143
‘ ORAL: SUSPENSION
FLAVOR TROPICAL FRUIT PUNCH N&A 50432

ORAL) SYRUP
FLAVOR TUTTI FRUTTI

ORAL: POHDER. FOR RECONSTITUTION
ORAL; SYRUP

FLAVOR TUTTI FRUTTI 24093FM
ORAL; POHDER, FOR RECONSTITUTION

FLAVOR TUTTI FRUTTI 51.880/APO5.51
ORAL; POHDER, FOR RECONSTITUTION
ORAL; SUSPENSION

FLAVOR VANILLA
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP

ORAL; TABLET (IHMED./COMP. REL£ASE),'UNCOATED,

O8/IQ/80 600 0,062

08/06/84 520 5.052
as/25/93 600

12/13/89 uux 5.02
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 G NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RANGE

FLAVOR VANILLA
RECTAL; SOLUTION
TOPICAL; PASTE

FLAVOR VANILLA BANANA
ORAL; CONCENTRATE

FLAVOR VANILLA CREME
ORAL; SOLUTION
ORAL} SYRUP

FLAVOR VERALOCK BUBBLE GUM
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR WILD CHERRY
‘ ORAL; POWDER, FOR RECONSTITUTION

ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP

RECTAL; SUSPENSION ,,FLAVOR WILD CHERRY NV-IOI-1489
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR WILD CHERRY PFC-14783
ORAL} SYRUP

FLAVOR WILDCHERRY 7598
ORAL; SYRUP‘

FLAVOR WINTERGREEN
ORAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

FLAVOR WINTERGREEN PFC 8421
ORAL; SOLUTION

1 FLAVOR 57000 IU
,ORAL; GRANULE, FOR RECONSTITUTION
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR 57820/A
ORAL: POWDER’
ORAL; SUSPENSION

FLORASYNTH
ORAL} SOLUTION

FLOUR
ORAL; TABLET
ORAL; TABLET, COATED
ORAL} TABLET, SUSTAINED ACTION

FLUOROCHLOROHYDROCARBONS
INHALATION; AEROSOL, METERED

FORMALDEHYDE SOLUTION 008006073
TOPICAL; EMULSION, CREAM

FRAGRANCE BOUQUET 10328
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION

12/03/86 600

09/15/80 600 O.7QO8Z * 1.02
09/30/92 600
06/18/87 600 0.12
07/26/88 UNK 0.04Z - O.14S3Z
11/17/66 600

02/13/37 600 0.05%

12/22/88 600
 

O8/O7/81 520

02/06/78 600 O.44MG
O1/O4/82 600 O.2BMG - 11.25MG
O5/I4/85 UNK

rawMDHnnnmNrawN»:ww»:P‘NNNounmuaWMb)wvan
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

INGREDIENT CAS 8 NDA LAST APPROVAL
ROUTE/DOSAGE FORM V COUNT NOA DATE DIV POTENCY RANGE

FRAGRANCE CNEMODERM 6411
TOPICAL; EMULSION, CREAM

FRAGRANCE CREAM l73457 '
TOPICAL; OIL

FRAGRANCE FELTON 066M
‘ TOPICAL; SOLUTION

FRAGRANCE GARDENIA
TOPICAL; OINTMENT

FRAGRANCE GIVAUDAN ESS 9090/1C
‘ TOPICAL} SOLUTION

TOPICAL) SPONGE
FRAGRANCE H~654O

TOPICAL: LOTION
FRAGRANCE P O FL-147

TOPICAL; EMULSION, AEROSOL FOAM
’ TOPICAL; SOLUTION gFRAGRANCE PA 52805

TOPICAL; SOLUTION
TOPICAL; SHAB

FRAGRANCE PERA DERM D
TOPICAL} SOLUTION
TOPICAL: SHAB

FRAGRANCE ROD-9819
TOPICAL: EMULSION, AEROSOL FOAM
TOPICAL; EMULSION; CREAM
TOPICAL; LOTION

FRAGRANCE SPICY METHOLATED EUGENOL
TOPICAL; LOTION

FRAGRANCE UNGERER N519S
TO ICAL; LOTION

FRAGRA CE UNSPECIFIED
ORAL; TABLET, FILM COATED
TOPICAL} EMULSION; CREAM
TOPICAL} LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION
TOPICAL; SPONGE
TOPICAL; SUSPENSION, SHAMPOO

FRAGRANCE 91-122
TOPICAL; SUSPENSION, SHAMPOO ‘

FRUCTOSE 007660255
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION

FUMARIC ACID 000110173
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SUSPENSION
ORAL; TABLET

 
I2/I9/T4 UNN 0.06%

09/28/77 600
09/20/85 600
as/n7/an nun

01/28/92 60!}

D--I»-‘()l)¥r\)t)J.l\>--'V-1v-‘N53I-H-ID-H-II-4)-17'-lF-I)-'P-3hihihi
12/03/35 600

08/10/92 110 15.0MG - 120.0MG
03/30/94 600 0.52WNOJOH“>4

‘ PAGE 60

|nnoPharma Exhibit 1080.0065



 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

FUMARIC ACID
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATEO,
ORAL; TABLET, SUSTAINED ACTION

GALACTOSE, D-
ORAL; SOLUTION
ORAL; TABLET
RECTAL; SOLUTION

GAMMA-CYCLODEXTRIN
INTRAVENOUS; INJECTION

GELATIN
DENTAL} PASTE

In - IV — SC; POWDER, FOR INJECTION SOLUTIONI - SC; INJECTION, SUSTAINED ACTION
INHALATION; NAPSULE. HARD GELATIN
INTRAMUSCULAR; INJECTION
INTRAVENOUS: SOLUTION
IV(INFUSION); INJECTION
ORAL; CAPSULE
ORAL; CAPSULE (IMMED./COMP. RELEASE), SOFT GEL
ORAL: CAPSULE, COATED PELLETS
ORAL} CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE. SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL} DROPS
ORAL! PASTILLE
ORAL; POWDER, FOR RECONSTITUTION
ORAL} SOLUTION

‘ ORAL} SOLUTION; ELIXIR
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED.
ORAL: TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL: TABLET, FILM COATED
ORAL; TABLET, REPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION
ORAL-211 TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET
TOPICAL; PASTE
VAGINAL; SUPPOSITORY

GELATIN 200 BLOOM
ORAL; TABLET

GELLAN GUM
OPHTHALMIC; SOLUTION

CAS 3

000110178

000059234

009000708

071010521

PAGE 61

NBA LAST
COUNT NDA

Qgnaw Mw~»ua»u~m»am»«m»=w~«m~»~»amn:muunnuvvanrownvhowHNrumHidN

APPROVAL
DATE

OR/79/9?

08/25/92

07/06/87
11/21/84
09/12/57

ax/:1/34
04/17/78

12/20/95
01/29/93
06/30/92
05/10/95
12/06/95
11/22/95
09/11/95

nt/an/oz

07/71/Qfi

HQ/Tn/R7

HOIIQ/Q5

D1/22/8/

DIV

AOO

6UU

600
600
510

310
160

DZU
600
600
180
530
150
I10

Aflfl

Isflll

Aflfl

I10

bUU

POTENCY RANGE

1&.$67Z

19.6612

16.6% - 16.72
9.DMG - 14.0MG
16.02

3.84fiG — 7S6.0MB

48.5MG
S4.72MG - 303.06SMG
O.2MG - 50.46MB

n m!?GM — 0.0?GM

D 19”“ * Z1.UbM6 «

u.bunu - 2D.151MG

z.1nu - 40.0MG
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, INGREDIENT

ROUTE/DOSAGE FORM

GELUCIRE 33/O1
ORAL; CAPSULE,

GENTISIC ACID
SOFT GELATIN

INTRAVENOUS; INJECTION
GENTISIC ACID ETNANOLAMIDE

IV(INFUSION); INJECTION
GINGER FLUIDEXTRACT

ORAL; SOLUTION, ELIXIR
GLUCEPTATE SODIUM

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
CAS 8

300490799

013007857
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

GLUCONOLACTONE
INTRAVENOUS; INJECTION

‘ TOPICAL; NMULSION. AEROSOL FOAM
TOPICAL; SOLUTION
TOPICAL; SPONGE

GLUCOSE; LIQUID
ORAL: PASTILLE
ORAL; SOLUTION
ORAL} SUSPENSION
ORAL} SYRUP

GLUCURONIC ACID
INTRAVENOUS;'INJECTION

GLUTAMIC ACID HYDROCHLORIDE
ORAL! QAPSULE

GLUTAMIC ACID, OL-
VAGINAL; EMULSION. CREAM

GLUTEN
ORAL} TABLET

GLYCERIN
BUCCAL3 sun. CHEWING
DENTAL; SOLUTION
IM - Iv; INJECTION
IM - sc; INJECTION
INHALATION; SOLUTION
INTRADERHALI INJECTION
INTRAHUSCULAR; INJECTION
INTRAVENOUS; EMULSION. INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION, LYOPHILI
NASAL; SOLUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE

DOOO90802

OO8027S63

OOO138158

000617652

008002800

000056815

ORAL; CAPSULE (IMMED./COMP. RELEASE); SOFT GEL
ORAL; CAPSULE, COATED, SOFT GELATIN
ORAL; CAPSULE, HARD GELATIN

' PAGE 62

' 1'

QLNDA LAST
/COUNT nun

1

1

I

2

I

1

I
I
2
1

1
1
1
6

1

1

1

I

2 1
4 .
1
I
5
2
1
1
3
9
1
2
7
2

49
2
1
1

APPROVAL
DATE

08/08/85

12/24/84

04/18/84

96/08/92
12/28/95

11/22/88
02/08/77

06/18/93
17/zn/oz

05/18/10
09/29/95
07/10/73
97/30/93

01/29/93

DIV

510

520

UNK

UNK
600

600
510

120
E10

510
6OO
UNK
600
600

 
PDTENCY RANGE

.252

7-MD

GNQN“N

.2752 - 62.02

.1882 - 98.42

.1252 - 8.02

.62

.252 ’ 2.52

.72 - 7.52

.37.

.52 - 3.02

.22

.789MG - 204.2MG
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INGREDIENT CAS 1ROUTE/DOSAGE FORM

GLYCERIN
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE. SUSTAINEO ACTION
ORAL} CONCENTRATE
ORAL; DROPS
ORAL} SOLUTION
ORAL; SOLUTION. ELIXIR
ORAL; SUSPENSION
ORAL} SYRUP
ORAL; TABLET

ORAL; TABLET (IMMED./COMP. RELEASE}, UNCOATED,
ORAL; TABLET; FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-213 TABLET
ORAL-Z8; TABLET
OTIC3 SOLUTION
OTIC} SUSPENSION
PERFUSION; BILIARY} LIQUID
RECTAL; SUPPOSITORY
SUBCUTANEOUS; INJECTION
SUBCUTANEOUS; SUSPENSION, INJECTION
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL} EMULSION. CREAM
TOPICAL: LOTION
TOPICAL) OINTMENT
TOPICAL; SOLUTION
TOPICAL; SPONGE
TRANSOERMAL1 FILM, CONTROLLED RELEASE
VAGINAL1 EMULSION, CREAM
VAGINAL; SUPPOSITORY

1 GLYCERIN HYDROCHLORIDE
ORAL} TABLET '

GLYCEROL ESTER OF HYDROGENATED ROSIN
NASAL: OINTMENT ’

GLYCERYL BEHENATE
ORAL; TABLET

GLYCERYL DISTEARATE
ORAL; CAPSULE. SUSTAINED ACTION

GLYCERYL LAURATE
TRANSDERMAL; FILM. CONTROLLED RELEASE

GLYCERYL OLEATE
ORAL: CAPSULE
ORAL; CAPSULE; HARD GELATIN
ORAL; POWDER. FOR RECONSTITUTION
ORAL; TABLET, COATED
ORAL-28; TABLET

TRANSDERMAL; FILM, CONTROLLED RELEASE

008050291

001323837

901322889

000544763

PAGE 63

*0 COUNT HDA

000056815 I VVL
~ay12

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NBA LAST

3
’ 18
PTy1

37
15
33
54

.l'.\p--4

WNWWNND--'45NHP-'DJ-J-‘>*‘**'-L-\f\)\DI—‘)~l>4lNL)19-*I\)U1D-‘F*'P\)T\H\)VD
APPROVAL
DATE

11/22/95
04/25/95
:1/In/an

11/11/95
04/29/93
95/15/95
37/30/93
22/21/95
97/29/92
11/13/33
08/19/91

12/29/95
05/25/75

11/24/95
03/31/94

09/20/95
05/31/89
03/09/78
01/28/92

09/19/85
01/27/87

11/22/91

01/06/81

01/27/81
03/28/67

11/17/95

DIV

150
UNK
Ann

600
600
UNK
6OO
600
600
5OO
UNK

600
ADO

OOU
510

UNK
UNK
600
60D

60B
520

600

UNK

120
UNK

510

POTENCY RANGE“

.O5SMG * 1I1.0MG.1MG ’-
n7 - AA A21100‘

.52 ~ 20.02’

.52 ‘ 5.82

.02 - 34.32

.02 - 50.02

.O4ML

.7SMG - 1.0MG

.2MG
V-‘l‘_‘)CJUl)-*‘!\)N
52.622
0.092

1.62 - 32.52

0.2% - 21.0%
3.02 - 19.0%
5,02
3.432 - 65.72

5.0% - 7.02
Z27.9MG

6.6MG - 39.2MG

O.I5MG

|nnoPharma Exhibit 1080.0068



 INGREDIENT
INACTIVE INGREDIENTS FOR CURRENTLY NARKETEO DRUG PRODUCTS

LAST
ROUTE/DOSAGE FORM

GLYCERYL OLEATE/PROPYLENE GLYCOL
TOPICAL; CREAH. AUGMENTED

GLYCERYL PALMITATE
RECTAL; SUPPOSITORY

GLYCERYL RICINOLEATE
TOPICAL; SUSPENSION, SHAMPOO

GLYCERYL STEARATE
OPHTHALMIC; SUSPENSION
ORAL;
ORAL}
OTIC;

CAPSULE. SUSTAINED ACTION
TABLET, SUSTAINED ACTION
SUSPENSION

RECTAL) SUPPOSITORY
TOPICAL} EMULSION. AEROSOL FOAH
TOPICAL} NMULSION, CREAM
TOPICAL} LOTION
TOPICAL} OINTMENT
VAGINAL1 EMULSION; CREAM

GLYCERYL STEARATE SE
TOPICAL; LOTION

GLYCERYL STEARATE-STEARAMIDOETHYL DIETHYLAMINE
TOPICAL} OINTMENT

GLYCERYL STEARATE/PEG-100 STEARATE
TOPICAL: EMULSION. CREAM
TOPICAL; LOTION

GLYCERYL STEARATE/PEG-40 STEARATE
RECTAL; SUPPOSITDRY

GLYCINE
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POHDER; FOR INJECTION SOLUTION;
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
ORAL:
ORAL;
ORAL;
ORAL;

CAPSULE
POHDER,'FOR RECONSTITUTION
SOLUTION
TABLET

ORAL; TABLET (IMMED./COMP. RELEASE), UNCDATED,
RECTAL; SOLUTION
SUBCUTANEOUS; POWDER. FOR INJECTION SOLUTION

GLYCOL STEARATE
TOPICAL; SUSPENSION; SHAMPOO

GLYCYRRHIZA
ORAL; PONDER. FOR RECONSTITUTION

GLYCYRRHIZIN. AMMONIATED
ORAL;
ORAL;
ORAL;

GRANULE
POWDER. FOR RECONSTITUTION
TAELET (IMMED./COMP. RELEASE); UNCOATED,

LYOPHILI

CAS 1

001330730

001323382

031566311

000056406

000111604

001407030

PAGE 64

NBA
COUNT NDA

b-‘)--‘.L\

>--||>-H--I#9hadh)Iv-ll'0lN>-‘Y‘\)D~'D-1)-ii-'.L\NMP‘F‘IN)-bT\)-Db-‘\lT'\ll.Y3lfl|'\)-L‘N9-4
APPROVAL
DATE

04/30/73

01/10/91

05/11/88
08/02/76
01/04/95
09/29/87
31/70/93

09/13/95
12/07/92
10/10/85
12/21/95

04/01/94
11/26/85

02/27/95

17/73/91

06/01/84
O7/7?/RS

11/1//96

DIV

120

600

600
120
600
600
Ann

UNK
UNK
600
520

UNK
600

600

‘C70

600
N70

510

 
POTENCY RANGE

1.02 - 2.0%

0.5K’
0.B23MG - 27.0MG
52.86MB - 154.0MG
0.052 - 0.52
A nun - 36.85MB

0.32 — 20.02
0.252 - 3.02
5.02
2.02 — 17.02

5.02
1.422

1S.0MG ~ 3S.0MG

717

8.0HG ‘ 163.31MG
100.0MG - 200.0MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

GUANIDINE HYDROCHLORIDE
INTRAVENOUS; INJECTION

GUAR GUM
BUCCAL/SUBLINGUAL; TABLET
ORAL; PONDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
TOPICAL; LOTION
VAGINAL; TABLET

GUM BASE; CHEHING
BUCCAL; GUM, CHEWING
ORAL; TABLET

GUM ROSIN
ORAL) TABLET; NEPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION

GUM; NATURAL
ORAL; TABLET, SUSTAINED ACTION

HERBACOL
TOPICAL; SOLUTION
TOPICAL; SPONGE

HEXYLENE GLYCOL
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT

HIGH FRUCTOSE CORN SYRUP
ORAL; SUSPENSION. SUSTAINED ACTION

HISTIDINE
INTRAVENOUS; SUSPENSION; INJECTION

HYDROCARBON GEL. PLASTICIZED
DENTAL; PASTE
OPHTHALMIC; OINTMENT
TOPICAL; OINTMENT

HYDROCHLORIC ACID
CAUDAL BLOCK; INJECTION
DENTAL; SOLUTION
EPIDURAL; INJECTION
IM - IV - SC; INJECTION
IM - IV; INJECTION
IH - IV; PONDER, FOR INJECTION SOLUTION
IN - IV; SOLUTION; INJECTION
IM - SC; INJECTION
IM - SC; POWDER. FOR INJECTION SOLUTION
INHALATION; AEROSOL; METERED
INHALATION; SOLUTION
INTERSTITIAL; INJECTION
INTRA-ARTICULAR; INJECTION .

CAS 1

000050011

009000300

008050100

006365839

000107415

000071001

008049658

007647010

PAGE 65

NBA
COUNT NBA

LAST

I\)F‘F-'F-‘UILN)-4
R!)--*f.N(.MP-'C)Ul>--‘(NOD--It-|L)'1.I.\>-‘I--’5-‘I-0|\))-JD-ll-4>-I.2‘)-*V-'19D-‘D-‘tflhml-¢I\)D-3['0

L...

APPROVAL
DATE

02/23/76

05/18/91

12/01/56
01/06/78
06/10/83

99/.95/9?

11/14/94

04/30/87

10/29/82

1n/13/n7

10/30/92
12/29/93

r 12/27/94
20/30/95
03/05/90
OT/73/RR

U9/U5/92
07/7R/QR

_ 11/us/31

 

UNK

UNK

UNK

UNK

Aflfl

UNK
600
600
600
600
:1n

510
Ann

6UU

POTENCY RANGE

.z9onu - 12.flMG

.flMG - 35.4MG

.0MG - 5.04MB.bm»

.0MG

12.02

1.4142 ~ 2.8272

0.000222

0.72 - 1.722
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INTRABURSAL; INJECTION
INTRACARDIAC; INJECTION
INTRACAVITARY; INJECTION
INTRACAVITARY} POHDER, FOR INJECTION SOLUTION, LYOPHILI
INTRADERMAL; INJECTION
INTRALESIONAL) INJECTION
INTRAMUSCULAR; INJECTION
INTRflMUSCULAR; SOLUTION, INJECTION
INTRAOCULAR; SOLUTION
INTRAPERITONEAL3 INJECTION
INTRAPERITONEAL; SOLUTION
INTRAPLEURAL; INJECTION
INTRASYNOVIAL; INJECTION
INTRATHECAL; INJECTION
INTRATHECAL1 POWDER, FOR INJECTION SOLUTION
INTRATHECAL; SOLUTION
INTRATRACHEAL; POWDER. FOR RECONSTITUTION
INTRATRACHEAL; SUSPENSION
INTRATUMOR; INJECTION
INTRATUMOR1 POWDER. FOR INJECTION SOLUTION
INTRAVASCULAR1 INJECTION
INTRAVASCULAR; SOLUTION
INTRAVENOUS} INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION
INTRAVENOUS; SUSPENSION, INJECTION
IONTOPHORESIS; SOLUTION
IRRIGATION; SOLUTION
IV - SC; INJECTION
IV - SC; POWDER, FOR INJECTION SOLUTION
IV(INFUSION)z—INJECTION
IV(INFUSION)3 POWDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION '
NASALI SOLUTION
NASAL} SPRAY
NASAL; SPRAY; METERED
NERVE BLOCK; INJECTION
OPHTHALMIC; GEL
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
OTIC; SOLUTION

W

N-4

\

V--3
»-m

#Uh~orn-w»«wnn»m>HnhwoNrdmunuwtum
N

>-4 NI

UIF-I

Nh*% €?\D\O~«DUVb>-i>-4F‘G)|'-‘D-‘(AV-‘QO\I\)CN\lF-ii-‘\J
’ PAGE 66

INGREDIENT CA5 # NDA LAST
ROUTE/DOSAGE FORM COUNT NDA

NYDROCHLORIC ACID 007647010

APPROVAL
DATE

09/30/64
06/01/88

10/16/87
10/16/87
10/29/92
04/17/95
no/7A/on

DH/T9197

ll/U5/Bl
10/30/92
12/21/87

OI/7?/Q7

08/18/95
04/19/95
12/26/85

11/27/91
10/10/95
08/31/90
08/18/95
1?/71/on

IZ/Z6/9O

Iu/zu/9:
06/23/95

12/29/95
09/13/95
06/30/92
IO/2Q/95
03/18/87
10/28/94
12/29/95

DIV

UNK
600

UNK
UNK
510
UNK
Ann

Thfl

600
UNK
I50

I50

110
600
160

600
600
600
110
600

Div

unn
600

600
600
6OO
160
600
600
600

 
POTENCY RANGE

1.414% ~ 10.0Z

0.92

1.4142 - 2.827%

1.36% - 2.8272

0.217% ‘ 0.472
O.9Z
10.02

O.56Z
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 #
ROUTE/DOSAGE FORM

HYDROCHLORIC ACID
OTIC; SUSPENSION

007647010

% PERFUSION/CARDIAC; SOLUTION
PERIDURAL; INJECTION
RECTAL; SOLUTION
RETROBULBAR; INJECTION
SOFT TISSUE; INJECTION
SPINAL! INJECTION
SUBCONJUNCTIVAL1 INJECTION
SUBCUTANEOUS; INJECTION
SUBCUTANEOUS; SOLUTION; INJECTION
TOPICAL: EMULSION
TOPICAL; EMULSION, NEROSOL FOAM
TOPICAL; EMULSION; CREAM
TOPICAL: GEL
TOPICAL; GEL, JELLY
TOPICAL; OINTMENT
TOPICAL; SHAMPOO
TOPICAL} SOLUTION
URETERAL; SOLUTION

HYDROCHLORIC ACID. DILUTED
INTRA-ARTERIAL; INJECTION
IN RAVASCULAR3 INJECTION
IN RAVENOUS; INJECTION
IV(INFUSION); SOLUTION, INJECTION
ORAL; CONCENTRATE
TOPICAL; SOLUTION

HYDROGEN PEROXIDE
TOPICAL; SOLUTION
TOPICAL; SPONGE

HYDROXYETHYL CELLULOSE
OPHTHALMIC: SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; SYRUP
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL: TABLET. SUSTAINED ACTION
OTIC; SOLUTION
TOPICAL; SOLUTION
TOPICAL) SPONGE
TRANSOERMAL; FILM, CONTROLLED RELEASE

HYDROXYMETHYL CELLULOSE
ORAL; TABLET
TOPICAL; SOLUTION

HYDROXYPROPYL CELLULOSE
ORAL; CAPSULE
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, ENTERIC COATED PELLETS

007722841

009004620

4

009004642

PAGE 67

g NBA LASTCOUNT NBA

Nhobhuew>aN»awn4bJ>wAnaH>uH+uwn-nubnndmhaNrawuwcrumonungwpaw
APPROVAL
DATE

10/96/98

U6/l9lUU
17/11/R7

03/SI/94

IO/O8/85
02/07/89
no/79/93

O5/31/9U
07/31/8Q

01/07/87

06/29/76
07/21/89
07/22/92

it/un/33

Dllfié/Db

01/25/95
10/30/85
10/05/95

 
DIV POTENCY RANGE

600
600
600

UNK
600

520

600
UNK
600

unx

3&0

600
600
180

0.252 - 0.35%
0.05% - 0.352

!U,flMG ~ 20.DMG

u4>x - 0.752

10.0MG - 36.0MG
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INGREDIENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ROUTE/DOSAGE FORM

HYDROXYPROPYL CELLULOSE
ORAL;
ORAL;
ORAL}
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;
ORAL;

CAPSULE. SUSTAINED ACTION
GRANULE. FOR RECONSTITUTION
POHDER. FOR RECONSTITUTION
TABLET
TABLET; COATED
TABLET. DELAYED ACTION, ENTERIC COATED
TABLET; ENTERIC COATED PARTICLES
TABLET. FILM COATED
TABLET, SUSTAINED ACTION

SUBLINBUAL3 TABLET
TOPICAL: GEL
TOPICAL} AOTION
TOPICAL; LOTION, AUGMENTED
TOPICAL} SOLUTION .
TRANSDERHAL3 FILM, CONTROLLED RELEASE

OPHTHALMIC; SOLUTION
HYDROXYPROPYL METHYLCELLULOSE

OPHTHALMIC; SUSPENSION
oRAL;
ORAL;
ORAL;
ORAL;
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;
ORAL:
ORAL;
ORAE:
ORAL:

CAPSULE
CAPSULE. COATED PELLETS
CAPSUBE; ENTERIC COATED PELLETS
CAPSULE; SUSTAINED ACTION
CONCENTRATE
GRANULE. ENTERIC COATED
SUSPENSION
SYRUP
TABLET
TABLET; COATED
TABLET: DELAYED ACTION, ENTERIC COATED
TABLET; FILM COATED
TABLET; SUSTAINED ACTION

ORAL*2l}.TABLET
DRAt°281 TABLET '

TOPICAL; BEL, JELLY ITOPICAL; SOLUTION
VABINAE) TABLET

HYDROXYPROPYL HETHYLCELLULOSE PHTHALATE
ORAL:
oRALz1
ORAL:
ORAL;
ORAL;

CAPSULE. COATED PELLETS
CAPSULE; ENTERIC COATED PELLETS
SRAHULE, FOR RECONSTITUTION
TABLET; DELAYED ACTION, ENTERIC COATED
TABLET, ENTERIC COATED PARTICLES

HYDROXYPROPYL HETHYLCELLULOSE 2208
ORAL; TABLET, SUSTAINED ACTION

CAS A

009004642

009004653

009004653

PAGE 68

NBA LAST

couur NBA,

9
1
1

168
14

2
1

47
15

1
5
2
1
2
1

5
13
15

(NO)~HMv~N»NomHramhuwuvquuvuuwnuwauuw

APPROVAL
DATE

01/04/95

11/09/95
06/20/88
n5/In/on

12/11/95
03/30/95

U1/£7/93
fll/‘(fl/RD

07/03/85

10/31/95
09/13/95
09/11/92
10/30/85
10/05/95
05/29/92

04/29/93
10/04/95
05/24/88
11/30/95
12/27/95
03/30/95

04/29/93

06/30/92
in/n:/as

{J5/Z9/252

04/28/95

DIV

600

600
600
:7n

auu
HIJV

600

600
600
530
600
I80
110

600
510
600
600
150
110

600

zan

bill}

600

 
POTENCY RANGE

0.2MG - 5.49HG

0.05MB - 46.0MG
0.5MG - 1.0MG1: nun

0.58GM
2.0MG - 3715MG

2.14 - 5.02
n 1=V — n.54z

0.05%

0.1% - 0.52
0.002% - 0.62
1.5BMG ~ 150.0MG

1.4MG - 119.7MG

.452

.4MG ~ 48.0MG

.54MG - 6.04MG

.0MG - 18.7MG

.764MG - 170.0HG
ABIMG - 240.0MG

N$UHdDD
5.57.

z9.zmu - 44.57HG

30.0MG - 2S0.0MG

|nnoPharma Exhibit 10800073



I 3“

INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 # NDA LAST APPROVAL

ROUTE/DOSAGE roan ‘ couur NDA DATE DIV POTENCY RANGE
HYDROXYPROPYL HETHYLCELLULGSE 2995 anemones:

OPHTHALMIC; SOLUTIOH 07/29/94 699 o_5z
ORAL; BRANULEJ ENTERIC COATED
ORAL} SYRUP

HYDROXYPROPYL HETHYLCELLULOSE 2910 009004653
- OPHTHALMIC; SOLUTION

OPHTHALMIC; SUSPENSION
D9/23/93 UNK
n:/no/no Ann

.52C736
ORAL; CAPLET
ORAL: CAPSULE
ORAL; CAPSULE, snreaxc conrsn PELLETS
ORAL; CAPSULE. susrnzuen ACTION
ORAL; susPENs1oN
ORAL; svnur
ORAL; TABLET
ORAL; TABLET (IMHED./COMP. RELEASE), UNCOATED,
ORAL; TABLET. canrso 2
ORAL: TABLET, DELAYED ACTION. ENTERIC conrsn 4
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

IHIDAZOLIDINYL unea
TOPICAL: EMULSION. casnn
TOPICAL: tartan

-IHIDUREA 039236469
TOPICAL} EHULSIDN; CREAM
TOPICAL; SHAMPOO

INK BLACK
ORAL; CAPSULE 1
ORAL} VABLET. DELAYED ACTION, ENTERIC COATED

INK‘BLACK A-10450

0RAt3»TA!LET
ORAL;eTAlLET; FILM coAT£n

znx BLACK Aa1n5o9
ORAL: CAPSULE

INK BLACK A-1057
ORAL; TABLET. SUSTAINEO ACTION

INK BLACK IMPRINTING FGE-1386
ORAL3:£APSULE

INK BLUE BLAK A-9371
ORAL; cArsuLe

xxx EDIBLE 1.9
ORAL; CAPSULE 1
ORAL; CAPSULE. SOFT GELATIN
ORAL; CAPSULE. SUSTAINED ACTION
ORAL: TABLET
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

04/03/94 530 1,flMG — 1fl.8MG

uv/11/9: 11u 1.]/MU - 1u,esnG

U9/4:/Vb 6UU

IO/O6/QR HM! n one _ 22 nMGON

»—-v.z'.\r—4\.nl\)>--»--)—->4L»:>-49»-IANI-am»—-4»-4»-u-N»-uowmms-am»--xov-mmr-«I»-ar\)
1Z/5U/92 110 fl.7MG - 9.RMG

Au/cw/aw ouu
11/18/94 UNK

.bMU ~ bU.UMG

.7MG ~ 144.flHG)-D--1 U10 
06/17/94 UNK 0.22 - 0.32 

12/22/92 600 65.DMG ~ 102.0MG
11/30/95 600

06/11/87 600

03/02/92 600
i 12/30/36 150

; 02/78/97 Ann

g Uh/19/Uh unx

* PAGE 69 ‘
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INGREDIENT

«INK

INK

INK

INK

INK

INK

INK

INK

INK

INK

INK

INK

‘INK?

ikx

INK

ROUTE/DOSAGE FORM

EDIDLE BLACK
ORAL; CAPSULE
ORAL: TABLET
ORAL; TABLET; COATED
ORAL; TABLET; SUSTAINED ACTION

’DRAL-281 IADLET
EDIBLE GRAY
ORAL} CAPSULE
EDIBLE RED
ORAL; CAPSULE
EDIBLE RED A-8032
ORAL; TABLET, SUSTAINED ACTION
EDIBLE HHITE
ORAL; CAPSULE I
ORAL} TABLET; FILH COATED
FINE BLACK 2202C
ORAL: TABLET
FINE BLACK Z212
ORAL: TABLET
GREEN A-1065A
ORAL; TABLET, SUSTAINED ACTION
LIGHT REDWOOD
ORAL: CAPSULE
PINK IHPRIHTING SB-I003
ORAL) CA?$ULE
RED A-8032
ORAL} CAPSULE
ORAL) TAELETJ COATED
RED,S-119935
ORAL

  
 

ORAL ’CAPSULE, SOFT GELATIN
ORALIFTASLET
HHITE*AfBI54-
ORALI CAPSULE
ORAL1*TABLET, FILM COATED
HHITE 2IfKj

'INACTIVE INGREDIENTS FDR CURRENTLV MARKETED DRUG PRODUCTS

CAS A

 

ORAL; CAPSULE (IHMED./COHP. RELEASE), SOFT GEL
INVERT SUGAR

ORAL; CAPSULE
ORAL; SYRUP

IDDINE
INTRA~ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTIOM
INTRACARDIAC; INJECTION
INTRADISCAL; INJECTION

008013170

007553562

’ PAGE 70

1

NBA LAST
COUNT NBA

7
4
1
2
I

1

1

2

3
1

2

3

I

1

I

1
1

I

1
1
1

1
1

I

1
4

2
1
1
1

APPROVAL
DATE

03/25/94
n7/14/an

U1/U9/87

07/13/87

03/25/94

02/22/85

09/25/84

06/07/85

08/29/74

DIV

UNKAnn

6OO

UNK

UNK

600

600

600

160

 
PDTENCY RANGE

1.0MG

0.00D7ML - D.D011ML

2e.2g.— 87.02

|nnoPharma Exhibit 1080.0075



 

{m

‘H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST
ROUTE/DOSAGE FORM , COUNT NDA

IODINE 007553562
INTRAVASCULAR; INJECTION
INTRAVENOUS; INJECTION
PERIARTICULAR; INJECTION

IOFETAMINE HYDROCHLORIDE
INTRAVENOUS; INJECTION

IRISH MOSS EXTRACT
TOPICAL; LOTION

3
3
1

1

2
IRON OXIDE

ORAL! CAPSULE 18
ORAL} CAPSULE, ENTERIC COATED PELLETS 1
ORAL; CAPSULE, HARD GELATIN 1
ORAL; CAPSULE, SUSTAINED ACTION 5
ORAL} DROPS 1
ORAL; TABLET I 30
ORAL: TABLET; COATED , 9
ORAL: TABLET: DELAYED ACTION. ENTERIC COATED 4
ORAL} TABLET; ENTERIC COATED PARTICLES 1
ORAL; TABLET. FILM COATED 11
ORAL: TABLET, SUSTAINED ACTION 5
ORAL-21: TABLET 1
ORAL-28; TABLET 1

IRON OXIDE, BROWN
ORAL: CAPSULE 2
ORAL; TABLET _ 3
ORAL; TABLET, FILM COATED 1

IRON OXIDE; NED'BRONN
ORAL: TABLET, SUSTAINED ACTION 1

IRON OXIDE; YELLOW
ORAL} CAPSULE '_, 19
ORAL} CAPSULE; HARD GELATIN ' 3
ORAL} CAPSULE. SOFT GELATIN 1
ORAL; CAPSULE, SUSTAINED ACTION 2
ORAL! TABLET 6
ORAL: TABLET; DELAYED ACTION, ENTERIC COATED 1
ORAL} TABLET; FILM COATED 1
ORAL; TABLET; SUSTAINEO ACTION 2
ORAL-21} TABLET 1

ISODUTANE '
TOPICAL: AEROSOL SPRAY 3

ISOCETETH-20
TOPICAL; SOLUTION 1

ISOOCTYLACRYLATE
TOPICAL; TAPE 1

N

)...a

009075285

PAGE 71

APPROVAL
DATE

08/29/78
08/29/74

08/16/84

03/03/95

{YE/761R?

01/12/95
05/19/92
10/14/94

Uh/U1/95
12/24/92

04/30/92
09/24/86

10/13/95
n:/nz/0:

11/30/93
11/an/an

12/19/95
03/30/95

05/24/77

DIV

F-‘)—‘ O\O\ CO

600
600

600
Ran

600
E10

POTENCY RANGE

20.2% - 40.02
1fi.1Z - 37.0%

0.04MG - 0.8HG

.25MG

.3MG - O.576MGDC)

0.0608MG - O.8MG

n n7Ma — 2 ans

0.0ULbMG - 0.092HG
0.04MB

77.6%
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INGREDIENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA
COUNTROUTE/DOSAGE FORM

ISOPROPYL ALCOHOL
ORAL) TABLET
TOPICAL}
TOPICAL}
TOPICAL}
TOPICAL;
TOPICAL}
TOPICAL}
TOPICAL}
TOPICAL}

TOPICAL;

TOPICAL}
TOPICAL}
TOPICAL;
TOPICAL}
TOPICAL;
TOPICAL)
TOPICAL:

 
VAGINAL1

AEROSOL SPRAY
EMULSION, AEROSOL FOAM
LOTION
LOTION, AUGMENTED
OIL
OINTMENT
SOLUTION
SPONGE

ISOPROPYL ISOSTEARATE
EMULSION; CREAM

ISOPROPYL MYRISTATE
OTIC) SUSPENSION

AEROSOL
AEROSOL SPRAY
EMULSION. CREAM
GEL
LOTION
OIL
OINTMENT

TRANSDERHAL1 FILM, CONTROLLED RELEASE
EMULSION. CREAM

ISOPROPYL PALHITATE
TOPICAL}
TOPICAL}
TOPICAL)
TOPICAL)

AEROSOL SPRAY
EMULSION; CREAM
LOTION
OINTHENT

ISOPROPYL STEARATE
TOPICAL) EHULSION: CREAM

ISOSTEARIC ACID
* I TOPICAL}

ISOSTEARYL ALCOHOL
TOPICAL:
TOP CALI
TOP CALI

OINTHENT

EMULSION; CREAM
LOTION
OINTHENT

ISOTONIC SODIUM CHLORIDE SOLUTION
INTRAVENOUS} SOLUTION
ORAL} SOLUTION

JELENE
TOPICAL;

XAOLIN
OINTMENT

ORAL; CAPSULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET, COATED

CA5 O

000067630

OOO11027D

000142916

OO8028771

008049669

001332587

PAGE 72

N

F‘

OJ

!'\)UV>-H-‘V-4>-->—-at-as-->-u-I>--:>---Nmcnr-are»-4»->—-at,.uo4mN>—»»aHLnxab-ar-s--p-av--Hm
LAST
NDA

APPROVAL
DATE

09/10/87

09/30/94

12/15/95
02/28/91

06/15/73
06/17/94
06/06/84
12/07/92

02/21/91

09/20/95
06/13/88
07/24/78

O5/31/9Q
09/29/76

DIV

520

600

600
600

600
UNK
600
UNK

520

UNK
UNK
600

530
600

POTENCY RANGE

2.72 ~ 78.02

4.oxT- $1.52
4.2m;

21.96%
1.0% - 10.02
10.0%
2.02

0.3252 - 9.93752
0.62 - 5.02

7.95MB ~ 30.4MG
2.87MG — 8.0MG

|nnoPharma Exhibit 1080.007?



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CA5 I NDA LAST
COUNT NDA

APPROVALINGREDIENT .
DATEROUTE/DOSAGE FORM

KAOLIN 901332587
ORAL) TABLET. DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, SUSTAINED ACTION

KATHON C6
TOPICAL; EMULSION; CREAM

LAC RESIN
ORAL; CAPSULE. SUSTAINED ACTION

LACTATE
TOPICAL} LOTION

LACTIC ACID

1 IM - IV - SC; INJECTIONIH - IV; INJECTION 1
INTRACARDIAC; INJECTION
INTRAHUSCULAR; INJECTION
INTRAVENOUS; INJECTION .
IV(INFUSION)5 INJECTION .,
IV(INFUSION); SOLUTION, INJECTION
ORAL) CONCENTRATE
ORAL: SOLUTION
ORAL} SYRUP
ORAL) TABLET
TOPICAL; EMULSION; CREAM 2
TOPICAL; LOTION
TOPICAL) OINTHENT
TOPICAL) SOLUTION
VAGINAL; EMULSION, CREAM
VABINAL3 SUPPOSITORY
VAGINALI TABLET

LACTIC ACID, OL-
IH ‘ IV} INJECTION
IMPLANTATIONI PELLET: IMPLANT
SUfiCUTANEOU55 PELLET; IMPLANT
VA8INAL!,SUPPOSITORV .

LACTOIIONIC ACID '
IN - IV: POWDER. FOR INJECTION SOLUTION

LACTOSE T2,’,
BUCCA1}fTA3LET
BUCCAL/SUBLINGUAL3 TAOLET
IN *’IV;- SC; INJECTION ,
IH - IV - SC) “UNDER. FOR INJECTION SOLUTION
IH - IV} INJECTION
IN - IV; POWDER. FOR INJECTION SOLUTION
INHALATION: CAPSULE
INHALATION; CAPSULE, HARD GELATIN
INTRACAVITARY; POWDER, FOR INJECTION SOLUTION,
INTRAMUSCULAR; INJECTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION

000050215

OO8D12213
01/06/76
08/31/95
01/06/76
n7/7:/ox

HR/I19/Qt:

O9/Z8/95

09/20/95
12/30/88
In/nt/no

O1/27/87

000598823

12/18/95
12/18/95

O0OO96822

000063423

11/20/64

LYOPHILI

““““*”“N*"*N*"HWHNHUNHF-NMNNnuu-uam»MnwunAm:~wwwnew
PAGE 73

DIV

600
606
600
Ann

1111

OOO

UNK
UNKAnn

520

UNK

 
POTENCY RANGE

.0122

.252 - 1.15782

.0122D09

U.O12Z - 1.86%

0.00022Z - 0.32

0.015Z - 2.02
0.51% - 6.62

00812

|nnoPharma Exhibit 1080.0078



INGREDIENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ROUTE/DOSAGE FORH

LACTOSE
INTRAVENOUS: INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION
IV(INFUSION)3 POWDER, FOR INJECTION SOLUTION
IV(INFUSION)3 SOLUTION, INJECTION
ORAL:
ORAL;
ORAL;
ORAL;
ORAL;
ORAL:
ORAL;

RAL;
RAL3

ORAL;
ORAL;
ORAL;
ORAL:
ORAL:
ORAL;
ORAL:
ORAL:
ORAL:

CAPSULE
CAPSULE. COATED PELLETS
CAPSULE. ENTERIC COATED PELLETS
CAPSULE, HARD GELATIN
CAPSULE, SUSTAINED ACTION
CONCENTRATE
GRANULE
GRANULE, FOR RECONSTITUTION
POWDER, FOR RECONSTITUTION
SOLUTION
TABLET
TABLET (IHMED./COMP. RELEASE), UNCOATED,
TABLET. COATED
TABLET; CONTROLLED RELEASE
TABLET; DELAYED ACTION. ENTERIC COATED
TABLET; FILM COATED
TABLET. REPEAT ACTION
TABLET, SUSTAINED ACTION

ORAL-213 TABLET
ORAL-281 TABLET
RECTAL3 SOLUTION
SUDCUTANEOUS; POWDER, FOR INJECTION SOLUTION

- SUBLINSUAL; TABLET
TRANSDERHAL3 OINTHENT
VABINAL; EMULSION; CREAM

_ VAGINAL1 SUPPOSITORY
VABINAL1 TABLET .

LACTOSE HONOHYDRATE
IH ~ IV) INJECTION
INTRAVENOUS} INJECTION
INTRAVENOUS} POWDER, FOR INJECTION SOLUTION, LYOPHILI
ORAL;
ORAL;
ORAL;
ORAL;

CAPSULE
TABLET '
TABLET. ENTERIC COATED PARTICLES
TABLET. FILM COATED

LACTOSE MONOHYDRATE. ALPHA
ORAL;

LACTOSE.
ORAL;
ORAL;
ORAL;

CAPSULE
ANHYDROUS

CAPSULE
TABLET
TABLET, COATED ,

CA5 #

OOO063423

D10039266

005989811

OOOO63423

PAGE 74

‘L
)--

NDA LAST
COUNT NDA

)---l m

DDH~whMHOnDNFOmhHdNrHm
I

V-‘LNLNN6%UN NNUH-.nNtDl)‘n-4¢.NU1

Hw PWfi*'HNP-Uhqhwawmhgwram

APPROVAL
DATE

O6/T3/89

U5/61/U3

12/29/95
10/30/85
10/05/95
12/06/95
n7/71/07

O5/20/B8

O8/25/92
12/29/95
09/11/95
17/an/9?

11/5U/Vb
12/27/95
03/31/81
11/23/94
12/13/93
11/17/95
08/25/92
09/30/82
07/29/88

01/27/87
12/26/91

09/29/95
11/7?/95

Uh/Z4/95

11/SO/95

DIV

600

DUU

600
600
180
530
11a

600

600
600
600
110

bUU
150
UNK
UNK
600
510
600
510
110

520
520

600
Ann

bUU

600

 
POTENCY RANGE

0.1% - 2.52

14.3052

14.2SMG - 100.0MG
21.6MG - 120.0HG

8.0%
0.051GM - 1.02GM
30.0MG - 117.7MG
2.8MG - 346.5MG

40.0MG - 209.flHG
1.96MB - 590.0MG
122.99MG - 153.2HG
10.0MG - 400.0MG
7.8MG ~ 89.007HG
21.0MG - 179.2MG
8.02

9.967MG - 3Z7.5HG

39S.OMG - 696.0MG

18.0MG ~ 360.0MG
17.SMG ~ 370.0HG

92.0GMG - 260.0MG

7 SMG ~ 415,8MG

|nnoPharma Exhibit 1080.0079



77LAfl0t1fl’OIL4

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LAST
COUNT NDA

xneasbzsnr cns 4 NBA
ROUTE/DOSAGE roan

LACTOSE, ANHYDRDUS noonssazs
ORAL: TABLET, FILM conrsn
ORAL: TABLET, susrnxusn ACTION

LACTOSE. HYDROHS
INTRAMUSCULAR3 POWDER, son znaecrrou SOLUTION, LYDPHILI
INTRAVENOUS; INJECTION
INTRAVENOUS; Pawnee, run INJECTION SOLUTION
IV(1NFUSIDH); rownsn, son INJECTION soLuT1oN
ORAL: CAPSULE
ORAL; BRANULE. ran nscousrxrurxon
ORAL: TABLET
ORAL; YABLET; Qanren
ORAL; TABLET. DELAYED ACTION. ENTERIC COATED
ORAL; TABLET. FILM coATEn
ORAL: TABLET. SUSTAINED ACTIUN
sunL1neuAL; TABLET ’
VAGINAL; enunsxon. casan y

LANOLIN 008020846
A TOPICAL; EMULSION. cnsnn

TOPICAL; tartan
TRANSDERHAL; 0Ifi?MENT
VAGINAL: enuLs1au, casau

LANOLIN ALCOHOLS
OPHTHALMIC; oznrusur
TOPICAL; EMULSION. CREAM
TOPICAL; BEL
TOPICAL; oznrnenr

LANDLIN ALcqHoLs. ACETYLATED
.ro9IcAL;2sPnnsE

LANOLI _c3nLEstExnLs
*1 vI€££jQEHULSIDfl

LANO£Ifi;flgfiiDfi1C nenzvnrxves
~ /DPHTHALHIC: urnrnenr

J3

)--I m

HNM“MmNHHHwwmwmwnmwwmcwmmwmwwwwpa008013341

P-I

008020986

ooaa3s435 
/OPHTHALHIC: GINTMENT

LANOL1M;;5uHYDROUS
0PHTHALMIC}.DINTMENT
1oP1cAt:,£MuLsIou. cnenn
uAe1NAL¢ EMULSION. CREAM

LANOLIN; HYDRDGENATED
TOPIChL; oxurnzur

LAURAHINE oxxne
TOPICAL; SOLUTION

LAURDIMONIUM HYDROLYZED ANIMAL COLLAGEN
TOPICAL; SHAHPDD V

008006540

008031445

PAGE 75

APPROVAL
DATE

12/11/95

03/30/95

11/30/95
H?/75/Q?

12/08/95
01/04/95
02/19/88

04/10/7917/¥A/A1

06/09/86

12/01/89
an/on/ox

03/23/95

07/25/94

06/17/81

12/19/35

DIV

530

600

:19
£00

UNK
600
600

600
Ann

600

UNK
HMK

600

600

UNK

600

 
POTENCY RANGE

26.BSMG - 180.6MG

20.0MG — 49a.55Ms

140MG ~ S35.6MG
37.flMG - 41.0HG

1Z.lbmU - 33c.unu
58.0MG ‘ 156.8HG
1.7HG - 11.6MG

2.02
0.00142 - 1.02

1.02 - 2.0%

10.02
7 0% - 3.02

2.02 * 3.02

3.0% - 10.0%

0.5% - 10.0%
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INGREDIENT

ROUTE/DOSAGE FORM

LAORETH SULFATE
TOPICAL; sronss

LAURETH 23
TOPICAL; EMULSION. AEROSOL FOAM
TOPICAL: EMULSION. cnsnn
TOPICAL; LOTION

LAURETH 4
TOPICAL; LOTION
TOPICAL; SOLUTION

LAURIC DIETHANOLAHIDE
TOPICAL: LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION
TOPICAL} SPONGE
TOPICAL; SUSPENSION. SHAMPOO

LAURIC MYRISTIC DIETHANOLAMIDE
TOPICAL; EMULSION

LAURYL SULFATE
1 ORAL: QAPSULE
3 LECITHIN '

fl INHALATION; AEROSOL. METERED
INTRAHUSCULAR; INJECTION
INTRAHUSCULAR; POWDER. FOR INJECTION SOLUTION
ORAL; CAPSULE
ORAL; CAPSULE. SUSTAINED ACTION
ORAL; POWDER. FOR RECONSTITUTION
ORAL} TABLET
ORAL} TABLET; FILM COATED
RECTAL3 SUPPOSITORY

' TRANSDERHAL3 FILM, CONTROLLED RELEASE
A VABINAL3 EMULSION; CREAM

LECITHIN;’HYDROGENATED SOY
INTRAVENOUS; SUSPENSION; INJECTION

LECITHIN; SOY BEAN
‘\ INHALATION} AEROSOL: METERED

ORAL; CAPSULE, SOFT GELATIN
VAGINALJ EMULSION; CREAM

LEMON OIL ,»
ORAL} QAPSULE
ORAL; CAPSULE, SOFT GELATIN
TOPICAL: BEL

LEVOMENTHOL
ORAL; SYRUP

LIDOFENIN
INTRAVENOUS: INJECTION

H

CAS Q

OO9002920

flOU120401

008002435

OO803076O

008008568

902216515

059160291

PAGE 76

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST
COUNT NBA

’“‘"“""’“"""“N?”P‘U15-‘NI-'r\)v-4>-cal»-4.L\>-AH>--IIx)»-~o>~a>»a»-aH»:»—-n—ar---»-
APPROVAL
DATE

01/10/91

05/24/79

UH/£9/Vb

HE/X1/06

flfi/17/R7

O6/O9/86

12/15/86

DIV

‘sea

szfi
OUU

Cifl

Aflfi

600

530

POTENCY RANGE

0.3% ~ 0.6%

0.5MG - 15.0MG

1 7MG - A HMG
46

0.52 “ 1.92

4.0HG — 20.0MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

LIME OIL
ORAL; SOLUTION; ELIXIR

LIMONENE, DL- .
TOPICAL; LOTION

LINEAR ALCOHOL ETHYLENE OXIDE ADDUCT
TOPICAL; LOTION

LUBRITAB
ORAL; TABLET

LYSINE
IM - IV) INJECTION
IM - IV; POWDER; FOR INJECTION SOLUTION

MAGNESIUM ALUMINUM SILICATE
ORAL) DROPS
ORAL; BRANULE
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL: SYRUP
ORAL} TABLET
ORAL; TABLET (IMMEO./COMP. RELEASE), UNCOATED,
RECTAL; SUSPENSION
TOPICAL: EMULSION. CREAM
TOPICAL: LOTION
TOPICAL: SHAMPOO
VAGINAL; OINTMENT

MAGNESIUM CARBONATE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL} TABLET
ORAL; TABLET, COATED '
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED

MAGNESIUM CHLORIDE
INTRAMUSCULAR; INJECTION
INTRAOCULAR3 SOLUTION
INTRAPERITONEAL} SOLUTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION

MAGNESIUM HYDROXIDE
ORAL) TABLET
ORAL} TABLET (IMMED./COMP. RELEASE). UNCOATED,

MAGNESIUM NITRATE
TOPICAL} EMULSION, CREAM
TOPICAL; LOTION

MAGNESIUM OXIDE
ORAL: CAPSULE
ORAL; TABLET
ORAL) TABLET. FILM COATED
ORAL; TABLET, SUSTAINEO ACTION

CA5 A

008008262

000138863

000056871

001327431

000546930

007791186

001309428

010377603

001309484

PAGE 77

NBA LAST
COUNT NBA

1

1

1

2

I
1

1
3
1

26

H

HFHHNHw<NhlNhfluwwnmnmyumgnumfingw

APPROVAL
DATE

12/22/82

I?/TR/RD

H5/50/QQ

11/05/10
07/05/88
11/17/86

uu/24/an
08/27/90

02/21/95
09/30/59

n6/7R/QC

09/22/95

10/09/91

04/25/88
02/09/94

DIV

600

Anfl

fiflfl

UNK
520
600

UNK
UNK

600
120

£00

UNK

530

 
POTENCY RANGE

3.45MG - l0.0MG

0.152 - 2.02

8.0MG

.DA

.52Q)-

5.37MG — 2S0.0MG

12.44MB * 4S0.0MG

10.0MG
SAQMG ~ 20.0MG
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INGREDIENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ROUTE/DOSAGE FORM

MAGNESIUM
ORAL}
ORAL;
ORAL}

MAGNESIUM

SILICATE
CAPSULE
TABLET
TABLET, FILM COATED
STEARATE

BUCCAL£ TABLET
BUCCAL/SUBLINGUAL3 TABLET
ORAL:
ORAL:
ORAL;
ORAL:
ORAL:
ORAL:
ORAL:
ORAL;
ORAL:
ORAL;
ORAL;
ORAL:
ORAL:
ORAL:
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;

CAPSULE
CAPSULE. COATED PELLET5
CAPSULE, ENTERIC COATED PELLETS
CAPSULE, HARD GELATIN
CAPSULE. SUSTAINED ACTION
CONCENTRATE
DROPS

POHDER. EOR RECONSTITUTION ,
TABLET
TABLET (IHHED./COMP. RELEASE). UNCOATED,
TABLET. COATED
TABLET. CONTROLLED RELEASE
TABLET. DELAYED ACTION, ENTERIC COATED
TABLET. DISPERSIBLE
TABLET. ENTERIC COATED PARTICLES
TABLET. FILM COATED
TABLET. REPEAT ACTION
TABLET. SUSTAINED ACTION
TABLET. UNCOATED. TROCHE

ORAL-213 TABLET
ORAL-28; TABLET
SUBLINGUAL1 TABLET
TOPICAL} EMULSION. CREAM
VAGIHAL} TABLET

_HAGNE$IUH?
ORAL;
ORAL:
ORAL:
0RAL:,

MAGNESIUM.
ORAL;

MAGNESIUM
ORAL;
ORAL;
HRAL1
ORAL;

MALEIC ACI

SULFATE
TABLET
TABLET. COATED ‘
TABLET. DELAYED ACTION. ENTERIC COATED
TABLET. FILM COATED
SULFATE. ANHYDROUS
CAPSULE -
TRISILICATE
TABLET . '
TABLET (IMMED./COMP. RELEASE), UNCOATED;
TABLET. COATED
TABLET, SUSTAINED ACTION
D

INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
IV(INFUSION): INJECTION
ORAL; CAPSULE

H‘

CAS 0

001343880

000557040

010034998

007487889

001343904

000110167

PAGE 78

‘L #3

NDA LAST
COUNT NBA

.23

F“O\ HhHHa\$hM~ah~wwruw
I m

wmrww ~N»nr-5-am

>4!-4')-ND-‘D--JV--‘P-JI-J)-‘D-‘F-*\ILHLDJ

APPROVAL
DATE

12/29/95

U1/it/59
12/06/95
09/11/95

12/29/éé
09/11/95{TL /7'!/OI:

11/30/95
na/an/an

12/27/95
03/31/81
04/28/95

Ac/lb/93
11/17/95
07/29/88
10/29/93
12/26/91

05/15/86

DIV

600

120
530
110

600
600(fin

600
Ann

150
UNK
600

ova
510
110
UNK
520

600

 
POTENCY RANGE

C3»-4

$)--'

0J’-\OOC5CSCDCD

.003GM

.05MG - 7.0MG

.25MG — 100.0MG

.SMG - 50.0HG

.18MG ~ 40.0HG

.8MG - 12.0HG

.48HG - 10.9MG

.7MG - 1.2HG

.3MG — 70.0MG

.z5mu ~ 1.0MG

.05MG ~ 75.0MG

.0BMG - 1.5HG

.0MG ~ 17.0MG

.5MG - 2.9MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS I NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RANGE

MALEIC ACID 000110167
ORAL; SYRUP
ORAL; TABLET

NALIC ACID 006915157
ORAL: SOLUTION

’ HALIC ACID, OL-
ORALt SOLUTION
ORAL; TABLET

MALTODEXTRIH ,
ORAL; GRANULE. FOR RECONSTITUTION
ORAL; TABLET

HALTOL 000118718
ORAL: CONCEHTRATE
ORAL: SOLUTION

06/28/78 510 2.0MG

04/27/88 510

11/05/92 600

10/31/93 600 ORAL; SYRUP A

HALTOLDEXTRIN ooaososes .,ORAL; GRANULE, FOR RECONSTITUTION
MALTOSE 800069794

ORAL: SOLUTION
MANNITOL OOOOe9s58

IH - IV; INJECTION ‘ 04/22/70 510
* IH - Iv; POWDER. FOR INJECTION SOLUTION

IH - sc; Pnwnsa, FOR INJECTION sOLuTION
IHTRANUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; INJECTION

' INTRAVENOUS; PONOER, FOR INJECTION SOLUTION
IV(INFUSION)z INJECTION

_1V(INFHSION); POHDER, FOR INJECTION SOLUTION
OPHTHALHICT POWDER, FOR RECDNSTITUTION
OPHTHALMIC; sOLuTION
OPHTHALHIcz:susPENsION
ORAL: CAPSULE
ORAL: CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE. SUSTAINED ACTION
OAL1.3yflNULE. EFFERVESCENT
aunt; POHOER. FDR RECONSTITUTIUN Ah: 1
ORAL: IAILEI » 7*TT 3
ORAL: TABLET (IMMED./COMP. RELEASE), ONCOATEO,
ORAL; TAILET. COATED
ORAL; TAILET. SUSTAINED ACTION
5 BCUTANEOUS; INJECTION
S BCUTANEOUS; POWDER, FOR INJECTION SOLUTION
SUBLINGUAL; TABLET

O1/21/94 519
10/17/85 510
12/24/91 510 10.02
11/29/95 600 100.0MG
02/16/89 600 2.Oz — IO.Oz
09/20/95 180 37.0MG — IsOo.ONG
O9/22/93 UNK
11/O4/93 UNK 4.05% — 4.5x
12/30/94 UNK 4.52
03/30/89 600 65.6MG — 2a3.1NG

D-1)»-4lr—l m:w~bnMoDuu»HhubNIHN~UHuNhM»w>wureMvubwdb»awk;wyuw
Os/Os/O4 520 4.02 — 4.1882
12/05/94 120 S.0MG - 302.8MG
09/ll/95 sou 75.0MG - 6G0.0HG

I 02/11/82 120 25.8MG - 177.7HG
, 1!/18/94 UNK 11O,ONs ~ 392.2MG

U5/Z3/‘ID 910

02/26/88 sou 10.flMG ~ 143.447SMG

' PAGE 79 .
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< znacrrvs INGREDIENTS FOR CURRENTLY MARKETED anus PRODUCTS

INGREDIENT cns : NDA LAST APPROVAL
ROUTE/DOSAGE FORM 1 COUNT NBA DATE DIV PDTENCY RANGE

MANNOSE, n- ouas3c2s7
ORAL; TABLET

HEEROFENIN 078266065
INTRAVENOUS; INJECTION

MEDICAL ANTIFOA EMULSION C
ORAL: SUSPENSION
ORAL: TABLET

MEDICAL ANTIFORM A-F EMULSION
. TOPICAL; EMULSION. CREAM

MEDRONATE DISODIUM 025681894
INTRAVENOUS: INJECTION
INTRAVENOUS) POWDER. FOR INJECTION SOLUTION

MEDRONIC ACID oa19aa152
INTRAVENOUS: INJECTION
INTRAVENOUS; POWDER. FOR znaecrzou SOLUTION

HEGLUHINE nnszaaana A
IHTRA-ARTERIAL; INJECTION 4
INTRA-ARTICULAR; znaecrxon
INTRACARDIAC: tnaecrzou
INTRADISCAL: INJECTION
INTRAUTERIHE; INJECTION
INTRAUTERINE; SOLUTION
INTRAVENOUS; INJECTION
1vc1uruszoM>; znascrzou
FERIARTICULAR; INJECTION
URETERAL; SOLUTION

nsnrnot ooooa97e1
La£n1AL:_saLu11oN
1NHALA119N; AEROSOL. METERED

' paAL; AEROSOL
A APSHLE{cast '7TanALT GEHTRATE

03/18/87 600 0,082

 
82/17/81 160

 
n7/as/A: 153

07/26/85 160

06/02/88 160 0.039%

12/28/B4 UNK H.022

 
 
 

 
gg2tg/ gggggéurua RECONSTITUTIONA V, ¢ei *2 12/22/94 600

Donna zsusreuszon T_. V’ .
ORAL; svaue; /NH} 1 g§5§?§§§ 523 3'?9§‘
aunt; TABLET ~
Tfi?ICALz LOTION uq/29/82 sun 3.050012HETAPHOSEHORIC ACID 013478983
IVIIHFUSIOHI} INJECTION ,

METHACRYLIC ACID COPDLYMER ‘
ORAL: CAPSULE, ENTERIC COATED PELLETS
ORAL: CAPSULE. SUSTAINED ACTION
ORAL} GRANULE. EHTERIC COATED
ORAL; TABLET. DELAYED ACTION, ENTERIC COATED

05/10/95 180

""*“"“‘N""'W**""'WN"*‘H‘-‘NM!-'""“V“"-5|-‘F-'h4|\)!--‘OIP-‘U4>-->--v---p-nosp-4pa
06/19/95 520 19.5MG ~ 4a.s5Ms

PAGE so
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gu

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

INGREDIENT CA5 R MBA LAST APPROVAL
ROUTE/DOSAGE FORM 7 couur NBA DATE DIV POTENCY RANGE

nETn?gEsuL5on§§J2E%¥0" 000075752' 3

METHIONINE 000863683
ORAL; TABLET

HETHYL ACRYLATE — METHYL METHACRYLATE
DRAL; TABLET, susTA1nEn ACTION

METH¥L aoaouzc ACIDNTRAVENDUS; INJECTIOR
METHYL GLUCETH-120 nzuLEATE

TOPICAL; SHAMPOO
HETHYL HYDROXYETHYL cELLuLosE

ORAL; TABLET

METH¥LAhggE£;EL FILM CONTROLLED RELEASER ) ,

METH¥gP§ék£CYé£IE , 9001193583.
METHYL STEARATE 000112613 *

. TOPICAL; EMULSION. CREAM
VABINALT EMULSION. CREAM

METHYLATED SPIRITS
ORAL; CAPSULE
ORAL; TABLET, COATED

METHYLCELLULOSE 009004675

06/02/87 600 12.0MG ~ 24.0MGDJ)-lP-It-3F‘P-‘7\)b--5H-4)9|---¢I-J
INTRAMUSCULAR; INJECTION 2 n7/n7/83 son o.o3z
3§3¥fl§f3§E’ §3f3$§6nF°R RE°°"STIT°TI°" 1I 3 - p _ A

ORAL: cAPsuLE 4 ?3§5Z§£§ 233 3233315 5 3433
ORAL; POWDER, FOR RECONSTITUTION 4 94/13/91 509 g_ggz _ 0:1X
332:: ;g§{E¥sIoN 3 12/16/93 180‘ 3 In/30/97 ..

gggtj gfigtg; Céggggé/COMP. RELEASE), UNCOATEDI 1 600 0 756MB 55 OHS
I 7 1 . -

ORAL; TABLET: FILM coATEn 15 3s§§3§§3 Z33 3.§§S”- zioéfigs
ORAL: TABLET. SUSTAINED ACTION 2 03/21/92 uux 3.0MG ’
ORAL-281 TABLET 2 11/17/95 510 12 OMG - 15 one
SUBLINSUAL; TABLET 2 n7/n7/an gnu '
IU?ICAL3 EMULSION 1

52352:: ';’ E
METHYLCELLULDSE 400

OPHTHALMIC; SULUTION 2 H 1
HETHYLCHLURUISOTHIAZULINONE 026172554 ’

TOPICAL} EMULSION, CREAM 1
TOPICAL; LOTION 1

* , PAGE 81
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1
ROUTE/DOSAGE FORM

METHYLENE BLUE
INTRAVENOUS; INJECTION

METHYLISOTHIAZOLINONE
TOPICAL} EMULSION; CREAM
TOPICAL; LOTION

METHYLPARABEN
' CAUDAL BLOCK; INJECTION

EPIDURAL; INJECTION
IN - IV - SC; INJECTION
IH - IV; INJECTION
IN - SC: INJECTION
INHALATION: SOLUTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL} INJECTION
INTRAOERHAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR: INJECTION
INTRASYNOVIAL; INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IRRIGATION; SOLUTION
IV - SC; INJECTION
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
NASAL; SOLUTION
NERVE BLOCK) INJECTION
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION

v OPHTHALMIC: SUSPENSION
ORAL: CAPSULE
ORAL} CAPSULE (IMMED./COMP. RELEASE), SOFT GEL
ORAL! CAPSULE; COATED: SOFT GELATIN
ORAL! CAPSULE; HARD GELATIN 4
ORAL! CAPSULE. SOFT GELATIN
ORAL! CAPSULE, SUSTAINED ACTION
ORAL) CONCENTRATE
ORAL} GRANULE
ORAL} POWDER. FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION. ELIXIR
ORAL; susrsnsxon
ORAL: susrsnsxou. SUSTAINED ACTION
ORAL; svnur.
ORAL; TABLET
ORAL; TABLET. conrsn
ORAL; TABLET. FILM conrsn
ORAL; TABLET. SUSTAINED ACTION .

000061734

002682204

000099763

PAGE 82

11‘

NDA LAST
COUNT NBA

APPROVAL
DATE

03/03/87
04/11/89
11/27/91
06/10/87
06/30/81
06/19/80

1

I
I

4 03/03/87
9
6
7

06/19/80
02/25/93

2 03/01/77
3 12/20/91
1
1
2 12/05/85
6 03/25/94
1

2 , us/15//u
2 06/21/88
8 08/31/95
9 10/18/88
2 12/28/82
9 12/20/95

01/29/932
1
1

4 11/22/95
8 04/25/95
5 09/28/93
2 05/20/88
5 12/31/91
6 ' 11/17/95
4 10/27/92
7 ‘ na/1:/on
I
9
6
4
3
3

OI/1//95
03/30/94
02/25/92
12/28/87
05/22/87

DIV

600
600
600
600
510
600
600

600
600
UNK
UNK

CJIU
600
600
600
600
520
600

150
UNK
600
600
520
530
600
1nn

600
600
600
520
UNK

 
POTENCY RANGE

DOEDOCDDCDDCDC3C306335909DCSIDGCDCDCJOCDCJCD
|nnoPharma Exhibit 1080.008?

.I2

.12

.152 * 0.22

.0652 - 0.22

.12 - 0.152

.O2499342 - 0.072

.152

.152

.092 - 0.182

.152

.052 - 0.182

.152 - 0.182

.0052 - 0.182

.0332

.052 ~ 0.1012

.052

.0152 - 0.052

.052

.128MG - 1.0MG

.22MG - 0.323MG

.0052 - 0.22

.022 - 0.12

.0152 — 0.42

.052 - 0.12
052 - 0.22

.052 - 0.182

.005MG - 0.186MG

.0IUGM

.06MG - 0.23MB

.17HG



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

msszsnxem cas 4: mm LAST APPROVAL
nouns/nasnee ram 0 _ cnum mm mm: on: POTENCY muse

HETHYLPARABEN 000099703 ’
ORAL-213 TABLET 1
ORAL-281 TABLET 1
OTIC; SUSPENSION 1
PERIDURAL5 INJECTION 1
RECTAL; EMULSION, AEROSOL FOAM 1
RECTAL) ENEHA 2
RECTAL1 SOLUTION 1
RECTAL1 SUSPENSION 2 11/11/55 fiuu

\\ SOFT TISSUE; INJECTION > 3 05/19/53 593
2
S
2
2
5
2

 
05/27/94 669 0.182

 
0.152

SUBCUTANEOUS; INJECTION 12/19/91 0 0. z — '
TOPICAL; EMULSION. AEROSOL FOAM I 12/19/79 53% o,§35z 3'15‘
TOPICAL: EMULSION, CREAM 5 10/31/94 600 0.013-/. — 0 3x
TOPICAL; GEL 11/22/as unx 0.002 — 0.32
TOPICAL: GEL. JELLY . 04/29/93 500 0 0072
TOPICAL: Lunar: ,, 1 12/07/92 mm 0.037. - 0.3x
TOPICAL; OINTMENT 1 no/In/on Ann n Q22 - 9 47
TOPICAL; SHAMPOO 1 ' '
TOPICAL: SOLUTION 4 04/03/55 500 0,12
TOPICAL; SUSPENSION, SHAMPOO 1

3§§IS§fi“e.fi3t§’I%.2“ cam 1
1 . 12 12/21/95 520 0. z - . 2vAe1nAL; GEL ‘ 1 1 0 18/

VABINAL; SUPPOSITORY 1
HETHYLPARABEN sonzun 005025520

ORAL; POWDER, FOR RECONSTITUTION 1
ORAL; SUSPENSION 2 11/17/35 600
REcTALz SUSPENSION 1

HICROCRYSTALLINE MAX ~ 008063089
TOPICAL; GEL 1 . _,
TOPICAL}-,DINTMENT 2 12/14/90 unx 25,07,

HINE§£hTgEt“PAs+E _ 008012951
1 , »« 2 10/01/06 000 45.7952 - . 2

0PHTHALHICx OINTMENT V 37 10/30/95 500 3.0x — 59.2; fl/
ggglnaggggélgusreuslon . * 2 05/11/33 600

~: 7 81/06/75 50 . ~
cant: CAPSULE. SUSTAINED ACTION 1 D 3 ZQMG 5'flMG
SE2? $2252:  1

s I I 13 D9/26/89 20 0.00 —
onus TABLET, comm I 1 1 1 02"” 35”“
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED ' 1 .
ORAL; TABLET, SUSTAINED ACTION 1
011a: OINTHENT 1
OTIC; SUSPENSION 1

$22020 I 1
, 3 0 , CR 54 06/13/ 30 . 1 — 2

TOPICAL: LOTION , 9 12/30/33 UN2 T,g§ — ggfgg?AGE 03 ‘
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IH

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTSINGREDIENT
ROUTE/DOSAGE FORM

MINERAL OIL
TOPICAL) OIL
TOPICAL) OINTMENT
TOPICAL: PASTE

TOPICAL) SUPPOSITORY .
TRANSDERMAL} FILM; CONTROLLED RELEASE
VABINAL1 EMULSION. CREAM
VAGINAL: SUPPOSITORY

MINERAL OIL; LIGHT
OPHTHALMIC; OINTMENT
ORAL) CAPSULE, COATED. SOFT GELATINORAL! PASTILLE
ORAL) TABLET
ORAL! TABLET; COATED
ORAL) TAILET. FILM COATED
ORAL: TABLET; SUSTAINED ACTION
RECTAL; SUSPENSION
TOPICAL) EMULSION, CREAM
TOPICAL: LOTION
TOPICAL; OINTMENT

TRANSDERMAL: FILM, CONTROLLED RELEASE
MONOGLYCERIDE CITRATE

TOPICAL) EMULSION. CREAM
MONOOLYCERIDES

TOPICAL) LOTION
A HULTISTEROL EXTRACT

TOPICAL; EMULSION. CREAM
MYRISTIC ACID

ORAL) CAPSULE; SUSTAINED ACTION
MYRISTYL ALCOHOL

ORAL! TABLET; SUSTAINED ACTION
TOPICAL} EMULSION, CREAM
TOPICAL} LOTION

MYRISTYL LACTATE ' '
TOPICAL;.LOTION ‘

MYRISTYL73AHHA‘PICOLINIUM CHLORIDE
INTRA-ARTICULAR; xuascrxon
INTRALESIDNAL1 znazcrxon
1utnAMscuLAaa INJECTION
INTRASYNOVIAL: INJECTION
SOFT TISSUE; znqzcrxan

11‘

CAS I

008012951

000544638

000112721

002748881

PAGE 84

 

NDA LAST
COUNT NDA

1
44

1
2
3
8
1

1
1
1
9
2
2
1
1
8
5
51
2

1

1

2

2

S
2
1

1

3
3
4
1
3

APPROVAL
DATE

O3/7!/OK

04/26/95
10/28/94
12/21/95

édkéékié
02/11/32
03/10/32

09/28/92
01/24/92
03/23/95
09/10/86

04/10/79

01/28/92

01/04/95‘
11/20/92

as/25/79
03/26/79
as/25/79

Ubltbl I‘!

DIV

AH!)

520
510
520

3&6
120
520

600
600
600
510

600

600

600
UNK

no
600
600

DUI]

 

POTENCY RANGE

0.12 - 95.02

2.31MG - 12.4HG
2.02 - 7.02

0.£25MG ~ 7.5MG
0.00015ML
1.D7HG - 2.494MG

3.02 - 20.02
7.02 - 16.0%
4.4% - 23.02
19.DMG - 57.DMG

.0192

.0192

.n1a2 - n 1491
D60
UeU1?Z,,
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INGREDIENT
‘ROUTE/DOSAGE FORM

INTRAVENOUS;

TOPICAL; POWDER;

INACTIVE INGREDIENTS

HOXYPOEYETNYLENE'GLYCOL”2000)*1.2‘DISTEAROYL"""
SUSPENSION, INJECTION

N-DECYL-METHYL SULFOXIDE
FOR RECONSTITUTION

N-2-HYDROXYETHYLPIPERRZINE N’-2'-ETHANESULPHONIC ACIDINTRAVENOUS} INJECTION
N-3-CHLOROALLYL-HETHENAMINE CHLORIDE

TOPICAL) EMULSION. CREAM

ORAL: TABLET
TOPICAL; EMULSION. CREAM

N.N-DIHETHYL LAURAHINE OXIDE
TOPICAL; SOLUTION

N.N-DIHETNYLACETAMIDE

IH - IV} POHDER, FOR InJECTION SOLUTIONIV(INFUSION)1 INJECTIO
IV(INFUSION)1 POWDER; FOR INJECTIONNEUTRAL OIL
ORAL: AEROSOL

nxoxxne

zurnnvsuous; znascrronNIPASTAT
ORAL: TABLET

NITR1C.ACID

INHALATION) AEROSOL. METERED
1v(1urus1ou); INJECTION
TOPICAL; EMULSION, cnean
VABINAL; EMULSION, CREAM

NON-PAREIL seen
ORAL: CAPSULE

ORAL: CAPSULE, conrsn PELLETS
on L: CAPSULE. susrnxusn ACTION”on L; TABLET

DRAL; TABLET. susrnznsn ACTIONNONDXYNOL
OPHTHALMIC: SOLUTION

uonoxvnot-152 «,
TOPICAL; SOLUTION z

for1§AL: sroues ,nutmeg 0 L. EXPRESSED
ORAL: SOLUTION, ELIXIR

OATMEAL
TOPICAL; SHAMPOO

OCTADECENE-1/HALEIC ACID COPOLYMER
TOPICAL; LOTION

OCTOXYNDL
TOPICAL; SOLUTION

H’

 

SOLUTION

CAS 8

000093823

000127195

000492999

007697372

.O26027383

/ 026027303

008007123

009002931

PAGE 85

FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST

 c°vH* 9~vA
APPROVAL

7 7951500

07/24/86

05/23/84
10/26/94

00/11 /07

flfi/70/Qfl

06/Z5/86

 
DIV POTENCY RANGEVVWVW

600

600
600

530

III]

600

3.52

0.8562 - 1.67%

16.9a2MG — 299.9MG

«~.?1Mn — 823.SMG

/u.znu - 1S7.5HG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED ERUG PRODUCTS

‘INGREDIENT CAS 9 NBA LAST
ROUTE/DOSAGE FORH _ COURT mm SZQOVAL nrv POTENCY RANGE

OCTDXYNOL-I oo9oo2931
TOPICAL: spouse

OCTDXYHOL-40
OPHTHALMIC; sonuvzon

DCTOXYNDL-9 009002931
TOPICAL: SOLUTION
TOPICAL; sroues

OCTYLDODECANOL 005333425
,TOPICAL;‘EHULSION. CREAM
TOPICAL; LOTION
TOPICAL; SUPPDSITORY
VAGINAL; EuuLsIon. CREAM
VAGIHAL: surrnsxronv

OIL casnn sonn
ORAL; svaur .

olergnfigfgrzou AEROSOL newsman Duollzaol 0’I 1 '

NASAL: AEROSOL, HETERED §§f§3f§§ SE2 1°‘5‘

1

1

1
2 01/07/87 520

4
2
1
4
1

1

3
ORAL} TABLET; REFEAT ACTION 2 )3/31/81 UNK 1~854HGS

I

1
1

1

1

1
1

1

1

1
1

1

I

1

08/31/93 600 5.%5Z
in/77/R0 mm 2,013; - 3.31

12/04/95 600

ORAL; TABL£T. susrnznen ACTION 1
TRANSDERMAL; FILH. CONTROLLED RELEASE 1/14/94 ””K 2‘°”G

OLETH-10/0LETH=5 E
TOPICAL; EMULSION. cnsnn
TOPICAL: SOLUTION

oLsrHe2 V E
TOPICAL: OIL

OLEYL 0tEATE
TOPICAl3>0INTMENT

 
V0 ooaoo12so

 
OPAC

ORAL: TABLET. FILM COATED
ORAL3.TABLEI, SUSTAINED ACTION, COATED

DPACBDE Sf1f4157
ORA£17§APSULE

OPACODE*Sf1:§16D (BLUE)
ORALJETABLET

OPACODE S-1-4172 (BLUE)
ORAL; TABLET, FILH COATED

 

PAGE 36
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INACTTVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT 1 CAS s NBA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT NDA DATE 91v POTENCY RANGE

OPACODE s-1-4172M (BLUE)
ORAL; TABLET, FILM COATED

OPACDDE s—1-7020
ORAL; CAPSULE

oracone s-1-7073
ORAL; CAPSULE

opncane 5-1-7035 (WHITE)
ORAL; CAPSULE

DPACODE s-1-7534 zsanv)
ORAL; TABLET

OPACDDE s-1-aoonv (BLACK)
ORAL; CAPSULE

DPACODE 5-1-3025 (BLACK)
ORAL: CAPSULE
ORAL; CAPSULE, conrsn, SOFT GELATIN.
ORAL: TABLET 7

OPACSDE s-1-aoa1 (BLACK) ’RAL; TABLET

0PACgg§LS-é;gg3EE(BLACK)z 04/29/e
ORAL: TABLET as/19/9; ggg o.4Me — G.6MG

1

1

1

2 08/18/95 son

1

1

1
1
1

2

4

ORAL: TABLET: COATED E 12/23/94 son 0,4MG — 2.4MG
3

1

1

2
1
1

1

4
1

1

3

1

09/19/86 600 
ORAL} TABLET. FILH COATED

GPACODE S-1-8092 (BLACK)
ORAL} CAPSULE '

OPACODE 5'1-8093 (BLACK)
ORAL: TABLET

'OPACODE S*1-8095
A ORAL) TABLET. FILM COATED

OPACODE S-1-8100-HV (BLACK)
ORAL: CAPSULE
ORAL: TABLET

' ORAL; TABLET, SUSTAINED ACTION
DPACOBE S-1-8195 (BLACK)
. ORAL; TABLET

OPACDDE S-1-B106 (BLACK)
ORAL: TABLET
ORAL; TABLET, SUSTAINED ACTION

OPACODE S-1*8114 (BLACK)
ORAL: CAPSULE

OPACODE S-1-8115 (BLACK)
ORAL; CAPSULE

OPACODE 5-1~9009 (BROWN)
ORAL; TABLET, COATED

flé/22/88 600

07/03/95 600

05/31/94 530

09/09/93 120

‘ PAGE 87
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INGREDIENT

ROUTE/DOSAGE FORH
OPADRY

ORAL} TABLET
DPADRY (BROWN)

ORAL: TABLET
OPADRY (CLEAR)

ORAL; TABLET
DPADRY (WHITE)

ORAL; TABLET
ORAL} TABLET. FILM COATED

.D?ADRY II Y-19-7483 (CLEAR)
ORAL; TABLET

OPADRY II Y-22-7719 (WHITE)
ORAL; TABLET
ORAL} TABLET; FILH COATED

OPADRY OY-S-28924 (WHITE)
ORAL; TABLET, FILM COATED

OPADRY Y-S-17191 (BROWN)

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #

ORAL} TABLET; DELAYED ACTION, ENTERIC COATED
OPADRY Y-I-1518 (PINK)

ORAL; TABLET
OPADRY Y-1-2102 (YELLOW)

ORAL; TABLET. COATED
OPADRY Y-1-2132 (YELLOW)

ORAL) TABLET
OPADRV-Y-I-2605 (BEIGE)

ORAL) TABLET
OPADRY Y-1-3211 (GREEN)

ORAL: TABLET
ORAL} TABLET. SUSTAINED ACTION

OPADRY Y-1-4205 (BLUE)
ORAL: TABLET» FILM COATED

OPADRY'Y-1-fi234’(BLUE)
ORAL; TABLET

OPADRY Y-1-7090 (WHITE)
ORAL} TABLET

OPADRY Y-1-70003 (WHITE)
ORAL} TABLET

OPADRY Y-1*7006 (BLUE)
ORAL3‘TABLET

OPADRY Y-22-14525 (PINK)
ORAL: TABLET

OPADRY Y-5-1264 (PINK)
ORAL) TABLET

OPADRY Y-5-12584 (YELLOW)
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

PAGE 88

NBA LAST
COUNT NDA

"“‘V‘P-'F"NWF“N?“(ND-AF-'
HwMmwwwwaww

APPROVAL
DATE

10/15/86

03/20/95

11/30/95
D2/16/9S—

02/O1/E8

DIV

600

600

600
600

600

 
POTENCY RANGE

17.flMG - ZS.SHG

zmms -1S.flHG

£.S7HG ~ 9.flHG
19.SMG - 27.7MG
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ill

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 #ROUTE/DOSAGE FORM

ornnnv v-s-14s3oA (PINK) «
ORAL} TABLET; DELAYED ACTION, ENTERIC COATED

opnnnv v-5-1727 (nan:
ORAL; rnansr

apnnnv v-5-zozs (YELLOW)
ORAL; TABLET

ornnnv v-5-2042 (YELLOW)
ORAL: TABLET

opnnav v-5-2312 (YELLOW)
ORAL; TABLET

DPADRY Y-5-2360 (ORANGE)
ORAL; TABLET

OPADRY v-5-2450 (causes)
ORAL: TABLET
ORAL; TABLET, FILM COATED

ornnnv V-5-2451 (ORANGE)
ORAL; TABLET

arnnnv Y-5-26¢6 (BEIGE)
ORAL; TABLET

ornnav v-5-3140 zsassu;

ORAL: TABLET T
opannv v-5-3295 (GREEN)

ORAL: TABLET V
OPADRY Y-5-4129 (BLUE)

ORAL: TABLET
OPADRY v-5-4270 (BLUE)

ORAL: TABLET
opnnnv v-5-4237 (BLUE)

ORAL: TABLET
opnnsv v-5-7o5a (WHITE)

ORAL: TAILET
I ORAL: TABLET. COATED

OPADRY v-5-7053 (HHITE)
ORAL; TABLET
ORAL: TABLET, conren
ORAL} TABLET; CONTROLLED RELEASE

ornnnv Y-5-7072 (WHITE)
onAt;«TAaL£T

OPADRY v—s—7411 (PURPLE)
ORAL; TABLET

opnnnv v-5-aoso (BLACK)
-ORAL; runner

OPADRY Y-5-9006 (BROWN)
ORAL; TABLET

’ PAGE 89

RDA LAST
COUNT NBA

1

1

3

3

1

I

2

3
3

1

1

1

1

2

I

1

1
4

9
6
1

3

1

3

2

APPROVAL
DATE

10/16/87

02/15/89

12/21/87

07/14/87
08/30/83

11/27/87

10/03/77

11/30/95
06/20/88

03/28/88

10/16/87

12/22/88

DIV

600

600

600

600
600

600

600

600
600

600

600

600

 

POTENCY RANGE

7.0MG

7.0MG - 14.0MG

14.07MG - 20.895MG
3.0MG ~ 7.875MG

.4MG

7‘OHG

2.0MG - 3.0MG

i.5MG - 22.4HG
1,9MG - 21.0HG

504.0GM

7.0MG

8.0MG
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INGREDIENT
ROUTE/DOSAGE FORM

OPADRY Y5-1-11051 (GREEN)
ORAL) YASLET
ORAL; TADLET; COATED

'OPADRY Y5-1-1107 (GREEN)
ORAL} TABLET. FILM COATED

OPADRY VS-1-1252 (PIHK)
OR L} TABLET; FILH COATED

DPADRY YS*1*l2525~A (YELLOW)
ORAL; TABLET, COHTROLLED RELEASE

VOPADRY VS-I-12529 (YELLOW). ORAL; TABLET. FILM conrsn
nrnnav vs-1-1233 (PINK)

ORAL: TABLET
oranav vs-1-1293 (PINK)

ORAL: TABLET
OPADRY vs-1-14419

ORAL; TABLET. FILH conrsn
ornnav vs-1-1451aA (PINK)

aaaz; TABLEI, CONTROLLED RELEASE
orhnav vs-1-1510 <P1nx)

ORAL: TAILET
DPADRY vs-1-1523 rrrnxs

ORAL: TABLET
BPABRY VS-1-1726 (RED)

. ORAL; TABLET .
aranav vs-1-1:034 (HHITE)

ORAL: TADLET. FILM coATEn
arAnxvLvs-1-1345 (nan:

E10831: TAILS!
craggy v 1~1a47 (RED)

  <»ei~zsA-* 12
)a2AL;¢Ian;£r. FILM COATED

arAna¥,vs+r+21z2 (YELLOW)
DRALJIIABLET

OPADRY ?$'lf2134 (YELLOW)
DEAL; IAILEY

0PADRY'YS9IéZ136 (YELLOW)
ORAL: TASLET

OPADRY VS-1-2167 (YELLOW)
ORAL; TABLET, SUSTAINED ACTION

IHACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3

 

PAGE 90

RDA LAST
COUNT NBA

1
1

1

2

1

1

1

1

1

1

3

1

2

1

1

1

1

1

1

2

1

1

1

1

APPROVAL
DATE

03/26/93

05/15/90

11/23/87

09/24/86

DIV

110

600

600

600

 

PDTENCY RANGE

3.5MG - 4.5HG

4.2HG

9.221HG - 18.566HG
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in

INGREDIENT
ROUTE/DOSAGE FORM

OPADRY Y5-I-2186 (YELLOW)
ORAL; TABLET

OPADRY YS-1-2465
ORAL; TABLET

OPAORY YS-1-2522 (ORANGE)
ORAL; TABLET

OPADRY VS-1-2526 (ORANGE)
ORAL; TABLET

OPADRY Y5-1-2527 (ORANGE)
ORAL: TABLET
ORAL; TABLET; NUSTAINED ACTION

OPADRY YS-1-2534
ORAL) TABLET
ORAL; TABLET, FILH COATED

OPADRY YS-1-2546 (ORANGE)
ORAL; TABLET
ORAL: TABLET; FILM COATED

OPADRY YS-1-2558 (ORANGE)
ORAL} TABLET
ORAL} TABLET, FILM COATED

OPADRY YS-1-2563 (ORANGE)
ORAL} TABEET

OPADRY YS-1-2606 (BEIGE)
ORAL; TABLET
ORAL; TABLET. FILM COATED

OPADRY YS-1-2612 (BEIGE)
ORAL) TABLET. SUSTAINED ACTION

OPADRY YS-1-2635 (TAN)
ORAL} TABLET. SUSTAINED ACTION

OPADRY Y5-1-2669 (RUST)
ORAL: TABLET

OPADRY YS-1-5105 (GREEN)
ORAL} TABLET

OPADRY YS-I-3130 (GREEN)
ORAL! TABLET
ORAL} TABLET. COATED

OPADRY Y5-I-3146 (GREEN)
ORAL} TABLET

OPADRY YS-I-3166 (GREEN)
ORAL: TABLET

OPADRY YS-1-4018 (BLUE)
ORAL) TABLET

OPADRY YS-I-4112 (BLUE)
ORAL: TABLET

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

1' f

CAS 8

PAGE 91

NBA LAST
COUNT NBA

1

3

1

I

01
I

I
1

1
1

3
1

1

2
1

1

1

I

2

2
1

1

1

1

1

APPROVAL
DATE

10/07/88

11/12/36

05/31/95

11/27/39

04/30/84

03/21/86

05/17/94

DIV

600

600

560

110

600

600

600

 

POTENCY RANGE

§fSMé‘— 14.oMs

1o.nMs — 15.0MG

7.5MG

15.0MG

fl.4HG - 36.0HG
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%H

I NGREDIENT
ROUTE/DOSAGE FORM

OPADRY Y5-I-4215
ORAL; TABLET

OPADRY YS-1-4216
ORAL; TABLET

OPADRY VS-1-4221 (BLUE)
ORAL; TABLET

OPADRY YS-1-4229 (BLUE)
ORAL; TABLET

OPADRY YS-1-4236 (BLUE)
ORAL} TABLET
ORAL} TABLET; FILM COATED

OPADRY YS-1-4245 (BLUE)
ORAL; TABLET

OPADRY YS-1-4298 (BLUE)
ORAL} TABLET; FILM COATED

OPADRY YS-1-4710
ORAL; TABLET

OPADRY YS-1-6275 (ORANGE)
ORAL} TABLET

OPADRY YS-1-6312 (YELLOW)
ORAL; TABLET, FILM COATED

OPADRY Y5-1-6357 (YELLOW)
ORAL) TABLET

OPADRY YS-1-7002 (WHITE)
ORAL; TABLET. FILM COATED

OPADRY YS-1-7003 (WHITE)
ORAL} TABLET
ORAL) TABLET. FILM COATED
ORAL} TASLET. SUSTAINED ACTION

oriumv vs-1-nos (CLEAR)
ORAL; TABLET
ovum TABLET. cameo
ORAL: TABLET. DELAYED ACTION; ENTERIC COATED
ORAL} TABLET; FILM COATED

OPADRY YS-1-7027 (WHITE)
ORAL; TABLET, SUSTAINED ACTION, COATED

OPADRY VS-1?7444G (WHITE)
ORAL) TABLET; COATED

OPADRY YS-1-7507 (GREY)
ORAL: TABLET

-ORAL; TABLET. FILM COATED
OPADRY YS-1-7552 (GREY)

ORAL; TABLET
OPADRY YS-1-77066 (WHITE)

ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3

PAGE 92

NBA LAST
COUNT RDA

2

1

2

1

1
1

1

1

3

1

1

1

1

83

U1

7-‘

7
2

1
9
S
4

1

2

2
1

2

1

APPROVAL
DATE

01/11/94

12/10/86

05/19/86

09/29/95
09/14/95
11/18/94

11/30/95
06/23/95
11/30/95
09/29/95

05/17/94

11/23/87

03/09/87

DIV

UNK

600

600

600
110
UNK

600
600
600
600

600

600

600

 

FOTENCY RANGE

4.0MG

D.4HG - 27.9HG
3.0MG - 9.0MG
22.42MG

D.ODO5GM
O.2MG - 11.DMG

11.0MG - 22.0MG .

9.443MG - 19.0S7MG

7.3MG
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INGREDIENT
ROUTE/DOSAGE FORM

OPADRY YS-1-B325 (BEIGE)
ORAL; TABLET

OPADRY YS-1-83458 (BEIGE)
ORAL; TABLET. FILM COATED

OPADRY YS-1-8619 (ORANGE)
ORAL; TABLET, FILH COATED

opnnnv vs-1-39193 (CLEAR)
onna; TABLET

DPADRY vs-1-9012 (sauna)
ORAL; TABLET

OPADRY vs-2-7o13 (CLEAR)
ORAL; TABLET
ORAL: TABLET. COATED
ORAL; TABLET, FILM conrsn

opnnnv vs-2-7053 (HHITE)
ORAL: TABLET. susrnxuen ACTION

Lornnnv vs-3-7011 (CLEAR)
ORAL; TABLET

OPADRY vs—3-7031 zczsnau
ORAL; TABLET

nPAnRv vs-3-7413 (CLEAR)
ORAL; TABLET
ORAL; TABLET, fionrsn
ORAL; TABLET, FILM coArEn

opnnnv vs-5-1294 (PINK)
ORAL; TABLET

OPADRY vs-5-2170 (YELLOW)
ORAL: TAELET

OPADRY vs-5-2370 zonnussa
' ORAL: TABLET

ORAL: JA1LET. FILH COATED
ornnav vs—s-7a4z (CLEAR)

ORAL: TABLET
ornnnv vs-5-7osa

DRAL1 TABLET
OPAGLDS cnsna

oz L; TABLET, conren
DPAGLD es 2-0310

ORAL) TABLET
DPALUX AS 1537 (PINK)

ORAL: TABLET. COATED
OPALUX AS 1559 (PINK)

ORAL} TADLET; COATED
OPALUX AS ZOO6 (YELLOW)

ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NBA LAST APPROVAL
COUNT NDA DATE

1

1

1

1

4 12/08/87

1
1
2 O9/14/95

.y 1 OQ/26/94
2Q 05/15/90

5 O9/12/86

I
1
1

2 O3/Z5/94

2 02/16/88

? O9/16/83
1

4 09/29/87

1

1

A: 1 ,

4 11/19/82

1

' PAGE 93

DIV

600

110

510

600

600

600

600

600

600

600

 

PDTENCY RANGE

12.6MG

.lMG
O.6MG — 1.2MG

19.flMG - 24.0MG

0.5MG - 17.2MG

2.5MG ~ 8.flMG

5.775MG - 11.55MG

6.112HG

0.022MG - D.O7MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NBA LAST APPROVAL

 

ROUTE/DOSAGE FORM

OPALUX AS
ORAL:

OPALUX AS
ORAL;
ORAL;

OPALUX AS
ORAL:

OPALUX AS
ORAL;

OPALUX AS
ORAL;

OPALUX AS
ORAL;

DPALUX AS
ORAL;
ORAL)

OPALUX AS
ORAL)

DPALUX AS
ORAL;

OPALUX AS
ORAL;

OPALUX AS
ORAL:

OPALUX AS
ORAL;
ORAL;

OPALUX AS
ORAL;

OPALUX AS
ORAL!

OPALUX.AS
ORAL}

OPALUX AS;
ORAL;

OPALOX AS
ORAL:

OPALUX AS
ORAL;

OPALOX AS

3RAL3OPAL X AS
ORAL:

OPALUX AS
ORAL:

2167 (YELLOH)
TABLET, COATED
2236
TABLET
TABLET; COATED
2269 (YELLOH)
TABLET
2324 (ORANGE)
TABLET; COATED
2336 (ORANGE)
TABLET
Z413
TABLET. COATED
2498 (ORANGE)
TABLET
TABLET, COATED
2512
TABLET, SUSTAINED ACTION
2676 SALMON (JASPER RED)
TABLET
2754
TABLET. COATED
3348-C (GREEN)
TABLET, SUSTAINED ACTION
3391 (GREEN)
TABLET
TABLET. COATED
4208-A (BLUE)
TABLET. SUSTAINED ACTION
4270v(BLUE)
TABLET; COATED
5173 (GREEN)
TABLET
5203 (GREEN)
TABLET
5222 (GREEN)
TABLET; COATED
7009-B
TABLET. COATED
TOOO-P (WHITE)
TABLET; COATED
7535 (GRAY)
TABLET; COATED
8050-L (BLACK)
CAPSULE

PAGE 96

COUNT NBA

1

I
4

1

2

1

1

I
2

1

2

1

1

1
1

1

4

1

1

1

3

1

1

1

DATE

06/17/77

12/20/82

10/21/83

11/19/82

92/25/92

DIV POTENCY RANGE

600 12.0HG - 22.125MG

soc 0.B6MG - 3.oMG

sou 1.1MG ~ 1.4Ms

600 4.21MG - 12.632MG

son 0 36MG ~ 4.95MG
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HI

INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

menenxsm CAS 4: mm LAST APPROVAL
ROUTE/DOSAGE FORN counr mm DATE DIV POTENCY RANGE

“ DPALUX AS 9010 cnaown:
2 ORAL; TABLET, coAIEn
3; opnaue anus ans

ORAL; CAPSULE
apnea: BURRGANDY

ORAL; CAPSULE
OPAOUE ennv

ORAL; CAPSULE
OPAGUE enssu ,

cant; CAPSULE
ornous enzeu 1664

ORAL: CA?SULE
DPAQUE GREEN/FLESH

ORAL: CAPSULE
opnnus nnnaou 5 DAR

ORAL; CAPSULE V
x‘ DPAQUE onnuss 4

ORAL; CAPSULE V
arnaue PEACH

ORAL; CAPSULE
OPAGUE PINK ax

ORAL: CAPSULE
opaque PINK c439

1

1

1

2 10/26/90 600 37.5MG

3

1

1

2

1

1

1

ORAL; CAPSULE 1

1

1

6

1

1

I

1

2

Z
5
1

19/26/90 600 49.flMG

03/28/89 600

 
OPAQUE RED

ORAL} CAPSUtE ’
F OPAOUE SHEBISH ORANGE

ORAL} CAPSULE
OPAOU.HflITE'

»0RAL

opmnev Vuazxs/;
A BRALIJEAPSULE
'flPAQflE»HHIT£*538

,DRAL: CAPSULE
OPAQUE.YELLGHj

ORAL} CAPSULE
OPASEAL V 7,

ORAL: TABLET, SUSTAINED ACTION

DPASPRAY T ;
- ORAL; TABLET ' ’ 10RAt: TABLET. FILM COATED

ORAL; TABLET. SUSTAINED ACTION

12/29/95 600 39.DMG - 62.flMG

  

fl5/24/83 600

11/19/88 600 1.683HG - 6.Z7MG
05/09/88 600 0.45MB ~ lZ.UMG

* PAGE 95

H‘
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INGREDIENT
ROUTE/DOSAGE FORM

OPASPRAY CORAL
ORAL: TABLET; COATED

OPASPRAY GREEN
ORAL; TABLET
ORAL; TABLET. SUSTAINED ACTION

OPASSRAY K-1-1230 (PINK)RAL: TABLET
OPASPRAY K-1-1279

ORAL) TABLET
OPASPRAY K-1-1289 (PINK)

ORAL) TABLET
A DPASPRAY K-1-1413 (PINK)

ORAL} TABLET
OPASPHAY K-1-1414 (PINK)

ORAL} CAPSULE. SUSTAINED ACTION
ORAL: TABLET

'OPASPRAY K-I-1455 (PINK)
ORAL} TABLET

OPASPRAY K-1‘146O
ORAL} TABLET

OPASPRAY K-1-1563 (PINK)
ORAL: TABLET, FILM COATED

OPASPRAY K-1-1573 (LAVENDER)
. ORAL: TABLET
OPASPRAY K-1-1584

ORAL) TABLET. SUSTAINED ACTION
OPASPRAY K-1-Z013 (YELLOW)

ORAL} TABLET
OPASPRAY K-1-2088

=ORAL: TABLET
OPASPRAY K'If2216-A (YELLOW)
' ORAL} TABLET, SUSTAINED ACTION
OPASPRAY K*1'2228 (YELLOW)

ORAL; TABLET, SUSTAINED ACTION
OPASPRAY K‘IE224O (YELLOW)

ORAL;wTABLET
OPASPRAY K-1-2275 (YELLOW)

ORAL: TABLET
OPASPRAY K-1-2301 (PEACH)

ORAL} TABLET
OPASPRAY K-1-2304 (ORANGE)

ORAL: TABLET
OPASPRAY K‘1‘23l4 (ORANGE)

ORAL) TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

1]’

CAS A

PAGE 96

NBA LAST
COUNT NBA

1

1
1

1

3

I

1

1
I

1

2

1

1

1

2

2

1

2

1

1

S

1

1

APPROVAL
DATE

08/12/88

08/29/88

06/23/89

08/29/88

01/09/87

08/17/88

DIV

600

600

600

600

600

600

 
POTENCY RANGE

0.583 - l.14MG

2.7MG ~ 5.39MG

8.0HG

3.71MG - 4.69MG

3.0MG - 17.8MG

0.69MG ~ 4.7MG
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ill

INGREDIENT
ROUTE/DOSAGE FORM

OPASPRAV K-1-2327
ORAL: TABLET;

OPASPRAY K-1-2330
ORAL; TABLET

OPASPRAY K-1-Z335
ORAL} TABLET;

OPASPRAY K-1-2406
ORAL; TABLET;

OPASPRAY K-1-2410
ORAL: TABLET;

OPASPRAY K-1-2430
ORAL: TABLET

OPASPRAY K'I-2441
OR L: TABLET

OPASPR Y K-1-2473
ORAL; TABLET
ORAL: TABLET;

OPASPRAY K-l~2492
ORAL} TABLET

OPASPRAY K-1-2533
ORAL} TABLET;

OPASPRAV K-1-2568
ORAL: TABLET

OPASPRAY K-I-2588
ORAL: TABLET

OPASPRAY K-1-2621
ORAL} TABLET;

OPASPRAY K-1'2626
_ ORAL: TABLET

OPASPRAY K-1-2656
ORAL} TABLET;

OPASPRAY K-1-Z670
ORAL: TABLET:

OPASPRAY K-1-2685
ORAL: TABLET

OPASPRAY K-1-3000
ORAL) TABLET

OPASPRAY K-I-3147
ORAL! TABLET

OPASPRAY K-1-3148
ORAL: TABLET:

OPASPRAY K-1-3173
ORAL; TABLET

OPASPRAY K-I-3178
ORAL; TABLET

(ORANGE)
SUSTAINED ACTION
(ORANGE)

(ORANGE)
FILM COATED
(ORANGE)
FILM COATED
(ORANGE)
FILM COATED

(ORANGE)

FILM COATED

(ORANGE)
SUSTAINED ACTION
(ORANGE)

(ORANGE)

(BROWN)
FILM COATED
(ORANGE)

(BEIGE)
FILM COATED
(TAN)
FILM COATED

(GREEN)
FILM COATED
(GREEN)

(GREEN)

CAS 1

PAGE 97

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST
COUNT NDA

1

1

2

1

I

2

2

2
I

1

1

1

1

1

I

2

1

1

1

2

F-4

)-3

APPROVAL
DATE

02/02/87

05/11/84

10/15/85

93/11/83

11/08/82

31/23/86

..u.

DIV POTENCY RANGE

600 D.52SMG * 1.05MB

600 S.7MG

600 I.DMG - 4.0MG

600 14.DMG ~ 22.5MG

600 0.737HG - 9.08MG

600 1.9MG ~ 3,0MG
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INGREDIENT
,ROUTE/DOSAGE FORM

OPASPRAY K-1-3220 (GREEN)
ORAL: TABLET

OPASPRAV K-1-3227
ORAL} TABLET
ORAL; TABLET; COATED

OPASPRAY K-1-3300-A (GREEN)
ORAL: TABLET

OPASPRAY K-1-3300-C (GREEN)
ORAL} TABLET

OPASPRAY K-1-6136 (BLUE)
ORAL; TABLET

OPASPRAY K-1-4210-A
ORAL: TABLET

OPASPRAY K-I-€227
ORAL; TABLET

DPASPRAY K-1-4235 (BLUE)
ORAL! TABLET

OPASPRAY K-1*4728
ORAL) TABLET

OPASPRAY K-1-6743 (LAVENDER)
ORAL: TABLET

OPASPRAY K-I-4748 (PURPLE)
ORAL} TABLET. FILM COATED

OPASPRAY K-1-5024 (RED)
ORAL: CAPSULE, SUSTAINED ACTION

OPASPRAY K-1-7000 (WHITE)
ORAL) TABLET
ORAL) TABLET; COATED
ORAL; TABLET. FILM COATED

OPASPRAY K-1-70008 (NHITE)
ORAL} TABLET

OPASPRAY K-1-9027 (BROWN)
' ORAL:—TABLET

OPASPRAY K-1-9039-L (BROWN)
ORAL; TABLET
ORAL! TABLET. FILM COATED

OPASPRAY K-1-9080 (BROWN)
ORAL: TABLET

OPASPRAY K-1-9112 (BROWN)
ORAL: TABLET

0PASPRAY'L-2113
ORAL; TABLET

OFASPRAY L-3305 (GREEN)
ORAL; TABLET

 

INACTIVE INGREDIENTS FOR CURRENTLY NARKETED DRUG PRODUCTS

CA5 R

PAGE 98

NBA LAST APPROVAL
COUNT NDA DATE

ya

*"*“"\3"‘-l“N>‘U1r-*>-*!\)b-«Ix!»-a>~a»a»—4b-up-aw;-4 O1/29/85

11/10/88

10/79/97

11/20/86

12/05/86

01/16/84

 

DIV POTENCY RANGE

600

600

HNK

510

600

600

8.283MG - l5.567HG

2.2MG

n.37Mn - 77 ans

b.9bMU

7.074MG ‘ 22.4HG

B.0MG ~ 12.2MG
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INACTIVE INGREDIENTS FUR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1 Han
ROUTE/DOSAGE FORM , COUNT §g§T 3:;§0VAL DIV PDTENCY RANGE

OPASPRAV L-3306 (GREEN)
ORAL: TABLET

DPASPRAY L-7000 (WHITE)
ORAL: TABLET

OPASPRAY H-1-7113 (WHITE)
ORAL: TABLET

E OPASPRAY H-1-7111-B
E GRAL; TABLET 12/16/92 120 D.92MG - 26.67MG
§ OPASPRAY H-1-7120 (WHITE)

ORAL: TABLET. FILM COATED
OPASPRAY M-1-7301 (WHITE)

ORAL: TABLET. COATED
nrnsrnnv M-1-3429 (YELLOW)

ORAL; TABLET. FILM COATED
ueuspnnv an-1210 (PINK)

ORAL: TABLET. DELAYED ACTION. ENTERIC COATED
OPASPRAY 3-1320 ’

ORAL: TABLET
OPASPRAY 3-1330

ORAL; TABLET
OPATINT DD-13009 (ORANGE)

ORAL; TABLET
OPATINT DD-1800 (WHITE)

ORAL; TABLET
oaanes FLOWER OIL 003022977

1

I

1

4

1

1 .2MG
I

1

I

1

1

1

ORAL; TABLET 1

1

1

1
1
7
1

2
1

1

1

1

 

ORANGE JUICE
ORAL: SUSPENSION

DRANGE,JUICE.SYHTHETIC
‘ ORAL; SOLUTION I;<;-

0RAHSE_DIL- 3,. I ; y>_1 ooenoa579
ORAL; GRANULE. EFFERVESCENT é’yiV I
neat; SOLUTION ‘I ‘
ORAL; soLuTIoN, ELIXIR
cant: SYRUP

oannss 0IL..TERPEN£LEsS
oang; susrsnsxau
ORAL:/SYRUP

oxznnonnze snnIuM
INTRAVENOUS; INJECTION 7 ~

OXYQUINOlINE' § 900148243
INTRAVENOUS; INJECTION

PALM KERNEL OIL 903023793
RECTAL; SUPPOSITORY

12/17/82 600 0.024%

11/18/82 600

1'

’ PAGE 99

If‘
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x

INGREDIENT
ROUTE/DOSAGE FORM

PALM KERNEL OIL. HYDROGENATED
RECTAL3 SUPPOSITORY

PALM OIL - SOYBEAN OIL, HYDROGENATED
ORAL: CAPSULE

PALM OIL. HYDROGENATED
RECTAL3 SUPPOSITDRY

PALMITAMINE OXIDE
TOPICAL; SOLUTION

PARABENS
ORAL; CAQSULE
ORAL; CAPSULE, SUSTAINED ACTION

‘ORAL: DROPS
ORAL; POHDER, FOR RECONSTITUTION
ORAL) SOLUTION
ORAL: SUSPENSION
ORAL} TABLET
ORAL; TABLET, SUSTAINED ACTION
TOPICAL: AEROSOL

PARAFFIH
ORAL: TABLET
ORAL; TABLET; 3USTAINEO ACTION
TOPICAL; EMULSION, CREAM
TOPICAL} OIRTHENT

PARHACOAT 606
ORAL} TABLET

PEANUT OIL _
‘ INTRAHUSCOLARI INJECTION

ORAL} CA?5ULE

 
I rorxcat [OIL
.TvAe A EMULSION, cnsnn

PECTIfiY’ :7
,n£n A PASTE

» ;1oa1cg 1PASTE
9:e~v£ sate ax;

Tn2AL;,sotur1on
TOPICAL;“EHULSION, casnn
TOPICAL; surroszroav
VA6INAL;“EHULSIDN, CREAM
VAGINAL1 suerosxronv

?EGOXDL‘7.STEARATE
TOPICAL; EMULSION. caenu
TOPICAL; surposzronv
VAGINAL; EMULSION, caenn
VAGINAL; SUPPOSITORY

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

CAS 5

068990829

008033292

007128918

008002742

008002037

009000695

008051352 

PAGE 100

NBA LAST
COUNT NBA

1

1

1

APPROVAL
DATE

01/27/89

03/30/95
02/01/89
12/14/90

06/16/54
10/70/01

06/09/85

92/94/92

12/23/82
04/26/93
01/04/95

04/26/93
01/04/95

 
DIV POTENCY RAHGE

510

110
600
UNK

510
A00

bill}

600

UNK
520
600

520
600

0.1HG - 1S0.0MG
2.02
8.272

70.02
205.0HG ~ 313.8MG

0.5% - 9.02

16.62 - 16.72

3.0%

3.02

18.0%
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INGREDIENT
ROUTE/DOSAGE FORM

FENTAERYTNRITOL COCOATE
TOPICAL: OINTMENT

PENTETATE CALCIUM TRISODIUM
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION

PENTETATE PENTASODIUM
INTRAVENOUS; INJECTION

PENTETIC ACID
INTRATHECAL3 INJECTABLE
INTRAVENOUS; INJECTION

PEPPERMINT
DENTAL; SOLUTION
ORAL; SOLUTION, ELIXIR

PEPPERMINT OIL
DENTAL; SOLUTION
ORAL; AEROSOL
ORAL} CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL} CONCENTRATE
ORAL} SOLUTION
ORAL; SOLUTION. ELIXIR
ORAL} SUSPENSION
ORAL: SYRUP
ORAL: TABLET
SUBLINGUAL3 TABLET
TOPICAL: OINTMENT

PERFUME E-1991
TOPICAL; EMULSION; CREAM

PERFUME GD 5604
TOPICAL; EMULSION; CREAM

PERFUME TANA 90/42 SCBA
' TOPICAL} LOTION

PERFUES
TOPICAL! EMULSION: CREAM
TOPICAL; LOTION

OPICAL3 OINTMENT
OPICAL4 SHAMPOO

TOPICA£}~SPONGE
TOPICAL; SUSPENSION, SHAMPOO

PETROLATUMV;
OPHTHALMIC; OINTMENT
OPHTHALMIC: SOLUTION
OTIC} OINTMENT
TOPICAL} NMULSION
TOPICAL; EMULSION. CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3 NBA LAST
I COUNT NBA

1
012111249

2
1

1
900067436

1
2

1
1

008006904

1
’ 5

2
2
1
2
8
7
5
1
1

1

1

I

1
1
1
2
I
1

308009038
31 4

1
1
1

31
2

46
?AGE 101

APPROVAL
DATE

11/16/76

12/19/90

04/30/92
02/19/92n7/an/an

12/01/81
12/27/91
03/29/84
11/06/85

U8/51/90

38/05/93

07/11/90
03/28/73
12/29/93

DIV

160

160

600
600
Ann

600
600
UNK
600

UNK

600

520
600
UNK

 
POTENCY RANGE

0.0152

0.68MB - 1.02MG
0.68HG
0.0052 ~ 5.02

0.09512
0.01% - 10.02
0.062
O,!6MG - 3‘5Mg

0.2% ~ 0 252

0.1% - 90.4032

4.02 * 25.02
2.5%
0,D86725Z ~ 99.98%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

+ INGREDIENT CAS 3 NBA LAST
ROUTE/DOSAGE FORM , counr NDA 3::E0vAL DIV POTENCY RANGE

PETRDLATUM ooaooaasa
TOPICAL; OINTMENT. AUBHENTED
TRANSDERHAL; OINTMENT
VAGINAL3 OINTMENT

PETROLATUM; WHITE
NASAL; OINTMENT
OPHTHALMIC: DINTHEHT
TOPICAL) CREAM. AUGMENTED
TOPICAL: EMULSION; CREAM
TOPICAL} LOTION
TOPICAL: OINTMENT
TOPICAL; OINTMEHT. AUGMENTED

PHARHA-SHEET 24052
ORAL; TABLET (IMMEO./COMP. RELEASE), UNCOATED;

PHARMACEUTICAL BLAZE I
ORAL} QAPSULE ,
ORAL} CAPSULE. COATED PELLETS
ORAL; CAPSULE, SUSTAIHED ACTION
ORAL: TABLET
ORAL) TABLET; COATED
ORAL} TABLET. DELAYED ACTION, ENTERIC COATED
ORAL} TABLET. FILM COATED
ORAL; TABLET, SUSTAINED ACTION

PHARHACDAT 606
ORAL} TABLET

V-°‘ In/an/as Ann an my - 35_gX

W U9/H1/Uh HIGH 1 n-/ _,

J3

HJLNN>-*\£3|‘\)lJ1\lF-'®Dll\)(N|\)U>JOs>-II-Iu1J:\|'\JQu;p;puy_op...ap..;;...np..n\‘....U”._.,_;,_,,__,
us/51/95 600 8.08672 - 95.7852

01 93/30/95 600 n 945MG ~ 34.4sMG
 

uc/19/ya bUU u.0126ML - 0.flSSHL
01/12/89 600 18.0MG
09/10/87 600 fl.76MG — 3.4MG
85/15/90 600
06/23/82 600 0.1B2MG - 0.74MB
06/30/94 600 4.5MG - 6.8MG

F-'|-JD

PHENOL aoo1oa952

£2 - £3- 2 I 2 12/28/94 6 . 2 - ~
In - sc: IN-IECIION / 04/14/95 63% 3.3232 - 31??
IM - sc; INJECTION, susrnxnsn ACTION I 09/12/57 519 o.5z '
INTRA‘ARTICULAR: INJECTION 01/30/79 600 g_5Z
IHTRADERHALI INJECTION 02/93/77 519 g‘25z
INTRALESIONAL; INJECTION I 01/39/79 593 g_5z
INTRAMUSCULAR; INJECTION X I as/31/9a snn n 7:2 ~ g 57

. I I .'A: - 2§£¥§23'éL‘8I1§“‘iu52é$¥3%.°” ‘ '
IVIINFUSION); INJECTION 3§$§i§32 233 3.§§/ 0’5/

2 07/o1/9 . 2 - ‘
SUECUTANEDUS; SOLUTION, INJECTION v g 1 51° 0 065/ °‘5‘ '

PHENIES LISUEIASECIION A I5' I 91/30/92 6 . 2
SUBCUTANEOUS; INJECTION 04/25/39 593 3.g§5z
SUBCUTANEOUSI SUSPENSION, INJECTION

f
1

FAGE 102

U‘
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INGRE

PHENYLETHYL ALCOHOL

PHEN

PHENYLMERCURIC NITRATE

_PHOS

PHOS

PHOS

‘ TOPICAL;

PINE

PINE

PIPE

PIPE

PLAS

PLUS

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

DIENT CAS 1
ROUTE/DOSAGE FORM

OOOO60128
NASAL1 SPRAY. METERED
OPHTHALMIC} SOLUTION
OPHTHALMIC} OUSPENSION
DTIC3 SOLUTION
YLMERCURIC ACETATE
OPHTHALMIC; OINTMENT

OOOO62384

OOOO5S685
INTRAMUSCULAR: POWDER, FOR INJECTION SOLUTION
OPHTHALMIC; SOLUTION
PHATE BUFFER
ORAL: SOLUTION
PHOLIPID
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION,
PHORIC ACID
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRALESIONAL; INJECTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION
IV(INFUSION): INJECTION
IV(INFUSION); POHDER. FOR INJECTION SOLUTION
ORAL: SOLUTION
SOFT TISSUE; INJECTION
SUBCUTANEOUS; PONDER, FOR INJECTION SOLUTION
TOPICAL; EMULSION; CREAM
TOPICAL! LOTION
TOPICAL} LOTION; AUGMENTED

V OINTMENT
TOPICAL3“5OLUTION
TOPICAL}‘SPONGE
VAGINAL3 EMULSION; CREAM

NEEDLE OIL,
TOPICAL} AOTION
APPLE
ORAL} FOHDER, FOR RECONSTITUTION
RAZINE
ORAL}»TABLET
RAZINEIHEXAHYDRATE
VAGINAL1 EMULSION; CREAM 1
TIBASE-SON
TOPICAL: OINTMENT
NEET
SUBLINGUAL; TABLET

LYOPHILI
OO7664382

OOOIIOBSO

000142632

PAGE 103

H’

NDA
COUNT NDA

V-3 NNWANHmnnawwunmhawwnnmhnowrawyumwrawmwnnum
LAST APPROVAL

DATE

10/19/94

12/03/86

12/30/93

TH/T7/RE

O2/26/95
O8/31/95

IO/24/B9
O4/30/92
03/30/89

01/07/87
06/09/86

09/23/93

06/15/88

DIV

UNK

600

510

RIO

ibu
600

510
600
UNK

520
600

600

600

 
POTENCY RANGE

H.252

O.D0O8Z

1.22

0.0022 ~ 10.02

D‘O7Z - 0.82

99.952
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POLACRILIN
' ORAL-21: TABLET

ORAL-28: TABLET
POLACRILIN POTASSIUM

ORAL; CAPSULE
ORAL: TABLET
ORAL; TABLET (IMMED./COMP. RELEASE),
ORAL} TABLET; COATED
ORAL} TABLET. FILH COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL*211 TABLET
ORAL-28: TABLET

POLISTIREX
OPHTHALMIC; SUSPEHSION

POLOXAMER
OPHTHALMIC: SOLUTION
ORAL! QRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL: SOLUTION
ORAL: SUSPENSION
ORAL} TABLET
TOPICAL} SOLUTION
TOPICAL} OPONGE

POLOXAMER 188
INTRAVENOUS} PDNDER, FOR INJECTION SOLUTION
ORAL; coucenrnnrs
ORAL; GRANULE
ORAL; SOLUTION
ORAL: susreusxon
ORAL: synur
aunt; TABLET

P0LOXAHER,S317.
I ORAL: POWDER. FOR RECONSTITUTIUN

0RALz‘SUSPENSIDN
POLOXAHER 407

OPHTHALMIC; SOLUTION
PDLYBUT£fi£,.

TRAHSDERMALz FILM. CONTROLLED RELEASE
POLYDEXTRDSE

0RAL:ATABLET
ORAL; TABLET, FILM coaren

?OLYDEXTROSE K
ORAL: TABLET; FILM COATED

POLYESTER
TRANSDERHAL3 FILM. CONTROLLED RELEASE

H‘

UNCOATED,

CAS 9

050602216

039393765

106392125

106392125

009003116

066424044

PAGE 104

ND A LAST
COUNT NDA

1-“NWA)1-4.1.\Ho)b—n-H-2»-or»-n-I»-4>——-Nr—ay\)mNy-p-a1-4mxq)--49-4)-oy_ng;‘\a,....,_.
APPROVAL
DATE

08/22/88
09/23/93

12/30/91
12/30/91

09/15/80
06/01/94
12/18/87
05/02/89
07/25/89

02/13/87

12/29/95

01/27/94

O8/31/94

DIV

600
600

600
600

600
600
120
S20
520

600

600

600

600

POTENCY RANGE

1.56MB - 23.0MG
0.45MB - 45.8MG

1.DMG - 3.DMG
1.0MG ~ 3.0MG

0.5% ~ 0.518522
10.02
0.022
2.68MG
0.22

0.52862

0.1% ~ 0.16%
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‘ INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG Paonucrs

CAS 1 NBA LASTINGREDIENT
COUNT NDAROUTE/DOSAGE FORM

POLYETHYLEHE
DENTAL} PASTE
INTRAUTERINE; IHTRAUTERINE DEVICE
OPHTHALMIC; OINTMEHT
ORAL: CAPSULE
ORAL: TABLET; SUSTAINED ACTION
TOPICAL; OIHTMENT
TOPICAL! ”ASTE
TOPICAL) TAPE
TRANSDERMAL1 FILM, CONTROLLED RELEASE
VABINAL; SUPPOSITORY

POLYETHYLENE GLYCOL
IH - IV! INJECTION
INTRAVENOUS) INJECTION
OPHTHALMIC; SOLUTION
ORAL: CAPSULE ‘ 1
ORAL} CAPSULE. ENTERIC COATED PELLET '1
ORAL} CAPSULE. SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL: COHCENTRATE
ORAL: SOLUTION '
ORAL) TABLET 2
ORAL: TABLET (IMMED./COMP. RELEASE}. UNCOATED,
ORAL; TABLET, COATED
ORAL) TABLET. DELAYED ACTION, ENTERIC COATED
ORAL) TABLET; ENTERIC COATED PARTICLES
ORAL) TABLET. FILM COATED

TABtET, SUSTAINED ACTION
ORAL-Z! —», V

' -TABLET
Iéfii Tfiflfltszou.0

'“I3EI £flEt5IDH; CREAM

009002884

025322683

D

)..a

*-‘-D °“”5”‘““*‘N*”“$*“HPHn@PMb@hN0Nnn»~>«a»nHHHhMdM\HdWuHuN 

 
 
  

2 Tazuruenr
TOPIGA ;sDLOTIOM
vnezngt; EMULSION. CREAM

PDLYETHYLENE BLYCDL T—DDDECYLTHIOETHER
0RA£z:TAiLET

POLYETH¥tE8E«B£YCOL 1000
ORAL} COHCENTRATE 5
ORAL: S0£vTION a
RECTAL; SUPPOSITORY
TOPICAL; EMULSION, cnenn

 

1 PAGE 105

APPROVAL
DATE

In/flT/RA

12/12/80

06/15/88

12/22/94

07/31/92

97/20/as

1U/UH/75

U91 17/ 7L
11/30/95

14/06/95
09/22/94

02/06/89

10/10/85

{Z/O5/88
10/05/81
31/06/88

DIV

Aflfl

UNK

500

516

600

£65

:10

fiflfl

UNK
I10

600

600

600
600
600

POTENCY RANGE

4.0%

5.0223 9.02

27.0MG - 85.flMG

1.1MG - 10.0MG

an 07 - Aotgz

O.fl45MG - 37.flMG

4.5HG - 4.63MG

0.0i3HG - 3.l7HG
l.3HG - 3.46HG

15.02
1.6255GM
3.12 - 5.02
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INGREDIENT
ROUTE/DOSAGE FORM

POLYETHYLENE GLVCOL 1459
ORAL; SUSPENSION
TOPICAL: OINTMENT

POLYETHYLENE GLYCOL 1500
TOPICAL; OINTNENT

POLYETHYLENE GLYCOL 1540
DENTAL: GEL
DENTAL; PASTE
ORAL; CAPSULE
ORAL} SOLUTION
RECTAL; SUPPOSITORY
TOPICAL} OINTHENT
TOPICAL} SOLUTION

POLYETHYLENE GLYCOL 200
ORAL; CAPSULE
TOPICAL:-OINTMENT

POLYETHYLENE GLYCOL 20000
ORAL} CAPSULE
ORAL-28; TABLET

POLYETHYLENE GLYCOL 300
IH - IV; INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION
OPHTHALMIC: OINTHENT
OPHTHALMIC; SOLUTION
ORAL: TABLET; FILM COATED
TOPICAL) OINTMENT
TOPICAL: SOLUTION

POLYETHYLENE GLVCOL 3350
INTRA'ARTICULAR3 INJECTION
INTRALESIONALI INJECTION
INTRAMUSCULAR; INJECTION
IN RASYNOVIAL} INJECTION
NA AL; SPRAY; METERED
ORAL: CAPSULE
ORAL; SUSPENSION. SUSTAINED ACTION’
arm; TABLET .
ORAL; rnwar. cameo
onnu TABLET; <wsrAmen ACTION
xscnu suppasnoav
sarrnssuez maecmm
TOPICAL; ommsm
VAGINAL; SUPPOSITORY

POLYETHYLENE GLYCOL 3500
ORAL; TABLET, FILM COATED

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

H’

CAS #

025322683

PAGE 106

NBA LAST APPROVAL
COUNT NDA DATE

ND*mNflMAhHfiHhHdNOH#NrumwnuwunomNM-Nh)wwuahnuwpaw;am
01/27/81
06/03/77

11/17/95

07/03/80
97/17/95
08/30/95

06/15/77
07/22/81

09/09/61

10/19/92
09/05/61

10/22/87

no/U1/74
OR/31/9?

12/51/81

10/03/93

DIV

A120600

510

600
600
£00

UNK
600

TJNK

510
UNK

520

116
Ann

5ZU

600

 
POTENCY RANGE

39.02

O.3MG

SO.fl2
65.02
50.02 - 65.0%

57.0%
29.7%

.032 - 3.02

.02WK

fl,£MG - In HMS

U.bMU * i.25MG

ZZ.UZ - 39.0%
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ifl

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT cas c NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NBA DATE nxv POTENCY RANGE

POLYETHYLENE GLYCOL 40 sannzran nxzsosrsnaaxe
DENTAL; SOLUTION

POLYETHYLENE GLYCOL qua 009004960
IM - IV: INJECTION
INTRAVENOUS; INJECTION
RASAL; srnnv, METERED
ORAL; AEROSOL srnnv

.oRAL; CAPSULE
ORAL: CAPSULE. COATED; SOFT GELATIN

H ORAL: CAPSULE. SOFT GELATIN
2 ORAL; SUSPENSION
1. ORAL: svnur
; ORAL; TABLET 1

ORAL: TABLET. FILM coArEn
ORAL; TABLET, susrnzusn ACTION
ORAL-283 TABLET ’
RECTAL; surrosxrnav v
TOPICAL: EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; nxnrnsnr
TOPICAL; SOLUTION
VAGINAL; surrosxroav

POLYETHYLENE GLYCOL 4000

12/28/95 60D 0.082 ~ 2.2652

05/27/94 600 18.02

£27’/So/#3 mu 0.2SGM

u;/17/ac DUU 3zu.q1mu - 5qq,gMg

UIIUHIGD DUU

07/29/94 600 0.15MB - 1.5MG
:9/27/39 110 1.45am

09/04/92 UNK 1.92 - 53.02
95/13/83 unx 5.02
12/31/57 520 58.92 - s5.oz
04/01/91 500 8.392 — 49.35752
91/27/37 520

INTRA-ARTICULAR; INJECTION 93/25/79 533 2.3x - 3.92
INTRALESIONALz INJECTION 03/25/79 599 2_3x _ 2.96z

‘\ INTRAMUSCULAR; INJECTION 03/25/79 509 2.3; _ 3_gz
03/26/79 600 2.82 - 3.0%
09/20/90 600 23.0MG - 449.6MG
in/n4/on HMK 0.2MG - 1S,0M6

INTRASYNOVIAL; INJECTION
, ORAL; CAPSULE , ’

ORAL: TABLET 1
’ ORAL: TABLET. DELAYED ACTION, ENTERIC COATED

ORAL! TABLET; FILM COATED
ORAL} TABLET. SUSTAIHED ACTION; COATED
RECTALI SUPPOSITORY
SOFT TISSUE} INJECTION
SUILIRGUAL3 TABLET
TOPICAL} EMULSIOH; CREAM
TOPICAL) OINTHENT
TOPICAL; SOLUTION
VAGINAL5 EMULSION: CREAM
VABINAL5 AUPPOSITORY §—

POLYETHYLENE GLYCOL 600 1 ," 006790096
‘ INTRAVENOUS; SOLUTION, INJECTION

ORAL: CAPSULE. SOFT GELATIN
ORAL; TABLET, DELAYED ACTION. ENTERIC COATED

 
08/37/On AM"

10/02/31 600 875.0MG
03/26/79 600 2.8% - 2.96%
04/16/81 600 2.5MG
01/29/93 600 25.0%

OE/11/81 600 34.82 > 84402

huaw~»u-mnnvwnnumwnnmounmuwNUunmunuwhuvnhn-nwnqwwuamm
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1 NBA LAST
ROUTE/DOSAGE FORM 4 COUNT NDA 3§;§0VAL DIV POTENCY RANGE

FOLYETHYLENE GLYCOL 6000
ORAL; CAPSULE
ORAL! CAPSULE. HARD GELATIN
ORAL; CA?SULE, SUSTAINED ACTION
ORAL! TABLET
ORAL: TABLET. COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

12/In/fit snn .372MG - 1.79MB

U1/U4/95 600
06/29/95 600
89/06/73 Ann

.82MG - 17.46MB

.033MG — 375.0MG
9M9 ~ 40.0MG

#4

D»-4P1>--‘OS>-#l\)!\H\)F4{N)-‘V-‘P-4)-'.£\T'\.)I-"'P*‘.L\¢)\U\\Of\)V*‘P"LHl)Jl-*l'\)LH(N>—lh)
JTGU1>9

ORAL: TABLET, FILH COATED - - _
ORAL; TABLET. SUSTAINED ACTION 3§§§§§3§ {$3 3*§fi2G- 43gMg“9
RECTAL; SUPPUSITORY ' ~
TOPICAL; EMULSION; CREAM

*°°"s*.*::::rs,:LV:2:.,$°°°P ION .
om: cAPsI‘:LE 33%??? 3'35 33% - 4 we
ORAII TABLET « 2 12/21/93 son 0 096MG —'1on one
ORAL: TABlET: COATED ., 05/19/92 110 0 name - o.67fis06/01/94 110 0.fl6MG - 13.3nsORAL} TABLET, SUSTAINED ACTION
ORAL'213 TADLET
ORAL‘28I TABLET
RECTAL1 SUPPOSITORY
TOPICAL: EMULSION, CREAM
TOPICAL; POHDER
TOPICAL) SOLUTION
VABIMALI TABLET

PDLYETHYLENE GLYCOL 900
TOPICAL} OINTMENT

93/31/92 500

10/17/94 sag 5.02 
P0LY5;2LtE¥§n€é%DEsusrA1nan ACTION 025322683
POLYETHYLENE TEREPHTHALATES oo9oo3514 06/01/9Q 110 82'49”G ' 277'15”G

TRANSDERHAL; FILM, CONTROLLED RELEASE I

12/18/95 150
01/21/94 510 6.62%
12/18/95 150

POLYBLACTIN 4 /H , 026780507
IHPLANTATION1 PELLET; IMPLANT
INTRAHSCULAR3 INJECTION ‘ '
SUICUTANEOUS; PELLET, IMPLANT

POLYGLYCERYL-10 TETRALINDLEATE
ORAL! SUSPENSION »

POLYISOBUTYLENE 009003274
TRAfiSDERMAL; FILM. CONTROLLED RELEASE ’

POLYISOBUTYLENE 1;§O0.000
1 TRANSOERHAL; FILM, CONTROLLED RELEASE

POLYLACTIDE A 3 “K I
INTRAMUSCULAR; POWDER, FOR INJECTION SUSPENSION, LYOPHI

POLYMERS
ORAL; TABLET. SUSTAINED ACTION

10/28/94 510 6.3HG - 1l9.0MG

' PAGE 108
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INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ens a NBA LAST
ROUTE/DOSAGE FORM 1 COUNT NBA 3:¥E0VAL nzv POTENCY RANGE

POLYOLS
DENTAL: GEL V
DENTAL; PASTE

POLYOXYETHYLENE - POLYOXYPROPYLENE 1300
OPHTHALMIC; SOLUTION

- TOPICAL; EMULSION, CREAM
POLYOXYETHYLENE ALCOHDLS 009007530

TOPICAL; EMULSION, cnsnn
TOPICAL: QINTHENT

POLYOXYETHYLENE FATTY ACID ESTERS
In - Iv - sc; INJECTION
IH - sc; INJECTION

POLYOXYETHYLENE PROPYLENE
TOPICAL; Lorxon

POLYDXYETHYLENE SORBITAN MONOISOSTEARATE

12/22/87 600 7.5% — 9.102 
INTRAMUSCULAR; INJECTION _

POLYDXYL CASTOR OIL 008047163 ’
IV(INFUSIDN); INJECTIDH ~

POLYOXYL DISTEARATE 009005087
TOPICAL! OINTMENT

POLYOXYL GLYCERYL STEARATE
% TOPICAL; EMULSION, CREAM

POLYOXYL LANDLIH
TOPICAL; SOLUTION

POLYOXYL STEARATE
OTIC3 SUSPENSION
RECTAL3 SUPPDSITORY
TOPICAL: EMULSION

A TOPICAL} EMULSION: CREAM
TOPICAL! LOTION:

POLYOXYL,100yBLYCERYL STEARATE
- TOPICAL} EMULSION» CREAM

VAGINAL1 EMULSION: CREAM
POLYOXYL 100:STEARATE

TOPICAL} EMULSION; CREAM
TOPICAL) LOTION
VAGIMELI EMULSION. CREAM ~' »

POLYOXYL,15 COCAMINE ’ 008051523
TOPICAL:/SPONGE

POLYOXYL ISGVDISTEARATE
TORICAL3 SOLUTION 1

POLYOXYL 2 STEARATE
TOPICAL} EMULSION. AEROSOL FOAM
TOPICAL; EMULSION. CREAM

07/25/ea soc 1.02 - 20.02

 

02/16/94 600*"‘*-"F-‘P-4P-‘I-*r\Jo-o-fir-mwwvuwyar-:->—-wt-a»uymqyup..a;..a;.a
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

INGREDIENT CAS 1 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ counr NDA DATE DIV POTENCY RANGE

POLYDXYL 20 STEARRTE
ORAL; TABLET, SUSTAINED ACTION

POLYDXYL 35 cusroa OIL 061791126
; IV(INFUSIOH); INJECTION ,

IV(INFUSION); SOLUTION, INJECTION
V OPHTHALMIC: SOLUTION

FDLYOXYL an casron OIL
* IV(INFUSIflH): INJECTION
« POLYOXYL an nvnaaeenaren CASTOR GIL 951732350

an L; SOEUTION
POLVOX L an STEARATE ooeooaeez

neumu suwmm
0PHTHAlHIC; nxurnsur
OPHTHALMIC; SOLUTION
OPHTHALMIC; susesnsxon .
ORAL; CAPSULE
«ORAL; coucenraars ’
ORAL: BRANULE
ORAL: TABLET
OTICI SUSPENSION
TOPICAL: EMULSION; QEROSDL FOAM

09/25/85 600
05/11/88 600
08/03/87 600

.02

.52

.0MG - 2.64MG

7-1 bWN“NNNwwww~un~wmw»:mumwwWwwww
Wax!

02/21/92 520 0.8MG - 8.48MB

TOPICAL; EMULSION CREAM 4 11/20/92 unx 9. 2 — 2
TOPICAL; LOTION ' 04/24/35 uux 3.3332 ~8é§§z07/24/78 600 3.0%TO?ICAL3 OIHTHENT

POLYOXYL S0 STEARATE
TOPICAL: OIHTMENT

POLYDXYL 6fl,CASTOR OIL

 
' 009004993

10/08/85 600 1.02 - 8.02 
Va ;uwnmu01mman
.POLY8XYP.ROPYl£HE 25 men:

0T0PICA£t~EHUtSI0N, CREAM as/13/ea sou 1.52 ~ 4.92 
POLY;§g£§%§g§AL FILM CUNTRULLED RELEASE V’ ' 009003070, } I ' ' I -
POLYPROPYLENE BLYCOL ,, V 0 009003150 E/1°/8° 11° 4‘5”G 13'5”G

OPHTHALMIC; SOLUTION 0
ORAL; TAaLeI 2

POLYSACCHARIDE
ORAL; TABLET. DELAYED ACTION» ERTERIC COATED

POLYSILOXANE 009014135
ORAL: CAPSULE »

12/28/33 110 1.26MG

04/21/87 600
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1
ROUTE/DOSAGE FORM

POLYSORBATE BO
IV(INFUSION); INJECTION
IV(INFUSION)1 POHDER, FOR INJECTION SOLUTION, LYOPHILI
IV(INFUSION)1 SOLUTION, INJECTION
NASAL1 SPRAY; METERED
OPHTHALMIC: SOLUTION
OPHTHALMIC; SUSPENSION
DAL; CAPSULE
ORAL: CAPSULE, ENTERIC COATED PELLETS
ORAL} CAPSULE; SUSTAINED ACTION

_ ORAL: CONCENTRATE
ORAL: DROPS
ORAL; GRANULE
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL: SOLUTION
ORAL: SUSPENSION
ORAL; SUSPENSION, SUSTAINED ACTION
ORAL; TABLET
ORAL: TABLET; COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINEO ACTION
OTIC) SOLUTION
OTICI SUSPENSION
RECTAL3 ENEMA
RECTAL3 POWDER, FOR RECONSTITUTION
RECTAL3 SOLUTION
RECTAL; SUPPOSITORY
SOFT TISSUE} INJECTION

’ SUBCUTANEOUS5 INJECTION
SUBLINGUAL1 TABLET
TOPICAL} EMULSION, CREAM
TOPICAL; GEL
TOPICALT LOTION
TOPICAL; OINTHENT
VABINALz EMULSION, CREAM
VAGINALJ SUPPOSITORY

POLYSORBATE 85
IN,‘ IV; INJECTION
IV(INFUSION): INJECTION

POLYVINYL ACETATE 1

OO90056S6

OO90057D3

OO9DO3207

arm; TABLET 1
ORAL; TABLET, SUSTAINEO ACTION
TRANSDERHAL; FILM, CONTROLLED RELEASE

: FAGE 112

NOA LAST
COUNT NDA

>94)»-4

N

P-3

NN mnu»NhunmnunmrownnuwunoNunumuunwxuuwnuwnamhumwnum
EHNNraw

APPROVAL
DATE

08/30/95

10/19/94
05/25/71
12/30/94
12/20/95

U?/11/95

O6/15/88

14/zu/95
04/22/87
06/16/95

U3] 31/ 73
12/20/82
89/14/95
O1/31/94

11/00/03
05/27/94

14/11/11
02/27/95
95/24/82

UN/I6/U1
i10/26/94

Ub/U5/I8

UL/(1171
01/27/87

09/10/87
01/25/93

DIV

600

UNK
600
UNK
E70

110

600

Anzu
600
UNK

ouu
6OO
I10
600

auu
6OO

xuu
600
6OO

6UU
600

bUU

DLU
520

520
600

POTENCY RANGE

DDQEDO
U
D.
D

u

0.
17

U.

28

7.
20

|nnoPharma Exhibit 10800116

.82 - 8.9%

.OO5Z

.012 - 0.2%

.OO2X ~ 0.12
76MG ~ 418.37MG

.O7IMG

.0282 - 2.625%
15122

.022 - 0.3752

.uwnG - I2.0MG

0334MB - I4.8HG
.5MG

U11 ’ 5.02

.n7az - o_2z

.UIbMG

.12 - 1,52

.U1Z

.OMG

OMG
.OMG ~ 46.DMG



NI

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 

INGREDIENT CA5 t 1 NBA LAST APPROVAL
ROUTE/DOSAGE FORM _ COUNT NDA DATE DIV POTENCY RANGE

"°”33§f“¥mn3 4 11/20/92 110 0.0 ~
ORAL; TABLET, SUSTAINED ACTION 3 05/14/35 UNK “"5 °'9"G
TOPICAL; EMULSION. CREAM 1

POLYSORIATE 20 009005645
INTRAVENOUS; INJECTION 1

. IV(INFUSION); INJECTION 2 03/08/29 :In g_g1qz
NASAL; SPRAY, HETERED I ,

2 OPHTHALHICI SUSPENSION 5 uy/1:,/95 509 9435-1
ORAL; CAPSULE 1

332:} ;g§EE¥5I0N 2 uv/1:/33 Ann D.1Z3 2 12/23/93 180 0. -
ORAL;.TABLET, COATED 1 18MG 1‘8MG
ORAL; TABLET. FILH COATED 1

SU3CgTfiNEEU$i :OLUTION. INJECTION . 1OP! A 3 O O I 6 O8/Ia/as soc o.55z ~ 7. 2
TOPICAL: SOLUTION I ’ 2 O4/17/92 sun 8

POLYSORBATE 40 009005667
INTRAMUSCULAR; INJECTION 1
ORAL; SOLUTION. ELIXIR 2 04/29/93 sou
ORAL; SUSPENSION 2 nq/7;/97 gnn
ORAL: SYRUP 1

Tgg%E:t3 Eg¥&3§0N. CREAM 7 uq/29/an bUU 2.52 - 2.82I 2 11/30/82 600 0. 2 - . z
TOPICAL; OINTMENT 1 5263/ 3 0/

POLYSORBATE 60 009005678
ORAL} SUSPENSION 1
ORAL; TABLET. COATED 1

. RECTAL; SUPPDSITORY 1

TOPICAL; EMULSION. QREAM _ 59 as/13/95 500 0.22 — 6.1%
TOPICAL: LOTION 4 09/30/92 UNK 1.2252 — 3.352
TOPICAL; OINTMENT 2 10/09/35 goo
TOPICAL: SHAMPOO 4 O0/TR/Rd Lnn g_gz - 15_gZ

T251521’ -§.‘iSf2§5I.°“‘éRsm 13 I 9 12/21/95 520 .02 - . I
VABINALI SUPPOSITORY 1 1 5 0/

POLYSORBATE 80 009005656

INTRA-ARTICULAR; INJECTION 21 02/17/34 goo n_g4z _ 3.42
INTRABURSALI INJECTION 5 02/13/74 500 o_oqz _ g,2z
INTRADERMAL; INJECTION E 2 I 10/16/37 uux o nqz
INIRALESIONAL; INJECTION 2 . 7 , 10/16/87 uux g,uqz - g_qz
INTRAMUSCULAR; INJECTION 20 10/29/92 510 g 942 - 12,02
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION 2 97/21/51 120
INTRAMUSCULAR; SOLUTION. INJECTION 1

INTRASVNOVIAL; INJECTION I 11 U4,1,,GI nu” U “HA _ D‘4Z
INTRAVENOUS; INJECTION 4 07/17/95 500 3, Z
INTRAVENOUS; SOLUTION. INJECTION 1
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INACTIUE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POLYVINYL AcETATE PHTHALATE
ORAL; TABLET, SUSTAINED Acrxon

POLYVINYL ALCOHOL 4
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL: TABLET
ORAL; TABLET. FILM coATEn

PDLYVINYLACETAL
ORAL; TABLET

POLYVINYLPYRIDINE
ORAL; TABLET

POLYVINYLPYRRDLIDONE ETHvLcELLuLosE
ORAL; TABLET

POPPY SEED OIL
INTRALYMPHATIC; OIL
INTRAUTERINE; OIL

POTASSIUM ACETATE
OPHTHALMIC; POWDER, FOR RECUNSTITUTION
RECTAL1 ENEHA

POTASSIUM CARBONATE
ORAL; CAPSULE
ORAL; SOLUTION
ORAL; TABLET

POTASSIUM CHLORIDE
cAunAL BLOCK; INJECTION
EFIDURAL; INJECTION
INTRAOCULAR; SOLUTION
INTRAVENOUS: INJECTION

, INTRAVENOUS; SOLUTION, INJECTION
NERVE BLOCK: INJECTION
OPHTHALMIC; POWDER, FOR RECONSTITUTIDN
OPHTHALHICT SOLUTION
OPHTHALHIC; SUSPENSION
aRAL: CAPSULE
ORAL: TABLET

POTASSIUH CITRATE
ORAL; SOLUTION

POTASSIUM HYDROXIDE
INTRAVENOUS; INJECTION
IV(INFUSION): INJECTION
DRAL;ACAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; PASTILLE
ORAL; SOLUTION

CAS #

009002895

000100936

008002117

000127082

000584087

007447407

006100056

001310583

PAGE 113

NBA LAST APPROVAL
COUNT NDA DATE

F»?

>--‘)--'

)--3b-I *”““hHNWHNUH~0hJm>~wnHuwmun»rawHueMwHwwnnwH
u

01/04/95
09/29/89

08/26/88
04/22/87
05/11/90

12/01/86
04/28/95

12/01/86
09/22/93
m /no/as

08/26/88
05/11/90

03/10/88
04/21/87

DIV

600
UNK

600
600
600

600
600

600
UNK
A00

600
600

600
600

 
POTENCY RANGE

0.252 * 1.42
1.42

2.552MG ~ 2a.nMs
0.4962 — 0.622
3.5MG — 20.0MG

o.o3x
o.u75z

0.0122 — 0.032

n.o42z - a.2sz

0.57MG - 31.0MG
7 75MG — 31.0MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POTASSIUM METAIISULFITE
IM — IV; INJECTION
INTRAVENOUS: INJECTION
IV(INFUSION)} INJECTION

_ NERVE BLOCK; INJECTION
OTICI SOLUTION
OTIC1 SUSPENSION
RECTAL} ENEMA

POTASSIUM PHOSPHATE. DIBASIC
INTRAVENOUS; SOLUTION
ORAL) SOLUTION
ORAL; SUSPENSION
ORAL: SYRUP
ORAL; TABLET
SUBCUTANEOU51 INJECTION

POTASSIUM PHOSPHATE; MONOBASIC
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRAMUSCULAR1 INJECTION
INTRAVENOUS; INJECTION
NERVE BLOCK} INJECTION
OPHTHALMIC: SOLUTION
OPHTHALMIC: SUSPENSION
ORAL: SYRUP
ORAL; TABLET; DISPERSIBLE
ORAL} TABLET. SUSTAINED ACTION
OTIC3 SOLUTION

POTASSIUM POLACRILIN
ORAL; TABLET

POTASSIUHVSORDATE
ORAL3'CAP$ULE
ORAL1'CONCENTRATE
ORAL; GRANULE, FOR RECONSTITUTIDN
ORAL) SOLUTION
ORAL: SUSPENSION
ORAL} SYRUP
ORAL3'TABLET
TOPICAL: EMULSION; CREAM

' TOPICAL; LOTION
POVIDONE

INTRANUSCULAR3 INJECTION
IV(INFUSION); INJECTION
OPHTHALMIC: SOLUTION
OPHTHALMIC: SUSPENSION
ORAL; CAPSULE
ORAL: CAPSULE. COATED PELLETS

ORAL; CAPSULE, ENTERIC COATED PELLETS

H’

CA5 R

004429429

007758114

007778770

000590001

009003398
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NBA LAST
COUNT NBA

1

1
1
5
2
4
I
1

1
1
2
1
1
I

1
1
1
2
I
6
I
3
1
I
1

2

5
1
1
3
1
3
3
O
2

7
1
1
1

33
3
2

APPROVAL
DATE

11/18/85
01/22/85
12/29/95

03/13/87

11/16/76

Ob/UN/99

1U/31/YD

05/15/90

99/30/35

12/03/86

11/in/an
11/05/92
02/01/89
06/05/78

07/07/83

10/18/95
06/30/92
12/22/86

 
DIV POTENCY RANGE

600

150

bUU

DUU

600

UHK

600

ouu
600
600
600

600

600
600
600

O 0767

O nsau7z — g,2z

U.U9bZ

24.0MG

0.8MG
0.095% - 0.152
0.12

0.032 — o_9z

1.8MG - 44.1MG
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EE
E3

E5

 

in

 

INGREDIENT
ROUTE/DOSAGE FORH

POVIDONE
ORAL} CAPSULE, SUSTAINED ACTION
ORAL} DROPS
ORAL: BRANULE
ORAL: GRANULE FOR RECONSTITUTION, CR
ORAL: GRANULE, FOR RECOHSTITUTIO
ORAL: SOLUTION
ORAL! SUSPENSION
ORAL: TA ET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

N

ORAL; TABTET (IMHED./COMP. RELEASE), UNCOATED,
ORAL} TABLET: COATED
ORAL: TABLET. CONTROLLED RELEASE
ORAL: TABLET. DELAYED ACTION. ENTERIC COATED
ORAL} TABLET. ENTERIC COATED PARTICLES
ORAL} TABLET; FILH COATED
ORAL! TABLET; REPEAT ACTION
ORAL} TABLET. SUSTAINED ACTION
ORAL; TABLET. UNCOATED, TROCHE
ORAL-211 TABLET
ORAL-283 TABLET
SUILINGUALI TABLET
TOPICAL} EMULSION: CREAM
TOPICAL: LOTION
TOPICAL: SOLUTION
VAGINALI TABLET

POVIDONE K25

ORAL:’TABLET
ORAL} TADLET, SUSTAINED ACTION

*K29h32>

 
 ADEET. COATED
 
   
?ovzaon£,x3T,;=.

DRAL::€APSULET
ORAL; CAPSULE. HARD GELATIN
ORAL: CAPSULE. SUSTAINED ACTION
ORAL1TSRAflULE. EFFERVESCENT
ORAL; PBHDER, FOR neconsrrrurxou
ORAL: TABLET

ASL
A3} T (IMMED./COMP. RELEASE). UNCOATED;

i
1

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, FILM COATED

POVIDONE K90
ORAL; CAPSULE
ORAL; CAPSULE. HARD GELATIN
ORAL; TABLET

H’

CAS

OO9003398

 
PAGE 115

I NDA LAST
COUNT NBA

2

NM

DHNwwmwwwwwwwwmmwmwwwwmnmwowmwmwwmwwwwwmwm
LN

70%‘

APPROVAL
DATE

A’)/If;/Ofi

05/20/88

12/28/95
05/14/82
D6/23/9%

N‘-ll‘IMI‘-3%,

1?/77/Qfi

11/ifilfilfl

12/13/95
11/17/95
04/16/81

12/26/91

06/29/95

07/29/94

95/31/94

uq/28/95

DIV

A%

600

630
523
6%

Ann

THU

HNK

buu
510
600

520

600

600

530

600

 

POTENCY RAHGE

0.I5MG - 72.0MG

.oi2eM

.OMG

.DMG - 49.2MG

1.0MG - 10.66HG

N016

*1.Q1Mn - 40.0MG

3.flMU - 60.0MG

u.14mo ~ 4.0MG
0.14MG — 4.5MG
6.0MG

sofhne

D.44MG * 52.0HG

fl.SMG ‘ 1.0MG

4.SHG - 18.DMG

,OMG

0.88MB - }8.GMG

|nnoPhannaExmbfl1080012O



g PROPEHYL suAerunL , 000094850

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRGDUCTS

INGREDIENT , CA5 : NBA LAST APPROVAL
ROUTE/DOSAGE FORM - ‘ _ couur NDA DATE DIV PUTEHCY RANGE

rovznous x9o
~ ORAL; TABLET, FILH conrsn

_, PROHALGEN TYPE 9
TOPICAL! Lotxon

PRDHULGEN n
TOPICAL; Lanou
VABINALI EuuLs1uM. CREAM

PROHULGEN e 009009614
TOPICAL; EMULSION. cnsan
TOPICAL: Korxou
TOPICAL; &HAnPuo

raovaue oooo749as
TOPICAL; AEROSOL span?
TOPICAL: EMULSION, AEROSOL FOAM

11/26/85 600 2.16%

ORAL] CAPSULE
PROPYL GALLATE fiD0121799

1 INTRAHUSCULAR; INJECTION
ORAL) CONCENTRATE
TOPICAL; EMULSION, CREAM
TOPICAL: GEL
TOPICAL) OINTMEHT

12/30/94 600 0.012 - 0.05%
11/13/81 UNK

VFROPYLENE CARIONATE 000108327
TOPICAL; uzurneur

PROPYLENE eLvcoL onaa57556
J3IH - IV: INJECTION 05/27/94 600 0.042 - 50.02

IH - xv; SOLUTION. INJECTION
INHALATION: SOLUTION
1nrnAuuscuLAx; INJECTION

‘INTRAHSCULAR; rounsa, son INJECTION SOLUTION
1n1eAnuscuLAa; SOLUTION. INJECTION .
zuranvsuous zuaecrzon
Ivczurusrnu 3 INJECTION
IV{INFUSI§N); SOLUTION, xnascrron ~

1 ; SPRAY. nersasn
2.2 '1 8: soLur1uu

oruvnfizuzc; susrsusrau
OHM; 3 came?
MAL: ma-suts
URAL: CAPSULE, SOFT GELATIN
oRAL: CAPSULE, susrnrusu ACTION
ORAL; COCENTRATE
oRALI,SOLflTION
ORAL! SOLUTION, ELIXIR
oRAt; susreuszon .
ORAL: SUSPENSION, SUSTAINED ACTION
ORAL} SYRUP

1 ?AGE 116

 
02/12/86 600 2.072 - 40.02
07/21/61 120

12/29/by 110 4.52 - 37.52
09/11/92 600 0.09% - 40.0%
12/31/86 110 25.0% - 30.02
03/08/95 UNK
10/11/88 600 0.122 - 1.0%
11/10/93 UNK 0.122 - 5.02

F4

 

Iv‘ U9/10/73 buu 52.flMG
07/14/95 530 O.135MG - 148.31HG
D4/25/95 UNK 0.15HG - 0.39MB

' 11/30/94 600 0.072 - 90.02
11/17/95 530 2.0% - 50.02
10/27/92 600 25.89172
12/18/87 120 0.69% - 8.0%.L\)---4Qua

J-‘F-'\)\D®-*\l'~I(Na\l-—'U1U1I\)I\)0\U1D'-'l\llN.b-H-HbdI-ANlupapapapay..a;.a.....f\),..;,__;,_.H.,_,
Ul/LI/VD ouu 2.02 - 7.02

H-
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Hi

1
INGREDIENT .

ROUTE/DOSAGE FORM

PROPYLENE GLYCOL
ORAL} TABLET
ORAL) TABLET. COATED
ORAL} TABLET. DELAYED ACTION. ENTERIC COATED
ORAL} TABLET. ENTERIC COATED PARTICLES
ORAL: TABLET. FILM COATED
ORAL} TAILET. SUSTAINED ACTION
OTICI SOLUTION
OTICI SOLUTION. DROPS
OTIC1 SUSPENSION
RECTALI EMULSION. AEROSOL FOAM
RECTAL3 SUSPENSION
TOPICAL! AEROSOL
TOPICAL! CREAM. AUGMENTED
TOPICAL) EMULSION. AEROSOL FOAM
TOPICAL: EMULSION. CREAM
TO ICAL1 BEL
TO ICAL} LOTION
TOPICAL: LOTION. AUGHENTED
TOPICAL; OINTMENT
TOPICAL} OIMTMENT. AUGMENTED
TOPICAL: SHAMPOO
TOPICAL; SOLUTION
TOPICAL; SPONGE
TOPICAL! SUSPENSION. SHAMPOO
TOPICAL} SHAB
VAGINALI EMULSION. CREAM
VAGINALJ GEL
VABIMAL3 SUPPOSITORY

PROPYLEME BLYCOL ALGINATE

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

ORAL! GRANULE. FOR RECONSTITUTION
ORAl1g?UBER

PROPYLEMEICLYCOL DIACETATE
-OTIC1xSOLUTION

‘PRO?YLEKE GLYCOL MONOLAURATE

,TOPICAL{ EMULSION. CREAMPRO?YLEHE B YCOL MONOSTEARATE
' TOPICAL: EMULSION. CREAM

TOPICAL} LOTION
TOPICAL! OINTMENT
TOPICAL; OINTMENT. AUGMENTED
VABINAL1 EMULSION. CREAM

PROPYLPARABEM
IM - IV - SC: INJECTION
IM - IV! INJECTION
IM - SC; INJECTION
INHALATION; SOLUTION

CAS 5

000057556

009005372

000623847

001322878

001323393

000094133

?AGE 117

-NDA LAST
COUNT NBA

93
4
5
1

25

1
7
I
1
4
I
2
1
1
3

124
9
4
1

26
2
1
9

N

3
2
1
3

12
1
I

I
2

7

1

25
I
4
2
1

S
3
1
5

APPROVAL
DATE

08/24/95
12/30/92
06/19/95

u:/43/9:
04/17/86
12/29/95

U9/£9/DI

11/11/56

12/19/79
09/13/95
12/30/96
09/30/92

Us/31/as
nn/31/#5

11/30/95
02/28/91

UI/cu/9:
12/21/95

12/05/88

10/31/94

fl§/Z1/OT

94/30/87
08/31/95

04/11/39
11/77/ax

O6/30/81

OUU

600
UNK
600
UNK

sou
600

bOU
600

00!!
520

510

600

Aflfi

UNK
600

600Ann

600

POTENCY RANGE

.00006ML - 0.00012ML

.4HG - 1.0HG

.46MG - 6.9SMG

.33MG ' 2.lMG

.71MG - 5.3HG

.02 - 94.92NNczdwcac

.02 ~ 10.02

I
Z - 67.432

. Z - 98.09%
7 - 50.0%

u.uLcA - 38.0%

3.02 - 99.99%

3.oz’— 1a.nz

0.0022

3.02

n.3z - 3.02

2.02
2.02

o uzz — 0.22
n H17 - o.2z

0.0072 - 0.01S0066Z
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 

 

zneagnxzur CAS 3 NOA LAST APPROVAL
ROUTE/DOSAGE FORH I COUNT NOA OATE 010 POTENCY RANGE

?ROPYLPARABEH 000094133
INTRA-ARTICULAR3 INJECTION 3 05/To/an Ann 0.022
DNTRAOURSALz INJECTION 1
INTRALESIONAL; INJECTION 3 03/19/00 000 0.022
INTRANUSCULAR; INJECTION 27 02/25/93 500 0.012 - 0.022
INTRASYNOVIALT INJECTION 2 03/01/77 UNK 0.022
INTRAVENOUS: INJECTION 16 12/20/91 UNK 0.0052 - 0.032
IV - Sc; INJECTION 2 12/05/05 130 0.0152 - 0.022
IV(INFUSION); INJECTION 19 03/25/94 160 0.00052 - 0.0552
NASAL1 SOLUTION 2 05/13/70 510 0.0172
NERVE BLOCK; INJECTION 2 03/06/72 500 0.0052 - 0.0152
OPHTHALMIC; OINTMENT 8 08/31/95 600 0.012
OPHTHALMIC; SOLUTION 9 10/10/08 600 0.012 - 0.0152
OPNTNALNIC; SUSPENSION 2 12/20/02 .500 0.012
ORAL; CAPSULE . 79 12/20/95 520 0.02Q6HG ~ fl.188HG
ORAL; CAPSULE <IHMEO./COMP. RELEASE). SOFT GEL , 2 01/29/93 600
ORAL: CAPSULE, COATED, SOFT GELATIN 1
ORAL: CAPSULE, HARD GELATIN 1
ORAL: CAPSULE. SOFT GELATIN 4 11/22/95 150 0.05MG - 0.0a1NO
ORAL) CAPSULE. SUSTAINEO ACTION 8 04/25/95 UNK
ORAL; CONCENTRATE 23 09/28/93 600 0.0042 - 0.032
ORAL) POWDER. FOR RECONSTITUTION 5 12/31/91 520 0 012 - 0.032
ORAL) SOLUTION 42 11/17/95 530 0.012 - 20.02
ORAL; SOLUTION. ELIXIR 10 10/27/92 600 0.022
ORAL; SUSPENSION 41 09/15/95 Inn 0.012 - 0.052
ORAL; SUSPENSION, SUSTAINEO ACTION 1

~ORAL: SYRUP 39 07/17/95 600 0.00052 - 0.022
ORAL; TAILET 19 03/30/94 600 0.0045NG - 0.14MG
ORAL: TAILET, COATED 11 04/03/81 600 0.002HG
ORAL: TAOLET, FILM COATED 2 12/23/37 520 0.02NO - 0.04NG
ORAL; IA3LET, SUSTAINEO ACTION . ’ 3 05/22/07 UNK 0_12Me
ORALgz1;,TA3LET . 1
0RA£~31 TABLET 1
0118: SUSPENSION 1
Rfictgtgafiflutsiofl. AEROSOL FOAM 1
RECIAL1 SOLUTION 1
RECTAL: SUSPENSION 2 , 11/17/86 600
50511115502; INJECTION 11 2 , 06/19/80 000 0.022
SUOCUIANEOUSI INJECTION V1; 2 . 12/19/91 002 0.0152
TOEICAL; EBLSION, AEROSOL FOAM 1 2 « 12/19/79 300 0.0112
Torrent; EHMLSION. CREAM 50 10/31/94 500 0 0012 — 0.152
TOPICAL; GEL 1
TO?ICAI: BEL. JELLY 2 09/29/93 000 0.0032
TOPICAL: LOTION 12 12/07/92 UNK 0.022 - 0.22
TOPIcALz~OINTNENT , 10 09/30/94 500 0.012 - 0.22

TOPICAL; SHAH?OU . 1 » ‘SHYOPICKLI SOLUTION PAGE 118
11'

H‘
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG RRODUCTS

INGREDIENT 2 CAS 3 NBA LAST
ROUTE/DOSAGE FORH . . counr NDA SZTEOVAL DIV POTENCY RANGE

PROPYLPARAIEN 000094133
URETERAL) SOLUTION
VABINAL1 EMULSION, CREAM ’ 1
VAOINALS BEL
VABINRL3 SUPPOSITORY

PROPYLPARAIEN SODIUM 035285699
‘ORAL! CAPSULE; SOFT BELATIN
ORAL: POHOER. FOR RECONSTITUTION

PROSHEET
ORAL: SOLNTION
ORAL} SUSPENSION
ORAL) TABLET (IHHEO./COMP. RELEASE), UNCOATEDp

PROSHEET 604
ORhL1 SYRUP -

‘ PROTAHINE SULFATE ' 009009658
1 IN - SC; INJECTION '1

1 INTRADERMLI INJECTION
3 SUICUTANEOUSJ INJECTION
\ SUICUTANEOUS; SUSPENSION; INJECTION

PROTEIN HYDROLYSATE 009015547
TOPICAL} LOTION

RA-2397
TRANSOERHALt FILH. CONTROLLED RELEASE

RA-3011
TRANSDERHALI FILM. CONTROLLED RELEASE

ROSIN 008050097
ORAL) ChPSULE
ORAL} TABLET

~ ORAL! TABLET; REPEAT ACTION
ORRLI TABLET. SUSTAINED ACTION

SACCNARIN , .
\\ Iumatarxaa; AEROSOL. nsrsnen

cant: AEROSOL srnav .
0RAL3g?0MDER, FOR RECONSTITUTION
003;; susrsusrou
e:at:.synuP
Tn2At;.IA3L£T (IHMED./COMP. RELEASE), UNCOATED,
SHILINBOAL: TABLET
T0?ICk£1gOINTHENT
TOPICAti.SOLUTION

sAccaA313‘CAL£IUH I ‘V 006381915
ORAL: SOLOTION “
ORAL: SYRUP

12/21/95 520 0.022 - 0.12

12/30/55 150 D.12HG ~ 0.28HG*"‘**">"‘F-‘IQD--It-It-It-I‘
02/00/77 510 0.0432 — 0.122
10/23/02 510 0.0352 — 0.0352

000081072
 

01/05/78 520

01/19/33 gag 0.022

U6/U5//7 600 0.4% - 0.5‘/.

W“’*‘<l‘>*"F‘l\)(Mb-H-ID--|9-o-L--v-»H0-‘>--y.-a.;,\Np..oya
I PAGE 119

H‘
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INGREDIENT

SACCHARIN SODIUH

 

SACCHARIfl»$0DIUH AHRYDRDUS

 
 

 
  ‘I

IRACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

2 T 1 ‘CA5 3
sour:/nosaez roan

006155573

IUCCAL/SUILINGUALI TABLET
DENTAL! GEL
DENTAL 1 “R572
DENTAL: SOLUTIOR
IH - IV) IflJECTIDfl
INHALAYIDHI AERDSDL: HETERED
INHM.AT,1DflJ 561.!!!’ I01!
INTRAHECELARI IflJECTIDN
INTRAVENOUS) IRJECTIOK
IV(IfiFUSIDfl)) IRJECTION
DEM.) CAPSULE ,
DIAL; CAPSULE, SOFT GELATIN
ORAL: CDCEHTRATE
Dill: PDHDER, FOR RECONSTITUTIOH
ORILI SOLUTIOH
ORAL! 50107103. ELIXIR
DRAI1 SUSPENSIOR
DIM-1 SYRUP
ORAL: TAILET
ORAL: TAILET (IHMED./COHP. RELEASE); DNCOATED,
RECTALI SDLUTIDN
RECTRLI SUSPEHSIBE
5Ul£INUAL1 TADLET
TDPICIJ 9137337 066128449

IN ' IV} INJECTION
I7H 1 IKJECTIUN

5 zvzmmszwna zuaecrzou
oa;£ remix, FOR xsconsrxrurxou

ifififlfion
'asr£nszon

 V//9 , FDR RECONSTITUTION
,, ;n1uJEcr1uN

,;;1uJ£cT1ou, SUSTAINED ACTION
aRtavs0LAR; INJECTION

oaAL3~Cfit§uLE
onAt:=couc£uTRArs
ORAL: TABLET. COATED

§aaooa7ao

PAGE 120

n '

RDA LAST
COUNT NBA

w

'dbhNouhNMHwM»¢»ouH

u-o

)—-o-av-~oN>-9-»>-->-NNl‘\H—-D-3-andI-lI\)l\)l\,)|,y|u1

APPROVAL
DATE

12/28/95
08/29/89

:7/nn/an

08/29/89
04/30/92
02/19/92
85/15/87
11/14/91
07/10/95
10/27/92
02/08/95
06/30/94
D9/D9/76
01/04/95
09/02/81
11/17/36
06/05/84

06/11/85
01/05/78
03/22/35

07/14/87
56/12/66

DIV

600
600

ADD

bUU
£00
630
600
180
600
600
530
600
520
600
600
600
600

UHK
520
600

600
510

 
POTENCY RANGE

0.01% - 0.152
0.092

D.D9Z

0.09%

0.51HG
0.1% - 1.4%

D.fl75Z - 0.152
0.09972 - 0.10572
0.01% - 0.72
0.012 - 0.25%
19.6HCG
D.5MG ‘ 5.0HG
0.1%

0.2MG - 1.0HG
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INACTIVE INGREDIENTS

INGREDIENT _
ROUTE/DOSAGE FORM

SHELLAC
ORAL} CAPSULE
ORAL} CAPSULE; SUSTAINED ACTION
ORAL} TABLET
ORAL) TADLET. COATED
ORAL; TAILET. DELAYED ACTION, ENTERIC COATED
ORAL! TABLET. FILM COATED
ORAL) TABLET, SUSTAINED ACTION

SHELLAC P.V.P. SOLUTIOX NO. 4
ORAL] CAPSULE, SUSTAINED ACTION
ORAL'23)'TADLET

SILASTIC BRAND HEDICAL GRADE TUBING
IHPLANTATION; PELLET. IMPLANT

SILASTIC MEDICAL ADHESIVE;SILICONE TYPE A
IHPLANTATION: PELLET. IMPLANTSILICA BEL '
DENTAL! GEL '
DENTAL: PASTE
ORAL} CAPSULE
ORAL! CAPSULE. ENTERIC COATED PELLETS
ORAL} CAPSULE. SUSTAINED ACTION
ORAL) DROPS
ORAL) POWDER, FOR RECONSTITUTION
ORAL} TABLET
ORAL) TADLET (IHHED./COMP. RELEASE), UNCOATED,
ORAL! TADLET: §OATED
ORAL: TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TAILET, susraxuen ACTION

. SUILINBUAL; TABLET
SILICA: uxatnczaus

oaL:TcArsuLs
aatt;,cnueuTnArs
9251; SOLUTION. ELIXIR .
»nAL: svaur

’,ORAL1 TAILET
srLzcnu '7"

ORAL; €A£$DLE
T~azAt;Tnxors

~0RAt4m¥0flDER. son neconsrxrurxon
n2ALz,SOSPEN5ION
Inrzcgg, EMULSION. CREAM
Iae;caL;;Lo11ou

SIEICOXJDIOXIDE
eunoeenv1cAL: GEL
ORAL; CAPLET
ORAL! CAPSULE
ORAL: CAPSULE, ENTERIC COATED PELLETS

H‘

FOR CURRENTLY HARKETED DRUG PRODUCTS

CAS 3

OO9000593

OO7699414

007631869

a[oo744u21s

° . 007631869

PAGE 121

NBA LAST
COUNT NDA

APPROVAL
DATE

OB/29/95
O2/O8/95
O5/31/94
09/10/87

11/10/63
D1/22/87

04/11/89
11/17/95

12/23/92

98/06/84
In/31/01

O1/Z2/82

ALI LJI 7C

O1/15/73

O7/17/BO
12/22/76

06/05/78

12/29/95
05/10/95

DIV

6OO
UNK
530
600

bUU
GOO

600
510

530

520:7n

600

UNK

600

600
600

6OO

600
180

 
POTENCY RANGE

V”'-‘Gabi:
.24HG
.98MG - 60.0MG
.OO1HL - 0.0019HLOH!-‘y - K {IND

.bflG

.62HG

.2MG - 5.25HG

.I876Z - 2.02nn7nu

.5HG - 3.2HG

.l£l'1lJ ' '~4U.Uf’1L7'

.OMG - 3.4MG

.454MG - 5.0HG

.O8MG - 11.2HG
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INGRE

SILI

sm

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

DIENT '
ROUTE/DOSAGE FORM

CON DIOXIDE
ORAL) CAPSULE, HARD GELATIN
ORAL} CAPSULE, SUSTAIHED ACTION
ORAL} NRANULE
ORAL: BRANULE FOR RECONSTITUTION, CR
ORAL; BRANULE, ENTERIC COATED
ORAL; SRANULE; FOR RECONSTITUTION
ORAL} POHDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL: TAILET
ORAL; TABLET (IHMED./COMP. RELEASE), UNCOATED;
ORAL} TABLET: COATED
ORAL) TABLET. DELAYED ACTION. ENTERIC COATED
ORAL: TABLET. DISPERSIBLE .
ORAL} TABLET. ENTERIC COATED PARTICLES
ORAL) TABLET. FILM COATED
ORAL} TABLET, SUSTAINED ACTION
ORAL-211 TABLET
ORAL-281 TABLET
RECTAL5 SUPPOSITORY
SUDLINBUAL3 TABLET
TRANSDERHAL1 FILM. CONTROLLED RELEASE
VAOINALI TABLET
VABINALT TAHPON
CONE
INTRAUTERINE} SUPPOSITORY. INSERT. CONTROLLED RELEASE
ORAL! CA?SULE

- ORAL! CAPSULE. HARD GELATIN
ORAL: ?OUDER; FOR RECONSTITUTION
ORAL! SUSPENSION
ORAL: TADLET
ORAL;,TABLET; SUSTAINED ACTION .
TOP} 1 SUSPENSION, SHAMPOO
TRARSDERHAL; FILH. CONTROLLED RELEASE

SILICONE.EHUtSION
ORAL) POHDER. FOR RECONSTITUTION
TOPICAL LOTION

SILICONE/P YESTER FILM STRIP

SIHE
TRASDERHAL3 FILH, CONTROLLED RELEASE
THICONE
IN ' IV: POHDER, FOR INJECTION SOLUTION
ORAL! CAPSULE
ORAL: CAPSULE. SUSTAINED ACTION
ORAL! DRANULE
ORAL! NRANULE. EFFERVESCENT
ORAL} PASTILLE ,

H‘

CAS 1

007631869

OOBOSOBIS

PAGE 122

NDA LAST
COUNT NBA

5-4

N

m

>-‘O &MJ3F*N'd¢N~JhI£~un~rau~h-buggy

»a»Imrau~»-:4Fifi)»q¢...._.u,,.u1,.P”_h,¢qg‘NhJ“’°‘

APPROVAL
DATE

O7/30/92
04/25/95

12/20/95
12/16/93
12/22/95
07/29/92
11/19/82
06/29/95
no/79/¢3

12/12/95
D4/28/95
12/14/92
12/14/92
09/02/77
09/18/86

37/73/97

Uh/20/88

12/31/91

03/30/95

U6/13/Db

DIV

UNK
ONK

520
I80
600
600
6OO
600
Ann

120
600
510
510
UNK
6OO

170

600

520

600

DUU

 
POTENCY RANGE

1
O

C2!C)canDON

.5MG

.O5HG - 2.258HG

.OHG ° 37.5MG

.18HG - 4.8HG

.5HG - 4.28MG

.SMG - 2S.8HB

.28HG - 45.0HG

.65HG

.O47HG - 1.0HG

.268HG - 10.0MG

.042 - 1.242

.O24HG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3 NDAINGREDIENT ,
ROUTE/DOSAGE FORH

SIHETNICONE
ORAL: POWDER, FOR RECONSTITUTION
ORAL! SOLUTION
ORAL} SUSPENSION
ORAL: TABLET
ORAL} TABLET. COATED
ORAL) TAILET, SUSTAINED ACTION
RECTAL1 SOLUTION
TOPICAL: EMULSION. CREAM
TOPICAL) LOTION
TOPICAL} OINTHENT

SINETHICONE EHULSION
ORAL! CAPSULE. SUSTAINED ACTION
ORAL: rounen, FDR neconsrxrurzou
ORAL; susrsusxon ,
ORAL; TAILET
ORAL: TABLET, conrsn *
ORAL: TABLET. DELAYED ACTION. snrsaxc coaren
ORAL; TAILET. FILH coATEn
ORAL: TABLET, susTAIuEn ACTION
TOPICAL: EMULSION. cnsnn
TOPICAL: oxnrnenr ~

sxnernzcons unxa-4035
ORAL: TABLET, susrnzuen ACTION

SOAP
ORAL} TABLET. SUSTAINED ACTION

soar, rorasszun
TOPICAL; EMULSION. AEROSOL ronn

so¢P.EIneanuuu
cant: TAILET. REPEAT ACTION
ORAL: TABLET. susrarnsn ACTION

son:unTAce1A1s
1uE- xv e SC: INJECTION
In - IV: znascrzon
y1";- sc; INJECTION
IMTERSYITIALJ INJECTION
INTRA-ARTICULAR; INJECTION
zuxzgcavzraav; xnascrxon
Inrxansaantz INJECTION
'IHT31H3$€ULAR; INJECTION
IRTRABCOLAR; SOLUTION
IHTRAPERITDNEAL; INJECTION
INTRAPLEURALI INJECTION
INTEASYNOVIALI INJECTION
INTRAVENOUS! INJECTION
INTRAVENOUS; soLuTIou
1V(INFU$ION)} INJECTION

008050815

V-3

b--''

006131904

N

*4N*-m>~hwu:+aHLuHo~oh-unuHNHHCNN¥*Hh*ALuwuawtnnhnwsuawram
’ PAGE 123

:1 ~

LAST
COUNT NBA

APPROVAL
DATE

1?/70/OR

12/16/95
06/19/QS

U//02/87

zu/us/as
98/14/86

01/04/95

87/29/93
11/23/37

04/01/82
12/22/87

11/14/94

as/31781
05/14/34

05/02/88
04/14/95

U3/UI/I5

05/02/88
04/28/95

05/07/78
03/17/94
09/30/74
03/25/94

DIV

fi?O

180
THO

600

buu
660

600

IZU
600

600
600

UNK

UNK
UNK

600
600

DUU

600
600

600
UNK
160
160

 
?OTENCY RANGE

3C

C00

.982 - 0.666%

.OO33Z

.nnnaMn - 1,559

.64flG - B.96HG

.0022 - 1.02

.052 - 8.52

.O3MG - O.165HG

.154HG - D.31BMG

.fiMG

.39NG

.3062 - 0.682

.042 - 0.22

.022 - 0.4712

.392

.OO006Z - 0.22

.162

.0132 - 0.152
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NBAINGREDIENT
ROUTE/DOSAGE FORH

SODIUM ACETATE
IV(INFUSION}; SOLUTION. INJECTION
NASAL3 SOLUTION
OPHTHALMIC} POHDER. FOR RECONSTITUTION
OPNTHALHIC) SOLUTION
OPHTHALMIC: SUSPENSION
ORAL! CONCENTRATE
ORAL} SOLUTION
OTIC3 SOLUTION
OTIC; SOLUTION. DROPS
OTICl SUSPENSION
SUDCUTANEOUS} INJECTION

SODIUM ACETATE; ANHYDROUS
IN ' IV} INJECTION
IN - SC) INJECTION
INTRAHUSCULAR1 INJECTION

INTRAVENOUS; SOLUTIONIV(INFUSION 1 INJECTION
ORAL: SOLUTION
SUICUTANEOUS1 INJECTION
TOPICAL! EHULSION. CREAM

SODIUM ACID PYROPHOSPHATE
TOPICAL} OINTHENT

SODIUH ALOINATE
ORAL: SUSPENSION
ORAL} TASLET
ORAL; TABLET. FILH COATED
ORAL} TAILET, SUSTAINED ACTION

SODIUM ALKYL SULFATE
TOPICAL! SUSPENSION: SHAMPOO

SODIUM AHINOSENZOATE
ORAL! CAPSULE
ORAL} TADLET

. soni .ASCDRlATE
utanvsuousz INJECTION

SDDIUN~BEflZOA7£
DEfl7AL1 BEL
nENTAL:;PAsTE

TIM - xv; INJECTION
INTASCULAR; xn42c11on
:zv;1usu;:au>; zuascrzon
935!’-I
ORAL! CAPSULE. HARD GELATIN
aaaL; cnncsuraurs
ORAL} OROPS
ORAL} GRANULE, FOR RECONSTITUTION
ORAL} POHDER. FOR RECONSTITUTION

4‘: X

CAS 3

006131904

000127093

007758169

009005383

008036542

000555065

0 000134032

7000532321
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LAST
COUNT NDA

H-3

F‘

I-'3

N $5‘!-0

val-‘(AH-It-d\.n|-It-4I-ID--IQ]paNpaggwpg,_.‘N,.4,_,._,'°'__,,_.m~HqN~.“b_w~
APPROVAL
DATE

12/28/95

06/17/91

12/16/85
09/30/74
in/11/an

12/14/66
06/25/91

11/26/82

09/30/85

01/26/84
nfi/O1/R4

07/31/92

02/18/75

01/29/93

08/19/91

U1/OU/‘ll

12/20/95

DIV

110

UNR

600
160
£00

520
510

600

510

600
‘Tn

600

600

600

600

bUU

520

POTENCY RANGE

0.01892 ~ 1.72

:3 .072 - 0.2722

.1252

.162

.0152DCOO

.0922 - 1.9052

.142 - 0.22QC!

0.4712

0.162

0.142 - 0.72
20.0MG

320.0HG

0.0011NG ~ 0.0017HG

4.7752 - 5.02

0.3MG

0.052 ~ 0.22

0.0462 - 0.82
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INACTIVE INGREDIENTS

INGREDIENT
ROUTE/DOSAGE FOR

SODIUH BENZOATE
ORAL} SOLUTION
ORAL! SOLUTION; ELIXIR
ORRLI SUSPENSION
ORAL! SYRUP
ORAL! TkBLET
ORAL: TABLET (IHMED./COHP. RELEASE); UHCOATED:
ORAL} TA3LETo COATED
ORAL} TAILET; FILH COATED
ORAL) IAILET; SUSTAIKED ACTION
ORAL'Z11 TASLET
ORAL'283 TRBLET
RECTALI EHEflA
TOPICAL; EHLSIQN

SODIUM IICARBORATE
BUCCAL3 Bflflo CREHIN8
IN ' IV) INJECTION
IH - IV) POHDER; FOR INJECTION SOLUTION
IHTRAHUSCULRRI IRJECTIOH
INTRAHWSCULARI POWDER, FDR INJECTIOfi SOLUTION
IHTRIPERITOREALI POWDER. FOR INJECTION SOLUTION
IHTRITKCII3 IflJECTABLE
IHTRATHECALI IHJECTIOH
IRTRAVENOOSI INJECTION

INTRAVEfl@$; ?O9DER, FOR INJECTIOfl SOLUTIONIV(IflFfl310fl 3 IKJECTIOR
IV(1NFU$IOfl)1 POWDER. FOR INJECTION SOLUTION
ORALl’CAP$3tE
CAL) CPSULE: HARD GELATIN
 

 
 
 
 
  

‘ «ammL£. ssrsnvzsceur
QBER, FOR RECONSTITUTION

I§3iET (IHHED./COMP. RELEASE5; UNCOATED;
333157. COATED ,

V #3157: FILH COATED
UtFkTE

_ V zI8JECTION
' Dfl: SOLUTION
€3fi£EflTRATETCRRL

soaznar 5flEFITE
E93923; IHJECTIOR
In;sw1v;;.sc; INJECTION

In a ,§:INJECTIONIflHALATTDfl; SOLUTION
IHTRA-ARTICULAR1 INJECTION
INTRABURSALI INJECTION ,

 

nl

FOR CURRENTLY MARKETED DRUG PRODUCTS

cas #

000532321

000144558

 007681381

V_oo7s319os

PAGE 125

NBA LAST
COUNT NBA

3-‘.3U1 HH*Nr¥~naun«h-wwanrumhoou-$c~:Lnm
D-3

A
NWVAWNwwmomauuwwwamnw

APPROVAL
DATE

06/30/93
04/29/93
06/16/95
10/28/94
17/an/an

02/25/92
12/31/92
01/77/87

12/30/94

01/26/93

12/67736

UH/I3/VD
10/13/37
03/25/94
10/22/93
12/31/93

11/30/95
03/31/94
02/25/92
09/28/77

03/28/83

10/03/72
12/22/87
10/31/94
06/03/83
05/24/82

DIV

600
600
UNK
600
5%

600
180
600

am

600

I60

zzu
600
510
520
510

600
180
600
$00

600

UNK
110
600
600
600

 
POTENCY RANGE

0.1%
0.12 - 0.15062
0.1%
0.1% - 0.52
fl.lMG - O.75HG

.u12nu - 9.0HGC:

0.042

0.05%

4.flHG

1.0HG - 60.0HG
65.0MG - 140.0H8
0.63HG - 6.0HG
0.867HG - 7.6H8

0.12 - 0.752

.0SZ - 0.07%

.022 - 0.322

.00013Z - 0.66%

.0112 - 0.3%

.12 ' 0.322C‘.3§DDC3
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1
INACTIVE INGREDIENTS FOR

znensnztur
ROUTE/DOSAGE roan

SOOIUH BISULFITE
INTRACARDIACI INJECTION
INTRADERHAL; INJECTION. SUSTAINED ACTION
INTRALESIONALI INJECTION
INTRAHUSCULARI INJECTION
INTRA?ERITONEAL1 INJECTION
INTRAFERITONEAL3 SOLUTION
INTRASYNOVIAL; INJECTION

NTRAVENOUS5 INJECTION

NTRAVENOUS; SOLUTION. INJECTIONIV(INFUSION } INJECTION
NERVE BLOCK} INJECTION
OPHTHALMIC} SOLUTION
OPHTHALMIC: SUSPENSION

. ORAL: CAPSULE
ORAL} CONCENTRATE
ORAL: SOLUTION
ORAL} SUSPENSION
ORAL) SYRUP
ORAL! TABLET
OTIC) SOLUTION
OTIC3 SUSPENSION
SOFT TISSUE; INJECTION
SUBCUTANEOUSJ INJECTION
TOPICAL! EMULSION, CREAH
TOPICAL} POHDER, FOR RECONSTITUTION

SODIUM BORATE
OPHTHALMIC: PONDER, FOR RECONSTITUTION
OPNTNALHICI SOLUTION

~OPHTNALNIC3 SUSPENSION
OTIC1 SOLUTION

SODIUN_IORATE BECAHYORATE
_ OPNTHALHIC1 SOLUTION

S8OIUfi?€INIUNATE -
' IUCCAL3 SMM; NHENING

IN ° IV} INJECTION
IN,‘ IN} POWDER. FOR INJECTION SOLUTION
INTRA-QRTERIAL; SOLUTION; INJECTION
INTRANSCULAR1 INJECTION
INIRAPERITONEAL; POWDER. FOR INJECTION SOLUTI
INTRAPLEURAL3 POWDER. FOR INJECTION SOLUTION
IHTRATUHR POWDER; FOR INJECTION SOLUTION
IHTRKVKSCU AR: INJECTION
INTRAVASCULAR1 SOLUTION; INJECTION
INTRAVENOUS: INJECTION .
INTRAVENOUS; PONOER. FOR 1NJECTION SOLUTION
INTRAVENOUS: SOLUTION; INJECTION 1

U4

CURRENTLY MARKETED DRUG PRODUCTS
CAS 0

on7s319os

OOISOS964

OO1344907

300497198

PAGE 126

NBA LAST
COUNT NBA

2
1
7

13
I
2
3
5
1

41

wwnuwhnannawramrawwNhLbNHunumhnquvunnuggnngm

APPROVAL
DATE

OT/O5/76

O6/19/BO
O7/76/R6

O1/Z9/U6
03/O1/77
1n/na/21

02/21/95
09/09/80
09/23/59
05/30/73
06/14/79
04/27/83
12/07/92

12/01/92
22/01/81

U3//_'-3I5/

1}‘!/U4/92

12/09/53
06/08/94

11/30/92

O7/O7/BO

11/ZU/Uh

DIV

£00

600
Ann

160
UNK‘fin

6OO
GOO
UNK
UNK
120
600
UNK

UNK
6OO

hull

UNK

UNK
UNK

6OO

600

bUU

 
POTENCY RANGE

DO

30

Q0CUOCDDC2

17

.12 - 0.32%
OKZ - 0.662

.052 - 0.12
"Y - 0.35%

.822 - 10.92

.052 - O.2Z

.12

.062

.O4993Z - 0.25%

.12

.O8MG - O.23HG

.12

V12 * 0.322

.11 - 0.32

.0422 - 0.32/

|nnoPharma Exhibit 1080.0131



 
INGREDIENT

ROUTE/DOSAGE FORM

SODIUM CARDONATE
IV(INFUSION)1 INJECTION
IV(INFUSION)) POWDER, FOR INJECTION SOLUTION
NERVE ILOCK3 INJECTION
OPHTHALHICt SOLUTION
ORAL} CAPSULE. SUSTAINED ACTION
ORAL! TABLET
ORAL; TABLET, FILM COATED

. RECTAL} SUSPENSION
SODIUH CARBONATE HYDRATE

INTRA-ARTERIAL) INJECTION
INTRACAROIAC} INJECTION
INTRAVENOUS! INJECTION
OPHTHALMIC) SOLUTION

SODIUM CARRABENATE ‘
ORAL} SYRUP

SODIUM CELLULOSE
ORAL! CAPSULE

SODIUM CHLORATE
INTRAHUSCULAR; INJECTION
NERVE DLOCK1 INJECTION

SODIUM CHLORIDE
CAUDEL ILOCK1 INJECTION
DENTAL) INJECTION
EPIDURAL1 INJECTION
IH ° IV - SC} INJECTION
IN - IV) INJECTION
IN ' IV; PONDER. FOR INJECTION SOLUTION
IN - SCI INJECTION

' INHRLATIONI SOLUTION
INTRA°ARTERIAL} INJECTION
INTRA-ARTICULARI INJECTION
INTRRlURShL3 INJECTION

NTRRCARD1£Cz INJECTION
NTRACAVITARVI POWDER. F0

INTRNDERHAL1 INJECTION
INTR£LESION&L1 INJECTION
INTRAHUSCULAR} INJECTION
INTRAHUSCULARJ POWDER. FOR INJECTION SOLUTION
INTREHWSCULAR; SOLUTION. INJECTION
INIRKOCULRRJ SOLUTION
nmnsazrousau POWDER, rosz nwecnnn sown N
INTRAPERITONEAL1 SOLUTION
INTRRPLEURALI POWDER. FOR INJECTION SOLUTION
INTRASYNOVIAL: INJECTION
INTRATNECAL; INJECTASLE
INTRATNECRL: INJECTION

R INJECTION SOLUTION

INACTIVE INGREDIENTS EOR CURRENTLY HARKETED DRUG PRODUCTS

LASTCAS 8

OOO497198

OO5968116

OO7775099

OO7647145

PAGE 127

NBA
COUNT NDA

0-‘

Nw»-UVAWH xnncxwuannuw~vqn»aaUn~m£w4mcr#mhomHF‘NHwwnuwwwuxuruungu«L\

I-1}-3

A?PROVAL
DATE

10/31/93
O9/IO/RE

10/51/95
02/27/85
87/21/95

IO/15/80

10/13/87
10/10/34
02/26/93
04/11/89
12/27/94
12/27/91
D4/14/95
O9/26/95
08/23/91
05/24/82
02/13/74
n1/n£/7A

10/16/87
10/16/87
n1/77/on

04/11/93
04/28/95
O7/OX/R‘

U1/U3/86
11/05/81
06/17/92
10/30/92

DIV

500
Ann

6OO
600
SOO

UNK

600
600
6OO
600
600
600
600
600
600
600
600
Ann

UNK
UNK
xnq

UNK
600Lnn

600
600
120
UNK

 
POTENCY RANGE

1.0HG - 6.0HG
10.QHG - 87.SHG

10.0HG - I50.flMG

0.21% - 0.855%
0.4% - 0.6%
0.00062 - 0.9%
0.1% - 0.9%
0.98% - 1.2%

0.25% - 9.0%
0.02% - 0.9%
0.26% — 1.2%
0.2% - 0.9%
0.66% - 0.9%
n 4:2 - 0.7%

0.2% - 0.7%
0.2% - 0.9%
0.00172 - 0.9%

0.85% - 0.9%
0.64%

0.2% - 0.9% I
0.85% - 0.9%
0.26% - 0.9%
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

INGREDIEHT ’ CAS 3 NBA LAST APPROVAL
ROUTE/DOSRGE FORM couur NDA DATE DIV POTENCY RANGE

SODIUM CHLORIDE 807647145
INTRATRACHEAL; INJECTION
INTRATRACHEAI} POHDER, FOR RECONSTITUTION V
INTRkTRACHEAL3 SUSPENSION
INTRATUHDR: INJECTION n7/'3/ , 3 - .

° “2 14 , 3 - , 3INTRAVENOUS; POWDER. run INJECTION SOLUTION 3§§33§3§ §§§ Q °°°‘/ 4 5’
INTRAVENOUS! SOLUTIOR 11/15/75 153 9.91
IONTOPHORESIS; SOLUTION 1 In/1u/an ouu n.1u - n,9z
IV ' SC}-INJECTION
IV - SCI POHDER; FOR INJECTION SOLUTION
IV(INFUSION)I INJECTION
IV(INFU$ION)1 POHDER, FOR INJECTION SOLUTION
IV(IHFU$ION); SOLUTION; IHJECTIDH
IV(INFUSION}; SUSPENSION. INJECTION‘
NASALJ SOLUTION
NASALI SPRAY

C‘. .OOO6Z - 90.02O\ U4/(U/93 bUU
09/20/95 180
17/an/ca 11n fl.RQZ - g.9z

I7/76/Q3 HID fl.5Z - 0,92

NASALT SPRAY; HETERED 1o/zu/95 _ 3NERVE ILOCK; INJECTION 7 35/23/95 233 3,33; - g_gz
O?HTHALHICI POHDER. FOR RECDNSTITUTIDN 59/22/93 uyg
OPHTHALMIC; SOLUTION 6 09/29/95 500 0.032 ~ n.9zI 09/13/95 600 0.0182 - O.85Z
OPHTHALMIC} SUSPENSION
ORAL} CAPSULE

3§II' ESSSER FUR RECUHSTITUTIONI I 12/43/91 aau 0.052 ~ 0.42
ORAL; SOLUTION 1 05/01/94 2I aunt; SOLUTION. ELIXIR ‘°° °'9’

E ORAL! 5“5PE"5I°" us/1:/3: 160 0.1% - 2.02
5 12/30/38 13a a 052 - 0.22' ORAL: SYRUP

ORRLI TkBLET
OAL1 TAILET (IHMED./COMP. RELEASE); UNCOATED:
oaa;z.1A:L£1, susraxusn ACTION
o1rc;;seLu11on ~
asarnuaax; INJECTION
aectst; SOtflTIoN
RECTALJ surraszroav
§GfI;TI$$UE} INJECTION
SSUIOHIANEOUS; INJECTION
SUBEHIANEOOS1 SOLUTION. INJECTION
TO£1AL;HOINTHENT
rarzcAz;~soLur1ou

SOBIHMTCRLORIBE ruascrxou

xnfnaveaous; INJECTION

n7/17/B7 son 16.aMs - l48.UHG

U4/25/94 bzu 17.5HG - 143.26HG

01/14/as §oo 0.42 - 0.72

08/31/92 500
05/24/az 500 0.5572 - a.9z
12/22/94 130 0.352 - 0.92
17/74/99 sxn 0.3772 - 0,92

N

Ub/13//H unn 0.68%

“NWN°°N~MNmH¢AmHemHwomaumwmwmmnwwwnumwmwnu
' PAGE 128 

uv
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM CHLORIDE INJECTION, BACTERIOSTATIC
INTRAVENOUS: INJECTION

SODIUM CITRATE
EPIDURALl INJECTION
IN ‘ IV - SC; INJECTION
IH - IV) INJECTION
IH ' IV: POWDER, FOR INJECTION SOLUTION
IN - SC; INJECTION
INNRLATION) SOLUTION
INTRA'ARTERIAL} INJECTION
INTRA-RRTICULAR3 INJECTION
INTRACARDIAC3 INJECTION
INTRACAVITARY1 PONDER, FOR INJECTION SOLUTION; LYOPHILI
INTRALESIONAL; INJECTION
INTRAHUSCULAR} INJECTION ,
INTRNHUSCULAR1 POWDER, FOR INJECTION SOLUTION
INTRAOCULARI SOLUTION
INTRAPERITONEAL1 INJECTION
INTRAPLEURAL1 INJECTION
INTRASYNOVIAL1 INJECTION
INTRATHECAL3 INJECTION
INTRAUTERINEJ SOLUTION
INTRAVASCULAR) INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS: POHDER, FOR INJECTION SOLUTION
IV(INFUSIDN)I INJECTION
IV INFUSION}; POWDER, FOR INJECTION SOLUTION
IV INFUSION); SOLUTION; INJECTION
NASAL3 SOLUTION

‘ NASAL} SPRAY
NASAL1 SPRAY. HETERED
NERVE ILOCKI INJECTION
oraxusmuzcz Pownsn. FUR RECONSTITUTION
neataxtnzc; SOLUTION '
oruraLnmc: SUSPENSION
ORAL1”COCENTRATE
URtt1=fl&0P5
cast; eanxuts
cult; SRAOLE. FUR RECUNSTITUTION
cant: ?0Hn£R, FOR RECONSTITUTIDN
oRA;;esaLu1xou
anaz; soturxon, ELIXIR
aunt; SU5?ENSION
Dlktz svnur

I ORAL! Tl3{ET »
ORAL} TABLET (IHHED./COMP. RELEASE) UNCOATED.
ORAL: TABLET, DELAYED ACTION, ENTERIC COATED1

H’

CA5 #

OO6I32043

PAGE 129

NDA LAST
COUNT NDA

Nmr-mrawr-mhnwnvnam»4Am>aa»nn$::HN
D-I

N

U1?‘V""Ul ‘NW°”“@3W“HPNhN£HAmr4HnnuwngN

APPROVAL
DATE

12/29/89

O8/23/95
12/14/95
In/74/an

07/71/07

04/09/86
n1/nn/76

O2/II/8%
O6/26/95

U4/Z8/95

O2/17/84

O9/29/89nn/12/on

08/18/95
12/19/86
12/29/92

03/03/95

01/04/95
06/10/38
07/20/88
12/18/80
flfi/IR/Rn

12/23/93
10/31/93
10/10/86
O2/28/94
09/30/94
11/05/92
09/11/95
O5/15/90

DIV

I60

600
600
Ann

Anfi

6OO
600

GOO
600

600

S20

UNK

600
UNK
600
600(HR

530
6OO
600
GOO
600
GOO
600
600

 
POTENCY RANGE

9.0472 - 1.02
0.00052 - 2.92

n 1&

0.1% - 1.02
0.042 - 0.322

0.1% - 1.0Z
0.052 - 2.848%

U 172

0 12 - 1.02

0.322
0.015% — 2.875%

6.0232 - 2.848%
40.0MG - 80.0HG
O.12SZ - 0.252

O.45Z - 2.0Z
0.3% - 0.452
0.062622 - 0.3%

0.42 - 1.5%

0.352 - 0.52
0.12 - 3.942
48.0HG - IlO.6MG
95.DHG - 300.0HG
10.0MG ' 82.0HG
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IHRCTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
 

INGREDIENT‘ . cns t nna LAST
ROUTE/DOSAGE FORM , COUNT RDA QITEOVAL DIV POTENCY RANGE

sanzuu CITRATE 006132043
88/31/81 socORAL: TIILET, FILH COATED

ORAL-281 TABLET
OTIC1 SOLUTION
RECTAL3 SOLUTIOR
SOFT TISSUE! IHJECTION
TOPICAL: EMULSION: CREAM
TOPICAL: LOTION
TOPICAL} SOLUTION
URETERAL1 SOLUTION

SODIUM CITRfiTE AHYDROUS 000068042IH - IV? IHJECTIOH
IHTRA'ARTICULkR3 INJECTION
INTRAVENOUS! INJECTION
INTRAVEHOUS5 FOH9ER: FOR INJECTION SOLUTION
1V(IKFUSIONJ; INJECTION ’
ORAL) 8fl£HULE 'i
ORAL: BRAHULE. EFFERVESCENT
ORAL! POWDER. FOR RECONSTITUTION
ORAL: SYRUP
08kt} TAZLET '
ORAL} TfllL£T (IHED./COHP. RELEASE), UHCOATED;
ORAL} TAIIET: DELAYED ACTION, EHTERIC COATED
SOFT TISSUJ IRJECTIOR
TOPICAL; EMULSION. CREAM

SODIUM CITRRTE OIHYBRATE
IH - IV} IRJECTIOH

SOSIUH DESOMYCHOLATE
IV(IflFH5IOfl)3 POWDER, FOR IHJECTIOH SOLOTIOH

wmm umun:
In :g¥¥3:,SCI INJECTION
Iuigsiaaus xuascrzon
az1a§as1au1: IRJECTION

)£flZEHEsULFDHATE .
,sn5r£uszou, sHAMPcu

KT$afi£aEuyn£ SULFOXYLATE

sc[ nascrxouI I,,'

99/02/81 600 0.42
06/19/80 600 1.0%
08/03/94 6OO 0.05Z - 1.UZ
11/12/64 SOD

 

03/08/79 600 0.36% - 5.0%

n7/1n/nu A66 q_23z - 2.22

04/28/80 600 11.0MG - 28.flMG

03/31/95 6 .
oe777s14s °° 41 °”G

 

 

12/19/91 510

2
1
1
2
2
9
2
1
1

4
1
1
1
1
1
1
3
1
2
1
1
1
1

1

2

1
2

5 12/19/91 510 3.0%1  

 
 
 

“12aee212
00149440

 03/08/79 600 0.0752 - 0.1%
 

RT8A9£Ufg§cTIg§ECTIDN
=/ivizfiifliififias‘INJECTION

1

9
1

%
c?O?ICEL;3EMUtSION, CREAM 1

1

6
2
1

SODI3/fiEX§flEIflPHOSPHATE ,[ia1a12q553
fl3A1 /5959:5510» ,.O » M

soaruu. T_snx1ns I 7%,“ 1901310732
§gg¥fif75§§g§éT}g:E°7I°“ . I I 1 10/13/57 600
nsurati SOLUTION 1°’1°’5° 5”“

. PAGE 130 ,
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG FRODUCTS

 

INGREDIENT CAS 3 NBA LAST APPROVAL
ROUTE/DOSAGE FORM , coum RDA DATE DIV POTENCY RANGE

s°M2:,::,'s:2**2sJm..I 34 1 ’ 10
IN - xv - sc; INJECTION 27 4 17533533 355
in ' £3 'IgSéc;?:fiER, FOR INJECTION SOLUTION 1 J

- 1 171 ~ /27 . -. - ~.IN - Iv; Pownsn. FOR INJECTION sownou 12 ii/39532 233 D 134/ 1'O/
IN ‘ IV} SOLUTION, INJECTION 3 53/35/99 533
IH ' SC) INJECTION ‘ 10 34/14/95 590
IN ° SC; INJECTION, SUSTAINED OCTION 1
IN ° SC} POWDER, FOR INJECTION SOLUTION - 1

::*.:2L:::3.*:' 255%. I
1 22 n7/73/95 son , 3 — -

INTERSTITIAL: nuscnon 1 B “'98” 233"
12 nfl/73/qt bu“ 0.8-/.

IHTRA-ARTERIAL; SOLUTION. INJECTION 1
INTRA'ARTICULAR; INJECTION ~ 25 54/99/55 buy
INTRABURSAL) INJECTION ~y 5 92/13/74 ggg

, INTRACIROIACI INJECTION 3 35/91/33 530
INTRACAVITARY; INJECTION 1
INTRACAVITARYI ?OHOER; FOR INJECTION SOLUTION, LYOPHILI I
INTRAOERHALI INJECTION 5 13/15/37 UNK
INTRRLESIONALI INJECTION 15 10/16/37 unx

IINTRAMUSCULRRI INJECTION 32 91/27/95 gag 2_75z
INTRAHUSCULAR1 POWDER, FOR INJECTION SOLUTION 4 n7/77/an unx

* INTRAHUSCULAR1 SOLUTION. INJECTION 1 .
1‘ INTRAOCULAR1 sownon 2 ua/73/qt, ,,.,,,

1 INTRA?ERITONEAL1 INJECTION 1
\ INTROPERITONEAL; SOLUTION 3 ug/lg/qy 15“

K INTRAPLEURRL} INJECTION 1
. INTRASYNOVIKLI INJECTION 9 ug/1//an gun

>INTRkTHEChLl INJECTAELE 1
INIRATHECKLI INJECTION , ’ 14 lg/5g/92 uflk

' RATHCIL) POHDERp FOR INJECTION SOLUTION »_ 2 12/21/37 153
IHIKETHECAL} SOLUTION . 1
IHTROTROCHEAL} INJECTION 1
IHTRIIROCERLI POWDER: FOR RECONSTITUTION 1
§2:::%..m**°m,-.:J:.L;¢:s:sI°~ I

I 3 U//O8/B8 , ‘.
INTRATOHOR; rownes, FDR muscnon sownon I 1 6°“ ° 8’

I 1  4 I I " 4 n /
\ HITRNIASOULARI sownon ’ 1 t 1 2"” 1“

s:3:z%2:.:.  IV I z - 137 n - - -
mruvenouss PDHDER. FOR INJECTIONSOLUTION 19 03:3??? 0'05/' 10'“
INTRAVENOUS} SOLUTION 5 12/26/35 15” 1 02INTRAVENOUS} SUSPENSION, INJECTION

. PAGE 131

11 ’

|nnoPharma Exhibit 10800136



 

cs

INACTIVE INGREDIENTS_FOR CURRENTLY MARKETED DRUG PRODUCTS

* NDAINGREDIENT
ROUTE/DOSAGE FORM

SODIUH NYDROXIOE
IRRIGATION} SOLUTION
IV - SCI INJECTION
IV - SCI PONOER. FOR INJECTION SOLUTION
IV(INFUSION)I INJECTION
IV(INFUSION)1 PONDER, FOR INJECTION SOLUTION
IV(INFUSION)t SOLUTION
NASAL3 NPRAY; UETERED
NERVE BLOCK: INJECTION
OPHTHALMIC) GEL
OPHTHALMIC} POWDER. FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL: CONCENTRATE
ORAL; SOLUTION
ORAL! SUSPENSION
ORAL) SYRUP
ORAL) TABLET
ORAL} TABLET; COATED
ORAL: TABLET; DELAYED ACTION, ENTERIC COATED
OTIC1 SOLUTION
FERFUSION/CARDIAC; SOLUTION
PE IDURAL3 INJECTION
RE TAL; ENEHA
RECTAL1 SOLUTION
RETROIULIARI INJECTION
SOFT TISSUE; INJECTION
SPINAL] INJECTION
SUICONJUNCTIVALI INJECTION

' SUBCUTANEOU53 INJECTION
SUICUTANEOUS; POWDER, FOR INJECTION SOLUTION
retreat; CREAH, AUGHENTED
retreat) EMULSION, CREAM
TOPICAL: GEL ~
rorzat: BEL, JELLY
TOPICAL: LOTION -
TOPICAL: LOTION: AUGHENTED
TOPICAL; ozurnenr
TOPICAL; suanrau
TOPICAL: SOLUTION
TOPICAL: spouse ,
1RAusn£nHAL; FILM. CONTROLLED RELEASE
URETERAL1 SOLUTION
VAGINAL1 EMULSION. CREAM
VAGINAL; BEL

H’

CAS 3

OO1310732

PAGE 132

COUNT NBA

184

F4.1.‘NU! INNOUINNO

3...:

N045-1 WOflfimvfldwhuhohunwwnapnnum
L--I

D-IINJD->-46-‘(Ami-'!\)r-I

LAST APPROVAL
DATE

11/27/91
10/10/95
O8/31/9O
10/27/95
no/7n/on

10/20/95
na/72/an

04/02/63
12/29/95
09/13/95
10/16/87
10/24/95
OZ/23/94
O9/25/95
O8/O}/Q6

zu/14/9n
12/29/95

1 O/76/QC

O5/24/B217/71 [R7

03/31/94

O9/20/95
O4/Z9/94
O4/29/93
09/30/06

02/05/87

1c/19/7:
01/07/87

17/21/95

DIV

6OO
600
SOO
510xnn

UNK
Ann

UNK
600
6OO
600
160
6OO
600
Ann

UNK
6OO

TAO

6OOthis

510

UNK
UNK
600Ann

600

cuu
520

520

 

POTENCY RANGE

0.05% - 10.5%

0.57‘;

n.1z

I.OZ - 2.332
40.0%

O.45MG

0.049Z - O.56Z

0.00668Z - 0.2832

0.0042 - 2.8%

0.02l3Z

0.138132
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INGREDIENT
R UTE/DOSAGE FORM

SODIUc NYPOCHLORITEI (

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3 NBA
COUNT NDA

pu7sa1529
INFUSION): INJECTION

ORAL:
SODIUM IODIDE

SUSEENSION
007681825

INTRAVENOUS} POWDER, FOR INJECTION SOLUTION
SODIUM L'CYSTEINATE HYDROCHLORIDE

INTRADISCAL; POHOER. FOR INJECTION SOLUTION
SODIUM L-LACTATE OOO867561

EPIDURAL1 INJECTION
IN - IV - SC; INJECTION
IM - IV; INJECTION
I RACARDIAC; INJECTION
I (INFUSION): INJECTION
NERVE

SODIUN LACTATE
ILOCKT INJECTION

OOOO72173
CAUDAL BLOCK; INJECTION
IM - IV - SCI INJECTION
INTRACARDIAC; INJECTION
INTRAPERITONEAL1 SOLUTION
NERVE BLOCK: INJECTION
TO?ICAL1 SOLUTION

SODIUM LAURETN SULFATE
ORAL:
ORAL;

001335724
CAPSULE
TABLET. COATED ’ '1

TOPICAL) EMULSION, CREAM
SODIUM LAURETN-5 SULFATE OO9004824

TOPICAL} SHAMPOO
SODIUM LAUROVL SARCOSINATE 000137166

TOPICAL: LOTION
sdnrun LAURYL SULFATE OOO151213

BUCCAL/SUBLINGUAL; TABLET
DENTAL; GEL
DENTAL; PASTE

_ ORAL:
ORAL}
ORAL)
ORAL:
ORAL:
ggg;;T

IBRANULE ~ORAL;
ORAL:
ORAL:
ORAL!
ORAL:
ORAL;
cast:

1
1

1

I

1
2
1
2
2
1

1
1
1
1
I
1

I
1
1

TOPICAL} EMULSION; CREAM 1
1

1

I
1
1
1
6
1
5
7
1
1
1
2
7
5
O
3

CAPLET
CAPSULE 24
CAPSULE. ENTERIC COATED PELLETS
CAPSULE. HARD GELATIN
CAPSULE. SUSTAINED ACTION 1
DROPS ,. I '

V-4?ONDER, FOR RECONSTITUTION
SUSPENSION , '
TABLET 3
TABLET (IMMED./COMP. RELEASE), UNCOATED. - ,
TABLET; COATED I V 1
TABLET, DELAYED ACTION, ENTERIC COATED ’

)--4

,.EAGE 133

H’

LAST APPROVAL
DATE

01/06/76

U1/U6/lb
01/06/76

i7/an/on

05/03/95
04/25/95

O4/28/95
01/05/78
10/06/95
01/04/95
06/23/95
05/15/90

DIV

600

EUU
600

57h

S30
UNK

6OO
520
UNK
600
600
500

POTENCY RANGE

O.18Z

U .I8Z
0.182

UYCOQ(D

.1SHG - 3D8.0HG

.OO4MG - O.6MG

.012 ~ 0.066Z

.O25HG - 50.0HG

.5MG - 5.0HG

.5HG - 4.0MG

.39MG - 8.09HG
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1

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE roan

SODIUM LAURYL SULFATE
ORAL: TABLET; FILH COATED
ORAL} TRILET, SUSTAINED ACTION
SUBLINGUALI TAILET
TOPICAL! EHULSION; CREAM
TOPICAL} LOTION‘ .
TOPICAL: OINTHENT
TOPICAL] SPONGE
TOPICAL: SUSPENSION; SHAMPOO
VAGINAL} EMULSION, CREAM

SODIUM LAURYL SULFOACETATE
TOPICAL! SHAMPOO

SODIUM HETADISULFITE
CAUDAL BLOCK; INJECTION
EPIDURAL} INJECTION
IN - IV - SC; INJECTION
IN - IV; INJECTION
INHALATION} SOLUTION
INTRkCAROIAC; INJECTION
INTRAHUSCULAR) INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IONTOPHORESIS1 SOLUTION
IUKINFUSIONII INJECTION
NERVE ILOCKJ INJECTION
OPHTHALMIC; SOLUTION
OPHTHALMIC) SUSPENSION
ORAL; CAPSULE
ORAL) CONCENTRATE
ORAL) SUSPENSION
ORAL] SYRUP
ORAL} TABLET

‘ sonxun ruosruare

HI

IN ' IV) INJECTION
IH ’ IV} POWDER. FOR INJECTION SOLUTION
IN - IV} SOLUTION, INJECTION
INTRA'ARTICULAR} INJECTION
INTRAOERNALt INJECTION
INTRALESIONALI INJECTION

Tflflifififl$CULAR1‘INJECTION
'IZRiHWS£ULAR; POHOER. FOR INJECTION SOLUTION
zflrwtznausx nuscnau
nmuweunus POHDER. FOR mascnou soumon
IVIINUSION I INJECTION
IVIINFUSION): POHDER, FOR INJECTION SOLUTION
N§SAL3»SOLUTION
OPHTNOLHICJ SOLUTION

H‘

CAS 3

000151213

001847581

OD7757746

OO7632055

“vgsz 134

NDA LAST
COUNT NDA

N

Pd‘

()4

mr~nJw-Avaauaouuuuumuu.»u»~.-oJfi$»«~F3§naw~4mc~awmnnannnmznmvu
APPROVAL
DATE

05/30/95
11/25/91
07/07/80
09/28/92
01/24/92
an/nu/as

01/10/91
09/19/85

10/13/87
02/26/93
94/10/89
17/10/0:

11/15/74
06/26/95
O5/18/O2

06/26/95
02/26/93
{TX/nl. I01.

O8/30/91
17/10/31

D1/15/86

O7/22/82
0:/an/nu

O2/Z7/79
O2/O8/77

UI/U?/U5

ll/CH/bl

I4/cu/bu
10/04/67

U.)/bl/‘ib

DIV

600
600
600
SOO
SDO
UNK

600
600

600
600
600
Ann

600
GOO
600

6OO
600
400

600
6OO

6OO

600
‘an

600
Sin

6110

:au

bUU
UNK

UNK

 
POTENCY RONGE

0.13MB - 4.sHe
1.76MB - 15.0Hs
0.01HG - 0.0zMG
0.12 — 2.52
0.252
0.152 - 1.02

0.32 — 0.3332

0.052 - 0.1332
0.052 - 0.1832
0.12 - 0.152
n 00072 - 0.662

0.092 - 0.12
0.00252 - 0.66%
0.012 - 0.322

0.0242 - 1.02
0.052 — 0.52
n 012 - 3,32

0.ssne
0.12 - 0.22

0.ZMG - 4.1HG

O.3Z - 1.02

O.S8Z ' 1.0%
O 7§Z

H.292 - 0.58%

O.16Z

0.182

0.075Z - 0.812
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5 INACTIVE INGREDIENTS FDR CURRENTLY HARKETED DRUG PRODUCTS

 INGRiDIENT I cns i NBA 6 LAST APPROVAL
ROUTE/DO§A3E FORM » CGUNT NBA DATE nzv POTEHCY RANGE

soniuu rnosefiéts . 7 007532055
iOPHTHkLHI§',5U5PEN5IDfl ”“ n7I71/n1 cnn n av
ORAL: cfiflsétfi
mm. 2 cnacemnare
nut: snwnoa
mm; susrsuszou I
am.» svnur
SOFT ussus; nuecnou
suacmmsousz zmscnou
rorxcau toner:
TOPICAL: own-new
roncau susrsusxnn, sHAMPoo

sonnm masruare nmvmum-:
In - sc; nuscmm
SUICUTAEDUS3 INJECTION
SUICUTAKEOUSI POUBER. FOR INJECTION SOLUTION; LYOPHILI

SODIUH ?H0$PHATE, DIBASIC . 007782856
IN ' IV - SC: IflJECTIOfl
IH ° IV} IHJECTIOH
IH - IV: POWDER, FOR IHJECTIOH SOLUTION
INTRA-ARTICU£ARz INJECTION
IflTRAIURShL3 IHJECTION
INTRADERHfiL) INJECTION «
IHTRALE$I0flA£I INJECTION .,
INTRAHSCULARI INJECTION
INTRAH$CULfiR; POHCER, FOR INJECTIUM SOLUTION
IflTRA$C9L§R1 SOLUTION. INJECTION
INTR§SYflBYIfiL3 IHJECTION; SUSTAIHEB ACTION
INTRAV , I IHJECTIOR
INTRAV 1 PGHBER, FOR INJECTIOK SOLUTION
IV(INFflSI9fl); IEJECTIUN
IV(INFflSI9N): POHDER, FOR INJECTION SOLUTION
NASAL: SCLUTIBH
OPHTHALHICZ §0L8TIOH
OPHTHflLMIC1 SUSPENSION
ORAL} CA?$ULE .

A 035£3f5U1UTIUN
—£Rfi; HSEENSION

08/18/78 lfin

10/51/95 600
92/27/79 600
85/30/86 510
03/30/89 UNK

.582 — 1.0%

.242 - 0.3782

.22
 ODD

07/01/91 510 0.242

N 35/09/91 600 3.242 - 1.7462
12/11/95 600
12/31/74 UNX 0.712 - 1.02
n7/Ix/7a Ann n 712

12/31/14 UHK
02/13/74 600
10/17/85 510

(DU KIN >—e»- \‘.\'

11/23/94 160 0.025% - 1.6%
02/07/95 180
02/26/93 150 0.04762 - 1.7462
ca/31/as Ann 1: nag

I-4

N

an/23/95 600 0.072 - 1.212
11/1a/93 UNK 0.052 - 0.3662
08/18/95 600 35.oMG - 5ao.aMG
12/22/94 600 0.5%
19/77/a1 Inn n 17 - g_9z

o-0DJHUJNHNb-4N5-AJ>U1NDgo-Ios.:\I\JOv-H-INU'll\)>—4.t\U1mo-tawon-o9-->-aN.;~.~N..ng4...o...¢m
 

 
 

01/17/78 600 2.1MG - 59.745685

U1/16/vb buu u.u/2 ~ u,3z

2 . zs; mascnon
,, V .2 » ; nuscnon

V Esvtclzransaus; rowan, run mascnou sonumm
9 suwrrmjtsous; susvsnsrou. mmacuou

I “I013:/elm EHULSION, cnsm

U4/2:/av :1U u.z2 - 0.378%
11/17/ox zxn   
12/18/90 UNK 0.06% - 1.8% 

H‘
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zneaenieur

HI

SODIUN PNOSPNATE. DIBASIC

SOOIUH PHOSPHATE, OIBASIC,‘0IHYDRATE

son:

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

4 CA5 #
ROUTE/DOSAGE FORM

007782856

TgPICALi LOTIONT PICAL; SOLUTION
TOPICIL; SPONGE

LSODIUH PHOSPHATE; DIBASIC; NNNYDROUS
IH - IV) POHOER, FOR INJECTION SOLUTION
INTRANUSCULARI PONOER, FOR INJECTION SOLUTION
INTRAVENOUS! INJECTION
IV(INFUSION)1 INJECTION
IV(INFUSION)i POWDER, FOR INJECTION SOLUTION
OPHTNALHIC1 SOLUTION
OPHTHALMIC) SUSPENSION
ORAL: SUSPENSION
ORAL! SYRUP
SUICUTANEOUS} POWDER, FOR INJECTION SOLUTION, LYOPHILI
TOPICAL) BEL

010028247

IN - IV; INJECTION
IV(INFUSION)3 INJECTION
ORAL} CAPSULE. ENTERIC COATED FELLETS
ORAL} PONDER; FOR RECONSTITUTION

SODIUM PHOSPHATE: ORIED
OPHTHALMIC; POHOER, FOR RECONSTITUTION
TOPICAL} EHULSION, CREAM
UN PHOSPHATE; NONOBASIC
IH ' IVI INJECTION
IN ' IV; PONOER. FOR INJECTION SOLUTION
INTRA°ARTICULAR} INJECTION
INTRAIURSALI INJECTION
INTRADERNAL) INJECTION
INTRALESIONAL) INJECTION
INTRAHUSCULAR3 INJECTION
INTRAHUSCULAR) POWDER, FOR INJECTION SOLUTION
INTRANUSCULAR1.SOLUTION. INJECTION
INTRASYNOVIAL; INJECTION, SUSTAINEO ACTION
INTRAVASCULAR; INJECTION
INTRAVENOUS) INJECTION
INTRAVENOUS; SOLUTION
INTRIVESICALI SOLUTION
IVCINEUSIONI; INJECTION
IVfINFUSION)1 POHDER. FOR INJECTION SOLUTION
IVCIEUSION); SOLUTION. INJECTION
OPNTN§LNICI SOLUTION
OPNTNNLNIC; SUSPENSION
ORfil)'CONCENTRATE

O07558807

I ‘ORMJ SOLUTION
ORAL; susrsusxon I 1_

,[J'FAGE 135

NBA LAST
COUNT NDA

F-4

5-:

N

"““m°"“““”°““““”““““W°“HWWHHHH-wmuw~wmMwm
APPROVAL
DATE

In/77/R9

O1/OI/8/

I1/in/O7

n7/7!/7A

03/31/95
07/29/94

08/29/89
11/30/92

12/05/88
10/17/85

O8/Z9/78
12/28/90no/17/72

08/29/89
A1/97/2:

04/28/95
no/ac/no

05/28/86

DIV

UNK

DCU

LOO

160

bUU
£00

600
600

600
510

160
51014a

600
nnv

600
TIME

UNK

 
POTENCY RANGE

0.392 - 1.59%

I7.5MG - 139.2HG

D.O72Z

0.03972 - 0.4262

.52 - 1.2%

.6MG - 12.8MG5-06

0.34% - 1.162

.0115z - u.u12SZ

.a125z - 0.92CD

0.48% - 0.52
4 amn

0.012 ' 0.721%
n nxez — o.37z
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‘ INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM PHOSPHATE. HONOBASIC
ORAL! SYRUP
ORAL: TRBLET
OTICI‘SO£UTION
SOFT TISSUE; INJECTION, SUSTAINED ACTION
SUBCUTANEOUSI INJECTION
SUBCUTANEOUS; POHDER, FOR INJECTION SOLUTION
TOPICAL: EMULSION, CREAM
TOPICAL} LOTION
TOPICAL; SUSPENSION, SHAMPOO
VAGINOL; EMULSION, CREAH

SODIUH PHOSPHATE; HONOBASIC. HONOHYORATE
IH - IV) INJECTION
IH ' IV) POWDER, FOR INJECTION SOLUTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION, LYOPHILI
INTRAVASCULAR1 INJECTION
INTRRVENOUS1 INJECTION
INTRAVENOUS; POHDER, FOR INJECTION SOLUTION
INTRAVESICOLI SOLUTION
IVKINFUSIONJI INJECTION
IV(INFUSION)I POWDER. FOR INJECTION SOLUTION
OPHTHALMIC) SOLUTION
OPHTNALHIC1 SUSPENSION
TOPICAL; EHULSION: CREAM
TOPICAL LOTION, AUBHENTEO
URETERA 3 SOLUTION

sonxun PHOSPHATE. TRIBASIC
ORAL; rownen, run aeconsrxrurxou

sonzuu PROPIDNATE
ORAL: CAPSULE
ORAL; CAPSULE. SUSTAINED ACTION
ORAL: POHDER, FDR nscousrrrurxon
ORAL: susrausxuu
ORAL: svnur

sonzun PYROPNOSPHATE
INTRAVENOUS: INJECTION
INTRAVENOUS: POWDER. Fen xuaecrxcu SOLUTION

scbzun PYRROLIDONE CARBOXYLATE
Iorlcat LOTION

sonzufl STAR BLYCDLATE
oat: cavner ,
0:51: CAPSULE
cant: CAPSULE. conwsn PELLETS
ORAL: CAPSULE. HARD GELATIH
aunt; CA?SULE, susrazusn ACTION
ORAL; TABLET

ORAL; TABLET (IHHED./COMP. RELEASE), UNCOATE1,

H’

CA5 #

OO7558807

010049215

OO7601549

000137406

OO7722885

OO906338Y

PAGE 137

NO A LAST
COUNT NDA

put

04

\l <3U1 J.\Nv-lbw-ID»-I--peaNp.-N,;s.._.4-_\1_‘

ANHnuxuufluwrawouuhnumNcnhunmwawhuam
APPROVAL
DATE

06/19/62

11/17/9311/an/no

01/10/91
97/16/93

07/08/87

‘I1 /73/94

07/08/87
83/31/95
10/24/91
11/10/93
07/10/84

10/19/95

12/20/95
02/14/94H‘) /1 fl/SIG

04/18/84

10/20/76

11/26/85

12/20/95

12/28/95
01/04/95

DIV

UNK

S10nuv

600
600

600

160

600
600
600
UNK
UNK

520

520
6OO
£00

UNK

160

600

520

600
600

 
POTENCY RANGE

GD

GOOI-4

.072

.012 - 0.45%

.11l99Z

.0452 - 0.42

.1Z ' 0.5362

.2652

.1252 - 0.3%

.02

.42

.OHG - 134.0HG

.O31HG - 738.0HG

.O6MG - 4.5HG
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INGREDIENT
ROUTE/DOSAGE FORM

SODIUM STARCH GLYCOLATE
ORAL! TABLET: COATED
ORAL} TRILET. DELAYED ACTION, ENTERIC COATED
ORAL: TAILET; ENTERIC COATED PARTICLES
ORAL} TABLET; FILM COATED
ORAL} TAILET; SUSTAINED ACTION
ORAL-212 TABLET ‘
ORAL-281 TABLET
SUDLINGUALI TABLET

SODIUM STEARYL FUHARATE
ORAL) CAPSULE
ORAL: TABLET
ORAL) TABLET, SUSTAINED ACTION

SODIUM SUCCINATE
ORAL! CONCENTRATE

SODIUM SULFATE
OPHTHALMIC} SOLUTION
OPHTHALMIC) SUSPENSION

SODIUM SULFATE, ANNYDROUS
INTRAMUSCULAR; INJECTION
OPHTHALMIC; SOLUTION
ORAL} TABLET

SODIUM SULFITE
EPIDURAL3 INJECTION
IM - IV: INJECTION
INHALATION! SOLUTION
INTRA-ARTICULARI INJECTION
INTRALESIONALJ INJECTION
INTRAHUSCULAR1 INJECTION
INTRAVENOUS} INJECTION
IV(INFUSION); INJECTION
ORAL; CONCENTRATE
ORAL} SUSPENSION
OTIC3 SOLUTION

. SOFT TISSUE: INJECTION
TOPICAL} EMULSION, CREAM

SODIUM TARTRATE
IM ' IV: INJECTION
INTRAMUSCULARI INJECTION
INTRAVENOUS) INJECTION
IVTIHUSIONJ; INJECTION

SODIUMWTHIOGLYCOLATE
SUICUTANEOUSI INJECTION

SODIUM THIOSULFATE
INTRAVENOUS] SOLUTION
OPNTNALHIC1 SOLUTION
OPHTHELMIC; SUSPENSION

HI

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3

n~

009063381

000150903

007727733

007757826

007757837

000868188

000367511

010102177

PAGE 138

NDA LAST
COUNT NBA

27
3
1

32
4
1
4
5

1
I0

U~\OP‘P-15'0-DJ’.\O-4|-ID-‘I-‘Olh).E\lJJ|-lodmcsh-A5.-afgp..apg“,F.._,

APPROVAL
DATE

06/25/95hi /1 6/0:

12/27/95
08/19/01

US/Z9/I6
02/26/88

03/28/95

05/25/94

12/13/84

05/13/88
09/16/83
04/09/86

U911?/U5
11/06/91
07/08/87
04/27/83

08/29/89
12/05/88
06/15/90
08/29/89

oé/bé/éi
o9/29/39

DIV

600:5?!

150
UNK

510
600

110

600

600

600
600
600

bUU
UNK
600
600

600
600
160
600

266
UNK

 
POTENCY RANGE

1 .2HG - 32.01MB
10.0MG - 21.0MG

1
0

C7351‘:GOG
50-4

C30

.5HG - S3.0MG

.7€MG - 31.3MG

.7HG - 2.0MG

.8HG - 6.flMG

G42

.1522

.U8X - 0.152

.0252

.1Z

.ubZ — 0.1%

.15Z - 0.22

.12

.015Z ~ 0.049932

.22

.4752 ~ 1.22

.2Z

.0902Z - 0.312

.12 - 0.32%
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WI

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

INGREDIENT
ROUTE/DOSAGE FORH

SODIUH THIOSULFATE
ORAL; CAPSULE
ORAL! SOLUTION
ORALI TABLET

SODIUH THIOSULFATE, ARHYOROUS
INTRAVENOUS; SOLUTIOH
ORAL! SOLUTION
ORAL} TABLET

SODIUM TRIHETAPHOSPHATE
INTRAVENOUS; POWDER: FOR INJECTION SOLUTION

SOLULAN
TOPICAL; EMULSION. AEROSOL FOAH
TOPICAL; SOLUTION

SORBIC ACID
OPHTHALMIC) SOLUTION
ORAL} CONCENTRATE
ORAL) SOLUTION
ORAL) SUSPENSION
ORAL} SYRUP
ORAL} TABLET
ORAL) TABLET (IHMED./COMP. RELEASE), UHCOATED,
ORAL! TABLET; COATED
ORAL: TABLET, DELAYED ACTION, ENTERTC COATED
SUILINOUALI TABLET
TOPICAL: EHULSIOH: CREAM
TOPICAL; LOTION
TOPICAL} OINTHENT

SORBITAN HONOLAURATE
OPHTHALMIC! OIHTMENT
ORAL} GRAHULE. EFFERVESCENT
ORAL} SUSPENSION
ORAL} SYRUP

SORBITAN HONOOLEATE
ORAL; TABLET
ORAL! TABLET. DELAYED ACTION, ENTERIC COATED
mm: nu..=.r. FILM coAn=.n

. TOPICAL: smnsxou. cream
rarzcu; LOTION

. rorxcaaagozurnenr
SOR3'ITA!t?>-ESOQQOPALHITATE

zutmm_sg=1:LAa; nuscmm
TOPICAE1 EMULSION, CREAM

, TBRI!:M;:_LOI10N
SORBITANIHOKBSTEARATE

roncau znunszou. cream
rorzcnu urrxon
mncau I ommsm

n-

CAS 3

010102177

007772987

007785844

008042511

000110441

005959897

005938385

001338405
 

001338416

11. ]§fis£ 13§

NBA LAST
COUNT NBA

1
4
1

3
4
1

1

I
1

1
1
1
4
7
11
1
3
1
2

49

1

7
3

1
1
3
1

2
1
1
1
2
1

2
1
6

54
6
1

APPROVAL
DATE

08/18/78

04/17/78
,o4/17/73

10/10/85
12/23/38
11/05/92

U‘!/Ut!/Bi

UH/16/81
05/31/91
11/30/82
10/10/85

11/21/80

10/31/91

07/11/90
12/07/92

17/73/7R

08/14/86

06/13/95
01/24/92

DIV

160

160
160

unx
600
600

hllll

600
600
600
600

600

520

520
UNK

R70

600

600
600

 

POTENCY RANGE

0-2933

0.22

0.12 - 0.1162
0.12
0.01MG - 0.55HG

fidflfl

Q6

0630

.16MG

.052 - 0.22

.12 - 0.22

.12

.0HG

.252 - 2.52

.02

.052

.0BO0S2 - 0.452

.252 - 5.22

.142 ‘ 2.52
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IHACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

msnsnxsur 1 CAS 1 mm LAST APPROVAL
sour:/nnszusz FORH COUNT mm on: mv porzncv RANGE

soanzmu Ho!i5§1£kRA‘£E/ > 1 oaussaxs
TOPICAL: $D£U7I0fl, ,
T0PICAL;V$UPP0SIT98Y V
VA8IH&L3 EHU£SIflH5HCREAfl_
VABIHAL1 §UPPO$IIORY

SORBITAN SESQUIOLEATE ‘ 068007430
TOPICAL: OIHTHI-INT 93/31/95 500 0.5‘/. - 2.07.

SORIITAN SOLUTION
GIRLS CUHCEKTRATE
ORAL! SVSPERSIOH

soxuuu nuo1.£A*rE aosssaoss
xmuwarxou; asaasm, nsnznsn
nasuu Asaosm, Neranzn
om.» nus?

SORBITOI. 000950704
wccnu sun. CHE!-IIHG
XHIRA-ARTIcULARz nuscnou 1
IHTRA££$10flAL1 nuecuuu
mtmcuswuuz: muecnou
IHTRASYEOVIM; nuscnon
nmmvauousz nuscnou
zvcmrusmm reuscmm .
NASAL: saumou _,
RASAL: svuv, m-:‘r£R£n
out; CkP$i1LE 1
am; can/51115. son esuxma
om: coucamars
am; sweats, res: aecousrnumm
nut: saummi
out; smunou. ELIXIR
ORAL: susrsusxau
om; svnwr 1
am; TABLET A
nu mm. consn

om: TABLET. run camsn
~ mm; TABLET, susnman ACTION

;RECT&L3:s4lSPEflSIOH
55.1131-1139311.: TARET

1 £351; /awtszan. cnsm
1.;/Latzou

//rather:'
0 i ~CULAR; zuuscnon

Im5££sxauAL; mascnau

5 1% nuscnou0 5311 szaav. Nersnen
nun coucsmkm-:

12/21/95 520 2.0%

w AIr-4-at-D-I
12/30/92 UNK 0.525-1

WHHWHHwmmwwmuummnowmnwwmwmnwmmmwwmup
06/08/92 UNK
02/17/84 600 45.DZ
D?/17/R6 ann an AV

uz/1//an 600 45.0% ‘ab
an/In/an 11a 5 av - 7,142

05/18/70 510 2.52

UI/an/95 bun 51.1HG - 71.2236
03/08/94 180 66.8ZHG
91/39/Q? Ana 3a,az — 53,33

10/51/95 600 35.02
04/23/64 UNK
02/12/86 520 70.02
09/17/93 530 5.02 - 72.02
11/01/85 600 0.004GM - 0.016GH
03/15/62 120 6.48HG
03/10/82 520 2.5HG - 5.0HG

 
03/11/81 600
04/29/94 600 2.3772 - 5.0%

  
 

003959533   
  

1
07/20/88 600 5.0% - 30.0%

 
PAGE 140 ,

u-
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INGREDIENT
ROUTE/DOSAGE FORM

SORBITOL SOLUTION
ORA£3 DROPS
ORAL! SOLUTION
ORALI SOLUTION; ELIXIR
ORAL; SUSPENSION
ORAL} SYRUP '
RECTAL) SUSPENSION
TOPICAL; CREAM, AUGHENTED
TOPICAL) EMULSION; CREAM
TOPICAL} LOTION
TOPICAL) OINTHENT

SOYBEAN OIL
INTRAVENOUS} EMULSION. INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION); POWDER. FOR INJECTION SOLUTION. LYOPHILI
ORAL} CAPSULE
BRAL} CAPSULE, SOFT GELATIN

SOYBEAN OIL. NYDROGENATED
ORAL} QAPSULE
ORAL: CAPSULE, SOFT GELATIN
ORAL} TABLET; COATED

SPEARHINT OIL
ORAL} SOLUTIONA
ORAL} SYRUP
TOPICAL} OINTNENT

SPECTRABLEND CSL-15764 (BLUE)
ORAL} TABLET

‘ SPERHACETI

TOPICAL; EMULSION, CREAM
SQUALANE

TOPICAL: EMULSION, CREAM
STANNOUS CHLORIDE

INTRAVENOUS) INJECTION
INTRAVENOUS: PONDER, FOR INJECTION SOLUTION

- IV(INFUSION); INJECTION
STANNOUS CHLORIDE, ANNYDROUS

INTRAVENOUS} INJECTION
IV(INFUSION); INJECTION

STANNOUS FIOORIDE
INTRAVENOUS; INJECTION

STANNOfl;TARTRATE
E zufnuweuous; IuuscnonSTfi8£N§%a
‘E*3uccaL/szmzueuau TABLET
nmweuscutam nuecnou

"ORAL5 QIPLET
ORAL: CAFSULE

 

INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

CAS 1

003959533

008001227

008016704

008008795

008002231

000111013

010025691

007772998

007783473

000815850

009005258

1 I. was 141

NBA « LAST
COUNT NDA

APPROVAL
DATE

12/22/94
10/27/92
09/15/95
07/17/95
11/17/an

09/20/95
12/07/92
10/10/85

09/04/86
11/22/95

09/04/86
11/22/95

04/12/32

11/30/77

08/16/74

12/21/90
03/25/83
06/10/91

12/19/90

01/21/87

07/03/95

DIV

600
600
180
600
Ann

UNK
UNK
600

600

600

160
160
160

160

160

600

 

POTENCY RANGE

20.0% ~ 90.02
2.52
12.862 - 38.552
0.012 - 66.0%

0.32 - 25.02
4.02 - 5.02
1.52

60{25HG - 230.0HG
I03.0HG - 216.84MG

1.0MG
7.579HG - 1S.16HG

T.0HG

0.0022

0.7% - 11.0%

2.0%

0.00062

2.65%
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III

INGREDIENTROUTE/DOSAGE FORM

STARCH
ORAL}
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;
ORAL}
ORAL:
ORAL:
ORAL:
ORAL:
ORAL}

CAPSULE, EHTERIC COATED PELLETS
CAPSULE; SUSTAINED ACTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ORAMULE. FOR RECONSTITOTIOR
SUSPEHSI
SYRUP
TABLET
TABLET (IHMED./COMP. RELEASE), UNCOATED,
TABLET;
TAILET. DELAYED ACTION; ENTERIC COATED
TABLET.
TABLET;
TAILET;

OH

COATED

DISPERSIBLE
FILH COATED
SUSTAINED ACTIOE

ORAL-21: TABLET
ORAL'28} TABLET
SUILINOUALI TABLET

’ VAOINAL) TABLET
STARCH 1500, PREGELATINIZED

ORAL;
ORAL:

CAPSULE
TABLET

ORAL) TABLET, COATED
ORAL; TABLET, FILM COATED

STARCH 1551
ORAL} TABLET

STARCH: CORN
IUCCALI TABLET
ORAL!
ORAL:
ORAL:
ORAL!
ORAL)
ORAL!
ORAL:
ORAL:
ORAL;
ORAL;
ORAL!
ORAL;
ORAL!
ORAL;
ORAL:
ORAL:

CAPSULE
CAPSULE;
CAPSULE. SUSTAINED ACTION
CDNCEHTR
DROPS
PASTILLE
POWDER, FOR RECONSTITUTION
SUSPENSI
TAILET
TABLET (IHHED./COHP. RELEASE), UNCOATED;
TABLET.
TAILET. DELAYED ACTION, ENTERIC COATED
TABLET:
TADLET;
TABLET;
TAZLET.

HARD GELATIN

ATE

OH

COATED

DISPERSIBLE
FILM COATED
REPEAT ACTION
SUSTAINED ACTION

ORAL-Z11 TABLET
ORAL'23} TABLET
SUBLIROUAL} TABLET
VAOINAL} TABLET

H1

CAS #

009005258

PAGE 142

RDA LAST
COUNT NDA

U! N %hfldW
M

N

H

0-‘
\0W NH-*~DNUINA0l.l\Q‘O-l\~Oi-‘OLDUH

n

Nwe m£W3A**NawaNuunopam»-wwunm
WW

APPROVAL
DATE

62/08/95

11/22/95
D6/28/89
O6/23/95D7/Ofllflfl

03/14/95
83/21/92
02/09/89
02/09/89
07/29/88
11/09/83

10/03/86
10/05/95
09/10/87
04/28/95

08/08/88

12/29/95
03/27/95
01/26/89

nh/fin/an

11/30/95
01/04/95
02/28/95na/na/Ax

12/08/95
03/31/81
01/04/95
12/14/92
12/13/93
06/08/84
12/26/91

DIV

UNK

£00
600
600uuv

600
UNK
600
606
110
600

SDO
600
600
600

600

600
600
600

£11?!

600
600
600
inn

UHK
UNK
600
510
600
600
520

 
POTEHCY RANGE

O.64MG - 12D.DHG

O.D23HG - 2S7.6HO
25.7SHG - 170.0HG
4.0MO - 2D9.DMG
2D.OHG - 58.0HG

2.flMG ~ 88.0MG
O.21MG - 32.0HO
6.2HG - 11.125HG
1.DHG - 10.0HG
3.0HG - 28.611HG
25.0HB - 57.5MG

2D.OMG - 143.0HG
1.5HO - 333.0HG
9.2HG - 22.0M8
59.5HG - 78.4HG

4.0MG ~ 33.75HG

0.152GH
10.0HG - Z89.2HG

0.05SGH
50.0MG - 117.DHG
O.63HG - 235.0HO
4D.6MG - 94.48MB

5.6HG - 88.DMG
2D.OHG - 30.0HO
14.66HG - 1B7.5MG
24.6MG
6.5MG - 3D.1HG
3.2HG - 50.6HG
S0.0HG - 150.0HG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
‘ ROUTE/DOSAGE FORM

STARCH, POTATO
ORAL} TABLET
ORAL} TADLET; COATED
ORAL; TABLET, REPEAT ACTION

STARCH. PREGELATINIZED
ORAL} CAPLET '
ORAL) CAPSULE
ORAL; CA?SULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL: DROPS
ORAL] SUSPENSION
ORAL; SUSPENSION, SUSTAIHED ACTION
ORAL} TABLET
0 AL; TABLET (IHHED./COflP. RELEASE), UNCOATED,
0 AL} TABLET, COATED
ORAL; TAILET. DELAYED ACTION; ENTERIC COATED
ORAL) TABLET: DISPERSIBLE
ORAL} TABLET; FILM COATED
ORAL; TADLET; SUSTAINED ACTION, COATED
ORAL'Z1i TADLET
ORAL-28; TABLET
SUILINGUAL; TABLET

STARCH, PREBELATIHIZED CORN
ORAL} CAPSULE
ORAL) TABLET
ORAL) TABLET (IHMED./COMP. RELEASE); UHCOATED;
ORAL} TABLET; COATED
ORAL} TABLET. DELAYED ACTION. ENTERIC COATED
ORAL} TABLET. FILM COATED

STARCH. PREGELATINIZED TAPIOCA
ORAL} TABLET

STARCH; RICE
ORAL; TABLET, SUSTAINED ACTION

srnncu. rnrxoca
'0RAL3 TABLET

srascn. HHEAT
- ORAL: CAPSULE, susrnxnsn ACTION

ORAL: TABLET
ORAL; TABLET, conrsn

STEAK-9-HE? c
poaatz TABLET

STEAR-D-BET 3
ORAL: CAPSULE
ORAL: raazsr
ORAL: TABLET. FILM COATED

HY

CAS A

2 PAGE 143

NBA LAST
COUNT NBA

H‘

M N‘J‘-I -50-‘U'I‘0\O!I-‘F-49-‘l\JP-1)-‘ml-It-JV-'|‘\)5@b-IN-Gus:
Nib-l

DIP-‘

undoAHvamMwwmunup

APPROVAL
DATE

09/06/95
02/25/92

10/18/95
05/03/95
05/29/92

12/29/95

nz/no/at

O9/70/QR

O//U5/92
07/03/92
03/11/81

D6/Z8/91
12/29/95

11/25/88
12/31/92

D1/06/9§

08/31/94

12/28/90
05/17/94
02/16/95

DIV

510
600

édé
530
11v

600

can

Ann

510
510
600

600
600

600
180

snn

600

600
600
600

POTENCY RANGE

12.0HG - 77.DMG
1l.88HG - 13.26MB

2.7HG * 360.0MG
41.9HG - 81.0HG
B2.03MG - 141.75HG
1.22

0.00SMG - 43E.OMG

15;
10

10
10
12

50

.OMG

.DHG -

.OHG -

OHG -

HHE -

OMB ~
2.éHs — 4

45.038

141.0HG

- 22.25MG
22.5HG
43.0HG

16I.1HG
82.0MG

6.2SHG - 12.5MG

0.25MG - 0.75MB

6.0HG - 1Z.0HG

fl.65HG - 14.DHG
0.03MG - 3l.5HG
fl.75HG - 8.0HG
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III

INACTIVE INGREDIENTS FOR CURRENTLY NARKETED DRUG PRODUCTS

INGREDIENT CAS 1
ROUTE/DOSAGE FORM

STEARALKONIUHLCHLORIDE
TOPICAL ZLOTION ’

STEARALKONI HECTORITE/PROPYLENE CARBONATE
TRA$DEHALi FILH, CONTROLLED RELEASE

STEARAHIDOETYL DIETHYLANINE
TOPICAL) EHULSION. CREAM
VAOINALI EHULSION. CREAM

STEARETH
ORAL; TAILET
TOPICAL) EMULSION, CREAM
TOPICAL: OINTHENT

STEARETH-10
RECTAL: EMULSION, AEROSOL FOAM
TOPICAL; ENULSION. AEROSOL FOAM

STEARETH-100
TOPICAL} OINTHENT

STEARETN-Z *
TOPICAL} EMULSION, CREAH
TOPICAL} LOTION
TOPICAL! NINTMENT

STEARETH-21
TOPICAL; EMULSION. CREAM

STEARIC ACID
IHPLANTATION} PELLET
ORAL! CAPLET
ORAL: CAPSULE
ORAL: CAPSULE. SUSTAINED ACTION
ORAL; PONDER. FOR RECONSTITUTION

ORAL: SYREETORAL) TAD
ORAL; TABLET (IHHED./COMP. RELEASE), UNCOATED,
ORAL; TABLET. COATED
.ORAL} TADLET. DELAYED ACTION. ENTERIC COATED
ORAL} TABLET. DISPERSIBLE
ORAL) TABLET. ENTERIC COATED PARTICLES
ORAL; TABLET; FILH COATED
ORAL! TABLET. SUSTAINED ACTION
ORAL'21J TABLET
ORAL'281 TABLET
SUDLINBUALS TABLET

xTOPICALliEHULSION. CREAM .
TOPICAL: LOTION

- TOPICAL: OINTHENT
TOPICAL: SOLUTION
VAGINALI EMULSION. CREAM
VAGINALI TABLET

OO012219U

009035609

OOOO57114

 

PAGE 144

w

NBA LAST
COUNT NBA

1

1

I
4

1
1
1

1
1

1

2
1
2

2

1
1
94
4
1
1

586
4

29

D-‘IN!

NM

5
2
1
3
6
1
4
4
7
2
3
1
9
3

APPRODALDATE

06/09/86

no/na/n7

12/29/93

69/04/92

10/18/95
05/10/93

11/22/95
01/04/95
O9/IO/87
O6/Z9/95
nn/an/oz

10/31/91
04/23/95

11/11/73
04/16/81
O4/Z9/94
12/07/92
12/23/83

1.141! 1.1.] ‘IL
10/17/85

DIV

6OO

UNI!

UNK

UNK

600
180

600
600
600
600
Ann

180
600

21111
600
600
UNK
600

DCU
600

 

POTENCY RANGE

0.52 - 0.82

2.752

2 52 ~ 5.02

.0452

.8777HG - 2.367HGDC)

.OO1385GM - 0.006GM

.OHG - 15.0MG

.6MG - 42.4HG

.OHG - 6.3HGNDNQ

.975HG - 18.0HG

.17MG - 1S0.0HG
O
1

0.005HG - O.65MG
O.8HG - 5.049MG
1.22 ’ 22.52
0.00562 - 2.02
3.0%

3
1

.02 - 14.02
Z.OMG - 3Z.OHG
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INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT 5 V3 A CAS 1 NBA LAST APPROVAL
ROUTE/DOSAGE roan COUNT NBA DATE nxv PGTENCY RANGE

006112925 

 

STEARYL AL V ,' , ,1x
ORAL} T ET, COHTRQLLED RELEASE
DRAL1; ,5; SUSTAIWED ACTIBR
TOPICfiLiT£flWLSION, CQEAH '
TGPICILI Efififlfl ”' ~
TOPICIL} OINTHEHT .
VABIHALI EMULSION; CREAM

STEARYL CITRATE 061337333
TOPICAL: OINTHENT

SUCCIHR 000304552
INTRAVENOUS} INJECTIOR

SUCCINIC ACID fi0O1101S6
INTRAVEHEUSI INJECTION
ORAL: CBHCENTRATE *
ORAL; POHUER, FOR RECUNSTITUTION

SUCRDSE 000057501
lUCCALI$UlLINGflA£; TABLET
INTRAVEROUS} SUSPERSION, INJECTI8fl

09/09/87 600 Z44.DHG
06/13/95 600 1.02 - 30.02
09/30/92 UHK 0.22 - 4.0%
08/08/83 UNK 0.000752 - 8.02
12/21/95 520 6.02 ~ 7.02

 

NF*N¥*NcMmauunnawHFJHwwm£J:3h;p 10/31/93 600 0.22 
ORAL: CAPSULE 2 na/11/92 530 5.9a - A

3222:’ $38k? §s;$:;§Es°2z$':o:mm G' 3 5 02/03 0. - . .

35%; gggggnrénrs 11/30/33 233 1o{.’3~/2.m571?33z1"GI ' 05/Z5/95 UNK . 3
ORAL: 3R8ULE ' »a nfi/1!/RA Anq 3° °’
ORAL: GRARHLE FOR RECDRSTITUTIDH, CR
ORAL} Gfllflfltfi; FOR RECONSTITUTION
ORAL! PASTILLE

‘ORAL: POHBER

17/73/93 570

12/05/88 510 0.0063682
ORAL: P ER. Fan RECDNSTITUTIOH 61 12/20/95 520
ORAL: SOL 103 13 11/17/95 530 zo.uz - 50.02
cents SOLUTION. ELIXIR 20 04/29/93 600 12.52 — 29.752
ORAL; SUSPEESION 42 an/14/an uux 25,5z - 53.92
URAL: $U5PEH$IGfi, SUSTAINED ACTIBN 1

49 1a/zs/94 sun 23.9e59x - 32.1052ORAL; svnur
ORAL; TAILET 159 10/as/95 aux 0.03Z5GH - 0.96M

 
 

 

   

ORAL! %:§§§; Céggggfi/COMP. RELEASE), UNCOATED, 7 09/11/95 sou 1,29“ - 2_4Gn- flRAL:,/ » 58 02/25/92 600 2.0M - .
Vega TASLET: DELAYED ACTION, ENTERIC COATED 2 na/72/A1 Ann A Gaga 300 OHG

§é%’£A¥°2E$‘z’on 15 _ 5,5 . 2 03/31/81 UHK 1Z9.S5lHG
,3’ fi3fET SUSTAIHED ACTION . 14 01/06/95 600 63.9HG - Z02.

.. 935 I§1¥£T: UfiCOATED, TROCHE 1 0H6;e_ . * ,’ I

51/ 33 ; TABLET 7
/3 3/ 5/ “/snturxon 1

sugtrauamt: must 1 \_1
Ioeicati ozurnsur  

4|‘
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‘INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

xnsnznisnr CA5 « NDA LAST APPROVAL
npurs/nosase FORM COUNT NBA DATE nzv POTENCY RANGE

SUCROSE POLYESTERS
TOPICAL POHDER, FDR RECOHSTITUTION

SUCROSE ST TE
ORAL: CAPSULE, SUSTAINED ACTION

SUCROSE SYRUP
ORAL; SOLUTION
ORA£1 SUSPENSION
ORAL; SYRUP
0 AL} TABLET

SUGAR COHPRESSIBLE
ORAL! CAPSULE
ORAL! TABLET
ORAL} TAl£ET (IHHED./COHP. RELEASE), UHCOATED,

SUGAR COKFECTIOHERS
ORAL) CAPSULE
ORAL} CAPSULE, HARD GELATIN
ORAL; CAPSULE, susrnruen ACTION
ORAL; TABLET
onaa; TABLET <1nnsn./coup. RELEASE): uuconwsn,
ORAL; TABLET. COAYED
ORAL; TABLET, DELAYED ACTION, zursnzc conrsu
0RAt; TABLET, susrA1NEn ACTION
onAL'§1: runner ' —
ORAL-251 TABLET Ta

1 suena rnuzr FINEORAL; rownsn. run RECONSTITUTIDN
. ORAL: TABLET

sueaa Lznuxn rvps no
ORAL: avnur

susan NON-PAREIL ssens
ORAL) RAPSUtE
ORAL) CAPSULE. ENTERIC COATED PELLETS
ORAL} CAPSULE. SUSTAINED ACTION
ORAL} TABLET

SUGAR/STARCH INSERT GRANULES
ORAL} SOLUTION, ELIXIR

' ORAL) SUSPENSION
SUGARS (UNIDENTIFIED)

ORAL} CAPSULE; COATED PELLETS
Okfifi CIPSULE. ENTERIC COATED PELLETS
ORAL} CAPSULE. SUSTAINED ACTION '
ORRLI CBHCENTRATE

”ORALifPOHOER. FOR RECORSTITUTIDN
ORAL1,SOLUTION
ORAL: SOLUTION, ELIXIR

£1 SUSPENSION
RAL1 SYRUP

 
O6/77/RR RIO

01/15/95 600

05/16/89 600 150.DHG * 270.DMG
01/16/84 600 v
06/28/89 600 2S8.0HG - 623.SHG

05/16/89 600 319.81HG - 527.42SHG

flfi/16/91 600 2.28MB - 90.DMG
06/28/89 600 555.0HG - 737.5HG
D?/10/B7 600 10.0HG - S4.9HG

U1/uu/as bUU 117.fiHG - 175.0HG
10/01/76 510
04/30/73 510

02/13/87 600 24.742 - 27.48%
01/10/86 600 31.154HG - 45.8HG

01/04/85 600

n1/xn/01 xnn 314.57HG - 388.SMG

N¢*"‘UNNH»M~woawwnnvmbNhannumvvqmunawo:~p¢uw0”.NwH 01/09/92 110 30.flMG - 60.0HG
MG

in/1o/73 sou
oa/25/92 sou 5.02

I r4S1U 09/26/89 530
11 PRGE 146 ,

HI’

1?
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Til

INGREDIENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

EROUTE/DOSAGE FORE
SUGARS (UNIDENTIFIED)

?oRAL:
ORAL} TAZLET (IHHED./COMP. RELEASE), UNCOATED,

TABLET

RECTAL: SOLUTION
SULFURIC ACID

EPIDURAL; INJECTION
IH - IV; INJECTION V
INHALATION; sonurzon
INTRAHUSCULAR: zuaacrxou
INTRAHUSCULAR; SOLUTION, INJECTION
INTRAPERITONEAL1 INJECTION
INTRATHECAL; INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; sonurxon, INJECTION
IV(INFUSION)I INJECTION
IV(INFUSION)I POWDER, FOR INJECTION SOLUTION
IV(INFU$ION)l SOLUTION, INJECTION
OPHTHALMIC} SOLUTION
OPHTHALMIC} SUSPENSION
OTICJ SUSPENSION
TOPICAL} EMULSION, CREAM

SULFUROUS ACID
INTRANUSCULAR3

SUPPOCIRE
INJECTION

VAGINAL) SUPPOSITORY
SYNCHRDN ORAL CARRIER

ORAL} TABLET, SUSTAINED ACTION
SYNCHRON ORAL CARRIER VEHICLE TYPE EH

RAL; TABLET, SUSTAINED ACTION
TAGA use

ORAL:
TALC

ORAL;
ORAL;
ORAL)
ORAL;
ORAL:
ORAL!
URAL1
unfit:
DRAL:

. ORAL:
ORAL:
ORAL:
ORAL:
ORAL:
ORAL:

SOLUTION

CAPSULE
CAPSULE.
CAPSULE;
CAPSULE,
CAPSULE,
DROPS
GRANULE;
SOLUTION
SYRUP
TAILET
TADLET {
TABLET;
TABLET;
TAILET:
TABLET,

COATED PELLETS
ENTERIC COATED PELLETS
HARD GELATIN
SUSTAINED ACTION

ENTERIC coafsn
. ELIXIR

IHMED./COMP. RELEASE), UNCOATED,
COATED
CONTROLLED RELEASE
DELAYED ACTION, ENTERIC COATED
ENTERIC COATED PARTICLES

CAS 3

007664939

807782992

008043150

014807966

PAGE 147

NBA LAST
COUNT NBA

7
2
2

4
35

7
10

1
1
4

16
1

17

)--l 5-‘

A

N

-DUI

rdmraouuuwnnuwunbnnaawwwMmwnauunaw

APPROVAL
DATE

11/24/93
12/31/80
08/25/92

09/30/91
12/14/95
09/26/95
06/26/95

09/30/91nA/74/ca

O6/26/95

D5/25/94
08/18/88
09/29/87

02/21/85

HA/‘K1/QC

05/10/95
12/06/95
09/11/95

09/29/95
05/14/82
05/19/92

U0/1‘!/‘ID

DIV

UNK
GOO
600

600
600
600
600

600:1n

600

600
uux

€99

600

Ann

180
530
110

600
520
110

Déil

POTENCY RANGE

19.544HG ~ 97.Z44HG
96.65MB - 1438.DHG
6.02

184.3MG - 475.0HG

O.9SHG - 94.2HG

6.4HG - 40.0HG
D.1HG - l22.06HG

.O0ZGH - 0.008GM

.0MG - I8.0HG

.O1MG - 2S.OHG

.7HG - 33.3HG.l.\C§0~D
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INGREDIENT
ROUTE/DOSAGE FORH

TALC
ORAL} TABLET; FILM COATED
ORAL;,TA8LET, REPEAT ACTION
ORAL; TABLET, SUSTAINEO ACTION
ORAL-211 TABLET
ORAL-Z8} TABLET
SUILINGUAL; TABLET
TOPICAL: LOTION
TOPICAL: OINTHENT
TOPICAL} POHDER
JOPICAL) SHAMPOO

TALL OIL
TOPICAL} SPONGE

TALLOH GLYCERIDES
TOPICAL} EHULSION, CREAM

TARTARIC ACID
INTRAVENOUS; SOLUTION, INJECTION
ORAL! TABLET
ORAL} TABLET. SUSTAINEO ACTION
SUBLINBUALI TASLET

, TARTARIC ACID, BL-

Ht

IH ‘ IV! INJECTION
INTRAVENOUS) INJECTION
IV(INFUSION); INJECTION
ORAL} SOLUTION; ELIXIR
ORAL) SYRUF
ORAL} TABLET
ORAL: TABLET, SUSTAINED ACTION
RECTAL) SUPPOSITORY
SUBLINGUALS TABLET
VABINAL; SUPPOSITORY

TENOX
TOPICAL; EMULSION, CREAH
TOPICAL) OINTHENT

TEKPENE RESIN
ORAL) CAPSULE

- ORAL: CAPSULE. SUSTAINED ACTION
TEEPINEOL; ALPHA

TOPICAL LOTION
TETRAKISCIP SOCYANO-2-METHOXY-2-METHYL-PROPANE)-COPPER(I) TE

INWRAVENOUSJ INJECTION
TNIAZOXIHIC ACID

IN "IVj POWDER, FOR INJECTION SOLUTION
IV(IHFUSION)3 POWDER, FOR INJECTION SOLUTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

“.

CAS 3

014807966

008002264

000087694

000133379

009003741

000098555

~ PAGE 148

NBA LAST
COUNT NBA

27
2

25

*‘NFHH““h)Nwfidnndhn-vuwruwrNuangwNph.N,.p,“m‘n
APPROVAL
DATE

11/30/95
03/31/81
11/16/94
12/14/92
12/14/92
04/16/81

08/16/74

06/12/19

U//U!/GU

08/ZS/83

IU/UH/83

03/16/74
10/01/84

DIV

600
UNK
UNK
510
510
600

600

OUU

bill)

ms

bUU

600
600

PDTENCY RANGE

0.189MG - 204.0MG
73.933HG
0.lHG - 9I.0MG
0.2HG - 3.0HG
0.19MG - 3.0MG
5.0HG

2.78%

3.7HG - 3.96HG

U.UC1UH

0.0252
0.025%

|nnoPharma Exhibit 10800153



H

INGREDIENT
ROUTE/DBSIABE F0

THIHEROSAL
zmnAuascuLARN0” 1
INTRAVENOUS; POHDER;'FOR INJECTION SOLUTION
OPHTHALHIC1 SOL
OPNTHALHIC} SUS
OTIC} SUSRENSIO
SUICUTAREOUSS I
SUICUTANEOUS; POWDER, FOR INJECTION SOLUTION
TOPICAL! EHULSI
TOPICAL} LOTION
TOPICAL} OINTHE

ATHIOGLYCEROL
CAUDAL ILOCKI I
EPIDURAL) INJEC
INTRAHUSCULAR1
INTRAVENOUS} IN
NERVE BLOCK; IN

THYHOL
INHALATION} LID

RH

INJECTION

UTION

SEHSION
NJECTION

ON: CREAM

NT

NJECTION
TION
INJECTION
JECTION
JECTION

UID

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ORAL; POHDER. FOR RECONSTITUTION
TIHINO SOLUTION CLEAR N-7

ORAL: CAPSULE. SUSTAINED ACTIONTITANIUM DIOXIDE
INTRAUTERINE; SUPPOSITORY, INSERT,
OPHTHALMIC; DRUG DELIVERY SYSTEH

ORAL} CAPLET
ORAL) CAPSULE
ORAL) CAPSULE, COATED PELLETS
ORAL! CAPSULE;
ORAL} CAPSULE;
ORAL! CAPSULE,
ORAL} CAPSULE. SUSTAINED ACTION
ORAL; DROPS

CONTROLLED RELEASE

OPHTHALMIC} SUPPOSITORY. INSERT. CONTROLLED RELEASE

ENTERIC COATED PELLETS
HARD GELATIN
SOFT GELATIN

ORAL} QRANULE, FOR RECONSTITUTION
ORAL) POWDER. FOR RECONSTITUTION
ORAL; TABLET
ORAL: TABLET. C

agfilj TAILET; DELAYED ACTION, ENTERIC COATEDO L; TAILET. ENTERIC COATED PARTI
ORAL) TABLET: F
ORAL1 TABLET; SUSTAINED ACTION
ORAL'2I) TABLET
ORAL-283 TABLET

OATED

ILM COATED

TOPICAL! EMULSION; CREAH
TOPICAL! LOTION
TOPICAL; OINTHENT

H’

CLES

 

CAS 3

000054648

000096275

000089838

001309633

[.?AGE 149

NBA LAST
COUNT NDA

W

Q NWw ~nowzwau»u«w»-Asawuuahuamwrumhuanouumpa
u

450Jxm bF‘NLnNc:mvdmuam43H»aM

APPROVAL
DATE

01/10/67
12/29/95
05/11/88
09/29/87

02/01/79

O4/O3/73
11/22/91

07/16/76

04/11/89

T7/7fl/OK

10/05/95
05/03/95
11/22/95
09/11/95

12/20/95
10/06/95
12/30/92nz/1a/on

12/27/95
03/30/95
12/14/92
11/17/95an/n1/on

10/10/85

DIV

110
600
600
600

600

600
600

600

600

§7fl

180
530
150
110

520
UNK
110:7n

150
110
510
510uuv

600

 
POTENCY RANGE

C3C!O

DID

WC30€5C)OCOCSCIC

.0012 - 0.01%

.0012

.0022 - 0.012

.012

.08HG - 338.0HG

.17HG ~ 5.73MG

.I1ZHG - 0.B84HG

.7882 - 1.82

.0OO69GH

.O4MG - 1.15HG

.O8HG - 558.DMG

.34MG - 12.5HG

.7MG - 6.221HG

.12HG

.1MG - 0.99SMG

.52 - 3.0%

.02 - 5.02
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INGREDIENT
fiOUTE/DOSAGE FORM1 '7,

rxruxzun nzoxzns
WOPICAL1~$fl$?ENSIOn,_SHAfiPOfl

TUCUPREROL ’&I€w“ ;-T
oRAL:‘cArsuL
flDPICAL: 0IflTHEflT

TRAGACANTH A ~
ORAL! PGHDER. FOR RECONSTITUTION
ORAL)
ORAL)
ORAL)
ORAL} TABLET. DELAY

TRIACETIN

SUSPENSION
SYRUP
TABLET

ENDOCERVICALI GEL
ORAL)
ORAL;
ORAL:
ORAL!
ORAL;
ORAL:
ORAL:
ORAL:

TRIBEHENIN
- DAL:

CAPLET

ED ACTION, ENTERIC COATED

CAPSULE. COATED PELLETS
CAPSULE; ERTERIC COATED PELLETS

COATED
TABLET. CONTROLLED RELEASE

TABLET
IAELET;

TABLET. FILH COATED
TAILET:

TABLET

SUSTAINED ACTION

TRICHLOROHONOFLUOROfiETHANE
INALATIOE; AEROSOL, HETERED
KASALI AEROSOL: HETERED
ORAL) AEROSOL SPRAY

TRIDECETH 10

TOPICAL: §:UL$I0fl;TOPICAL LDTIOH
TRIETHYL CI TE

ORAL} CASULE, EHTERIC COATED PELLETS

AEROSOL FOAH

ORAL! CAPSULE. SUSTAINED ACTIOH
ORAL) TABLET
ORAL: TADLET (IHMED./COHP. RELEASE), UHCOATED;
ORAL) TABLET: DELAYED ACTION; EHTERIC COATED

A ORAL! IADLETo SUSTAINED ACTION
TRIBLXQR BE; SYNTHETIC
 
   

- TR%£A8§¥fl

ill

fgiffliifii
"' ' I§ ;“0$PHATE

£55915

Tzatzcaz nvisrnn. CREAM
PHS?HATE

IHTHENT 

7330 . .1 ’
5c:¥OP§§AL1~fiINTHENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

NBA

Ar

CAS 0

001309633

001406662

009000651

000102761

018641571

000075694

000077930

 
/Takes 150

LAST
COUNT NBA

WHHHNhowhunwrawrams:wrumhMn§nuH»uwIHWFNHHrawm
APPROVAL
DATE

01/10/91

08/11/80

12/14/60

01/27/94
10/03/77

12/19/95
12/02/85

12/28/95
02/14/94

01/06/95

fié/19/95
as/24/as

DIV

600

600

310

600
600

180
600

600
UNK

ééé

520
600

 
PDTENCY RANGE

5.02

4.0MG

0.22HG - 2.926MG
0.213MG - 0.85MB

I.SMG - 15.12MB
1.42MG - 1.96MG

24.47% ~ 34.28052

__,,—

1.2MG ~ 3.6HG

1.65MG
1.6HB
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’INGREDIENT

‘ll

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

CA5 S

ROUTE/DOSAGE FDRH

TRIHYRISTIN
ORAL} TABLET

IRISTEARIN
ORAL} CAPSULE

000555431

-TRITNIAZOXIHIC ACID
IH - IV} POWDER, FOR INJECTION SOLUTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION

TRITON X-ZOO SODIUM SALT OF ALKYLAURYL POLYETHER SULFONATE
TOPICAL} SHAMPOO

TROLAHINE
RECTAL; EHULSION, AEROSOL FOAM
TOPICAL} AEROSOL
TOPICAL; EHULSION; AEROSOL FOAM
TOPICAL) EMULSION; CREAM
TOPICAL) BEL
TOPICAL) LOTION
TOPICAL] SPONGE
VAOINALl EMULSION, CREAM

TROLAHINE LAURYL SULFATE
TOPICAL) EMULSION; CREAM
TOPICAL} SNAHPOO

TROHETNAHINE ‘
INTRA-ARTERIAL: INJECTION
INTRAHUSCULARI INJECTION
INTRATHECALI INJECTION
INTRATHECAL1 SOLUTION
INTRAVASCULAR} INJECTION
INTRAVASCULARI SOLUTION
INTRAVENOUS! INJECTION
INTRAVENOUS! SOLUTION
IV(INFUSIONJ} SOLUTION
OPHTHALMIC} SOLUTION
ORAL) SOLUTION
ORAL! TABLET
RECTAL) SOLUTION
TOPICAL: SOLUTION

TYLOXAPOL
O?NTHALHICx SOLUTION
OPNTRALHICJ SUSPENSION

UNIONC76 AHSCO-RES 6038
-TRANSDERHALI FILM; CONTROLLED RELEASE

UNSFECIFIEB~IN8REDIENT
ORkL1.C&?SULE
ORAL; C&PSULE. ENTERIC COATED PELLETS
ORAL: CAPSULE, SOFT GELATIN
ORAL; CRPSULE, SUSTAINED ACTION
ORRLI COQCENTRATE

000102716

000077861

025301024

PAGE 151

H’

NBA LAST APPROVAL
COUNT NDA DATE

1

1

1
1

1

1
1
1 ,

3 06/13/88

g xz/u//92
2 u1/z//5/

1
4 09/13/84

E D5/10/96

g 06/30/89
4 U:/LU/V3
1

§ us/Lu/ya
1
2 11/on/95
2 1n/74/on
1
2 10/24/95
1 ,

5 05/25/96
4 07/21/89

1

4? 03/03/94
1

1% 82/08/95

DIV

£66

UNK

3(1)

600

160

16U

Lou

IOU

UNK
140

160

600
UNK

11G

UNK

 
POTENCY RANGE

n.2sz — 1.02

o.25z -1.8%

a.75z

35.0% - 77.82

n.7a77

0.12 - 0.1212

u.:czA - 0.36%

u.uu:§ - 0.242%

O.U91Z - 0.9362
0.1212

8.1212

.052 - 0.1%

.052 - 0.12DO
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)

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORH

UNSPECIFIED INGREDIENT
ORAL; POHDER, FOR RECONSTITUTION
ORAL} SOLUTION
ORAL; SUSPENSION
ORAL} SYRUP
ORAL; TAILET ,
ORAL; TASLET; COATED
ORAL; TABLET. FILM COATED

UREAORALI TASLET, SUSTAINED ACTION
INTRAHUSCULAR} INJECTION
TOPICAL} EHULSION: CREAM
VAGINAL; EMULSION, CREAM
VAGINALI TABLET’

VANILLIN
ORAL! EOHDER. FOR RECONSTITUTION
ORAL} SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL! SUSPENSION
ORAL; SYRUP
ORAL} TABLET
ORAL; TABLET (IHMED./COMP. RELEASE), UNCOATED:
ORAL; TABLET: COATED ‘
ORAL} TABLET; DELAYED ACTION. ENTERIC COATED
ORAL} TABLET. ENTERIC COATED PARTICLES
ORAL} TAILET. FILM COATED
ORAL: TABLET; SUSTAINED ACTION

VEGETABLE OIL
ORAL! CAPSULE
ORAL; GRANULE, FOR RECONSTITUTION
ORAL) SUSPENSION, SUSTAINED ACTION
ORAL) TABLET
ORAL: TABLET, ENTERIC COATED PARTICLES
TO ICAL3 EMULSION; CREAM

VEGETA LE OILS.HYDROGENATED
ORAL; CAPSULE .

‘ ORAL! CAPSULE. SOFT GELATIN
ORAL} TABLET
ORAL: TABLET (IMHED./COMP. RELEASE). UNCOATED;
ORAL} TABLET. COATED
ORAL) TABLET; FILM COATED '
ORAL: TABLET, SUSTAINED ACTION
RECTALJ SUPPOSITORY
VAOINAL1 SUPPOSITORY

III

N‘

CAS 3

500057136

OOGIZISSS

DOBOOBB97

D68334281

PAGE 152

NBA LAST
COUNT NDA

n:m

5-1

WM

uuawhnawnnuoHwenhnuwuxwumonamruwhnabIumrawznmuuxmnuhm
APPROVAL
DATE

04/23/79
05/15/87
03/18/87
11/22/85
07/12/95
O6/ZO/88
12/08/86
09/22/94

06/09/86

12/23/91

HQ/79/Q7

IU/31/?!

ID/U5/II
In/7K/Ra

69/28/77
06/30/94

bi/DE.’/i'7

12/04/87
11/22/95
12/29/93
10/04/76

12/28/81
12/15/88
02/27/95
11/19/93

DIV

600
600
600
600
110
600
110
110

600

520

KOO

HVU

bUU
17n

600
£00

{db

SOD
150
600
£00

52D
600
600
600

 
POTENCY RANGE

0.64%

o.o7575z

O.37MG - 1,5fiG

.UbMU - 0.16HG

.4HG - 1.16MGGE

0.1666NG * 1.34MG

l.3HG - 2.55MB

6.0HG ‘ 82.0MG
30.3HG - 60.64MG
O.93MG - 40.0MG
8.0HG

4.25MG - 12.3HG
63.0MG - 22B.SHG
1.2963GH - 1.3706GH
690;UMG - 7I9.0MG
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IHACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 8
ROUTE/DOSAGE FORH

VEGETABLE suoarsuzne
ORAL; CAPSULE, SOFT GELATIH

vruvz ACETATE - caoronxc ACID COPOLYHER
ORAL; cnpsuas, SUSTAINED ACTION

VINYL CHLORIDE »
ORAL; TAILET

vzscanxu
ORAL; svnur

vzrnuzn E
ORAL) CAPSULE
ORAL: CAPSULE. SOFT GELATIN
ORAL: SOLUTION .
ORAL: TASLET. FILH conrzn
ORAL; TABLET, susraxusn ACTION
ORAL-213 rAnLsT .
nan;-23; TABLET

HATER FOR INJECTION. aacrsnxosrnrxc
IH - xv: POWDER. FOR INJECTION SOLUTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION
IVKINFUSIOHJJ POHDER, FOR INJECTION SOLUTION

HAX
ORAL; TABLET; FILM COATED

HAX SLEND
ORAL; CAPSULE. SUSTAINED ACTION
ORAL: TABLET

VHAX; DEHYDA8
VDRAL3 TABLET. COATED
TOPICAL: EMULSION: CREAM

HAX. EHULSIFYING

'RECTAL{ EHOLSION, AEROSOL FOAMTOPIC5 1 AEROSOL
TOPICAL: EMULSION; CREAM
TOPICAL: LOTIOH
,TOPICIL) BIKTHENT '

OODO7501fi

008047254

OOOOSQOZ9

008023403

008014388

 
‘wax, H3115 ICflacaoos4o4

DRAL1 CAPSULE
ORAL; cAPsU£E, susraznsn ACTION
aRALt“TA!LET
ORAL; TASLET, COATED
o2hL1*TA3LET, DELAYED ACTION, ENTERIC caarsn
ORAL: TRILET, ENTERIC COATED PARTICLES.
ORILB TABLET; FILH COATED
ORAL} TABLET. REPEAT ACTION
ORAL} TABLET, SUSTAINED ACTION
RECTALI SUPEOSITORY
TOPICAL: CREAM, AUGMENTED
TOPICAL} EMULSION. CREAM1 * PAGE 153

1!‘

NBA LAST APPROVAL
COUNT NBA DATE

1

1

1

1

1
1
1
1
1
1
2 12/14/92

1
1
1

1

1
1

1
1

1
1

19 no/7n/on
1
5 10/01/84

1
6 95/10/93

30 10/06/95

2? 09/10/87
1 13 09/03/76
2 03/31/81

14 81/04/95

g 39/02/77
10 uu/us/94

DIV

518

mm

6OO

180
UNK
600

600
UHK
6OO
UNK

BUU

 

POTENCY RANGE

8.fl8fiG

1 07 ~ 32.02

D.I5Z

I.4HG - 7.I83HG
0.01HG ~ O.25HG
0.018HG - 3.0HG

D.O3HG - O.ZMG
0.037MG
0.06MG - 14.0HG
187.5MG

|nnoPharma Exhibit 10800158



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 i
ROUTE/DOSAGE FORM

WAX. WHITE
TOPICAL} OIRTHEKT
TOPICAL; OINTHEHT, AUGHENTED
VABIHAL; EMULSION, CREAM

WAX. YELLOH ,
ORAL! QAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORRLI TABLET
ORAL) TABLET. COATED

HECOBEE FS
VABINALI SU?POSITDRY

HITEPSOL E-85
VA8INhL1 TAHPUN

HITEPSOL H-35
RECTAL1 SUPPDSITGRY

XANTHAN GUN
ORAL} CAPSULE
ORAL! DROPS
ORAL} GRANULE
ORhL1 GRAHULE, FOR RECDHSTITUTIDN
ORAL} POHDER
ORAL} PDHDER; FOR RECONSTITUTIOH
oRALz SUSPENSION
ORAL} susrsusxnu, SUSTAINED ACTION
ORAL} TABLET
RECTAL1 EHEHA
TOPICAL; EHULSION, CREAM

ZARZAROL
ORAL: PASYILLE
aRAL; SOLUTION
neat: sotutxon. ELIXIR
ORAL: SUSPENSION
ORAL: SYRUP .

, flit’: IASLET ~
ZEIN M¢“ V

0351; TASLET. REPEAT ACTION
CORAL! Taster. susrnzuen ACTION

ZEDLEX ; V C
,aaAtz TABLET, SUSTAINED ACTION

zINc;A:£TATE=~

suxcuraugaus; INJECTION
TOPICAL;*£DTION
Iartcnt:/saturxou
TOPICAL; swan

1

608006404

008012893

011138662

  V;ho9o1qses
 

000557346

2 PAGE 154

H .

NDA LAST
COUNT NBA

5
2
1

I
1
4
4

1

1

1

1
1
1
1
1

24
11

1
1
1
6

1
1
1
1
5
1

2
8

1

3
1
1
1

APPROVAL
DATE

04/30/87
08/31/95

12/08/87
05/06/74

12/26/95
06/16/95

bfi/54/92

03/22/85

03/31/81
11/14/94

06/25/91

DIV

UNK
600

600
600

520
UNK

UNK

600

UNK
UNK

510

 
PUTENCY RANGE

5.02 - 6.02
6.02

D.06MG - fi.D75MG
O.1SHG - O.296HG

0.00042 - 1.62
3.042

0.32 - 0.75%

4.71HG
4.5HG - 135.fiHG

0.015%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ,
ROUTE/DOSABE FORM

ZINC CHLORIDE
IH - SCI INJECTION
INTRADERHAL3 INJECTION
SUBCUTANEOUS: INJECTION

ZINC OXIDE ‘
IH ' SC) INJECTION
SUBCUTAHEOUSI INJECTION
SUBCUTAHEBUS; SUSPENSION. INJECTION

ZINC STEARATE
ORAL; CAPSULE
ORAL: TEILET
ORAL: TABLET. SUSTAINED ACTION

ZINC SULFATE
ORAL} TAILET

1-AHIHOCYCLONEXAHECARBOXYLIC ACID, C-11 ‘ORAL: CAPSBLE
I.1.19TRICHLOROETHANE

ORAL) TASLET
1;2.6‘HEXAHETRIOL

TOPICAL EHULSION. CREAM
1.3-DIHETHV Ol'5;5*D1HETHYL-HYDANTOIN

TO?ICAL1 LOTION
2'AMINO'2'HETHYL'1'?ROPANOL

TOPICAL} EHULSION: CREAM
TOPICAL! ACTION

2-ETNYL-HEXANOIC ACID
IN - IV) POHDER.‘FOR INJECTION SOLUTION
IV(INFUSIOfl33 PONDER. FOR INJECTION SOLUTION

2—NAPTHOLENE SOLFONATE SODIUM SALT

.ORAL) SUSPENSION

 

H‘

CA5 I

007646857

001314132

000557051

007446200

060071556

000106694

OO644058D

OOO124685

 
PAGE 155

NBA LAST
COUNT NDA

v--

F-'r~*v—t.x.\Nr\IU1h-do-45--L-n-4|\)»-—-tn»--u1on—4
APPROVAL
DATE

02/08/77
06/25/91

06/25/91

O3/O4/86
08/27/91
08/19/91

10/17/94

11/26/85

12/19/74
O8/16/84

DIV

510
510

S10

600
600
UNK

6OO

600

UNK
600

 
POTENCY RANGE

.5!-it-I

(DH-JEDCZ)

.42 - 23.02

.0152 - 23.02

.OO21Z - 0.6%

.OHG - Z.O4HG

.OMG - 7.1HG

.5HG - 29.0HG

.52 - 5.0%

.42

.02

.12 - 0.22
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Appendix

 
These status lists provide current information concerning color additives, and will enable reviewers and others to determine the status and imitations of
most color additives likeiyto be encountered in food, drug, device or cosmetic establishment.

To maintain concise form, this list is iimited in many respects involving certification, regulations. labeling, etc. For specific details concerning these

matters, please refer to the source documents, Code of Federal Regulations (CFR, Title 21, Parts 70 to 82) and to the Federai Food, Drug and Cosmetic
Act, as amended, Sections 601(8), 602lei, 706, and as it pertains to Sections 201isH3i and (ti, 4021c), 403(ml, 501(3), and 502(m1.l

1

ALGAE MEAL, DRIED
ALUMINA
ALUMINUM POWDER
ANNATTO
ANNATTO EXTRACT
BEET JUICE
BEET. DEHYDRAYED
BEE? POWDER
BENZAMlDE.N.N‘-(3.10-DJHYDRO-5,10-

DIOXO-1.5-ANTHRACENEDIYLJBIS-
BENZENETRlOL.1-{[2.S-DiETI~lOXY-

([14-METHYLPHENYLITHIOPHENYLH
GETA-APO-I’-CAROTENEAL
BETA CAROTENE, NATURAL &

SYNTHETIC '
BISMUTH CITRATE
BISMUTH OXYCHLORIDE
MXIN
BRONZE POWDER
CALCIUM CARBONATE

E cgmmaxaum-nu
mums;
¢ARBAZOLE WOLET
cum»: 7
CARMIHEDJROTENE
enact on.
not-uionorxvwncoprea comnsx
CHLOROPHYLUN-COPPER COMPLEX,

03?. SOLUBLE
CHROMIUQ XYDROXIDE, GREEN
CHROMIUM OXIDE GREENS

PERMANENTLY USTED COLOR ADDITIVES

cHRoMtUM«coeALr.ALUMmuM
oxroE

ca VAT ORANGE 1
CITRUS RED :2
COCHINEAL EXTRACT
coarlsn METALUC POWDER
CORN EuDosPERM on.

co7ToNsEED FLOUR. TOASIED,
?ARTlALLY DEFATTED a. COOKED

muvonoxv/acetone
DlNAPHTHO[2,3-A:2'3‘-

l]NAPHTH[2'S‘:6,7} iNDOLO[2.3-
c1cAReAzoLE-5.1o,1s,:1,22,24 -
HExoNE.ts,23-Di-HYDRO

DISODHJM EDTA-COPPER
DYE DARAMEL
DYE DC BLUE #4
DYE DC BLUE #6
DYE DC BLUE #9
DYE Dc BROWN #1
DYE Dc GREEN #5
DYE-DC GREEN as
DYE Dc GREEN us
DYE Dc ORANGE no
DYE Dc ORANGE am
DYE Dc ORANGE 44

DYE Dc DRANDE asova Dc RED 1:17
DYE Dc RED 1:21
DYE Dc RED 1:22
DYE Dc RED ~27
DYE Dc RED #23

H’

DYE DC RED #30
DYE DC RED #3!
DYE DC RED #33
DYE DC RED #34
DYE DC RED ~35
DYE DC RED #39
DYE DC RED #3
DYE DC RED £7
DYE DC VIOLET #2
DYE DC YELLOW #10
DYE DC YELLOW #11
DYE DC YELLOW #1
DYE DC YELLOW #8
DYE EXT DC VIOLET #2
DYE EXT DC YELLOW t7
DYE EXT DC LAKES
DYE FDC BLUE #1
DYE FDC BLUE #2
DYE FDC GREEN #3
DYE FDC RED #3
DYE FDC RED #40

. DYE FOG YELLOW #10
DYE FDC YELLOW #5
DYE FDC YELLOW #8
DYE FDC YELLOW £7
FERRlC AMMOMUM CITRATE
FERRIC AMMONIUM FERROCYANIDE

anon: ewe)
FERRIC FERROCYANIDE (mam ewe)
EERROUS GLUCOHATE
FRUIT JUICE
GRAPE COLOR EXTRACT

GRAPE SKIN EXTRACT {ENOClANiNA)
ouzznms (PEARL ESSENCE}
GUATAZULENE (AZULENE)
HENNA
ieou OXIDES
anon OXIDE, SYNTHETIC
LEAD ACETATE
MANGANESE VIOLET-METHYL

UMBELUFERONE
MICA
NORBlXlN
ORANGE e
PAPRIKA 8 PAPRIKA OLEORESIN
PHTHALOCYANINATO-2-COPPER
PHTHALOCYAHWE GREEN
POLY(HYDR0XYETHYLMETHACRYLAT
5)

-DYE COPOLYMERS
PYROGALLOL
PYROPHYLUTE
PYROPHYLLITE ALUMINUM SEUCATE
READTNE BLUE ~19
RIBOFLAVIN
SAFFERON icnocus SATEVUS L.)
SlLVER
TAGETES MEAL A EXTRACT (AZTEC

MARIGOLDI
TALC
TITANIUM DIOXIDE
TUMERIC s TUMERIC OLEORESW
UL‘l’RAMARlNE GREEN
ULTRAMARHNIE PINK
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ULTRAMARINE aso
uuranmmnz WOLET
VEGETABLE Juzcs
XAHTHOPHYLL
zmc once .

4{2,4~D1METHYLPHENYL)AZOL-2,4-
DIHYDRO-S-METHYL-2-PHENVL~
:u4~vnAzoL4-one

5.8.14.1!-ANTHRAZINE
3,10-ANTHRACENEDIONEA.4-8ls[2-

MEYHYLPHENYL} AWNO]
I-ETHOXY-2-(I-ETHOXY-3-OXCL

asuzo {bx THEM-2-(SH)-YUDENE)
asuzo [ha THIOPHENJ-(ZH)-ONE

1,t-BiS(4-(2-METHACRYLOXYETHYL}
rueuumuouurunnauzuoue

a3.2:-mHvonoomAPmo[2,s.a:2',:'.
i]NAPTK[2‘3':t,7}iNDOLO [2,3-
C}cARBAZOLE-5.10.15,17.22,24-
“axon:

N,N'-(9.1o-omvoao¢.1o-o1oxo.1,s.
ANTHRACENEDWLJ BISBENZAMHDE

7.1C-OtCHLORO-£.15-DIHYDRO-
5.8.14,1I~ANTHRAZlNETETRONE

16,11-OlMETHOXYDlNAPTHO[1,Z.3-
CD:3'.2',1'-JM'}PERYLENE-5.10-
moms

24:25-o1e'rHoxv-4-ua.
METHYLPHENYL)THlOL)PHENYL]
A201-1,3,5-aEuzENEmoL

1,4-assuz-:4E‘rHvLPHEN¥L:AMmo}.
5.1o.AN‘rHRAcENt-zmous

H‘
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Appendix

PROVESIONALLY USTED COLOR ADDITIVES

D|NAPHTHO[1,2.3«CD:3'2',1']M-
PERYLENEé.1G-DlONE.18.17-
oemamoxv

ovE oc BLUE :2 LAKE
ova ac oneen as LAKE
DYE oc aeo am LAKE
ms oc ago an AL LAKE
ova ac RED no AL LAKE
DYE cc asp no LAKE
we 0:: RED :33 LAKE
ms oc RED as LAKE
DYE cc RED an cA LAKE
DYE DC RED £7 LAKE
we DO RED we ‘*
me no VIOLET 82 LAKE
ova‘ ac YELLOW no AL LAKE
DYE oc YELLOW no HT LAKE
DYE ac YELLOW no LAKE
ova oc YELLOW as LAKE
ova Dc vELLow as
me oc vELLow as LAKE
DYE Eoc BLUE :1 AL LAKE
DYE FDC BLUE M HT AL LAKE
me we BLUE :1 LAKE
DYE FOG BLUE #2
av: me RED m
ova me RED no LAKE

ovsfpc frswow Ma LAKE
ovsyzttaw #5 AL LAKE
ovserpc vswaw as

 

<1» 
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ALKANET EALKANNAT
ALLOXAN
ALUMINUM BENZOATE
ALUMINUM HYDROXIDE
ALUMINUM STEARATE
BMETHYL-UMBELLIFERONE
BARIUM SULFATE
BENTONITE
BONE BLACK
BUTTER YELLOW
CALCIUM CARBDNATE
CALCIUM SILICATE
CALCIUM STEARATE
CALCIUM SULFATE
CARBON BLACK (CHANNEL)
CARMINIC ACID
CHARCOAL
CHARCOAL (NFXI)
CHLOROPHYLL
CHLOROPHYLD COPPER COMPLEX
COBALTOUS ALUMINATE (COBALT

BLUE)
COCI-IINEAL
CORNSTARCI-I
CUOBEAR
CURCUMIN

. DYE DC BLACK #1 A
DYE DC BLUE #1 LAKE
DYE DC BLUE #3

1- DYEEDC BLUE #5
ovénc was as
oz: .9: am: an

ac aw: an
I DYE ac GREEN #1 LAKE

or: be cats»: :4
av: ac GREEN an
DYE DC ORANGE #12
DYE DC ORANGE #13
DYE DC ORANGE #14
DYE DC ORANGE #15

Appendix

DELISTED COLOR ADDITIVES

DYE oc ounce ms
ms cc ORANGE an
DYE oc ounce us
DYE be came: as
me oc ounce In
DYE cc came: as
me be onmce as
me oc use no
DYE oc aso Im
DYE DC RED #12
DYE ac RED nu
DYE Dc RED no
01: ac RED 1:15
DYE o.c RED #18
DYE oc RED an
DYE DC RED Ins
DYE oc RED :2
me no RED :2 LIME
ave oc RED no
me DC RED :2:
DYE ac RED :24
av: oc RED :25
we be RED #26
DYE ac RED 1:29
ova ac RED #3
me no RED #35
DYE Dc RED 1:37
DYE oc RED was
DYE Dc RED #4
ova oc RED as
DYE ac RED #5
DYE Dc RED #7
DYE Dc RED as
DYE DC RED as
DYE Dc VIOLET an
ova oc ¥_ELLow #1 I
DYE DC YELLOW an

DYE oc YELLOW #3 .DYE DC YELLOW #4
DYE DC YELLOW #5

III

 

DYE DC YELLOW #5
DYE DC YELLOW #6
DYE DC YELLOW #8
DYE DC YELLOW #9
DYE EXT DC BLACK #1
DYE EXT DC BLUE #1
DYE EXT DC BLUE #2
DYE EXT DC BLUE #3
DYE EXT DC BLUE #4
DYE EXT DC BLUE #5
DYE EXT DC GREEN #1
DYE EXT DC ORANGE #1
DYE EXT DC ORANGE #2
DYE EXT DC ORANGE #3
DYE EXT DC 0 NGE #4
DYE EXT DC R D #1
DYE EXT DC RED #2
DYE EXT DC RED #3
DYE EXT DC RED #8
DYE EXT DC RED #10
DYE EXT DC RED #11
DYE EXT DC RED #13
DYE EXT DC RED #14
DYE EXT DC RED #15
DYE EXT DC YELLOW #1
DYE EXT DC YELLOW #5
DYE EXT DC YELLOW #8
DYE EXT DC YELLOW #9
DYE EXT DC YELLOW #10
DYE FDC BLUE #8
DYE FDC GREEN #1
DYE FDC GREEN #1 LAKE
DYE FDC GREEN #2
DYE FDC ORANGE #1
DYE FDC ORANGE #2
DYE FDC RED #1
DYE FDC RED #2
DYE FDC RED #2 AL LAKE '
DYE FDC RED #3
DYE FDC RED #3 AL LAKE

 
me we RED 2:3 LAKE
av: FDC RED :4
DYE soc RED as
DYE FDC RED rm
ms FDC VIOLET #1
DYE FDC VIOLET #1 LAKE
DYE FDC YELLOW #1
DYE FDC YELLOW 1:2
DYE soc YELLOW #3
DYE FDC YELLOW :4
DYE LOGWOOD BLACK
FERREC CHLORIDE
FERRIC HYDROXIDE
FERROUS SULFATE
FULLER'S EARTH
FUSTIC
GLOSS wane
GOLD
GRAPHITE
KAOLIN
KEISELGUHR Iomromney
ums LAZUL1 Imzumrs)
LITHIUM srsmne
LITHOPONE
LOGWOOO, CHIPS a. EXTRACT
Loowooo Icwswooo. cmpscae

woom
MAGNESIUM ALUMINUM SILICATE
MAGNESIUM cmsomns
MAGNESIUM OXIDE
MAGNESIUM STEARATE
MAGNESIUM TRISILICATE
METALLIC SALTS
POTASSIUM FERROCYANIDE

SAFFLOWER Inmsaxcm sxzrmom
SAFFRON OLEORESIN
SIENNA
sILIcIc ACID
sILIco~ moxsoe
rm OXIDE
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uLmAMAmus awe

UMBER V
vsosrxste suasuucssvsamcuuts
zmc cmeomm-:
zmc STERATE
zmcomuu oxms
zxacomuu stuc/we
4-METHYL-L

memvunmocoummu (Mona)

 

H‘
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