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Contaminants The inactive ingredient Guide does not represent contaminants found in approved drug products,

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

CAS Number Many inactive ingredients have Chemical Abstracts Service lCAai numbers associated with them. These can
be found in the column to the right of the inactive ingredient. CAS numbers maybe helpful to CDER/CBER Reviewers when
initiating computer-assisted searches with the National Library of Medicine's :pniine data bases.

Qualitative NDA Data The next five columns to the right of the CAS numberjsetve to qualify the data presented. The NBA
CT' reflects the total number of NDAs in which a particular inactive ingredien "Wrently appears. The ’Last NDA’ specifies
which NDA was the most recent one to be approved by the Agency with thisinactrve ingredient. The ’APPROVAL DATE' and
’DIV' specify the approvai date and Review Division responsible for evaluating this most recent NBA. 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 collapsed 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, provisionally listed,
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 Inactive ingredient 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

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

 

Division of Cardio-Renai Drug Products, HFD~1 i0 ............................ Diane Centeno—Deshieids, RPh.

Division of Neuropharmacoiogicai Drug Products, HFD~120 ..................... Diane Centeno-Deshieids, RPh.

Division of Oncologic Drug Products, RFD-150 , . i . . . . . . , ............................ Sharon BrowneweiI

Division of Medicai Imaging, Surgicai, and Dentai Products, HFD-iSO ...... '. .............. Herbert Thornton, RPh, ‘

Division of Anesthesic, Criticai Care, and Addiction Drug Products, HFD-i70 .................... Mary Guiiderson

Division of Gastrointestinai and Coaguiation Drug Products, HFD—i 8O ....................... Richard Lioov, RPh

Division of Metabolism and Endocrine Drug Products, HFD-SiO ........................... Ronaid Brown, RPh,'a

' Division of Anti—infective Drug Products, HFD—SZO ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Mark W. Askine, RPh.

Division of Antivirai Drug Products, HFD‘SBO ........................................ Lee Anne Parsons

Division of Dermatologic and Ophthaimoiogic Drug Products, HFD~54O ................... Mark W. Askine, RiPh

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

Division of Puimonarv Drug Products, RFD-570 ...................................... Sharon Browneweii

Division of Generic Drugs, HFD-BOO .......................... ,................... Janet Anderson, RPh,
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INGREDIENT
ROUTE/DOSAGE FORM

ACACIA

BUCCALISUBLINGUAL; TABLET
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER

NDA
COUNT

LAST
NDA

N85125
NBSZSS
“17078
N16640

 
iNACTiVE iNGREDIENT FIELD DESCRIPTION

APPROVAL
DATE

02/02/77

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

CAS#

009000015

FOTENCY
RANGE

4.0 a 9,1 MG
DiViSiON

600
600
120
510

0.01- 0.7 MG
21.0%

ingredient Chemicai substance added to enhance formulation oi 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.

GAS/9‘ Registry number assigned to a compound by Chemicai Abstracts
Service on a random basis.

NDA Count Reflects total number of approved NDAs in which a parth
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 approvai date and the Review
Division responsibie for evaioating 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-28; TABLET
ACACIA MUCILAGE

ORAL; TABLET, COATED
ACETIC ACID

IN - 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; PONDER, FOR INJECTION SOLUTION
IN - 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
NASAL; SOLUTION
NASAL; SPRAY, METERED
OPHTHALMIC; SOLUTION
ORAL; CAPSULE, HARD GELATIN

 
 
 

7”

CAS 3

009000015

008047389

000064197
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LAST
NDA

APPROVAL
DATE

03/08/88

09/29/95
07/29/92
02/25/92

03/15/86
03/31/81
01/04/95
10/01/76
03/29/76

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

05/02/88

00/14/95

Ob/OIIIU
05/02/88
05/07/78
03/17/94

IU/ZI/95

DIV

snn

600
600
600

600
UNK
600
510
510

510
600
160

600

600

600
600
600
UNK

510

 
POTENCY RANGE

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

0.04MB - 0.08MG
11.542HG
2.0MG - 34.4MG
1.26MB
1.26MB

0.0462
0.0272 — 0.442

0.135% - OTZSX

0.012 ‘ 0.48%

0.006% ~ 0.04422

0.01% - 0.225%

0.122 - 0.435%
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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

ACETYLATED MONOGLYCERIOES
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-ZOO

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

R TRANSDERMAL; FILM, CONTROLLED RELEASEAI

1NHALATION;'6AS
ALBUMIN AGGREGATED .

INTRAVENOUS; INJECTION
ALBUMIN COLLOIDAL

INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

 

III .
 
 

CAS #

000064197

000108247

000540921

000616911

PAGE 2

NBA LAST
COUNT NDA

paN(N* WU!OJWNOP“HWDWONNWHHNNNHDIN!“HNNHHN.
APPROVAL
DATE

12/16/85

11/06/85
06/12/91

06/30/81
11/15/79

01/10/92

04/21/91
04/26/78
03/29/82
02/02/87
05/14/85

11/22/88

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

160

160

POTENCY RANGE

0.075% - 0.1%

.362
DC

COG~ W-‘M NN II 012') NU‘I NO

2.0MG ~ 9,0MG

0.04MB - 2.7MG

.92MG - 5.17MB

.OQMG - 2.1MG5N

0.1MG — 9.0MG
3.6MG - 7.2MG

1'

0.025%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS :
ROUTE/DOSAGE FORM

ALBUNIN HUMAN 009006535
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION

ALCOHOL 000064175
DENTAL; SOLUTION
IM - IV; INJECTION
1M - IV; SOLUTION, INJECTION
INHALATION; AEROSOL, METEREO
INHALATION; SOLUTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; INJECTION
IV - SC; INJECTION
IV(INFUSION); INJECTION
IV(INFUSION); SOLUTION, INJECTION

OPNTHALMIC; SOLUTION
ORAL; AEROSOL SPRAY
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIRV
ORAL; SUSPENSION
ORAL; SYRUP
RECTAL; SUSPENSION
TOPICAL; AEROSOL SPRAY
TOPICAL; GEL
TOPICAL; LOTION
TOPICAL; SOLUTION
TRANSOERMAL; FILM, CONTROLLED RELEASE
VAGINAL; EMULSION, CREAM

ALCOHOL, OENYDRATED 000064175
IH - IV; INJECTION ,
IM - IV; POHDER, FOR INJECTION SOLUTION
INHALATION; AEROSOL, METERED
INTRAMUSCULAR; INJECTION
INTRAVASCULAR; INJECTION
INTRAVENOUS; INJECTION

. IV(INFUSIONJ; INJECTION
IV(INFUSION); PONDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION, INJECTION
NASAL; AEROSOL SPRAY
NASAL; AEROSOL, METERED
OPHTHALMIC; SOLUTION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; SYRUP
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NDA
COUNT NDA

LAST

kuvm>amhuamwnabHFJQ

H OCOQU‘mNh-‘HHHNUNHN-bwfi“NWNNH
y.»

APPROVAL
DATE

12/28/90

12/28/95
01/29/93

12/28/69

02/10/94

08/50/95
12/31/86

08/30/91
11/17/95
04/29/93
09/15/95
10/28/94
11/17/86

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

10/13/87

09/25/52
11/30/89

07/11/95
08/30/95

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

DIV

510

600
600

UHK

600

600
110

600
530
600
180
600
800

UNK
600
600
510

600

UHK
UNK

600
600

600
600
530
600
600
600

POTENCY RANGE

0.05% - 1.2%

10.02 - 12.152
8.55% - 11402

au.un - 38.02

6182 - 30.5%

0.612 - 62.92
10.0% ~ 30.02

.019Z - 71.6%

.232 - 30.02

.02 - 20.4%

.00000672 ~ 7.252

.52 ' 7.5KDDU‘DC’
52.02
71.02 ~ 80.52
33.0% - 83.0%

0.012 ~ 10.02

1.02 - 34.5482
10,02

5.0% ~ 50.0%
10.02 - 80.02

0.52
0.000032 - 7.37%
0.12 - 24.9%
12.0% - 20.02
0.26% ’ 1.02
5.02 - 7.0%
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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; POWDER, 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
OTIC; SOLUTION
TOPICAL; EMULSION, CREAM ,
TOPICAL; SHAMPOO

ALUMINUM NYDROXIDE
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT

CAS 3

000064175

008024951

008000166

009005327

000097596

090139128.

001302290

PAGE 4

NBA LAST
COUNT NDA

h)»HHJHHFMHHwhufiwamruwpawwrauthNJHNlnounwnapHumn
APPROVAL
DATE

01/29/93

92/29/90

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

05/16/79

UE/ZI/IB

05/14/86
12/29/94
06/28/39

UVIUSIBO

12/22/87
10/10/85

DIV

600
600

UNK
600
600

600

680

600
110
600

600

600
600

 
POTENCY RANGE ”Nu“

20.0% - 94.78082
55.0% - 77.0%

75.352 — 96.9385Z
44.0z ~ 60.16%
75.02

6.81767

0.52 ' 1.52

17.0MG
0.07MG - 30.0MG
TSO_OMG - 400.0MG

16.800MG ~ 52.8MG

5.0%

InnoPharma Exhibit 1080.0009



 
 
 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 5INGREDIENT
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 HYDROXIDE GEL F 5000
TOPICAL; EMULSION, CREAM

ALUMINUM HYDROXIDE GEL, DRIED
ORAL; TABLET ‘

ALUMINUM OXIDE
ORAL} TABLET

ALUMINUM POLYESTER
TRANSDERMAL} 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; SUSPENSION

012040594

008012633

001344281

012141467

007047849

010043013

009002191

008029047'

007664417

008007576

PAGE 5

NBA
COUNT

wHNmHPMDHw(NMNuuuwwwrapHwwHNNaw
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

1.0MG - 12.0MG

1.02 - 5.0%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ' CAS A NOA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NOA OATE DIV POTENCY RANGE

AMMONIUM ACETATE , 000631618
INTRANUSCULAR; INJECTION
INTRAVENOUS; INJECTION

ANNONIUN CALCIUM ALGINATE
ORAL; TABLET

AHMONIUM CHLORIDE 012125029
ORAL; TABLET

ANNOUIUN HYDROXIDE
INTRAVENOUS; INJECTION
ORAL; CAPSULE
SUOCUTANEOUS; INJECTION

ANNONIUN PHOSPHATE, DIBASIC 007783280
ORAL; TABLET

AMMONIUM SALT 0F C—Iz-C-Is LINEAR PRIMARY ALCOHOL ETNOXYLATE
; TOPICAL; SPONGE
a ANNONIOM SULFATE 007783202

IN - Iv; PONOER, FOR INJECTION SOLUTION
INTRAVENOUS; SUSPENSION, INJECTION
IV(INFUSION); PONOER, FOR INJECTION SOLUTION

AMMONYX
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; SOLUTION
TOPICAL; SPONGE A

ANPNOTERIC-z ‘1
TOPICAL; SUSPENSION, SHAMPOO

ANPHOTERIC-s
TOPICAL; EMULSION, CREAM

ANETNOLE 004180238
' OENTAL; SOLUTION

ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR

ANIDRISORB 35/70
ORAL; CAPSULE, SOFT GELATIN '

ANISE EXTRACT 000104461

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

11/02/87 630 0.4MG

 

I

10/03/83 600 0.0032

34/20/95 UNK 30.045HG - 123.0MG

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

' ORAL; PASTILLE
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION

ANISE; STAR , ,
ORAL; SOLUTION; ELIXI

ANOXID SBN
TOPICAL; EMULSION, CREAM

ANTIFOAM 008051089
ORAL; SUSPENSION
TOPICAL; LOTION

12/16/83 600

10/31/94 600 0.156252

NHNHHNHNNWNNHHHHWMHHHWHJAHUSHolt)!
07/16/70 600 0.01% - 0.0312

PAGE 6 '
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

INGREDIENT . CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NOA DATE DIV 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 008029150
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT

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

ARLATONE 289
TOPICAL; EMULSION, CREAM

ASCORBIC ACID 000050817
CAUDAL BLOCK; INJECTION
EPIDURAL; INJECTION

10/03/90 600

03/3T/9? Ann

11/07/95 600 0.78% - 1.56%

IN - IV; INJECTION 07/25/74 600 0,22
INHALATION; AEROSOL, METERED 12/28/84 UNK 0.12 - 0.20518Z
INHALATION; SOLUTION ‘ I 06/13/91 600 0.02% - 0.038%

s INTRAMUSCULAR; INJECTION 0 04/15/88 600 0.12 — 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 PALMITATE 000137666
ORAL; CAPSULE
ORAL; TABLET
RECTAL; SUPPOSITORY .
TOPICAL; EMULSION, CREAM

ASPARTAME , 053906697
ORAL; GRANULE, EFFERVESCENT
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP

03/09/88 500

02/16/89 500
10/27/83 600

flfi/77/83 KOO 0.052 ~ 0.22

 
11/15/82 600
08/29/88 600 1.0MG » 28.44MB

08/14/87 600

i2/23/91 520 a 162 — 1.052

HNHHHmwwwwwmmwmwwnwwmmwwmwwwmwwHMNH,Hw
PAGE 7

InnoPharma Exhibit 1080.0012



INGREDIENT
ROUTE/DOSAGE FORM

ASPARTAME

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #

053906697
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

ASPARTIC ACID
IV(INFUSION); INJECTION

4 BALSAM CANADATOPICAL; LOTION
BALSAH, FIR

TOPICAL; OIL
BARIUM SULFATE

000056848

008007474

007727437
INTRAUTERINE; SUPPOSITORY, INSERT, CONTROLLED RELEASE

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

 

 

I”

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

BEESNAX, SYNTHETIC
TOPICAL; EMULSION, CREAM

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

001302789

TRANSDERHAL; 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

- NASAL: SPRAY
NASAL; SPRAY, HETERED
OPHTHALMIC316EL
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
OTIC; SOLUTION
TOPICAL; LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION

000100527

008001545

PAGE 8

NBA
COUNT NDA

w»-

N's)

IQHhLDm‘JNF‘DFHdPHHHhudmww»~u»nuwwNjnuqnuNw,HNNw
LAST APPROVAL

DATE

11/16/94

02/18/94

11/22/95

u9/19/69
12/20/82
06/30/92
12/17/90

16/11/90

01/10/91

05/28/93

10/20/95

09/29/95
09/13/95
01/16/85
03/28/73

04/11/79

DIV

UNK

180

ISO

LINK
600
600
UNK

600

600

600

UNK

600
600
600
Ann

600

POTENCY RANGE

5.41MB ~ 40.0HG

0.4% - 0.682

“4 .579MG - 18.16MB

0.01/MG - 0.1MB
0.02MG - 0.53MB
1.0%
5.02

n any

2.12

.OIZ - 0.0252

0.01% - 0.02%

0.000042 - 10.0%
0.001% - 0.025%
0.012 - 04022
0.12

09012

InnoPharma Exhibit 1080.0013



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

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

BENZETNONIUN CHLORIDE
IM - IV; INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; POHDER, FOR INJECTION SOLUTION
IV(INFUSION); INJECTION
NASAL; SPRAY, METERED
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
DTIC; SOLUTION

BENZODODECINIUM BROMIDE
OPHTHALMIC; SOLUTION

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

BENZOIN
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION

BENZYL ALCOHOL
EPIDURAL; INJECTION
IM - IV - SC; INJECTION
IM - IV; INJECTION
IM - IV; POWDER, FOR INJECTION SOLUTION
IM - IV; SOLUTION, INJECTION
IM - SC; INJECTION
IMT- SC; INJECTION, SUSTAINED ACTION
INTERSTITIAL; INJECTION
INTRA-ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTION
INTRACAVITARY; INJECTION

 

INTRACAVITARY; POWDER, FOR INJECTION SOLUTION, LYOPHILI P GE 9A

III

CA5 A

000121540

007281041

000065850

009000059

000100516

NDA ' LAST
COUNT NBA

Ma

0

H

HyunbpnnmuuumuuowNN‘H;flg~:uumunbmraw>apHmhavruwwuamHFHH
N

APPROVAL
DATE

07/16/81

10/31/94

01/29/93

04/24/91
10/10/86
08/28/81
01/17/89

09/15/95

UNIfib/Vb

91/04/95

12/29/93
06/30/94
03/19/82
03/05/90
07/25/83
07/14/87

04/09/86
02/13/74

DIV

600

600

600

120
600
110
mm

UNK

§£U
600

600
600
600
600
600
600

600
600

POTENCY RANGE

0,02%

DDDC awnaw Nifith
0.77

0 17 - 0 2/

0‘92 - 1.52
0.0012 - 15.02
16.4MG ~ 66.9MG
0.072% — 0.9452
0.9% - 2.2%
1.2%

0.001% - 1.0%
0.9%

InnoPharma Exhibit 1080.0014



’. BENZYL ALCOHOL

1N

INGREDIENT '

BENZYL BENZOATE

BENZYL CHLORIDE

INACTIVE INGREOIENTS FOR CURRENTLY NARKETED DRUG PRODUCTS

CAS 8
ROUTE/DOSAGE FORM

000100516
INTRADERMAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRAPERITONEAL; INJECTION
INTRAPLEURAL; INJECTION
INTRASYNOVIAL; INJECTION
INTRATNECAL; 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; FOR 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
1
I
1

11
2
2
0Ox
1
q

17
S7

5
1
1

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

UB/UZ/bb-

01/05/89
06/19/95

05/29/82

uz/In/uu

09/20/93
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

LINK

110
570

600

OUU

UNK
UNK
600

600

600

 
POTENCY RANGE

0.9%
0.9% - 1.0%
0.0012 - 10.45%

0.92
0.45% - 0.9%
0.45% ~ 0.9%
0.0012 - 3.02

0.9% - 2.02%
0.9% - 1.5%
0.752 - 3.0%

1.23IMG

0.09MB ' 1,06MG
0.96MG - 2,31MG

0.0011 - 0.9%

n.7n

0.22 - 2.2%
0.7% ~ 1.0%

1.0%

0.012 ~ 46.02

InnoPharma Exhibit 1080.0015
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

BETA-NAPNTHOL
ORAL; CAPSULE

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

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

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

BUTYLATED HYDROXYTOLUENE
INHALATION; LIQUID
INTRAMUSCULAR; INJECTION
IV(INFUSION); INJECTION
NASAL; SPRAY, METERED

CAS 3

000135193

010043353

000106978

000075650

008003245

000128370

PAGE 11

ND A LAST
COUNT NDA

(N

HNHHNNmNBNNmeHHNWL—ONHHw»yaw-HHHNHHHN‘NU’iOU-nN
APPROVAL
DATE

01/13/76

04/02/63
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
01/04/95

04/26/93

08/08/85

DIV

600

UNK
600
600
600

600

S10

150

600

600
600
UNK
UNK
520
Ann

520

510

 
POTENCY RANGE

O
0

C)

UQDC
3

.052 - 2.02

.62 - 1‘02

.OOUSZ

.IMG - 0.2MG

.04MG - OISMG

.1u23nu - DIZISHG

.SMG

.DOSZZ

.OOSZ - 0.02%

nnl72 - 0.00442

AOMG

.0012

InnoPharma Exhibit 1080.0016



 
 

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

BUTYLATED HYDROXYTOLUENE
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
RECTAL; SUPPOSITORY
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL: GEL
TOPICAL; OINTMENT
TOPICAL: SOLUTION
VAGINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY

BUTYLENE GLYCOL
TRANSDERMAL; FILM, CONTROLLED RELEASE

BUTYLPARABEN
INTRAMUSCULAR; INJECTION
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, REPEAT ACTION
ORAL: TABLET, SUSTAINED ACTION
RECTAL; SOLUTION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT

CAFFEINE
OPHTHALMIC; SOLUTION

CALCIUM
IM ‘ IV} INJECTION
INTRAMUSCULAR; INJECTION

CALCIUM ACETATE
' ORAL-21; TABLET

ORAL‘ZB; TABLET
TOPICAL; EMULSION, CREAM

CALCIUM ASCORBATE
ORAL; SUSPENSION

CALCIUM CARBONATE, PRECIPITATED
ORAL; CAPSULE
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET

CAS 2 NDA LAST
c0001 NBA

000120370
2
1
5
1
4
1
7
2
2
2
1
1

000107880
1

000094260
1

28
4
1
1
q

i
’ 3

2
5
1
s
3
3

000050082 1
007440702

1
1

000062544
3
5
3

005743271 1
000471341

2
1
1

32
PAGE 12

APPROVAL
DATE

nn/17/7n

12/11/87

05/31/92

11/(0/3d
10/05/78
06/15/77
05/04/77

12/20/95
02/14/94

U9/ZS/TQ

09/17/69
03/31/81
11/14/94

04/21/99
12/17/81
12/23/83

04/12/88
02/09/89
09/28/92

12/31/93

04/16/91

DIV

410

600

bUU

unx
UNK
UNK
UNK

520
600

$20

120
UNK
UNK

DUO
600
600

600
600
600

510

600

POTENCY RANGE

n n1sma — 0 7mm

0,1MG ~ n.4MG

0.0125MU - 0,210m6

.uzz — 0.1%

.052

.022

.ORZQDGCZ

0,0058%

.OOZBMG ~ 0.004MG

.OD6MG
1OAMG30¢
.22 - 0.4%
.022
.182 2 0.3%CDflC

8.0MG ~ 8.3MG
8.3MG - 10.0MG

125.68MG - 224.7MG

4.17MB - 60.0MG

InnoPharma Exhibit 1080.0017



 

 

TH

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 AROUTE/DOSAGE FORM

CALCIUM CARBONATE, PRECIPITATED 000471301ORAL; 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 010035048CAUDAL BLOCK; INJECTION
EPIDURAL; INJECTION
IN - IV; INJECTION
INTRAMUSCULAR; INJECTION
INTRAOCULAR; SOLUTION
INTRAPERITONEAL; SOLUTION
NERVE BLOCK; INJECTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION

OgAL; CONCENTRATE0 AL; SUSPENSION
SUBCUTANEOUS; INJECTION

CALCIUM GLUCEPTATE 0 017140602
INTRAVENOUS; INJECTION

CALCIUM HYDROXIDE ‘ 001305620ORAL; SUSPENSION
TOPICAL; EMULSION, CREAM

CALCIUM LACTATE 00081A802VAGINAL; TABLET

CALCIUM PHOSPHATE 010103465
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, REPEAT ACTION
ORAL-213 TABLET
ORAL-28; TABLET

CALCIUM PHOSPHATE DIBASIC DIHYDRATE-SUCROSE AGGLDMERATE
. ORAL; TABLET

CALCIUM PHOSPHATE, DIBASIC 007757939ORAL: CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; PASTILLE
ORAL: SYRUP
ORAL; TABLET ,
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, DISPERSIBLE PAGE 13

NBA LAST
COUNT NBA

18

2

22

1
1
3
1
I
2

I
3
S
I
2
I
6
2
2
1
I

I

1
I

I

I
3
3
4
1
2
2

1

2
2
1
I
4
I

10
I
1

APPROVAL
DATE

02/25/92

08/19/91

02/25/94

12/01/86
05/07/83

UQ/28/95

12/01/ub
99/22/93

04/27/33

11/18/93
01/15/70
OBITS/7A

12/30/81
12/30/81

04/10/84
04/18/62

11/30/95

ICIZU/UZ

DIV

600

UNK

600

600
snn

600

can
UNK

@99

600
120

600

bUU

 
PUTENCY RANGE

0.72MB - 64.8MG

87.5MG ~ 229.7MG

0.382%

.0332
0052DD

0.0932

n.0242 - 0.0332

0.0082

21.5MG - 160.0MG

‘7 ENG - 362.0MG

82.9MG - 86.0MG
86.0MG 2

1.8MG - 2.4MG
5.0MG - 234.04MG

n AZIMG — n50_gHG

55.0MG - 168.0MG

InnoPharma Exhibit 1080.0018



 

 

 
INGREDIENT

ROUTE/DOSAGE FORM

CALCIUM PHOSPHATE, DIBASIC
ORAL; TABLET; FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28} 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 0

007757939

007789777

012167747

007790763

010101390

001592230

007778189

010101414

PAGE 14

LAST

N

m>dw Om“)meND-‘QHNNNU‘O‘DWNO‘UHF-ID“.5Hub-“0‘0““04000”HbNNb
H03

p...»

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

01/15/81

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

10/15/89
08/07/76

02/15/89
08/16/85
12/30/83
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
17h

600
120
110
UNK
UNK
510

160
600
600

POTENCY RANGE

101.48MG — 136,25MG

40.531MG
40.531MG - 104.5HG

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

9.26MB F 284.0MG
14.0MG ' 21.0MG

1UU,UMU

128.52HG — 298.04MG

4.0MG - 15.0MG

0.114MG - 21.1MG
7.93MG ~ 91.9MG
0.23MG - 21,0MG
15.0MG ~ 47,5MG
4.6MG * 10.0MG
10,0MG - 20.0MG
2.0MG

50.0MG ~ 74.68MB
0 53MG ~ 1.54MB

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

2.6MG - 370.0HG
17.45MB - 279.309MG
12.36MG - 214,24MG

InnoPharma Exhibit 1080.0019



 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

CALCIUM SULFATE DIHYDRATE
ORAL; TABLET, SUSTAINEO ACTION

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

CALDIAMIDE SODIUM
INTRAVENOUS; SOLUTION, INJECTION

CALTERIDOL CALCIUM
INTRAVENOUS; INJECTION

CANDELILLA HAX ‘
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; PONDER, FOR RECONSTITUTION
TOPICAL; EMULSION, CREAM

CARBOMER
ORAL; TABLET. SUSTAINED ACTION

CARBOMER 1342
TRANSDERMAL; FILM, CONTROLLED RELEASE

CARBOMER 934
ORAL; SUSPENSION

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

CARBOMER 934P
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; TABLET, SUSTAINED ACTION:

CAS 3

010101414

122760912

121915831

008002139

008028895

009003014

009007163

PAGE 15

NBA
COUNT NBA

1

I

1
2
1

1

I

6
1
2

1

1

1
1
1
1

1
1
1
3
4
1
1

2

I

2
2
4
1
2
1
2

2
1
1

LAST APPROVAL
DATE

01/26/84

11/19/91

05/24/83

12/03/86
03/02/37

08/12/81

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

09/50/94

12/13/95

12/30/94

DIV

510

110

600

600
600

600

120
600
600

bUU

bUU

UNK

POTENCY RANGE

0.09MB - 0,316MG

96.0MG

0.25% ~ 0.42

0.13%

InnoPharma Exhibit 1080.0020



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS ,
INGREDIENT CAS 3 NDA LAST APPROVAL

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

TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; LOTION
TOPICAL; OINTNENT
TOPICAL; SOLUTION
VAGINAL) GEL

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

CARBO ER 901 009003014TOPICAL; LOTION

, CARBOMER 974 009003014
g ORAL; GRANULE, FOR RECONSTITUTION

g CARBON DIOXIDE 000124389
INHALATION; GAS
INTRA-ARTERIAL; SOLUTION, INJECTION
INTRACARDIAC; INJECTION
INTRAMUSCULAR; INJECTION

g 12/30/92 UNK
q
I
1
1

I
1
4
7
3

2

1

1
1

i
INTRATHECAL; INJECTABLE I i

1
2
1
1
4

1

6

1

1
4
2
1
2
3
4
I
I

0. . . .
04/29/94 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

.IZ - 0.5%

.62 - 3.52

.2032 - 0.6%

.052 - 0.1%C32300
 

INTRATNECAL; INJECTION yINTRAVASCULAR; 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
CARBOXYMETHYLAMYLOPECTIN SODIUM

ORAL; TABLET

CARBOXYMETHYLCELLULOSE 009000117
INTRA-ARTICULAR; INJECTION
INTRANUSCULAR; 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

06/21/88 600

03/25/91 600 4.75MB - 16.0MG

05/24/79 520 0.1% ~ 0.9%
04/23/85 UNK

12/31/71 320
11/17/86 600
02/27/84 600 2.0MG - 10.3NG

PAGE 16 a A
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T”

; INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT

ROUTE/DOSAGE FORM

CARBOXYMETNYLCELLULOSE CALCIUM
ORAL; TABLET
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED

CARBOXYNETNYLCELLULOSE SODIUM
DENTAL; GEL
DENTAL; PASTE
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTION
INTRADERNAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
NASAL; SPRAY, METERED
ORAL; CAPSULE
ORAL; DROPS
ORAL; GRANULE
ORAL; GRANULE. FOR RECONSTITUTION
ORAL; PONDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET ,

ORAL; TABLET <1MNEO./CONP. RELEASE), ONCOATED,
ORAL; TABLET, COATED
SOFT TISSUE; INJECTION
SUBCUTANEOUS; INJECTION
TOPICAL; GEL, JELLY
TOPICAL; PASTE
TOPICAL; SOLUTION

CARBOXYPOLYMETNYLENE
ORAL; SUSPENSION
RECTAL; ENEMA
TOPICAL; LOTION

CARDANOM
ORAL; SOLUTION, ELIXIR

CARMINE
‘ ORAL; TABLET

ORAL; TABLET. UNCOATEO, TROCNE
CARNINE SOLUTION

ORAL; SUSPENSION
ORAL; SYRUP

CARMINIC ACID
ORAL; TABLET

,CAS a

009050048

009004324

009007209

008022933

008001807~

000476391

PAGE 17

NBA LAST
COUNT NDA

H

H

pa meOSNJNMHNNLflmNNmuJ-‘Hbib-IN
huuNH

w)uwHh‘HAdwnawwnwthbN

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
Inns/9!;

06/15/88

09/25/93
07/10/95
09/15/95
02/03/86
05/31/94
07/05/88
05/19/81
05/24/82

DIV

520

600
600
600
UNK
UNK
600
600
UNK
‘00

600

bUU
600
180
600
530
520
600
600

POTENCY RANGE

4

DHOQQDOGQ

.OMG - 80.0MG

.32 - 16.72

.12 - 0.752

.12 - 0.752

.752

.52 - 0.752

.12 - 0.752

.12 - 0.752

.52

.068HG - 160,0MG

.0662 - 0.5252

.22 - 3.52

.132 - 1.22

.2652 — 2.652

.57MG - 41.8MG
24.75MG

InnoPharma Exhibit 1080.0022



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 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 6.364MG - 0.7SMG
ORAL; TABLET 121 10/06/95 UNK
ORAL; TABLET, COATED 46 05/17/94 600 0.02MG - 0.92MG
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 2 06/23/81 600
ORAL; TABLET, FILM COATED 24 09/29/95 600 0.01MG - 8.4MG
ORAL; TABLET. REPEAT ACTION ,2 03/31/81 UNK 0.046MG
ORAL; TABLET, SUSTAINED ACTION ‘ , ,, 29 11/14/94 UNK 0.07MB - 200.0MG

0.126MG - 0.157MGORAL-28: TABLET 'y' 2 11/17/95 510
CARNAUBA YELLOH HAX >

ORAL; TABLET, COATED ' f'w
CARRAGEENAN 009OOOO7IJEQORAL; GRANULE, FOR RECONSTITUTION “'

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

CARRAGEENAN SALT
TOPICAL; LOTION

11/77/70 Ann 5,752

12/17/81 600 0.52

 CASSIA OIL
ORAL; SOLUTION, ELIXIR

CASTOR OIL ' 008001794

éflTRAMUSCULAR; INJECTION '1 07/78/79 693RAL; CAPSULE

n7/14/qn Ann 1,2MG - 1,756MG

03/30/94 600 0.09MG - 0.15MB
91/15/70 510 0.9MG

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 , 008001783
ORAL; CAPSULE, SOFT GELATIN

ORAL: CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET

 

01/24/80 UNK 5.02 - 12.52

03/10/92
06/75/91

1.894MG - 15.0MG
0.5HG - 37.6HGa»: —-a>-o at:

01/22/87 600 111.6fiG
04/12/88 500 0.8MG
02/09/89 600 0.8HG - 104.5MG

HmwNHbNHHwNHHNWMHbeHHwmwwww
Tum Tint 1“:an IIH 1H - gnu annhi 4H1 v 12"H1‘lll' “Mm ITIHHHI g.‘

EHHHIUIIHT TAN A “HA 1/vy4 APPHHUAI
Haunt/nuannt TUNH , THHHI Hun . “Atf new rnkinlv nmnu

III! [KfiL'I‘g ,glfITLHTCIiHTHIH?‘ :1 u: "T du‘ A." m Ann: Tun mmA 1‘V ' ! ‘LLAAA LUILU'AR TTNJe’ffi (U i
pn~ '"'

  
III-s run “11,”. .,.
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INGREDIENT

ROUTE/DOSAGE FORM

CELLDLOSE
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-21; 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
NICROCRYSTALLINE, 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;
BRANULE:

COATED PELLETS
ENTERIC COATED PELLETS
HARD GELATIN
SUSTAINED ACTION
ENTERIC COATED

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #

009004357

009004380

009004346

PAGE 19

NDA LAST
COUNT NDA

I
23

1
1
1
3
2

54

HOMHNO‘NNHNV-‘U‘HNHP‘NHOMMHNU’!HDMbWP-‘F‘mw

APPROVAL
DATE

03/03/95

04/20/88
08/28/81
06/79/95

05/19/92

08/31/81
09/22/94
05/10/82
11/01/84

06/01/94

06/22/89

Ul/ZU/UU

U1] U‘i/‘ID

12/23/91

11/19/82

Ill/7‘4I9‘l

05/03/95

10/19/94

1(14019:
10/30/85

zzluo/VD
09/11/95

DIV

110

600

110

600
110
510
510

110

600

LINK

OUU

520

600

”NR

UNK

UNK

520
600

530
110

POTENCY RANGE

40.0MG - 405.0MG

1.0%
0,07GH

6.7MG - 20.1MG

5.94MB > 100.0MG

20.0MG
20.0MG

19.0MG - 23.75MG

37LOMG

~.75MG — 24.0MG

10.33nu ~ 70.0MG

0.52 - 1.3125Z

20.0MG

7 QMG - 740,0Mg

25.0MG

1.5%

1.5MG - 363.75MG

57.22MB ~ 60.0MG
20.7MG - 107.0MG
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TH

INGREDIENT

‘ ROUTE/DOSAGE FORM

CELLULOSE, MICROCRYSTALLINE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CA5 A NDA LAST
COUNT NDA

009004346

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~Zli TABLET

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

CELLULDSE; OXIDIZED
ORAL; TABLET

CELLULOSIC POLYMERS
ORAL; TABLET
ORAL; TABLET;
ORAL; TABLET,
ORAL; TABLET;
ORAL; TABLET,

CERESIN
TOPICAL; OINTMENT

CETEARETH-lZ .
TOPICAL;

CETEARETH-IS
TOPICAL;
TOPICAL:

CETEARETH'ZO
TOPICAL;
TOPICAL:

‘ TOPICAL;
CETEARETH-SO

TOPICAL}
TOPICAL;

CETEARYL ALCOHOL
ORAL; TABLET,

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

FILM COATED 9
SUSTAINED ACTION 1UNCOATED, TROCHE

DELAYED ACTION; ENTERIC COATED
ENTERIC COATED PARTICLES 'i
FILM COATED
SUSTAINED ACTION

008001750

EMULSION, CREAM

EMULSION, AEROSOL FOAM
EMULSION,

EMULSION;
LOTION
OINTMENT

CREAM, AUGMENTED
EMULSION, CREAM

CREAM 1

SUSTAINED ACTION

TOPICAL; EMULSION, CREAM . 3
TOPICAL;
TOPICAL;
TOPICAL;
VAGINAL;

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
04/78/95

12/19/95
11/18/94

12/13/95
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
180
600
600
600
600
600

180
“NR

600
510

buu
600

600

600

UNK

UNK

UHK
UNK
UNK
600

600

 
POTENCY RANGE

0.5% ~ 2.02
1.22
0.0648M ~ 0.1526M
42.07MG - 505.0MG
1.0MG - 107.0MG
25.0MG ‘ 125.7IMG

5.0MG ~ 160.22MG
73 55”“ ~ 226.0MG

19.6MG - 20.0MG
7.58MG ' 20.0MG

6.0MG - 32.0MG
320.0MG - 390.0MG

0.036M

1.02 - 7.5%

0.75% - 10.0%

2.252 - 7.2%

20.0MG - 60.0MG
1.8% - 11.52
2.52 - 3.72
1 22

3.21%
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INGREDIENT

ROUTE/DOSAGE FORM

CETEARYL ALCOHOL
VAGINAL; SUPPOSITORY

CETEARYL OCTANOATE
TOPICAL; EMULSION, CREAM

CETETH-IO
TOPICAL; LOTION

CETETH‘Z
TOPICAL; EMULSION, CREAM

CETETH-ZO
TOPICAL; EMULSION, CREAM
VAGINAL; TAMPON

CETYL ALCOHOL
OPHTHALMIC; SUSPENSION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

CAS #

00012G298

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; OINTMENT
VAGINAL; EMULSION, CREAM

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

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

CETYLPYRIDINIUM CHLORIDE
INHALATION; AEROSOL, METERED
ORAL; AEROSOL SPRAY
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION

CHERRY
ORAL; TABLET

CHERRY JUICE
ORAL; CONCENTRATE

000540103

000123035

000012995

PAGE 21

NBA LAST
COUNT NDA

wu~4 HHmunsmthbHUNAMWQHWOH‘VhHflHUHflthflNHUIh‘HHHH

APPROVAL
DATE

06/17/94

05/11/88

01/04/95
09/29/87

12/19/79
06/13/95
09/30/92
07/24/78
12/21/95

10/26/94

12/04/95

09/13/95

07/10/62

ua/ualvq
01/06/81

DIV

UNK

600

600
600

600
600
UNK
600
520

600

600

UNK

PDTENCY RANGE

0CD

HHDCOLN

DC)

.912 ~ 4.02

A52

.SBMG ~ 2.0MG

.22 — 1.02

.2262

.22 - 10.02

.00142 - 5.02

.52 - 7.02

.52 — 4.02

.92 - 5.92

.31442

.aoqsme

.ozms

InnoPharma Exhibit 1080.0026
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INGREDIENT
ROUTE/DOSAGE FORM

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

INACTIUE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

CAS #

000057158

OPHTHALMIC; PONDER, 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
OPHTHALMIC} POWDER, FOR RECONSTITUTION
TOPICAL; EMULSION. CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
VAGINAL; EMULSION, CREAM

CHOLETH
VAGINAL; EMULSION, CREAM

CINNAMALOEHYDE
ORAL: SUSPENSION
ORAL; TABLET

CINNAMON V
ORAL; SOLUTION, ELIXIR

CINNAMON OIL
ORAL; PASTILLE
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION

000104552

008007805

PAGE 22

NBA LAST
COUNT NBA

1
q
2
1

20
I
5
3
2
2
S
1
q
1
1
I

1

1

I
21

1

1
I
I
1
3
3

2

1
1

1

1
9
1

APPROVAL
DATE

03/18/75
nL/7a/7:

03/13/86

11/19/80
02/21/78
03/07/94
11/15/79
17/01/80

08/51/81

08/03/94

05/18/65
06/09/86

07/23/82

12/16/83

DIV

600
Ann

£00

510
510
510
600
“MR

600

600

600
600

600

600

POTENCY RANGE

:3DC)

:30QC!
C

.52
1:7 - 0.52

7:7 - 5.92

.sz

.osz - 0.5:

.252 - 0 5x
52

.22 - 9.5z

.0752 - 0.75%

.92 - 5.02

.32 ‘ 0.52

.42

.0112
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INGREDIENT

ROUTE/DOSAGE FORM

CITRIC ACID
CAODAL BLOCK; INJECTION
EPIDURAL; INJECTION
IN - IV - SC; INJECTION
I” ~ 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 SOLUTION
INTRAVENOUS; SOLUTION, INJECTION
IONTOPNORESIS; SOLUTION
IV(INFUSION); INJECTION ~
IV(INFUSION)3 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
PONDER
POHDER, FOR RECONSTITUTION
SOLUTION
SOLUTION, ELIXIR
SUSPENSION
SYRUP
TABLET

TABLET (IMHED./COMP. RELEASE), UNCOATED,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
08/23/95
08/31/90

(17/10/9?

09/09/86
02/15/76

92/11/89
na/nz/tn

02/17/84

12/15/95
07/12/88

08/30/95
08/31/95

Ui/UB/‘ib
02/26/93
01/04/95
05/09/89
08/18/95

12/50/86
01/30/92
05/25/95
ng/Ia/An

12/05/88
I2/23/93
11/17/95
10/27/92
06/16/95
09/25/95
03/20/92
11/16/94
04/08/81
12/23/91

DIV

600
600
600

“NH

600
600

bUU
Ann

600

600
600

600
600

“HR
600
600
600
600

1:0
600
UNK
Ann

510
530
530
600
UNK
600
600
UNK
600
510

POTENCY RANGE

0.022
0.063% - 1.26% 4
0.012 - 0.8%

n.aana7z - 1.02

U .2037.
1.02

n 022 - 2.02

1.02 2"

0.01752 ~ 0.86%

0.02292 - 1.0%

3.1.17.
0.02%
0.035% - 0.052

5.0MG - 12.8MG

0.015MG ~ 1.0MG
0.052 - 0.24%
0.16%

.OOOSZ0

0.01212 ~ 0.65%
0.02992 ~ 0.15%
0.12 - 0.22
0.12 - 7.35192
0.06MG - 20.0MG
0.2HG ~ 2.13MB

1 .ZSMG - 20.0NG

InnoPharma Exhibit 1080.0028



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

CITRIC ACID 060077929
ORAL-28; TABLET I
OTIC; SOLUTION 4 10/31/94 600 0.05% - 6.22
OTIC; SOLUTION, DROPS , 1
SOFT TISSUE; INJECTION 2 92/2/119 bUU u.zu:z
SUBLINBUAL; TABLET 2 “8/11/81 Ann
TOPICAL; EMULSION, AEROSOL FOAfi 1

2TOPICAL; EMULSION, CREAM 3 nk/TK/Vfi 50” 0,8012 - 0.852
TOPICAL; GEL 1
TOPICAL; LOTION 9 01/24/92 600 0.212 - u.usz
TOPICAL; OINTMENT . 3 39/30/83 “NR n nn1z
TOPICAL; POWDER, FOR RECONSTITUTIOH I
TOPICAL; SHAMPOO 2 UO/Zl/9O UNK 0.0752
TOPICAL; SOLUTION 24 02/27/95 600 0.0052 - 0.4%
TOPICAL; SUSPENSION, SHAMPOO 01/10/91 600 0.777582
TOPICAL; SHAB 07/23/87 600 0.042VAGINAL; EMULSION, CREAM

CITRIC ACID MONOHYORATE 0059492911” - IV - SC; INJECTION
INTRACAROIAC; INJECTION

INTRAVENOUS; INJECTION 08/18/95 110 a 075z
IV(INFUSION); INJECTION 08/18/95 110 0.05% — 0.075%NASAL; SOLUTION

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

3
2
1

I
I
3
6
1
1
I

2 06/10/87 UNK2
I

TOPICAL; SUSPENSION, SHAMPOO %
I
I
1
1

1
1
I
1
4

1
8
2

02/16/94 600 0.05%

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

 
 

Oé/17/94 UNK 0.022 — 3.052

12/16/83 600 0.0081
12/27/91 600 0.001%

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

’CORIANDER OIL
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR

CORN GLYCERIOES
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 {OR CURRENTLY MARKETED DRUG PRODUCTS

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

CA5 A

061791319

061788907

008001318

008008524

008001307

PAGE 25

NBA
COUNT

p.)

FHNNwwunamrawm»:wtuwmyvp-wwth:\wHNIH‘WFHH
LAST
NDA

APPROVAL
DATE

04/15/91
02/28/91

10/04/83

09/30/94

11/24/93

12/16/83

05/70/93

03/21/17

10/28/94
12/03/73

DIV

600
600

600

600

600

600

600

600

600

600’

PDTENCY RANGE

2.02 - 4.02
2.0MG

1.8686M ‘ 2.0265GM

0.0032

205.0MG - 918.0MG

p.92gn

8.0MG - 14.065MG
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INGREDIENT
ROUTE/DOSAGE FORM

CORNTSYRUP
RAL; TABLET, UNCOATED, TROCHE

COTT NSEED OIL
INTRAMUSCULAR; INJECTION

COTTDNSEED OIL, HYDROGENATED
ORAL} CAPSULE
ORAL; TAELET
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION

CREAM BASE
TOPICAL: EMULSION, CREAM

CREATINE
> INTRA‘ARTICULAR; INJECTION

INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION

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

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INTRADERMAL; INJECTION, SUSTAINED ACTION
INTRALESIONAL; INJECTION
INTRANUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
OPHTHALMIC; SOLUTION
OTIC; SOLUTION
SOFT TISSUE; INJECTION
TOPICAL; EMULSION, CREAM

CRESOL, M- ' .
IM - SC; INJECTION
INTRADERMAL; INJECTION
INTRAMUSCULAR; POHDER, FOR INJECTION SOLUTION,
SUBCUTANEOUS; INJECTION

LYOPHILI

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

CROSCARMELLOSE SODIUM
.0RAL; 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

I”

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

TABLET, DELAYED ACTION, ENTERIC COATED

CAS 9

008001294

000057001

000060275

000108394

PAGE 26

NBA LAST
COUNT NBA

.13

H

U!

.15 U7

ruwpnvmon-ohnuoHF‘DFHdNwouawhnawwuwxnbwbuwhaNwhamOIwH
N

APPROVAL
DATE

03/13/86

08/04/86
nn/zn/OI

08/19/87

05/15/85

07/01/82
05/24/82

06/19/80

03/01/11

05/24/82

01/23/85

03/31/94

07/03/95

11/09/95

12/3U/9Z
11/30/95
12/12/95

DIV

600

600Ann

600

600

600
600

600

UHK

600

510

510

600

bUU

110
600
120

POTENCY RANGE 2

55.02 - 91.652 3
2.5MG - 4.25MB
n nn°~c — 26.0MG

32.4MG - 402.0MG

0.82
0.52 - 0.8%

0.82

11.157.

0.52 ' 0.82

0.1582 ~ 0.25%

0.15% - 0.31%

0.4MG ~ 21.0MG

v.013GM

«.15mu - 33.0MG
2.0MG — 32‘44MG
l‘SMG - 40.0MG
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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

CROSCARMELLOSE SODIUM
SUBLINGUAL; TABLET

CROSPOVIDONE 009003398
IMPLANTATION; PELLET
ORAL} CAPSULE ‘
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; BRANULE, 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
VAGINAL; SUPPOSITORY
VAGINAL; TABLET

CUPRIC SULFATE 007758998
OTIC; 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 ANTIFOAH 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 r000083443

IV(INFUSION); EOHDER, 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

.SHG ~ 20.0MG

.SMG - 10.71MBH mpA

v—i (N

yumHHNNwTawpawHhiwHkfiHhflflhhthnflbhndwkqu$hdm
17/77/95 finn T KMR - 1““.OMG

H 02/28/95 6UU 1.64HG - 28.0HG

pa 09/29/95 sun 2 OMG - 55.3MG

;g(;5/a9 110 3.0MG - 144.0MG

11/26/85 600 0.1%

12/17/90 UNK 5.0% - 7.5%

 
11/30/95 600 54.0MG - 86.5MG
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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
IM - IV - SC; INJECTION
IM - IV; INJECTION
IN - IV} PONDER} 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; PONDER, FOR RECONSTITUTION
ORAL: SOLUTION, ELIXIR
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET, UNCOATED, TROCHE
SPINAL; INJECTION
SUBLINGUAL; TABLET

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

DEXTROSE, ANHYDROUS
TINTRAVENOUS; INJECTION

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

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

CAS 5

OO9OOGSS9

005996101

008012246

000050997

PAGE 28

NBA LAST
COUNT NDA

N
\ONWP-‘HWHWNU‘IOJNNH0101

LN

unvmHunuwanawnumrnmwhuuwhunm

APPROVAL
DATE

11/13/84

09/28/92

06/39/73

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

05/29/79

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

{10/77/Q3

12/11/87

08/09/94

33/18/80
10/04/76
D3/07/77

DIV

600
600

510

520
600
600

600

520
.UNK
180
520
UNK
600

£00

600

110

600
600
600

 
POTENCY RANGE

1.56MG ~ 1.8HG

b b N

.02

.02

.42

.2Z

.02

.OZUTU‘NHU'IN
7?.ARQMG - 190.0MG

5.0%

5.02
3.8%

14‘327082

7.52 - 8.25%

4.52 * 4.942

51.0MG ~ 322.35MG
162.674MG - 260.12MG
24.8MG - 105.QMG
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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
URETERAL; SOLUTION

DIAZOLYDINYLUREA
TOPICAL; EMULSION. CREAM
TOPICAL: LOTION

OIBUTYL 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
NASAL: 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;
RECTAL;

EMULSION, AEROSOL FOAM

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LASTCAS 1

008029923

000117964

000084742

000109433

000075718

000075434

000076142

PAGE 29

NBA
COUNT NBA

.5

N thuwhnamHw»nuw¢u~aHnnumHtumHHH‘NFHHhUdNHmwwom
y...

APPROVAL
DATE

11/05/92
05/08/81

05/31/91

08/29/74

08/29/74

12/27/90

08/19/88

IUIUS/‘IU

17/7R [0:

02/14/94

12/30/92

05/17/88

 
DIV

600
600

600

160

160

UNK

600

500

Lnn

UNK

UNK

600

POTENCY RANGE

0,00003ML ~ 0.00006ML

0.04MB ~ 1.1MG

9:7 _ AA :511z

99.7892

21.8572 ‘ 51.12%

50.02

InnoPharma Exhibit 1080.0034



 

 
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, SUSTAINEO 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

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

DIISOPROPANOLAMINE
TOPICAL; GEL
TOPICAL; SOLUTION

DIISOPROPYL ADIPATE
TOPICAL; LOTION
TOPICAL;'SOLUTION

DIISOPROPYLBENZOTHIAZYL-Z-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
RECTAL: SUSPENSION

DIMYRISTOYL LECITHIN
IV(INFUSION); SUSPENSION, INJECTION

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

CAS 3

000111422

000084662

000110407

000106116

000539684

000110974

006938949

009006659

009006659

018194246

057618287

PAGE 30

NBA LAST
COUNT NDA

HwwH“#4nugwcnnHan)whoHHwHh‘wwhawwrww
».

APPROVAL
DATE

09/11/92

01/09/93

06/05/78
02/27/95

08/29/95
08/17/88

uu/zb/bv
12/07/92

01/24/80

DIV POTENCY RANGE

600

600

600
600

600
600

UNK
UNK

UNK

0.32 - 0.35%

8.0MG - 12.0MG

10.02

2.5MG - 8.2MG
0,7MG

0.

1.

42

OZ
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

INGREDIENT CAS 8 7' NBA LAST APPROVAL
ROUTE/DOSAGE FORM ' , COUNT NDA DATE DIV POTENCY RANGE

DIOCTYLPHTHALATE
OPHTHALMIC; DRUG DELIVERY SYSTEM

T OPHTHALMIC} SUPPOSITORY, INSERT, CONTROLLED RELEASE
OIPROPYLENE GLYCOL 000110985

TRANSDERMAL) 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 SODIUH/SODIUM BENZOATE
ORAL; CAPSULE
ORAL} TABLET 1

DRI KLEAR 042
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 0.4MG - 2.0MG

01/26/84 600 0.84%
12/29/95 600 0.002MG - 11.0MG
10/26/84 UNK

06/03/87 600 0.425MG 4.0HG
10/20/95 600 0.2MG -‘6.0MG

 

84/14/83 600

.5 y-u-awwe.»>4NMNHas»NNVNHHWNwH>—-Hrs-INv-ayum—-
1 PAGE 31
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INGRE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DYE

DIENT
ROUTE/DOSAGE FORM

BLACK LB-442
ORAL; TABLET
BLUE
ORAL; CAPSULE
ORAL; TABLET
RECTAL; SUPPOSITORY
BLUE #1
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET,
BLUE #2
ORAL; TABLET;
BROWN 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 02 LAKE
ORAL; CAPSULE
ORAL; TABLET, COATED
DC BLUE ’6
ORAL; CAPSULE
DC GREEN 83 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 £22
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS A

000130201

000482893

004403901

000081889

000548265

PAGE 32

NBA LAST
COUNT NDA

yumwwHwamnnamuuwHkaN>umwbHHHwwwemthNw
APPROVAL
DATE

09/10/80

05/31/90

07/26/88

04/21/87

09/21/77

UA/TO/7R

09/15/89
04/13/84

99/11/92

DIV

600

520

UNK

600

600

LOO

510
510

530

POTENCY RANGE

0.014MG

0.0252 - 0.05%

{'4 110007

0.0024MG
0.0029HG
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I
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

’INGREDIENT

DYE

DYE

DYE

DYE

DYE

DYE

DYE

ROUTE/DOSAGE FORM

DC RED £27
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
DC RED 327 ALUMINUM LAKE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-283 TABLET
DC RED #28
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 330-
ORALI 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 ISO ALUMINUM LAKE
ORAL} TABLET
ORAL; TABLET (IMMED./COMP. RELEASE):
ORAL; TABLET, COATED

ORAL} TABLET, FILM COATED
ORAL-21; TABLET
DC RED #30 LAKE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; TABLET
ORAL; TABLET, ENTERIC COATED PARTICLES
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

UNCOATED,

ORAL} TABLET, DELAYED ACTION, ENTERIC COATED

CAS A

602134158'7“

004618239

002379740

PAGE 33

, (HDA LASTCOUNT NDA
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APPROVAL
DATE

01/02/87

33/11/88

11/21/17

07/03/95

:n/n5/95

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

08/06/79

04/27/95
17/70/37

I7/70/Q7

12/30/91
12/30/91

01/31/95

08/30/83

10/30/92

11/UD/81

DIV

600

6W

6W

6%

if”?

110
520
520

600

630
600

17“

600
600

600

600

600

WU

 
POTENCY RANGE

O.SUGM

DAD07MG c

0.014%

0.2MG

0.0105MG - 0.?3MG

8.0376MG - 3.0MB

0.2969

DIOAMG - 0.4MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA3 # NBA LAST APPRUVAL
ROUTE/DOSAGE FORM . , COUNT NBA DATE DIV POTENCY RANGE

DYE DC RED 333 003567666
N

hudbwdwdeM>nuaN‘HthbydwfiibwwHraumoiPJmLNN~JNPab>am
ORAL; CAPSULE
ORAL; CAPSULE, HARD OELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR

; ORAL; SUSPENSION
E ORAL; SYRUP

' ORAL; TABLET
TOPICAL; SHAMPOO

DYE Dc RED :33 LAKE
ORAL; CAPSULE
ORAL; SYRUP

DYE DC RED :36 ,

ORAL; TABLET ,
TOPICAL; EMULSION, CREAM
TOPICAL; OIRTMENT

DYE Dc RED :39 006371557
TOPICAL; LOTION

DYE DC RED 54 LAKE
ORAL; CAPSULE

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

, ORAL; TABLET
, ORAL; TABLET, COATED

RECTAL; SUPPOSITORY
DYE DC RED ’6 005858811

ORAL; TABLET, COATED
DYE Dc RED 36 LAKE

ORAL; TABLET
DYE DC RED :7 005281049

ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, PILM COATED
ORAL; TABLET, SUSTAINED ACTION

DYE DC RED '7 CALCIUM LAKE
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETs
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED

nz/nz/OA Tan manoms

n7/nZ/Rfi HO {1.0013MG

04/27/88 510
12/16/83 600
12/18/80 600 »
03/07/85 600 0.001898%
06/16/88 110 0.007MG - 0.15MB

H

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

09/07/77 110 0.01MB - 48.75MB

 

93/92/92 600

01/31/95 600

03/01/90 180 0.4MG

12/21/93 600 0.16MB - 0,6MG
01/26/84 510

y...

12/20/90 110u

w
I2/21/93 600

' PAGE 34
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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

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

DYE DC RED 07 LAKE
ORAL; TABLET

- ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
DYE DC RED LAKE

ORAL; TABLET
DYE DC VIOLET 02 LAKE

ORAL; TABLET
DYE DC YELLOH

ORAL; CAPSULE
DYE DC YELLOw :10 000004920

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

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

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

01/16/85 600

01/25/88 600 0.02MG - 0.6HG

09/25/95 600 0.009HG - 2.4MG

07/31/92 600

y»; m

NHVHPM!“(ANNfimfiHmHMwaNNH$NMHNN~OHHHH(NL“0‘NbN
05/31/95 600 2.0UGM
01/29/93 600
05/30/92 500

03/21/95 600

 
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 0.0008Z - 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 LINK 0.00282 - 0.00362
ORAL; TABLET 13 06/29/95 600 0.0035MG ‘ 5.0MG
ORAL; TABLET, COATED 04/26/78 600 2.5m;
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED ' 1 09/26/95 110 0.006MG - 0.068016
ORAL; TABLET, SUSTAINED ACTION 11/08/93 UNK 0.071MG - 2.01MG
ORAL-21; TABLET 12/30/91 600 0.02MG
ORAL-28; TABLET 22/30/91 ‘00 0 07"” — 0.06RG
RECTAL; SUPPOSITORY
SUBLINGUAL; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SHAMPOO

DYE DC YELLOW £10 ALUMINUM LAKE
ORAL; CAPLET
ORAL; CAPSULE ,
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; TABLET

’ PAGE 35

D“2/26/88 GOO .OZBMG ’ 0.23MB

-

08/15/94 180

\J 10/1/l95 bUU 0.008MG - 2.5MG
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

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

DYE DC YELLOW .10 ALUHINUH LAKE

ORAL; TABLET, COATED 8 03/07/77 69a
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 1

ORAL; TABLET, FILM COATED 7 u4/14/95 11v 0,0075MG - 0.045MG
ORAL; TABLET, REPEAT ACTION 2 03/31/81 UNK

g ORAL; TABLET, SUSTAINED ACTION 6 07/31/92 600
E ORAL-213 TABLET 2 61/29/87 600 0.096MG - 0.415MG

ORAL-28; TABLET 12 O7/03/92 510 0.096MG - 5.415MGDYE DC YELLOH 110 HT LAKE

ORAL; TABLET 5 96/13/88 600 0.1MG - 1.4MGDYE DC YELLOW #10 LAKE
ORAL; POWDER, FOR RECONSTITUTION 1
ORAL; TABLET 74 08/29/95 600 0.000289MG ~ 5171MB

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

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED ,’ORAL; TABLET, FILM COATED
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
‘ORAL; CAPSULE

ORAL; SOLUTION
ORAL; TABLET
ORAL; TABLET, COATED

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

UH/(Ullb mm

OblZU/flb 600 0.128"
07/29/88 110 0.18MG — 2.33MB

08/11/80 600 0.016MG - 2.69MB

12/78/90 snn

01/12/15 600 0.005MG

H OsNNU'INmUJO‘I-‘NNJ'AHNHU‘IMHWOOD-'0]Ha)wumwmw 11/02/87 600 0.27UGN

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 05/27/95 600 3.708MG
ORAL; CAPSULE, SOFT GELATIN , O3/08/94 180
ORAL; CAPSULE, SUSTAINED ACTION 2 O9/11/95 110 0.019MG - O.9MG 1
ORAL; POWDER, FOR RECONSTITUTION 04/23/79 600
ORAL; SOLUTION 05/28/93 600 O‘OOOO7SZ - 0.752
ORAL; SOLUTION, ELIXIR 04/29/92 600
ORAL; SUSPENSION 02/12/86 520 0.005%

12/23/88 600p4
ORAL; SYRUP , PAGE 36
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT cas : x mm LAST
ROUTE/DOSAGE FORM ' ,7 , comm mm

DYE FDC BLUE :1 002650132 '

DYE

' ORAL; SYRUP

‘ ORAL; TABLET; REPEAT ACTION

'DYE

DYE

DYE

DYE

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
RECTAL; SOLUTION
SUBLINGUAL; TABLET
TOPICAL; SHAMPOO
TOPICAL; SUSPENSION, SHAMPOO
TOPICAL; SHAB
FDC BLUE #1 ALUMINUM LAKE
ORAL; CAPSULE

ORAL; CAPSULE, HARD GELATIH 7’ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER, FOR RECONSTITUTION

H N \O

H

y—a

y... p... h0~0UHflN>unHwNhuumh‘MH£ndnhngw£wwwhuuwruwnnuwausmcnawORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED

ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET
FDC BLUE #1 H.T. ALUMINUM LAKE
ORAL; TABLET
FDC BLUE ll LAKE
ORAL} CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL-28; TABLET
FDC BLUE B10
ORAL; TABLET
FDC BLUE #2 000860220
BUCCAL; TABLET
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL} CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED .
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, FILM COATED PAGE 37

H

DJ

H

wraw

APPROVAL
DATE

06/29/95
fl7/11/R7

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

UUIZIIUU

08/15/94

37/79/Qfi

04/20/16
05/15/90
nnlzn/QR

07/29/88

08/31/88

08/29/95
04/08/81

lZ/JU/9q

10/18/95

”5/05/93
02/21/92
06/29/95
07/78/97

12/29/92

DIV

600
17n

180
UNK
600
600
600

UNK

180

ADO

600
600
xnn

110

600

600
£00

510

600

530
110
600
Ann

120

POTENCY RANGE

.OUGM - 11.4UGM5
0.0052MG - 0.0085MG

0.51UGM
0.03MG
0.01MG - D.DSMG
0.01MB - 0.05MG
n 0000752

0.00362

O.DOTMG ‘ 2.5MG

0.1MG - 0.2MG

0.009MG ‘ 0.29MG

0.012MG - 0.3MG

0.00364MG ~ 2.675MG

0.045MG

0,0T2MG

2.1UGM
0.0015MG - 20.016MG
74.17MG

U./MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 5 ”DA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RANGE

DYE FDC BLUE #2 O00860220
ORAL; TABLET, SUSTAIHED ACTION , 5 09/22/94 110

DYE FDC BLUE #2 LAKE 012227859
ORAL; CAPSULE " , 11 nR/1EIG6 3in
ORAL; CAPSULE; SUSTAINED ACTION , ’1 H
ORAL; TABLET 77 12/29/95 600 0.035HG - 6.9MG
ORAL; TABLET, COATED 14 12/20/82 600 0,095HG - 0.1425fi8
ORAL; TABLET, FILM COATED 06/23/95 530 0.315MG - 9.3MGORAL; TABLET, REPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION

, ' ORAL; TABLET, UNCOATED, TROCHE
; ORAL-21; TABLET
’ ORAL-28; TABLET

DYE FDC GREEN .3 002353459
DENTAL; GEL

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

OllUY/El bUU u.u2MG

UI/ua/vz 510 0.1MG - 0.208MG
11/17/95 510 0.0649MG ‘ 0.208MG

N NDHN\HdW
5 05/03/95 520 0.003MG - 0.066MG

O9/11/95 110 0.0ISHG 
 ORAL; SYRUP 06/11/90 unx 0.000322

ORAL; TABLET 09/15/83 600 0.0004MG - 10.0HG
ORAL; TABLET, COATED 03/22/60 110 0.005MG
RECTAL; SUPPOSITORY

DYE FDC GREEN #6
ORAL; CAPSULE

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

, ORAL; TABLET
DYE FDC RED 828

ORAL; CAPSULE
ORAL; POHDER, FOR RECONSTITUTION

DYE FDC RED #3 ‘ 016423680
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED RELLETS
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 PACE 38

06/19/85 600 0.06MG

03/29/91 600H

m NPHJMDFJP‘NFOBJNF“BJF‘3FHNMF‘P‘F‘AJU‘bV“¢\H¥¥U1N 10/18/95 600 8.00036MG ~ 0.333MG

HAIYH/bl UNK

H 01/26/39 bun 0.037MG - 0.3MG
12/18/80, 600
12/18/80 600

1 17/73/91 :70 0.3042 - 0.525Z
H

09/23/7Q 520
08/31/90 520 2.5UGM
BAITS/BS T70 0.00SHG

b

09/28/7/ 600
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 , NDA LAST
ROUTE/DOSAGE FORM ’ , , coum NDA

DYE FDC RED 13 016423580 ’

DYE

DYE

DYE

DYE

DYE

‘0 AL} CAPSULE. SOFT GELATIN

ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET
TOPICAL} SHAMPOO
FDC RED 03 LAKE
ORAL; TABLET
ORAL; TABLET; SUSTAINED ACTION
FDC RED lS-ALUMINUM LAKE 012227780
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 ISO LAKE ’9
ORAL: CAPSULE, SUSTAINED ACTION
ORAL: TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED;
FDC RED B33
ORAL; CAPSULE
ORAL; SYRUP
FDC RED 040
BUCCAL; TABLET
ORAL: CAPSULE
ORAL; CAPSULE. COATED, SOFT GELATIN
ORAL; CAPSULE. ENTERIC COATED PELLETS
ORAL} CAPSULE. HARD GELATIN

H

01

H N ~nou~uu~nnumw‘m:\N:WdwoumnnawhawHy;huaN
HO AL; CAPSULE, SUSTAINED ACTION

ORAL; CONCENTRATE
ORAL) DROPS
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION 31
ORAL; SOLUTION ' 13
ORAL; SOLUTION,'ELIXIR , 14
ORAL; SUSPENSION 21
ORAL} SYRUP 36
ORAL: TABLET 60
ORAL; TABLET (IMHED./COMP. RELEASE), UNCOATED, 2
ORAL; TABLET, COATED 6
ORAL: TABLET; DELAYED ACTION, ENTERIC COATED 2
ORAL; TABLET, FILM COATED 8
ORAL; TABLET, SUSTAINED ACTION 3
SUBLINGUAL; TABLET 2
TOPICAL; SOLUTION 3

1 PAGE 39

APPROVAL
DATE

08/30/84

11/10/88

05/11/90
10/21/80

12/21/87

03/06/87
09/17/93

1fl/TR/QR

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

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

Ann

130
110
110
110
600
“NM

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

POTENCY RANGE

0.006MG — 1.2HG

0.02MG - BAOMG
0.126MG - 4.25MB

262.0MG
0.0022

n nn7amn - 73.2MG

.O74MG

.029MG - 0.129HG

.00252 - 0.00752
ADDTZGOOD
.OOUOLZ - 0.032%
.00042 - 0.00072
.0012% - 0.0052
.0042 - 0.92 1
.0022 ‘ 0.042
.SSUGM
.ZMG

.OASMG

.OZBMG

.003MG

.62

DDGOODQDC‘JOC
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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

DYE FDC RED 340
TOPICAL: SPONGE

DYE FDC RED ’40 LAKE
ORAL; CAPLET
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINEO 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-281.TABLET
SUBLINOUAL; TABLET

DYE FDC RED 37 LAKE
ORAL; CAPSULE

. ORAL; TABLET
ORAL; TABLET, FILM COATED

OYE FDC YELLDU SIO
ORAL; CAPSULE
ORAL; POHDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP

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

DYE FDC YELLOU :10 LAKE
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION, ELIXIR
ORAL; TABLET
ORAL-21; TABLET
ORAL-28; TABLET
suSLIROUAL; TABLET

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

02/28/91 600 0.005%

nQ/IC/Gfi Tan

01/26/89 600 0.020HG - 0.05MB

AZIUSIUO ouu
12/16/83 600

/

10/20/95 600 0.01MG - 9.6HG
07/29/92 ,600 0.368HG - 0.44MB
04/08/81 600
12/20/91 UNK
12/02/85 600 0.054MG

 
02/27/91 600 0.06MB

10/18/95 600 0.2785HG

mwHawwwnwwuowwwwwmwmwN‘
N

lZ/Ub/BB 500 3.0%
10/17/90 600 0.00152
11/22/35 600
03/25/94 ‘00 0.07MG - 3.15MGw

02/02/87 600

08/04/86 600

12/29/95 600 0.01MG - 3.6MGJ3 wunuuhaHFHHAFHHwTaupunEBva
08/23/84 600' 0.06MG - 72.58HGp4

’ PAGE 40

InnoPharma Exhibit 1080.0045



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 
 

INGREDIENT CAS 0 NBA LAST APPROVAL
ROUTE/DOSAGE FORM . I, ' COUNT NDA DATE DIV POTENCY RANGE

DYE FDC YELLON 05 001934210
, ORAL; SOLUTION, ELIXIR 2 n?/n3/7q snn n nnnzay

ORAL; SUSPENSION 1
ORAL; SYRUP 2 11/19/78 600 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 I
VAGINAL; SUPPOSITORY 1

DYE FDC YELLON 35 LAKE 012227699 ,

A ORAL; TABLET 26 03/12/79 600 0.007MG - 2,423MG
ORAL; TABLET, COATED 4 06/17/77 600

DYE FDC YELLOW 06 002783940
ORAL; CAPSULE A 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 0.022MG
ORAL; CAPSULE, SUSTAINED ACTION 15 04/25/95 UNK 0.01MG - 4.5MG
ORAL; CONCENTRATE 1
ORAL; DROPS 1
ORAL; POWDER 1 ,.,.. ., .u
ORAL; POWDER, FDR 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 son a nou12z - 0,0025z
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./CONP. RELEASE), UNCOATED, 3 01/04/95 600 0.2MG
ORAL; TABLET, COATED 21 09/10/87 600 0.045NG - 0.23MG
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 2 03/10/33 170
ORAL; TABLET, DISPERSIBLE 1
ORAL; TABLET, FILM COATED ~ . 31 00/07/92 520 0.029MG — a nun
ORAL; TABLET, REPEAT ACTION , 1
ORAL; TABLET, SUSTAINED ACTION 9 01/23/93 500 0.02MB - 1.06MG
ORAL-211 TABLET 5 02/28/92 600 0.02MG - 0.03MB
ORAL-28; TABLET 12 12/13/93 600 0.0015MG - 0.03MG
RECTAL; SOLUTION 7 07/03/95 600 0.0075%
SUBLINGUAL; TABLET 3 07/29/88 110 0.008MG - 0.02NG
TOPICAL; LOTION 1 ITOPICAL; SPONGE 1

DYE FDC YELLOW 06 HT LAKE
ORAL; TABLET 1
ORAL; TABLET, SUSTAINED ACTION 1

PAGE 41
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INACTIVE INGREDIENTS FOR CURRENTLY EARKETED DRUG PRODUCTS

INGREDIENT CAS 3, _ffl flDA LAST APPROVAL
ROUTE/DOSAGE FORM _ :Sia COUNT NBA DATE DIV POTEMCY RANGE

DYE FDC YELLOW 06 LAKE 012227600 1,

ORAL; CAPSULE , #7 1 12/31/92 600 0.385MG - 39.0”6
ORAL; CAPSULE, SUSTAINED ACTION 01/26/89 600 0.029MG - 0.18HG
ORAL; POWDER; FOR RECONSTITUTION

0
5
1

ORAL; SYRUP ' 1

ORAL; TABLET 1721’; 17/29/95 600 O.OO6MG - 6.331%
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-21; TABLET
ORAL-23; TABLET
SUBLINGUAL; TABLET

DYE GRAY 92932 .,
ORAL; CAPSULE

DYE GREEN
ORAL; CAPSULE

DYE GREEN LB-482
ORAL; TABLET

DYE GREEN LB-603
ORAL; TABLET

DYE GREEN LB-aaS
ORAL; TABLET

DYE GREEN PMS-579
ORAL; CAPSULE, SOFT OELATIN LIQUID-FILLED

,DYE GREEN PR-1333
ORAL; TABLET

DYE MINT GREEN
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE); UNCOATEO,

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, SUSTATNED ACTION
ORAL; SOLUTION, ELIXIR
ORAL; TABLET

na/nx/n; hfln u,uuaMG

05/31/95 600 0.034MG - 0.176MG
03/31/81 UNK
01/31/96 600 0.015MG - 0.8MG

Hww

“yuanNHwrdhfldIHH‘HHwwmNHNhJHhoN
01/29/16 510
02/19/88 600 0.003MG - 0.4MG 
09/10/80 600 0.1MG

04/05/88 600 0.25MG - 1.27MB

 

02/10/95 600 0.3HG - 0.81MG

05/02/73 600 0.081MG

02/05/91 600
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INACTIVE INGREDIENTS FOR CURRENTLY fiAgXETED DRUG PRODUCTS
INGREDIENT cnsv: NBA LAST APPROVAL

ROUTE/DOSAGE FORM . coum NDA DATE DIV POTENCY MRS»:
DYE RED COTOLENE-P

ORAL} TABLET
DYE SHEDISN ORANGE #2191

ORAL} CAPSULE
DYE TETRAROME ORANGE

» ORAL} TABLET (IMMED./COMP. RELEASE), UNCOATED,
DYE UNITE

ORAL; TABLET, SUSTAINED ACTION
DYE UNITE COATERIC YPA-6-7089

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
DYE NHITE COTOLENE-P

ORAL; TABLET
DYE HHITE TC-IOSZ

ORAL; TABLET
DYE YELLOH A

ORAL; CAPSULE ,ORAL} SUSPENSION
ORAL; SYRUP

DYE YELLOH DID
ORAL: CAPSULE
ORAL; TABLET, FILM COATED

DYE YELLOH 562‘
ORAL; CAPSULE

DYE YELLOW LB 9706
ORAL; TABLET

DYE YELLOH OCNRE 001345262
ORAL} TABLET

 

 
05/15/90 600 0.0023746M

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

10/15/86 180
EDAMINE

INTRAVENOUS; INJECTION 09/25/91 600

I

1

1

I

3

2

I

I
1
1

1
1

1

2 .DQMG ~ 3.27MB

2

6

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

.OZAMG -?O.4HG

.362 - 0.374%

.32 - 0.379%

.22
53°C:5

ORAL; SOLUTION 08/19/83 600

EDETATE CALCIUM DISODIUM 023411349DAL BLOCK} INJECTION
EPIDURAL; INJECTION
IM ' IV; INJECTION
INTRA- ARTERIAL: INJECTION
INTRA- ARTERIAL; SOLUTION, INJECTION
INTRA- ARTICULAR; INJECTION
INTRACARDIAC; INJECTION
INTRADISCAL: INJECTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAPERITONEAL; POWDER, FOR INJECTION SOLUTION
INTRATNECAL; INJECTABLE
INTRATHECAL; INJECTION
INTRATHECAL; SOLUTION
INTRAUTERINE; INJECTION
INTRAVASCULAR; INJECTION

10/03/77 “NV n n17

05/10/95 160 0.01% - 0.0482

O6/OI/O8 600 0.0IZ
1

06/36/39 160 c.01z - 0.0392

Ub/lO/95 160 0.009% - 0.022
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

INGREDIENT CAS % NDA LAST RPPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RANGE

EDETATE CALCIUM DISODIUM 023411349
INTRAVASCULAR; SOLUTION 1

INTRAVENOUS) INJECTION , ;,r . 17 05/10/95 160 0.012 - 0.0482INTRAVENOUS; SOLUTION
INTRAVESICAL; SOLUTION
IVtINFUSION); INJECTION

1
I

' 2 04/01/77 160 0.012
IV(INFUSION); POWDER, FOR INJECTION SOLUTION ' 1
IU(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 01/06/75 600
ORAL; SOLUTION ‘ 2 10/24/95 160 0.01%
ORAL; SUSPENSION . 5 . 02/29/88 600 -0.03%
ORAL: TABLET ’ 2 06/23/89 600 2.0MG 4.0MG
ORAL} TABLET, FILM COATED 3 01/06/78 110 0.1MG 0.4MG
PERIARTICULAR; INJECTION I
RECTAL; SOLUTION 2 10/24/93 IOU u 014
URETERAL) SOLUTION 2 04/12/72 160 0 01% - 0.011%EDETATE DISODIUM 006381926
IN - IV - SC; INJECTION 1
IM - IV; INJECTION 57 10/31/94 600 0.012 - 1 07
IN - 1V1 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 03/24/52 600 0 OIL - u.052

03/03/65 UNK 0 01% - 0 052

1
9

INTRABURSAL; INJECTION 2
‘INTRACAROIAC; INJECTION 1

; INTRADERMAL; INJECTION 1

INTRALESIONAL; INJECTION g
, 06/19/80 600 0.012 - 0.052

INTRAMUSCULAR} INJECTION _ 2 ‘01/27/95 600 0.01% ~ 0.1/
INTRAMUSCULAR; SOLUTION, INJECTION 1
INTRASYNOVIAL; INJECTION 3 05/01/11 unn U.u:n
INTRAUTERINE; SOLUTION 1
INTRAVASCULAR; INJECTION , 2 07/27/01 LOU u.u4h
INTRAVENOUS; INJECTION 27 01/27/95 600 0.0052 — 0.22
INTRAVENOUS: SOLUTION 3 04/17/78 160
IV(INFUSION); INJECTION 20 ‘ 07/07/94 110 0.003682 - 1.02
NASAL; SOLUTION I ,
NASAL; SPRAY 1
NASAL; SPRAY, METERED 5 10/20/95 UNK 0.012
NERVE BLOCK; INJECTION 8 01/22/85 600 n nnnzz - n 0252
OPHTHALMIC; GEL 1
OPHTHALMIC; SOLUTION 69 10/3119: 600 0.012 - 0.12

23 12/30/94 UNK 0.012 - 0.132OPHTHALMIC; 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, ELIXIR
ORAL; SUSPENSION
ORAL} SYRUP
ORAL; TABLET
ORAL; TABLET, COATED
ORAL] TABLET. FILM COATED
OTIC; SOLUTION
RECTAL; ENEMA
RECTAL: SOLUTION
SOFT TISSUE; INJECTION
SUBCUTANEOUS; 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} SUPPOSITORY
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL) SHAMPOO
YOLK PHOSPHATIDES
INTRAVENOUS; EMULSION, INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION

CAS 3

006381926

000139333

000064028

000060004

PAGE 45

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NBA LAST
COUNT NBA

LN

yaw “NANHDmewmmamme
y...-

ouuwkuoHwonuwhuwnnapwk:Nunumhnum

APPROVAL
DATE

06/30/92
05/23/88
11/17/95
05/17/78
12/27/91
02/27/92
06/02/89

UZ/UZ/Bl
01/16/35

09/02/81
05/24/82
02/18/86
10/29/93
12/30/94
17/07/97

Ub/OQ/II

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

000
600
600
UNK
600
HNK

UNK

150

600

600

600

 
POTENCY RANGE

0.012 — 0.252
0.0362 - 0.06z
0.012 ~ 0.2x
0.00551x
0.05z - 0.092
0.12
n 007SMG - 4.0MG

1.0MG - 2.0MG
0.012

UJJN/
0.012 - 0.052
0.1%
0.012 — 0.22
0.012 - 0.05z
fl {”7 - {1.17.
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INACTIVE INGREDIENTS FOR CURRENTLY NARKETED DRUG PRODUCTS

INGREDIENT CAS 8 NBA LAST
ROUTE/DOSAGE FORM ‘ ' COUNT NDA

ENTSUFON SODIUM 002917944
TOPICAL; EMULSION 1

ESSENCE FRITZBRO ORANGE
ORAL} SUSPENSION 1

ESSENCE LEMON
ORAL; SYRUP 2

ESSENCE ORANGE
ORAL; SYRUP 1

ETHER 000060297
ORAL; AEROSOL 1
ORAL} CAPSULE 1

ETHYL ACETATE 000141786
ORAL) TABLET 1
ORAL; TABLET. SUSTAINED ACTION 1

ETHY? HEXANEDIOL . 001321342
OPICAL; SOLUTION ., 1ETHYL MALTOL 004940118

ORAL; SOLUTION. ELIXIR 3
ETHYL OLEATE 000111626

TRANSDERMAL; FILM, CONTROLLED RELEASE 1
ETHYL VANILLIN 000121324

ORAL; CAPSULE 8
ORAL; CAPSULE, COATED, SOFT GELATIN 1
ORAL; CAPSULE, SOFT GELATIN 1
ORAL: CAPSULE, SUSTAINED ACTION 2

4 ORAL; SUSPENSION 1
ETHYLCELLULOSE 009004573

ORAL! CAPSULE 1
, ORAL; CAPSULE, ENTERIC COATED PELLETS 1

ORAL; CAPSULE, SUSTAINED ACTION 28
ORAL; GRANULE FOR RECONSTITUTION, CR 1
ORAL) GRANULE, FOR RECONSTITUTION 1
ORAL; POWDER, FOR RECONSTITUTION , 1
ORAL: SUSPENSION, SUSTAINED ACTION 1
ORAL) TABLET , 105
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 2
ORAL; TABLET, COATED 4
ORAL} TABLET, FILM COATED 36
ORAL} TABLET, SUSTAINED ACTION 18
TOPICAL; LOTION 1
VABINAL; TABLET 3 t

ETHYLENE 000074851
ORAL; CAPSULE 1

ETHYLENE GLYCOL 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
07/29/92
08/16/85
05/31/91
nt/anloz

10/17/85

04/21/87

DIV POTENCY RANGE

UNK

600

600

UNK

UNK

600
600
120
600£nn

600

600

0.252

0.081MG - 0.31MB

2.15MG - 16.16MG

.06ML

.8MG

.IMG

.04MG - 56.8MG

.OMG - 225.0MG

.OHG - 50.0MG
1‘“COOK:
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM ’ COUNT HDA DATE DIV POTENCY RANGE

ETHYLENE GLYCOL 000107211
TOPICAL: SUSPENSION, SHAMPOO w'

ETHYLENE GLYCOL MONOETHYL ETHER OOOIIOSOS’fORAL} CAPSULE
ETHYLEHE VINYL ACETATE COPOLYMER

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

_ TRMNSDERMALI 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
EUDRABIT E 100

1

l

1
1
1
1
4 10/12/93 510

I

1
I

2

1

TRANSDERMAL} FILM, CONTROLLED RELEASE 1

1

3
3

q

1

1
I

l

1

1

1

1

1

12/30/86 150 0.24MB - 1.004MG

EUDRAGIT E 30 D
ORAL: TABLET

EUDRAGIT L SO D
ORAL) CAPSULE, SUSTAINED ACTION
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED

EUDRAGIT NE SOD
‘ 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
RECTAL; 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 0.7MG - 2.16MG
11/30/95 LOO 25.5MG

09/11/95 113 8.53MG - 36.173MG 
1

PAGE 47

InnoPharma Exhibit 1080.0052



 
 

INGREDIENT
ROUTE/DOSAGE FORM

FERRIC OXIDE
ORAL;
ORAL}
ORAL;
ORAL!
ORAL-28} TABLET
TOPICAL} LOTION /

FERRIC OXIDE, RED 001309571
ORAL;
ORAL;
ORAL:
ORAL;
ORAL:
ORAL;
ORAL}
ORAL;
ORAL}

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
KNDA

UWCOUNT NDA 
cas,#

CAPSULE
CAPSULE. SUSTAINED ACTION
TABLET
TABLET. FILM COATED  

 

1
1
7
I
2
1

6CAPSULE 1
CAPSULE, HARD GELATIN . 2
CAPSULE. SOFT BELATIN 7
CAPSULE, SUSTAINED ACTION V 2
TABLET 30
TABLET, COATED
TABLET, DELAYED ACTION. ENTERIC COATED

TABLET. FILM COATED ,,
ORAL-21} TABLET
ORAL-28) TABLET

FERROSOFERRIC OXIDE 001317619
ORAL}
ORAL;
ORAL)
ORAL!
ORAL:
ORAL;
ORAL:
ORAL:
ORAL;

~ ORAL:
FIRHENICH

ORAL;
'FLAVDR

1
2

TABLET; SUSTAINED ACTION 1

i
6CAPSULE Q

CAPSULE, COATED, SOFT GELATIN 1
CAPSULE, ENTERIC COATED PELLETS 1
CAPSULE, HARD GELATIN 2
CAPSULE. SOFT GELATIN . 2
CAPSULE, SUSTAINED ACTION 5
TABLET 10
TABLET, COATED v
TABLET. FILM COATED
TABLET. SUSTAINED ACTION
51.226/T
SYRUP.

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

2
2
1

I

1
1
l

CAPSULE 1
CONCENTRATE 4
DROPS 1

2
9
6
6
7
2
4
3

BRANULE
POHDER, FOR RECONSTITUTION
SOLUTION 1
SOLUTION. ELIXIR
SUSPENSION

SYRUP . 1
TABLET
TABLET (IMMED./COMP. RELEASE), UNCOATED,

e PAGE 48

LAST APPROVAL
DATE

04/07/95

14/ l‘f/VL

97/30/93
12/30/93
11/22/95
11/30/93
11/zn/cfi

01/31/92
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

fiT/KO/Q?

05/20/88
94/94/79
19/31/93
04/29/93
06/16/95
10/31/93
02/02/82

12/14/81

DIV

600

311.1

600
120
150
600
RIO

180
180
110

600

530
530
110
600
120
600

600

bun
520
605
689‘
UNK'
600
120
120

 
POTENCYVRANGEVC,u’

0.025MG ff4.5§fifi3

0.03QMG - 0.29MG

0.0355M6 - 2.28HG

O‘Ofl?QMG - 13,0HG

U.OZMB ‘ 2.5M5
0.0038MG - 0.21HG
0.75MG - 1.5HG

0.082MG

0.105MG - 0.3HG

0.2MG - £99.0MG

0.2MG

0,042
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED,DRUG PRODUCTS

INGREDIENT CAS 5 NBA LAST APPROVAL
ROUTE/DOSAGE FORM " COUNT NDA DATE DIV POTENCY RANGE

FLAVOR
ORAL} TABLET; COATED
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, FILM COATED
RECTAL; SOLUTION

FLAVOR ANISE
ORAL; SOLUTION

FLAVOR APPLE 008047914ORAL; SOLUTION
ORAL; SUSPENSION

FLAVOR APRICOT
ORAL} SYRUP

FLAVOR APRICOT PEACH
ORAL} SYRUP

FLAVOR APRICOT 24829

ORAL; SOLUTION ,1FLAVOR AROMALOK 182608
ORAL) POWDER, FOR RECONSTITUTIDN

FLAVOR AROMALOK 262453
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR BANANA 000123922

1
1
I

2 05/28/93 600

2

1
1

1

2

2

1

1

ORAL; GRANULE 2 07/14/31 520
f
3
1

1

1

1

1

1

1

1

3

4

01/21/92 600

11/22/85 600 0.05%

12/05/88 600 0.32 - 1.0% 
 

ORAL; POWDER, FOR RECONSTITUTION 10/19/95 520ORAL; SOLUTION
ORAL; SUSPENSION

ORAL; TABLET (IMMED./COHP. RELEASE), UNCOATEO,
FLAVOR BANANA SA84

ORAL} POWDER; 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) POWDER; FOR RECONSTITUTION
FLAVOR BITTERNESS MODIFIER 15555

ORAL} SOLUTION .

FLAVOR BLACK CHERRY 008010433ORAL: SYRUP
FLAVOR BLACK CURRANT

ORAL; SYRUP

LIV/(DIYé but!

fl

07/22/92 600

04/18/84 UNK
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1 NBA LAST AFPROVAL

ROUTE/DOSAGE FORM . COUNT NDA DATE

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; POWDER, FOR RECONSTITUTION
ORAL: SOLUTION

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

FLAVOR BUTTERMINT TOFFEE
ORAL; SUSPENSION

FLAVOR BUTTERMINT 24020 ’
ORAL; CONCENTRATE

FLAVOR‘BUTTERSCOTCH
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; TABLET (IMMED./COMP. RELEASE), ONOOATEO,FLAVOR BUTTERSCDTCH F-1785
ORAL; SOLUTION
ORAL; SYRUP

FLAVOR CANDIED SUGAR SIOISSU
ORAL; SYRUP

FLAVDRVOARAMEL FRITZSCHE
‘ ORAL; SOLUTION

FLAVOR CHERI-BERI PFC-8573
ORAL; POHOER, FOR RECONSTITOTION

FLAVOR CHERI-BERI PFC-8580
ORAL; SOLUTION

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

FLAVOR CHERRY BURGUNDY 11650
ORAL; SOLUTION

papa

;--

WMDUDNDONHWND‘HHNHNNHNHHNHHHHHN
PAGE 50

04/18/91

12/16/85

07/10/87
09/0Q/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

DIV ROTENCY RANGE

600

600

600
600

600

600

600
520
600
UNK
600
600
600

0.4% - 0.82

0.125% - 0.252

1.5MG - 13.0MG

0.5%

0.152

0.092 - 5.0%
0.0001252 - 0.8%
4.5MG - 14.0HG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKEIEU DRUG PRODUCTS

INGREDIENT CAS,‘ 2 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ' ' COUNT NBA DATE DIV POTENCY RANGE

FLAVOR CHERRY CREAM
ORAL; SUSPENSION

FLAVOR CHERRY E.P.MODIFIED 151
ORAL; CONCENTRATE

FLAVOR CHERRY EP-3699
ORAL; POHDER, FOR RECONSTITUTION

FLAVOR CHERRY F-232
ORAL; SOLUTIOR
ORAL: SUSPENSION

FLAVOR CHERRY FMC 3513
ORAL; SOLUTION
ORAL; SYRUP

FLAVOR CHERRY IFF 13530912
ORAL; SOLUTION, ELIXIR

FLAVOR CHERRY HARASCHINO 5-3531 .
ORAL; SUSPENSIOH V _

FLAVOR CHERRY MINT 1
ORAL: SYRUP

FLAVOR CHERRY N-2755
ORAL: SYRUP

1

1

1

? 09/15/92 600
1
2

1

1

1

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

1

2

1

1

1

1

1

1

1
1

1

1

10/13/87 600

ORAL} POHDER, FOR RECONSTITUTION
FLAVOR CHERRY RASPBERRY

1 ORAL: SYRUP
FLAVOR CHERRY HL-1093

ORAL: SYRUP
FLAVOR CHERRY HL-IBOZZ

ORAL; POHOER, FOR RECONSTITUTION
FLAVOR CHERRY HL-46SB

' ORAL} SOLUTION
FLAVOR CHERRY 11539

ORAL} SUSPENSION
FLAVOR CHERRY 181612

ORAL; POHOER, FOR RECONSTITUTION
FLAVOR CHERRY 3321

ORAL; SYRUP
FLAVOR CHERRY 338614

ORAL; SUSPENSION
FLAVOR CHERRY 349

ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION

FLAVOR CHERRY SOO9IOU
ORAL) SUSPENSION

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

E
E5E
g%

12/23/88 600

 
 

1

PAGE 51
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

INGREDIENT CAS 5 NBA LAST APPROVAL

ROUTE/DOSAGE FORM . ,U , COUNT NDA DATE OIV POTENCY RANGE1
FLAVOR CHERRY-ARISE

ORAL; SOLUTION
FLAVOR CHERRY-ANISE PFC 9758

ORAL] SOLUTION
ORAL; SYRUP

a FLAVOR CHOCOLATE
ORAL} SUSPENSION
ORAL} SYRUP

FLAVOR CHOCOLATE CREAM
ORAL; SYRUP

FLAVOR CHOCOLATE P727
ORAL; SOLUTION

FLAVOR CITRUS
ORAL; CONCENTRATE

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; CONCENTRATE
ORAL} GRANULE
ORAL; POWDER. FOR RECONSTITUTION
ORAL; SUSPENSION

FLAVOR CREME OE‘MENTHE
ORAL; SOLUTION

FLAVOR CREME DE MENTHE 14677
ORAL) SOLUTION
ORAL} SUSPENSION

_FLAVOR CREME DE VANILLA 28156
ORAL; DROPS
ORAL} POWDER, FOR RECONSTITUTION
ORAL: SUSPENSION

FLAVOR CURACAO 50.397A
ORAL; SOLUTION, ELIXIR

FLAVOR CUSTARO
ORAL; CONCENTRATE
ORAL; SUSPENSION

 
01/26/84 600 0.000lZ

{11/10/97 :70

10/17/90 600

O5/15/87 600 0.32Nruwwad»:kn“bNrflNrdHNNHHMwwwNrarawN
11/21/80 600

PAGE 52

InnoPharma Exhibit 1080.0057



INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

INGREDIENT CA5 R ~47.NDA LAST APPROVAL

ROUTE/DOSAGE FORM _ ,' COUNT NDA DATE DIV POTENCY RANGE
FLAVOR CUSTARD 52.940/A FIR

ORAL; SOLUTION
FLAVOR DF‘119

DENTAL; PASTE
FLAVOR OF-ISSO

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 a
RECTAL; SOLUTION

FLAVOR FRITZSCHE
ORAL; SYRUP

’FLAVOR FRITZSCHE 21028-9
ORAL; SYRUP

FLAVOR FRITZSCHE 75021
ORAL; SYRUP

FLAVOR FRUIT GUM 912
ORAL; TABLET (IMMED./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: POUDER, FOR RECONSTITUTION
FLAVOR FRUIT 01-10428

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

  

84/27/83 600 0.0087. — 34:7.

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

 Nwwy-vv-n-awawwwwwwwNwNHNHMT—www
O7/O3/86 600 0,052
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO 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-ISQI?
ORAL: POHDER; FOR RECONSTITUTION

FLAVOR HAVERSTROO ZD 49284
SUCCAL; GUM, CHEHING

FLAVOR HERO 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 #

OO8020197
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NBA LAST
COUNT NBA

2

1

I

I

2
1
1

1

I

I

I

1
2
2

I

1

I

1
I

1

1
1

2
1

1

1

1

APPROVAL
DATE DIV

01/17/89 600

83/27/78 600

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

04/07/89 600

POTENCY RANGE

727%

0.12% - 0.16%

0.00$Z - 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 (IMMED./COMP. RELEASE), UNCOATED,
SUBLINGUAL; 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

008050326
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NBA
COUNT NDA

Hymn—bpun—awHr—u—aHMNH»!A4N,_,HwbonNH(ANA-awew
LAST APPROVAL

DATE

04/07/89
10/10/85

12/23/93
10/02/87
01/25/84
03/30/94
06/10/87

04/18/91

DIV

600
UNK

530
600
600
600
UNK

600

POTENCY RANGE

OOODG

.2062

.116Z

.52

.0252

.OOOIZSZ - 0.0QZ

.42

.22 - 8.42
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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

FLAVOR PEACH MINT FRITZSCHE 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 (IMMEO./COMP. RELEASE), UNCOATED. ,,
ORAL) TABLET; FILM COATED
SUBLINSUAL; TABLET

FLAVOR PEPPERMINT STICK FMC 1617B
ORAL) CONCENTRATE

FLAVOR PEPPERMINT 517
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR PEPPERMINT; NATURAL SPRAYLENE
ORAL; SYRUP

FLAVOR PINEAPPLE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL: SUSPENSION

‘ORAL; SYRUP
FLAVOR PINEAPPLE 182661

ORAL} PONOER, 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, TROCHE

FLAVOR RASPBERRY A11693
ORAL; SYRUP

FLAVOR RASPBERRY F-1784
ORAL; SYRUP

06/11/85 UNK

10/28/94 600
O7/02/87 600
10/21/30 £70

.52

.SMG - 10.0MG
,ARMR - Q nun3ND

Ub/UB/UH bUU 1.0MG ‘ 1.5MG

12/16/85 600 0.1252 - 9.25%

 

04/28/98 Ann

USISO/Vq GOO 8.01% ~ 0.02%

12/18/89 UNK O.14152 - 7.5%
01/13/95 600 0.2%w

w»wuunwpnowHwwwnwuwh'wNthomxwwwhuNwrawH
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL

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

FLAVOR RASPBERRY F-IBGO
ORAL} SYRUP

FLAVOR RASPBERRY F-6BB7-S
ORAL; POWDER, FOR RECONSTITUTION

FLAVOR RASPBERRY PFC-8407
ORAL; CONCENTRATE

FLAVOR RASPBERRY POLAK 5000064
ORAL; SOLUTION

FLAVOR RASPBERRY 262085
' ORAL; POWDER, FOR RECONSTITUTION
E FLAVOR RASPBERRY 28106
, ORAL; DROPS

ORAL; SUSPENSION
FLAVOR RASPBERRY 954

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR REFRACHESSMENT FD-BOZTD ,

ORAL; POWDER, FOR RECONSTITUTION
FLAVOR RHODIA PHARMACEUTICAL #RF 451

TOPICAL; SOLUTION
FLAVOR ROOT BEER

ORAL; CONCENTRATE
ORAL; POWDER, 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 0.3% ~ 1.8%

ORAL; POWDER, FOR RECONSTITUTION 1 04/28/95 600 3.042 - 1.9%
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-5665
ORAL; CONCENTRATE

FLAVOR STRAWBERRY F-S930-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

MHHHNNNNbHF-‘NMHHHHHHHHNHWNHH
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 # I V'NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ ,1 COUNT NBA DATE DIV POTENCY RANGE

FLAVOR STRAROERRY PFC-9626
ORAL; SYRUP

FLAVOR STRAHBERRY NL-16650
ORAL; PDHDER, FOR RECONSTITUTION

FLAVOR STRAHOERRY 133.5655
ORAL; GRANULE

FLAVOR STRAHBERRY 14953
ORAL; SOLUTION

FLAVOR STRAWBERRY 52312/AP
ORAL; POVOER, FOR RECORSTITOTIOR

FLAVOR STRAHBERRY 55058
ORAL; SYRUP

FLAVOR STRAHBERRY 5951
ORAL; DROPS

; ORAL; SUSPENSION A

% FLAVOR STRAROERRY 9343 ,,ORAL; SYRUP
FLAVOR SHEET

ORAL; SUSPENSION
FLAVOR SHEET TONE 28837

ORAL; POHDER, FOR RECONSTITUTIDH
FLAVOR TANGERINE

ORAL; SOLUTION
FLAVOR TANGERINE FRITZSCHE 51465

ORAL; SYRUP
FLAVOR TETRAROME

I

1

1

1

2 05/23/88 600 0.093342 ~ 93.34%

I

1
1

1

I

1

1

1

ORAL; SUSPENSION 1

' I

1

I

2
1

I

I
1

2
3
3
1
I

 
 
 

FLAVORETPF 135
ORAL; SUSPENSION

~FLAVOR‘TPF 143
' ORAL; SUSPENSION
FLAVOR‘TROPICAL FRUIT PUNCH NEA 50432

ORAL) SYRUP
FLAVOR.TUTTI FRUTTI

ORAL; POHDER; FOR RECONSTITUTIDN
ORAL; SYRUP

FLAVOR TUTTI FRUTTI 24093FM
ORAL; PONDER; FOR RECONSTITUTION

FLAVOR TUTTI FRUTTI 51.880/AP05.51
ORAL; POHDER, FOR RECONSTITUTION
ORAL; SUSPENSION

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

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

08/14/80 600 0,062

08/06/84 520 5.252
06/25/93 600

12/18/89 UNK 5.Oz
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 t 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 NILD CHERRY
’ ORAL; POWDER, FOR RECONSTITUTION

ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP

RECTAL; SUSPENSION ,,FLAVOR HILD CHERRY NV-lOI-1489
ORAL; POHDER, FOR RECONSTITUTION

FLAVOR HILD CHERRY PFC-14783
ORAL} SYRUP

FLAVOR NILDCHERRY 7598
ORAL; SYRUP‘

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

FLAVOR HINTERGREEN PFC 8421
ORAL; SOLUTION

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

FLAVOR 57820/A
ORAL: POHDER'
ORAL; SUSPENSION

FLORASYNTH
ORAL; SOLUTION

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

FLUOROCHLOROHYDROCARBONS
INHALATION; AEROSOL, METEREO

FORMALDEHYDE SOLUTION 008006073
TOPICAL; EMULSION, CREAM

FRAGRANCE BOUQUET 10328
TOPICAL; EMULSION. CREAM
TOPICAL; LOTION

12/03/86 600

09/15/80 600 0.7QOBZ * 1‘02
09/30/92 600
06/18/87 600 0.12
07/26/88 UNK 0.042 - 0.14532
11/17/86 600

02/13/87 600 0.05%

12/22/88 600
 

08/07/81 528

02/06/78 600 0.44MG
01/04/82 600 0,28MG - 11.25MG
05/14/85 UNK

HHMHNmNHNwNwab-IMNNNMUHMUVWHNwwr—I
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

INGREDIENT CAS 8 NBA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT NOA DATE DIV POTENCY RANGE

FRAGRANCE CNEMODERM 6411
TOPICAL; EMULSION, CREAM

FRAGRANCE CREAM 073457 '
TOPICAL} OIL

FRAGRANCE FELTON 066M
‘ TOPICAL; SOLUTION

FRAGRANCE GARDENIA
TOPICAL; OINTMENT

FRAGRANCE GIVAUDAN ESS 9090/1C
‘ TOPICAL} SOLUTION

TOPICAL) SPONGE
FRAGRANCE H~6540

TOPICAL: LOTION
FRAGRANCE P O FL-147

TOPICAL; EMULSION, AEROSOL FOAM
' TOPICAL; SOLUTION ,FRAGRANCE PA 52805

TOPICAL; SOLUTION
TOPICAL; SNAB

FRAGRANCE PERA DERM D
TOPICAL; SOLUTION
TOPICAL; SNAB

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

FRAGRANCE SPICY METHOLATED EUGENOL
TOPICAL; LOTION

FRAGRANCE UNGERER N5195
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 000110178
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SUSPENSION
ORAL; TABLET

 
 

;2/19/24 unx 0.06%

09/28/77 600
09/20/85 600
ns/n7/an HNK

01/28/92 600

wwpn—ammpHHpan»p—u-ayap-ah-n-ur-Iwp—twwHr-a
12/03/86 600

08/10/92 110 15.0MG ‘ 120.0MG
03/30/94 600 0.52HNQJDIN-lH
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

FUNARIC ACID
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, SUSTAINED ACTION

GALACTOSE, 0-
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; CAPSULE. 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; PONDER, 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 #

000110178

000059234

009000708

071010521
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NBA LAST
COUNT NOA

brew wHTupnawwwanMAmhaHuamundwuuumuunmnnabnnamhowHPOHO~H»-NV

APPROVAL
DATE

08/75/97

08/25/92

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

91/21/94
04/17/78

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

atlas/n:

07/71/Qfi

00/10/87

flnIIQIQH

01/22/8/

DIV

£00

bUU

600
600
510

310
160

520
600
600
180
530
150
110

snn

An"

«an

ITO

bUU

POTENCY RANGE

1&.567Z

19,6612

16.6% - 16.72
9.0MG - 14.0MG
16.0%

3.84HG ' 756.0MB

48.5MG
54.72MG - 303.06SMG
0.2HG - 50.66HG

n mnrm — 0.07%

n IQMH ~ 21.06MB 1

0.63MB - 20.151MG

2.1nu - 40.0MG
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, INGREDIENT

ROUTE/DOSAGE FORM

GELUCIRE 33/01
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 6

000490799

013007857
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

GLUCONOLACTONE
INTRAVENOUS; INJECTION

' TOPICAL; EMULSION. AEROSOL FOAM
TOPICAL; SOLUTION
TOPICAL; SPONGE

GLUCOSE, LIQUID
ORAL; PASTILLE
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP

GLUCURONIC ACID
INTRAVENOUS;'INJECTION

GLUTAMIC ACID HYDROCHLORIDE
ORAL! CAPSULE

GLUTAMIC ACID, DL-
VAGINAL; EMULSION, CREAM

GLUTEN
ORAL} TABLET

GLYCERIN
BUCCAL; GUM, CHEWING
DENTAL; SOLUTION
IM - IV; INJECTION
IM - SC; INJECTION
INHALATION; SOLUTION
INTRADERHAL; 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

000090802

008027563

000138158

000617652

008002800

000056815

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

' PAGE 62

' f

LLNDA LAST
/coun1 NBA

1

1

I

2

I

1

1
1
2
1

1
l
1
6

1

1

1

I

2 1
q .
1
1
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

06/08/92
12/28/95

11/22/88
02/08/77

06/18/93
17/30/03

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

01/29/93

DIV

510

520

UNK

UNK
600

600
510

120
€10

510
600
UNK
600
600

 
POTENCY RANGE

.252

“NND
QNQN

.2752 - 62.02

.1882 - 98.42

.1252 - 8.02

.62

.252 ’ 2.52

.72 - 7.52

.37.

.52 - 3.02

.22
A789MG - 204.2MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1ROUTE/DOSAGE FORM

GLYCERIN 000056815
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE
ORAL; DROPS
ORAL} SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL: SYRUP
ORAL; TABLET

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, FILH COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-213 TABLET
ORAL-28; TABLET
OTIC; 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
TRANSDERMAL} FILM, CONTROLLED RELEASE
VAGINAL} EMULSION, CREAM
VAGINAL; SUPPOSITORY

' GLYCERIN HYDROCHLORIDE
ORAL) TABLET -

GLYCEROL ESTER OF HYDROGENATED ROSIN 008050291
NASAL: OINTHENT '

GLYCERYL BEHENATE
ORAL; TABLET

GLYCERYL DISTEARATE 001323837
ORAL; CAPSULE, SUSTAINED ACTION

GLVCERYL LAURATE 001322889
TRANSDERMAL; FILM, CONTROLLED RELEASE

GLYCERYL OLEATE 000564763
ORAL; CAPSULE
ORAL; CAPSULE, HARD GELATIN
ORAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET, COATED
ORAL‘ZB; TABLET
TRANSDERMAL; FILM, CONTROLLED RELEASE

’ PAGE 63

NBA LAST

*1 counr NBA

3
’ 18
',y1

37
15
33
54

p4 HNNMMNNWMHNNNW
.13

“NHHNNWbNHHDJJ-‘F‘HbNW

APPROVAL
DATE

11/22/95
06/25/95
TI/In/aa

11/11/95
04/29/93
06/16/95
37/30/93
02/21/95
97/29/92
11/13/83
08/19/91

12/29/95
05/25/75

11/24/93
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
snn

600
600
UNK
600
600
600
500
UNK

600
snn

800
510

UNK
UNK
600
600

600
520

600

UNK

120
UNK

510

POTENCY RANGE”

3.055MG ‘ 111.9H60.1MG '-
a n7 — AA Ayw

2.5x ~ 20.82
2.52 ‘ 5.82
1.0% ‘ 34.32
5.02 ‘ 50.02
3.04HL
0.75MB - 1.0MG

1.2MG

52.62%
n‘nnz

1.62 - 32.52

0.2% - 21.0%
3.02 - 10.02
5,02
3.432 - 65.72

5.0% - 7.02
227.9HG

6.6MG - 39.2MG

0.15MG

InnoPharma Exhibit 1080.0068



 
 

INGREDIENT
INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG PRODUCTS

LAST
ROUTE/DOSAGE FORM

GLYCERYL OLEATE/PROPYLENE GLYCOL
TOPICAL; CREAM, 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 FOAM
TOPICAL} EMULSION, CREAM
TOPICAL} LOTION
TOPICAL} OINTMENT
VAGINAL; EMULSION, CREAM

GLYCERYL STEARATE SE
TOPICAL; LOTION

GLYCERYL STEARATE-STEARAMIDOETHYL BIETHYLAMINE
TOPICAL; OINTMENT

GLYCERYL STEARATE/PEB-IOO STEARATE
TOPICAL: EMULSION, CREAM
TOPICAL; LOTION

GLYCERYL STEARATE/PEG-40 STEARATE
RECTAL; SUPPOSITORY

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

CAPSULE
PONDER,'FOR RECONSTITUTION
SOLUTION
TABLET

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

GLYCOL STEARATE
TOPICAL; SUSPENSION, SHAMPOO

GLYCYRRHIZA
ORAL} POWDER, FOR RECONSTITUTION

GLYCYRRHIZIN, AMMONIATED
ORAL;
ORAL;
ORAL;

GRANULE
POWDER. FOR RECONSTITUTION
TAELET (IMMED./COMP. RELEASE},

PONDER, FOR INJECTION SOLUTION

UNCOATED,

LYOPHILI

CAS 0

001330730

001323382

031566311

000056406

000111604

001407030

PAGE 64

NBA
counr NDA

H.331
p.-

’“H*‘NMNhflouhnuwwnawbNh)»-HN£UODF“#NUHnNANH
APPROVAL
DATE

04/30/73

01/10/91

05/11/88
08/02/76
01/04/95
09/29/87
“ma/u

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
07/??IRS

11/11/96

DIV

120

600

600
120
600
600
Ann

UNK
UNK
600
520

UNK
600

600

C7n

600
E70

510

 
POTENCY RANGE

1.

0.
0.

OZ - 2.0%

52'
823MB - 27. OMG

52 86MB - 154. OMG
0.
A

NU‘VCDD

5.
1.

05% - 0 57
0M9 - 36. 85MB

.32 - 20.0%

.252 - 3.0%

.02

.OZ - 17.02

02
422

15.0MG ~ 35.0MG

7

8.

1‘/

OMG ~ 163.31MG
100.0HG - 200.0MG

InnoPharma Exhibit 1080.0069



 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

GUANIDINE HYDROCHLORIDE
INTRAVENOUS; INJECTION

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

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

GUM ROSIN
ORAL} TABLET; REPEAT 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
IN ~ IV - SC; INJECTION
IM - IV; INJECTION
IH - IV; PONDER, FOR INJECTION SOLUTION
IN - IV; SOLUTION, INJECTION
1M - SC; INJECTION
IM - SC; POWDER. FOR INJECTION SOLUTION
INHALATION; AEROSOL, METERED
INHALATION; SOLUTION
INTERSTITIAL; INJECTION
INTRA-ARTICULAR; INJECTION 1

CAS 0

000050011

009000300

008050100

006365839

000107415

000071001

008049658

007647010

PAGE 65

NBA
COUNT NOA

LAST

MHHUILMH Nhuumwnauwugohnumbwuu#3HNh‘thH.bwtumyuHomehnuHN
HN

APPROVAL
DATE

02/23/76

06/18/91

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

9§19¢l92

11/14/94

04/30/87

10/29/82

TOITK/R7

10/30/92
12/29/93

, 12/27/90
20/30/95
03/05/90
01/73/RR

09/05/92
O7/7R/QR

. 11/05/31

UNK

UNK

UNK

UNK

Aflfl

UNK
600
600
600
600
:1n

510
snn

600

.bmh

POTENCY RANGE

.zvonu - 12.0MG

.OMG - 35.4KB

.OMG - 5.04MG »

.OMG

12,02

1.4142 - 2.8272

0.000222

0.72 - 1.722

InnoPharma Exhibit 1080.0070



 
INGREDIENT

ROUTE/DOSAGE FORM

NYDROCHLORIC ACID

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CA5 # NDA LAST
COUNT NDA

007647010
INTRABURSAL; INJECTION
INTRACARDIAC; INJECTION
INTRACAVITARY; INJECTION
INTRACAVITARY} POHDER, FOR INJECTION SOLUTION, LYOPHILI
INTRADERMAL; INJECTION
INTRALESIONAL) INJECTION
INTRAMUSCULAR; INJECTION
INTRflMUSCULAR} SOLUTION, INJECTION
INTRAOCULAR; SOLUTION
INTRAPERITONEAL; INJECTION
INTRAPERITONEAL; SOLUTION
INTRAPLEURAL; INJECTION
INTRASYNOVIAL; INJECTION
INTRATHECAL} INJECTION
INTRATHECALJ POWDER, FOR INJECTION SOLUTION
INTRATHECAL; SOLUTION
INTRATRACHEAL; POWDER. FOR RECONSTITUTION
INTRATRACHEAL; SUSPENSION
INTRATUMOR; INJECTION
INTRATUMOR) POWDER, FOR INJECTION SOLUTION
INTRAVASCULAR} 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)IVINJECTION
IV(INFUSION)1 POWDER, FOR INJECTION SOLUTION
IV(INFUSION); SOLUTION ’
NASAL; 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

m

N

‘ #UnuornawidwhnxmfinnhwoNrdmunuthN
y—J

N15

5...; NN

01H

MD‘
N

OSD‘Ost‘bHMHmHWMHNO‘NWle—IV
’ PAGE 66

APPROVAL
DATE

09/30/64
06/01/88

10/16/87
10/16/87
10/29/92
84/17/95
na/vn/q:

03/19/97

Il/Ub/Bl
10/30/92
12/21/87

01/77/97

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

11/27/91
10/10/95
08/31/90
08/18/95
12/71/Qn

12/26/90

Iu14u/9:
06/23/95

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

DIV

UNK
600

UNK
UNK
510
UNK
Ann

Th”

600
UNK
150

1‘0

110
600
160

600
600
600
110
600

bIU

unx
600

600
600
600
160
600
600
600

POTENCY RANGE

1.414% ~ 10.02

0.92

1.4142 - 2.827%

1.36% - 2.8272

0.217% ‘ 0.47%
0.9%
10.02

0.562

InnoPharma Exhibit 1080.0071



 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS #
ROUTE/DOSAGE FORM

HYDROCHLORIC ACID
, OTIC; SUSPENSION
1 PERFUSION/CARDIAC; SOLUTION

PERIDURAL; INJECTION
RECTAL; SOLUTION
RETRODULBAR; INJECTION
SOFT TISSUE; INJECTION
SPINAL; INJECTION
SUDCONJUNCTIVAL; INJECTION
SUBCUTANEOUS; INJECTION
SUBCUTANEOUS; SOLUTION; INJECTION
TOPICAL; EMULSION
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; GEL, JELLY
TOPICAL; OINTMENT
TOPICAL; SHAMPOO
TOPICAL; SOLUTION
URETERAL; SOLUTION

HYDROCHLORIC ACID, DILUTED
INTRA-ARTERIAL; INJECTION
IN RAVASCULAR; 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

007647010

007722841

009004620

5

009004642

PAGE 67

glunA LASTCOUNT NBA

NhobfindwraNFJWHJbJSwAnaHruwruwbvMMDnMHwPJNFJMH~WE¥mOw~hJH>aH
APPROVAL
DATE

10/?OIQE

Ola/I’ll“)
17/11/R7

03/31/94

10/08/85
02/07/89
na/7o/q3

08/31/90
07/31/86

01/07/87

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

xtlun/va

01/24/09

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

DIV POTENCY RANGE

600
600
600

unn
600

520

600
UNK
600

unx

:20

600
600
180

0.252 - 0.35%
0.05% - 0.352

an “MG — 20.0MG

u‘bx - 0.752

10.0MG ~ 36.0MG

InnoPharma Exhibit 1080.0072



 
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

SUBLINBUAL; TABLET
TOPICAL; GEL
TOPICAL} LOTION
TOPICAL; LOTION, AUGMENTED
TOPICAL; SOLUTION A
TRANSDERHAL: FILM, CONTROLLED RELEASE

OPHTHALMIC; SOLUTION
HYDROXYPROPYL METHYLCELLULOSE

OPHTHALMIC; SUSPENSION
ORAL;
ORAL;
ORAL;
ORAL:
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;
ORAL:
ORAL;
ORAL:
ORAL:

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

ORAL-21;,TA3LET
ORAL-23; TABLET *
TOPICAL; BEL, JELLY
TOPICAL; SOLUTION
VASINAL: TABLET

HYDROXYPROPYL METHYLCELLULOSE PHTHALATE
ORAL:
ORALz'
ORAL:
ORAL;
ORAL;

CAPSULE: COATED PELLETS
CAPSULE, ENTERIC COATED PELLETS
GRANULE, FOR RECONSTITUTION
TABLET; DELAYED ACTION, ENTERIC COATED
TABLET, ENTERIC COATED PARTICLES

HYDROXYPROPYL HETHYLCELLULOSE 2208
ORAL; TABLET, SUSTAINED ACTION

CAS 0

009004642

009004653

009004653

PAGE 68

NBA LAST

COUNT NBA,

9
1
1

168
14

2
1

47
15

1
5
2
1
2
1

6
13
15

[NO)dHm)HNFHQMwhamhu~m\uxuvqu»nuwcuuN

APPROVAL
DATE

01/04/95

11/09/95
06/20/88
nA/Iq/o:

12/11/95
03/30/95

Ul/iylyb
nl/Xn/RO

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
1n/nnlnfi

05/29/82

04/28/95

DIV

600

600
600
nan

hUU
QIMV

600

600
600
530
600
180
110

600
510
600
600
150
110

600

100

600

600

 
POTENCY RANGE

0.2MG - 5.49HG

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

0.586M
2.0MG - 3745MG

(.IA - 5.02
n ‘57 - 0.54%

01052

0.1% - 0.52
0.002% - 0‘62
1.58MB ~ 150.0MG

1.4MG - 119.7MG

0.45%
0.4MG ~ 48.0MG
1.54MG - 6104MG
3.0MG ~ 18.7MG
0.764MG - 170.0HG
ZOBIHG - 240.0MG

5.5%

29.2MU - 44.57MB

30‘0MG - 250.0MG

InnoPharma Exhibit 1080.0073



; 3H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAs A NDA LAST APPROVAL

ROUTE/DOSAGE FORM ‘ COUNT NOA DATE DIV PUTENCY RANGE
HYDROXYPROPYL METHYLCELLULOSE 2906 009004653

OPHTHALMIC; SDLUTIOH 07/29/94 600 0.5%
ORAL; ORAuuLE, ENTERIC COATED
ORAL; SYRUP

HYDROXYPROPYL HETHYLCELLULOSE 2910 009004653
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPLET
ORAL; CAPSULE
ORAL; CAPSULE; ENTERIC COATEO PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TAOLET (IMHED./COMP. RELEASE), UNCOATED,
ORAL; TABLET; COATEO ‘
ORAL; TABLET, DELAYED ACTION; ENTERIC COATED 4
ORAL; TABLET; FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

IHIDAZOLIDINYL UREA
TOPICAL; EMULSION; CREAM
TOPICAL; LOTION

‘IHIDUREA 039236469
TOPICAL} EMULSION; CREAM
TOPICAL; SHAMPOO

INK OLACR
ORAL; CAPSULE 1
ORAL: TABLET; DELAYED ACTION, ENTERIC COATED

INK‘BLACK A-10450

0RAL3»TABLET
ORAszTAILET; FILM COATED

INK OLACK A§10509
ORAL; CAPSULE

INK OLAcx A-IOST
ORAL; TAELET; SUSTAINED ACTION

INK BLACK IMPRINTING FEE-1386
ORAL; CAPsuLE

INK BLUE OLAchA-9371
ORAL; CAPSOLE

INK EDIBLE ,.
ORAL; CAPSULE 1
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE. SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

09/23/93 UNK
nnan/no Ann

.52fi'/36

 
04/08/94 530 1,0MG - 10.8MG

uvtllivh 11v 1.11MB - 10.88HG

u9/23/9: buu

ln/DGIQR “NV n auc _ 22 nMGOK

HruaunowwHwwAHHbrarumup»HFJNFJOFJQQHJNFJQFHNMwwam
12/50/92 110 0.7MG - 9.3MG

Aalzwivq ouu
11/18/94 UNK

.BMU - bU.UMG

.7MG - 144.0HGyaw U10 
06/17/94 UNK 0.22 - 0.32 

12/22/92 600 65.0MG ~ 102.0MG
11/30/95 600

06/11/87 600

03/02/92 600
: 12/30/86 150

I 02/78/97 ann

g OO/Tq/OO UNK

4 PAGE 69 4
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INGREDIENT

«INK

INK

INK

INK

INK

INK

INK

INK

INK

INK

INK

INK

_INK?

fax

INK

ROUTE/DOSAGE FORM

EDIOLE BLACK
ORAL; CAPSULE
ORAL: TAILET
ORAL; TABLET. COATED
ORAL; TABLET, SUSTAINED ACTION

’ORAL-ZBI TABLET
EDIBLE GRAY
ORAL: CAPSULE
EDIBLE RED
ORAL; CAPSULE
EDIBLE RED A-BO32
ORAL; TABLET, SUSTAINED ACTION
EDIBLE UNITE
ORAL; CAPSULE ,
ORAL; TABLET. FILH COATED
FINE BLACK 2202C
ORAL: TABLET
FINE BLACK 2212
ORAL} TABLET
GREEN A-1065¢
ORAL) TABLET, SUSTAINED ACTION
LIGHT REDWOOD
ORAL: CAPSULE
PINK IHPRINTING 53-1003
ORAL; CAPSULE
RED A-8032
ORAL} CAPSULE
ORAL) TADLETJ COATED
REDVS-Itgfifis
ORAL

  
 

ORAL ’CARSULE, SOFT GELATIN
emu-runs?
1mm 43-3154
om; carsme
ORALJ’TABLET, FILM COATED
Hum-z 21-1:

'INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PROOUCTS

CAS A

 

ORAlerAPSULE (IMHED./COHP. RELEASE), SOFT GEL
INVERT SUGAR

ORAL; CAPSULE
ORAL; SYRUP

IODINE
INTRA~ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTION
INTRACAROIAC; INJECTION
INTRADISCAL; INJECTION

008013170

007553562

’ PAGE 70

i

NDA LAST
COUNT NBA

7
4
1
2
I

I

1

2

3
1

2

3

I

1

I

1
1

I

1
1
1

I
1

I

1
4

2
1
1
1

APPROVAL
DATE

03/25/94
n7/1A/nn

U1/U9/87

07/13/87

03/25/94

02/22/85

09/25/84

06/07/85

08/29/74

DIV

UNKAnn

600

UNK

UNK

600

600

600

160

 
PDTENCY RANGE

1.0HG

0.0007ML - 0.0011ML

28.22 - 37.02

InnoPharma Exhibit 1080.0075



 
 

1H!

‘5

INGREDIENT
ROUTE/DOSAGE FORM

IODINE
INTRAVASCULAR; INJECTION
INTRAVENOUS; INJECTION
PERIARTICULAR; INJECTION

IDFETAMINE HYDROCHLORIDE
INTRAVENOUS; INJECTION

IRISH MOSS EXTRACT
TOPICAL; LOTION

IRON OXIDE
ORAL: CAPSULE
ORAL:
ORAL;
ORAL;
ORAL:
ORAL;
ORAL:
ORAL:
ORAL}

CAPSULE, HARD GELATIN
CAPSULE, SUSTAINED ACTION
DROPS
TABLET
TABLET;
TABLET,
TABLET;

ORAL; TABLET, FILM COATED
ORAL: TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET

IRON OXIDE, DROHN
ORAL: CAPSULE
ORAL; TABLET ‘
ORAL; TABLET, FILM COATED

IRON OXIDE, RED-BROWN
ORAL: TABLET, SUSTAINED ACTION

IRON OXIDE, YELLOW
ORAL} CAPSULE
ORAL: CAPSULE, HARD GELATIN
ORAL; CAPSULE, SOFT GELATIN
ORAL: CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL;
ORAL} TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-ZIJ’TADLET

ISODUTANE '
TOPICAL: AEROSOL SPRAY

ISOCETETH-ZO
TOPICAL; SOLUTION

ISOOCTYLACRYLATE
TOPICAL; TAPE

COATED

CAPSULE, ENTERIC COATED PELLETS

DELAYED ACTION, ENTERIC COATED
ENTERIC COATED PARTICLES

TABLET, DELAYED ACTION, ENTERIC COATED

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS A NDA LAST
, COUNT NDA

007553562
3
3
1

1

2

18
1
1
5
1

30

1

HM

9
4
1
1
6
1
1

2
3
1

1

19
3
1
2
6
1
1
2
1

000075285
3

1

1

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

Ub/Ul/Hb
12/24/92

04/30/92
09/24/86

10/13/95
nn/nz/o:

11/30/93
11/3n/a:

12/19/95
03/30/95

05/24/77

DIV

v—n-a arm on

600
600

600
fizn

600
R10

POTENCY RANGE

20.2% - 40.0%
10.12 - 37.0%

0.04MG - 0.8HG

.25MG

.3MG - 0.576MGD3

0.0608MG - 0.8MG

n 07MG — 2.0MG

0.0015MG - 0.092HG
0.04MB

77,62

InnoPharma Exhibit 1080.0076



 
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:

 
VAGINALI

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

TRANSDERMAL} FILM, CONTROLLED RELEASE
EMULSION, CREAM

ISOPROPYL PALMITATE
TOPICAL}
TOPICAL}
TOPICAL)
TOPICAL)

AEROSOL SPRAY
EMULSION, CREAM
LOTION
OINTMENT

ISOPROPYL STEARATE
TOPICAL: EMULSION. CREAM

ISOSTEARIC ACID
1 ‘ TOPICAL}

ISOSTEARYL ALCOHOL
TOPICAL:
TOP CALI
TOP CAL:

OINTMENT

EMULSION, CREAM
LOTION
OINTMENT

ISOTONIC SODIUM CHLORIDE SOLUTION
INTRAVENOUS; SOLUTION
ORAL; SOLUTION

JELENE
TOPICAL;

XAOLIN
OINTMENT

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

CA5 A

000067630

000110270

000142916

008028771

008049669

001332587

PAGE 72

N

pa

()1?

Nun-nu»:ww»:yup-nuwHchnb—awwwwwwmmr—owHmxab—ar—u-u-n—u-am
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

05/31/99
09/29/76

DIV

520

600

600
600

600
UNK
600
UNK

520

UNK
UNK
600

530
600

POTENCY RANGE

2.72 _ 78.02

4.9x — 51.52
4.2m;

21.96%
1.0% - 10.02
10.0%
2.02

0.3252 - 9.93752
0.62 - 5.0%

7.95MB ~ 30.4MG
2.87MB - 8.0MG

InnoPharma Exhibit 1080.007?



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT . CAS A NBA LAST APPROVAL
ROUTE/DOSAGE FORM _ COUNT NDA DATE

KAOLIN 001332587
ORAL: TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, SUSTAINED ACTION

XATHON C6
TOPICAL; EMULSION, CREAM

LAC RESIN
ORAL; CAPSULE. SUSTAINED ACTION

LACTATE 000050215
TOPICAL} LOTION

LACTIC ACID 008012213

1 IM - IV - SC} INJECTIONIH - IV; INJECTION 1
INTRACARDIAC; INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; INJECTION .
IV(INFUSION)} INJECTION .,
IV(INFUSION); SOLUTION, INJECTION
ORAL) CONCENTRATE
ORAL; SOLUTION
ORAL; SYRUP
ORAL) TABLET
TOPICAL; EMULSION, CREAM 2
TOPICAL; LOTION
TOPICAL) OINTMENT
TOPICAL; SOLUTION
VAGINAL} EMULSION, CREAM
VASINAL; SUPPOSITORY
”AGINAL} TABLET

LACTIC ACID, DL- 000598823
IM ‘ IV} INJECTION .
IMPLANTATIONI PELLET, IMPLANT
SUECUTANEOUS; PELLET, IMPLANT
VAGINAL!,SUPPOSITORV ,

LACTOIIONIC ACID '
IM ' IV: POWDER, FOR INJECTION SOLUTION

LACTOSE .1,',
BUCCALIfTABLET
BUCCAL/SUBLINGUAL; TABLET
IN ~4Iv.- SC; INJECTION ,
IN - IV - SC: POWDER, FOR INJECTION SOLUTION
1H — IV} INJECTION
IN ' IV: POWDER, FOR INJECTION SOLUTION
INHALATION; CAPSULE
INHALATION; CAPSULE, HARD GELATIN
INTRACAVITARV; POWDER, FOR INJECTION SOLUTION, LYOPHILI
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION

 
01/06/76
08/31/95
01/06/76
n7/7n/ox

“NIKKI/Qt:

{19/28/95

09/20/95
12/30/88
an/nxlna

01/27/87

 
12/18/95
12/18/95

000096822

000063423

11/20/60

HHNHHNP‘NNNHwHNNP—iwwmwmbmwwwmwmwmmmbHW1-“NH
PAGE 73

DIV

600
600
600
Ann

1111

600

UNK
UNKAnn

520

UNK

 
POTENCY RANGE

.0122

.252 - 1.15782

.0122Doc

0.012% - 1.86%

0.000222 - 0.32

0.015% - 2.0%
0.51% - 6.6%

01812

InnoPharma Exhibit 1080.0078



 
 

INGREDIENT
ROUTE

LACTOSE
INTRA

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

IDOSAGE FORH

VENOUS: INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(IN
IV(IN
IV(IN
ORAL:
ORAL;
ORAL;
ORAL;
ORAL:
ORAL:
ORAL;

RAL;
RAL;

ORAL;
ORAL;
ORAL:
ORAL:
ORAL:
ORAL;
ORAL:
ORAL:
ORAL:
ORAL-
ORAL-

FUSION); INJECTION
FUSION); POWDER, FOR INJECTION SOLUTION
FUSION): SOLUTION, INJECTION

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

213 TABLET
281 TABLET

RECTAL: SOLUTION
SUBCUTANEOUS; POWDER, FOR INJECTION SOLUTION

, SUBLINSUAL; TABLET
TRANSDERHAL; OINTHENT
VABINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY
VABINAL} 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
ANHYDRDUS

CAPSULE
TABLET
TABLET, COATED ,

CAS 0

000063423

010039266

005989811

000063423

PAGE 74

& H

NDA LAST
COUNT NDA

hPHflNhflbbthmhdthdm
H 0‘ DI

HUHNNmm IQNUHthHDWPMNm

OJ pun»:HNP‘UPQPWdHthHFdN
H

APPROVAL
DATE

06/13/89

Ub/éi/U’

12/29/95
10/30/85
10/05/95
12/06/95
n7/71/o?

05/20/88

08/25/92
12/29/95
09/11/95
17/30/97

11/50/95
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
11/77/98

05/24/95

11/30/95

DIV

600

000

600
600
180
530
TTn

600

600
600
600
110

bUU
150
UNK
UNK
600
510
600
510
110

520
520

600
Ann

bUU

600

 
POTENCY RANGE

0.1% - 2.5%

14.8052

14.25MG - 100.0MG
21.6MG - 120.0HG

8.0%
0.0318M - 1.026M
30.0MG - 117I7MG
2.8MG ~ 346.5MG

40.0MG - 209.0HG
1.96MB - 590.0MG
122.99MG - 153.2HG
10.0MG - 400.0MG
7.8MG ~ 89‘007MG
21.0MG ~ 179.2MG
8.02

9.967MG - 327.5HG

395.0MG - 696.0MG

18.0MG - 360.0MG
17.5MG ~ 370.0HG

92.04MG ‘ 260.0MG

7 5MB ~ 415,8MG

InnoPharma Exhibit 1080.0079



 

 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LASTINOREOIENT ' CA5 A NOA
ROUTE/DOSAGE FORM COUNT NOA

LACTOSE, ANHYOROOS 000063423
ORAL: TABLET, FILM COATEO
ORAL: TAOLET, SUSTAINED ACTION

LACTOSE, anaous
INTRAMUSCULARI POWDER, FOR IHJECTION SOLUTION,'LYOPHILI
INTRAVENOUS; INJECTION
INTRAVENOUS: ROHOER, FOR INJECTION SOLUTION
IV(1NFUSIDH); PownER, FOR INJECTION SOLUTION
ORAL: CAPSULE
ORAL; GRANULE, FOR RECONSTITOTION
ORAL; TABLET
ORAL; TABLET, COATEO
ORAL; TAOLET, DELAYED ACTION, ENTERIC COATEO
ORAL; TABLET. FILM COATED
ORAL: TABLET. SUSTAINED ACTION
sunLINOuAL; TABLET 1
VAGINAL; EMULSION. CREAN J

LANOLIN 008020846
TOPICAL; EMULSION. CREAM
TOPICAL; LOTION
TRANSDERHAL; OINTNENT
VAGINALI enuLsION, CREAM

LANOLIN ALCOHOLs 008013341
OPHTHALMIC; OIRTMENT
TOPICAL; EMULSION. CREAM
TOPICAL; OEL
TOPICAL; OINTMENT

LANOLIN ALCOHOLS. ACETYLATED 008023986
T0?ICALI SPOflGE

LANOLI cantESTEROLS
T TEAL EMULSION

LANGtIfirfiflfliDHIC DERIVATIVES
H OPHTHALBICI DINTMENT

évLANOLIu OIL , ,
,OPHTHALHIC; OINTMENT ,/¢,~

LANOLINTJANHYDROUS - , : , OOOOOAEAO
OPHTHALHIC}.DINTMENT /~, ,
TOPICAL; EMULSION. CREAM
UAGINALT EMULSION, CREAM ,r

LANOLIN; HYDROGENATED 008031445
TOPIChL; OINTMENT ' - ’

LAORAnINE OXIDE
TOPICAL; SOLUTION

LAOROIMONIOM HYDROLYZED ANIMAL COLLAGEN
TOPICAL; SHAMPOO V

pa Mb

wwmpramNHHHwhflfiwukmbmwouhewuumwnnwhnuwTeaH

008038435 

PAGE 75

APPROVAL
DATE

12/11/95

93/30/95

11/30/35
fi7/75/Q?

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

04/10/7917/IA/n1

06/09/86

12/01/89
Talon/ox

03/23/95

07/25/94

06/17/81

12/19/85

DIV

530

600

hi”
£00

UNK
600
600

600
Ann

600

UNK
“MR

600

600

UNK

600

POTENCY RANGE

26.85MB - 180.6HG

20.0MG ~ 498.65MO

IIOMG ~ 535.6MG
37.0MG - 41.8HG

12.1:mu - asc.unu
58.0MG T 156.8HG
1.7HG - 11.6MG

2.02
0.00142 - 1.02

1.02 - 2.0%

10.02
7 n2 - 3‘02

2.02 - 3.02

3.0% ~ 10.02

0‘52 - 10.0%

InnoPharma Exhibit 1080.0080



 
INGREDIENT

ROUTE/DOSAGE FORM

LAURETH SULFATE
TOPICAL; SPONGE

LAURETN 23
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION

LAURETH 4
TOPICAL; LOTION
TOPICAL; SOLUTION

LAURIC DIETHANOLAHIDE
TOPICAL; LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION
TOPICAL; SPONGE
TOPICAL; SUSPENSION, SHAMPOO

LAURIC MYRISTIC DIETHANOLAMIOE
TOPICAL} EMULSION

LAURYL SULFATE

2 ORAL) CAPSULE
; LECITHIN

a INHALATION; AEROSOL, METERED
INTRAHUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET
ORAL: TABLET, FILM COATED
RECTAL; SUPPOSITORY

' TRANSDERHAL} FILM, CONTROLLED RELEASE
VASTNAL: EMULSION, CREAM

LECITHIN, HYDROGENATED SOY
INTRAVENOUS; SUSPENSION, INJECTION

LECITHIN. SOY BEAN
‘\ INHALATION} AEROSOL, METERED

ORAL; CAPSULE, SOFT BELATIN
VAOINALI EMULSION, CREAM

LEMON OIL
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
TOPICAL: BEL

LEVOMENTHOL
ORAL; SYRUP

LIDOFENIN
INTRAVENOUS; INJECTION

1 I

CAS 3

009002920

300120401

008002435

008030760

008008568

002216515

059160291

PAGE 76

NBA

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

LAST APPROVAL
COUNT NBA DATE

wwHPAHhnuwHmNdNPJNhHHMdek‘HHmyawwawH»'PHHHW
01/10/91

05/24/79

115/ (9/ “lb

{TC/11 [04

{Ii/1 7/517

O6/O9/86

12/15/86

DIV

7600

szfi
bUU

:zn

Ann

600

530

POTENCY RANGE

0.3% ~ 0.6%

0.5MG - 15.0MG

1 7mm — A HMG
AG

0.52 T 1.02

4.ONG - 20.0MG

InnoPharma Exhibit 1080.0081



 

 
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
1M - IV) INJECTION
1M - IV; POWDER; FOR INJECTION SOLUTION

MAGNESIUM ALUMINUM SILICATE
ORAL; DROPS
ORAL; BRANULE
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL: TABLET (IMMED./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
INTRAOCULAR} 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, SUSTAINED ACTION

CAS 3

008008262

000138863

000056871

001327431

000546930

007791186

001309428

010377603

001309484

PAGE 77

NBA LAST
COUNT NBA

1

1

I

2

I
1

1
3
1

26

H

HpqnmDamrgwthuh‘HthN)dMUUHNhNQN

APPROVAL
DATE

12/22/82

17/TR/Rn

“5/50/94

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

04/24/33
08/27/90

02/21/95
09/30/59

n6/7R/QE

09/22/95

10/09/91

04/25/88
02/09/94

DIV

600

Anfl

fiflU

UNK
520
600

UNK
UNK

600
120

£00

UNK

530

POTENCY RANGE

3.45MG - 10.0MG

0.152 - 2.0%

8.0MG

.3/

.52C3)-

5‘37MG ~ 250.0MG

12.44MG - 450.0MG

10.0MG
STOMG ~ 20.0MG

InnoPharma Exhibit 1080.0082



 
 
 

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/SUBLINGUAL; TABLET
ORAL:
ORAL:
ORAL;
ORAL:
ORAL:
ORAL:
ORAL:
ORAL)
ORAL:
ORAL;
ORAL;
ORAL:
ORAL:
ORAL:
ORAL:
ORAL:
ORAL;
ORAL;
ORAL;

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

POHDER; FOR RECONSTITUTION ‘
TABLET
TABLET (IMHED./CDMP. 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-283 TABLET
SUBLINGUAL) TABLET
TDBICAL3 EMULSION; CREAM
VAGIHAL} TABLET

.MAGNESIUH:
ORAL;
ORAL:
ORAL:
ORAL:

HAGNESIUH7
ORAL:

MAGNESIUM
ORAL:
ORAL:
nRALz
ORAL;

VSHLFATE
TABLET
TABLET, COATED
TABLET. DELAYED ACTION, ENTERIC COATED
TABLET. FILM COATED
SULFATE, ANNYDROUS
CAPSULE .
TRISILICATE
TABLET _ ’
TABLET (IMMED./COHP. RELEASE), UNCOATED)
TABLET; COATED
TABLET, SUSTAINED ACTION

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

‘1'

CAS A

001343880

000557040

010034998

807487889

001343904

000110167

PAGE 78

\l. p»)

NDA LAST
COUNT NBA

.13 O\ Hvdwa\$hflflbhdwwruwya

) m

mruw D~dm
w

chnru

huawHMMHHHHhH~V\nu

APPROVAL
DATE

12/29/95

U9/1£/5¥
12/06/95
09/11/95

12/29/és
99/11/95{1L [71/01:

11/30/95
na/7A/q:

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

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

05/15/86

DIV

60D

120
530
110

600
600mm

600
Ann

150
UNK
600

600
510
110
UNK
520

600

 
POTENCY RANGE

0.0035M

ITOSMG - 7.0MG
0.25MB — IO0.0MG

.SMG - 50.0HG

.IBMG ~ 40.0HGDH
0.8MG - 12.0HG

.GBHG - 10.9MG

.7MG - 1.2HG

.3MG - 70.0MG23:33

.me5 ~ 1.0MG

.OSMG ~ 75.0MG

.DBMG - 1.5HG

.OMG ~ 1740MG

.SMG - 2.9MG
Db{DOC

InnoPharma Exhibit 1080.0083



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 9 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE 81V POTENCY RANGE

MALEIC ACID 000110167
ORAL; SYRUP
ORAL; TABLET

HALIC ACID 006915157
ORAL: SOLUTION

’ HALIC ACID, OL-
ORAL; SOLUTION
ORAL; TABLET

MALTODEXTRIN ,
ORAL; GRANULE. FOR RECONSTITUTION
ORAL: TABLET

MALTOL 000118718
ORAL; CONCERTRATE
ORAL; SOLUTION

06/28/78 510 2.0MG

04/27/88 510

11/05/92 600

10/31/93 600 ORAL; SYRUP A

HALTOLDEXTRIN 009050366 3ORAL} ORANULE, FOR RECONSTITUTION
MALTOSE 000069794

ORAL: SOLUTION
MANNITOL 000069658

1” ‘ IV} INJECTION ' 04/22/70 510
* IH - 1V1 PONOER, FOR INJECTION SOLUTION

1H - SC: PONOER, FOR INJECTION SOLUTION
INTRANUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; INJECTION

- INTRAVENOUS; PONOER, FOR INJECTION SOLUTION
IVtINFUSION); INJECTION

_IV(INFHSION); FONOER, FOR INJECTION SOLUTION
OPHTHALHIC: PONOER, FDR RECONSTITUTION
OPHTHALMIC; SOLUTION
OPHTHALHICIxsuerNSION
ORAL: CAPSULE
ORAL: CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE. SUSTAINED ACTION
ORAL;,63ANULE, EFFERVESCENT
aunt; PONOER. FDR RECONSTITUTIUN _k: ,
ORAL: TAOLET . rr', 3
ORAL: TABLET (IMMEO./COMP. RELEASE), UNCOATEO,
ORAL; TABLET, COATEO
ORAL} TAOLET. SUSTAINED ACTION
5 BCUTANEOUS; INJECTION
S BCUTANEOUS; POWDER, FOR INJECTION SOLUTION
SUBLINGUAL; TABLET

01/21/94 510
10/17/85 510
12/24/91 510 10.02
11/29/95 600 100.0MG
02/16/89 600 2.0% - 10.02
09/20/95 180 37.0MG - 1500.0HG
09/22/93 UNK
11/04/93 UNK 4.05% - 4.62
12/30/94 UNK 4.52
03/30/89 600 65.6MG - 283.1MG

HMH mDHbNWDmHHHbNbWNmNNwa-“P‘Nw7-4ruby-I13MMN>4NH
08/06/84 520 4.02 - 4.188%
12/05/94 120 5.0MG - 302.8MG
09/11/95 600 75I0MG - 600.0HG

‘ 02/11/82 120 25.8MG - 177.7HG
‘ 11/18/94 UNK 110,0MG ~ 392.2MG

Ub/ZD/‘ID 910

02/26/88 600 10.0MG ~ 143.447SMG

' PAGE 79 .
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< INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NBA DATE DIV PDTENCY RANGE

MANNOSE, 9- 030536267
ORAL; TABLET

HEEROFENIN 078266065
INTRAVENOUS; INJECTION

MEDICAL ANTIFOAH EMULSION C
ORAL: SUSPENSION
ORAL; TABLET

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

MEDRONATE DISODIUH 025681894
INTRAVENOUS: INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

HEDRONIC ACID 001934152
INTRAVENOUS; INJECTION
INTRAVENOUS; vownen, FOR INJECTION SOLUTION

MEGLUHINE n06284408 .
INTRA-ARTERIAL; INJECTION v
INTRA-ARTICULAR; INJECTION
INTRACARDIACT INJECTION
INTRADISCAL; INJECTION
INTRAUTERIHE; INJECTION
INTRAUTERINE; SOLUTION
INTRAVENOUS; INJECTION
IVtINFUSION): INJECTION
FERIARTICULAR; INJECTION
URETERAL; SOLUTION

HENTHOL 000089781
,nENTALT,saLUTIou
INHALAIION; AEROSOL, METERED

' ORAL: AEROSOL
‘ APSOLE£08,431, , ,'ORALr GEHTRATE

03/18/87 600 0.982

 
82/17/81 160

 
n7/7A/Rfi 160

07/26/85 160

06/02/88 160 0.039%

12/28/84 UNK H.022

 
 
 

 
ggfitfi, gzgggéuFOR RECONSTITUTION- ,, If ;f' 12/22/94 600

'ORAL; SUSPENSION ,gnfl,' 01/26/84 603 0. 2
ORAL; SYRUP: , ,m 1 02/?1/3: Ann n 2??
ORAL»; TABLE '
MFICAL; LOTION 09/29/82 600 {1.135001%METAPNOSEHORIC ACID 013478983
IVtIHFUSION); INJECTION ,

HETHACRYLIC ACID COPDLYMER L
ORAL: CAPSULE. ENTERIC COATED PELLETS
ORAL; CAPSULE. SUSTAINED ACTION
ORAL} GRANULE. ENTERIC COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

05/10/95 180

AND-“NHMHHWNNHHNNi—Owabn—tr—n—‘Nwmp-amt-n—cr—umHH
06/19/95 520 19.5MG ~ 48‘65MG

PAGE an
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 A NDA LAST APPROVAL
ROUTE/DOSAGE FORM 7 COUNT NDA DATE DIV POTENCY RANGE

METHANESULFONIC ACID 000075752
IH - IV; INJECTION

METHIONINE 000063683
ORAL; TABLET

HETHYL ACRYLATE - METHYL METHACRYLATE
ORAL; TABLET, SUSTAINED ACTION

METH¥L BORONIC ACIDNTRAVENOUS; INJECTION
METHYL GLUCETH-IZO DIOLEATE

TOPICAL; SHAMPOO
HETHYL HYDROXYETHYL CELLULOSE

ORAL; TABLET
METHYL LAURATE

TRANSDERMAL; FILM, CONTROLLED RELEASE
METHYL SALICYLATE . 000119368

TOPICALi'GEL
METHYL STEARATE 000112618 ’

‘ TOPICAL; EMULSION. CREAM
VABINAL; EMULSION. CREAM

METHYLATED SPIRITS
ORAL; CAPSULE
ORAL; TABLET, COATED

METHYLCELLULOSE 009004675

06/02/87 600 12.0MG ~ 24.0MG HHHHD“NNHHNHH
INTRAMUSCULAR; INJECTION 2 07/07/83 500 0.03%
3533103? 23E3$¥6J°R “E“"mwm" 1

1 3 08/29/12 bUU 0.16012 ~ 0.5%
ORAL; CAPSULE 4 12/04/85 600 1.0MG - 6.04HG
ORAL; Pawnee, son ascousrzrurzon 4 04/18/91 600 0.082 - 0.1z
332:3 THSEETSIO" 3 12/16/93 180T 3 74 1n/3n/q7 600 a. —

352:, TfigLET (£32526/COMP. RELEASE), UNCOATED, 1 756MG 55 0H6
; 7 01/26/84 :10 . —

ORAL; TABLET: FILM COATED 15 05/09/33 600 3.§§gb- 236336
ORAL: TABLET; SUSTAINEO ACTION 2 08/21/92 UNK 3.0MG
ORAL-28) TABLET 2 11/17/95 510 12 0M6 - 15.0HG
SUBLINSUAL; TABLET 2 n7/n7/nn Ann

1322:? 5:03;.“ 1
1 2 00/24/85 UNK 0. Z - . 1

VAGINAL; EMULSION, CREAM 1 2 1 5/METHYLCELLULDSE 400

OPHTHALMIC; SOLUTION % H 1
METHYLCHLOROISOTHIAZOLINONE 026172554 '

TOPICAL; EMULSION, CREAM 1
TOPICAL; LOTION 1

* , PAGE 81
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 0

’ ROUTE/DOSAGE FORM ‘

METHYLENE ELUE 000061734
INTRAVENOUS; INJECTION

METHYLISOTHIAZOLINONE 002682204
TOPICAL} EMULSION. CREAM
TOPICAL; LOTION

METHYLPARABEN 000099763
CAUDAL BLOCK; INJECTION
EPIOURAL; INJECTION
IM - IV - SC; INJECTION
IM - IV; INJECTION
IM - SC: INJECTION
INHALATION) SOLUTION
INTRA-ARTICULAR; INJECTION
INTRADURSAL} INJECTION
INTRADERMAL} 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

. OPHTHALMIC: SUSPENSION
ORAL; CAPSULE
ORAL} CAPSULE (IMMED ICOMP. RELEASE), SOFT GEL
ORAL: CAPSULE; COATED, SOFT GELATIN
ORAL! CAPSULE, HARD GELATIN
ORAL] CAPSULE. SOFT GELATIN
ORAL] CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE
ORAL} GRANULE
ORAL} POWDER. FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL: SUSPENSION, SUSTAINED ACTION
ORAL} SYRUP-
ORALI TABLET
ORAL} TABLET; COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET; SUSTAINED ACTION 1

, PAGE 82

11‘

NDA LAST APPROVAL
COUNT NDA 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
I
1
2 12/05/85
6 03/25/94
1

2 , unlit/IO
2 06/21/88
8 08/31/95
9 10/18/88
2 12/20/82
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 ‘ n0/1n/o:
1
9
6
4
3
3

OI/II/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

DIU
600
600
600
600
520
600

150
UNK
600
600
520
530
600
1nn

600
600
600
520
UNK

POTENCY RANGE

DUDE!DCJCJOODG
OOGC‘IDDDO

3000DC)
DODGE:

InnoPharma Exhibit 1080.008?

.12

.12

.152 * 0.22

.0652 - 0.22

.12 ~ 0.152

.02499342 - 0.072

.152

.157.

.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

.ODSMG - 0.186MG

.DIUGM

.06MG - 0.23MB

.17HG



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRDDUCTS

INGREDIENT CAS 2 NDA LAST APPROVAL
ROUTE/DOSAGE FORM , _ COUNT NOA DATE 010 POTENCY RANGE

NETNVLPARAOEN 000099763 ’
ORAL-21; TABLET 1
ORAL-281 TABLET 1
OTIc; SUSPENSION 1
PERIDURAL; INJECTION 1
RECTAL; EMULSION, AEROSOL FOAM 1
RECTAL; ENEHA 2
RECTAL; SOLUTION 1
RECTAL; SUSPENSION 2 11/11/01 600

\\ SOFT TISSUE; INJECTION . 2 06/19/80 6009
2
5
2
2
5
2

 
05/27/94 669 0.182

 

 
 

0.152
SUBCUTANEOUS; INJECTION 12/19/91 0 K 0. 2 - .
TOPICAL; EMULSION, AEROSOL FOAM , 12/19/79 539 0.1002 0‘15”
TOPICAL; EMULSION, CREAM 6 10/31/94 600 0.0102 - 0.32
TOPICAL; GEL 11/22/88 UNK 0.082 — 0.37.
TOPICAL; GEL; JELLY . 04/29/93 600 0.0072
TOPICAL; LOTION , 1 12/07/92 ONK 0.002 - 0.32
TOPICAL; DINTMENT 1 nelxn/oa Ann n fizz _ 0 47
TOPICAL; SHAMPOO 1 ' '
TOPICAL; SOLUTION 4 04/03/95 600 0.12
TOPICAL; SUSPENSION, SHAMPOO 1

3151521‘23312152“ cm 1
, , 12 12/21/95 520 0. 2 ~ . 2VAGINALI OEL ‘ 1 1 o 18/

VAOINAL; SUPPOSITORY 1
HETHYLPARABEM SODIUM 005026620

ORAL; POWDER, FOR RECONSTITOTION 1
ORAL; SUSPENSION 2 11/17/86 600
RECTAL; SUSPENSION 1

HICROCRYSTALLINE wa , 008063089
TOPICAL; GEL ,; 1 . _- ,HU
TOPICAL; DINTMENT 0» 2 12/14/90 UNK 25.02

MINEsgth L PASTE _ 008012951
1 . .« 2 10/01/06 600 45.7952 ~ 5.02

OPHTHALHICT OINTMENT , 37 10/30/95 600 3.02 - 59.22
ggginaggggélgu5PENSION . ’ 2 05/11/88 600

.1 7 01/06/75 60 . ~
ORAL: CAPSULE. SUSTAINEO ACTION 1 D 3 24MB S’OMG
8221‘ $23521 ' 1

, , ’ 13 09/26/09 120 0.00 —
ORAL; TADLET, COATED , 1 1 OZHL BS'DML
ORAL; TABLET, DELAYED ACTION, ENTERIC COATEO ' 1 1
ORAL; TABLET, SUSTAINED ACTION 1
OTIC; OINTHENT I
OTIC; SUSPENSION 1
12:13:11 ' 1

, ; O , CRE 64 06/13/95 600 3.02 — 40.02
TOPICAL; LOTION , yAGE 03 9 ‘ 12/30/88 UNK 1,02 — 16,02
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTSINGREDIENT
ROUTE/DOSAGE FORM

MINERAL OIL
TOPICAL) OIL
TOPICAL) OINTMENT
TOPICAL; PASTE

TOPICAL) SUPPOSITORY .
TRANSDERMAL} FILM, CONTROLLED RELEASE
VABINAL) EMULSION, CREAM
VAGINAL: SUPPOSITORY

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

TRANSDERMAL: FILM, CONTROLLED RELEASE
MONOGLYCERIDE CITRATE

TOPICAL) EMULSION, CREAM
MONOOLYCERIDES

TOPICAL) LOTION
' NULTISTEROL EXTRACT

TOPICAL; EMULSION, CREAM
MYRISTIC ACID

ORAL) CAPSULE, SUSTAINED ACTION
MYRISTYL ALCOHOL

ORAL) TABLET, SUSTAINED ACTION
TOPICAL} EMULSION, CREAM
TOPICAL} LOTION

MYRISTYL LACTATE ' '
TOPICAL3.LOTION ‘

MYRISTersAflflfl-PICOLINIUM CHLORIDE
INTRA-ARTICULAR} INJECTION
INTRALESIONAL) INJECTION
INTRAMUSCULARI INJECTION
INTRASYNOVIAL; INJECTION
SOFT TISSUE: INJECTION

11‘

CAS I

008012951

000544638

000112721

002748881

PAGE 84

 

NDA LAST
COUNT NBA

1
40

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
q
1
3

APPROVAL
DATE

03/73/0K

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

04/20/50
02/11/02
03/10/02

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

04/10/79

01/28/92

01/04/95'
11/20/92

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

Ub/tb/ I‘I

DIV

ann

520
510
520

320
120
520

600
600
600
510

600

600

600
UNK

600
600
600

bull

 

POTENCY RANGE

0.12 - 95.02

2.31MG ~ 12.4MG
2.02 - 7.02

0.625M8 - 7.5MG
0.00015ML
1.07MB - 2.494MG

3.02 - 20.02
7.02 - 16.0%
4.4% - 23.0%
19.0MG - 57.0MG

.0192

.0192

.0102 - n 1x9z
DOD
0,019Z,,
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INGREDIENT

{ROUTE/DOSAGE FORM

INTRAVENOUS;
N-DECYL-METHYL SULFOXIDE

TOPICAL; POWDER;

INACTIVE INGREDIENTS

FOR RECONSTITUTION

NOXYPOEYETNTCENE""""GLYCOL”2000)‘1.Z‘DISTEAROYL
SUSPENSION, INJECTION

N-2-HYDROXYETH¥1PIPERAZINE N'-2'-ETHANESULPHONIC ACIDINTRAVENOUS} INJECTION
N-3-CHLOROALLYL-METHENAMINE CHLORIDE

TOPICAL) EMULSION. CREAM

ORAL: TABLET
TOPICAL: EMULSION. CREAM

N.N-DIHETNYL LAURAMINE OXIDE
TOPICAL} SOLUTION

NlN-DIMETNYLACETAMIDE

IM - IV} POWDER, FOR InJECTION SOLUTIONIV(INFUSION)1 INJECTID
IV(INFUSION)1 POWDER; FOR INJECTIONNEUTRAL OIL
ORAL: AEROSOL

uxoxxne

INTRAVENOUS: znascrrouNIPASTAT
ORAL: TABLET

NITRICVACID

INHALATION) AEROSOL. METERED
IV(INFUSION)1 INJECTION
TOPICAL; EMULSION, CREAM
VABINAL; EMULSION, CREAM

NON-PAREIL seen
ORAL: CAPSULE

ORAL: CAPSULE, COATED PELLETS
on L: CAPSULE. SUSTAINED ACTION"on L; TABLET

ORAL; TABLET. SUSTAINED ACTIONNONDXYNOL
OPHTHALMIC: SOLUTION

uonoxvnoL-ls_ 4,
TOPICAL; soLurron z

forfoL; svoues ,uurnas o L. sxrnessen
ORAL: SOLUTION, ELIXIR

OATMEAL
TOPICAL; SHAMPOO

OCTADECENE-l/MALEIC ACID COPOLYMER
TOPICAL; LOTION

OCTOXYNDL
TOPICAL; SOLUTION

 

H’

SOLUTION

CAS 8

000093823

000127195

000992999

007697372

.026027383

/ 026027383

008007123

009002931

PAGE 85

FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST

,COUNT, NDA
APPROVAL

, ,PATEM,

07/24/86

05/23/84
10/26/94

00/11 IQ?

{IR/70]?"

06/25/86

DIV POTENCY RANGEVVW’W

600

600
600

830

TH]

600

3.52

0.8562 - 1.67%

161942MG ~ 299.9MG

15.71Mn — 823.5MG

IU.ZMU - 157.5HG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED flRUG PRODUCTS

INGREDIENT CAS A NDA LAST APPROVAL
ROUTE/DOSAGE FDR” , COURT NDA DATE DIV POTENCY RANGE

OCTDXYNOL‘I 009002931
TOPICAL: SPONGE

OCTDXYHOL-fio
OPHTHALMIC; SOLUTION

OCTOXYNDL-9 009002931
TOPICAL: SOLUTION
TOPICAL; SPONGE

OCTYLDODECANOL 905333425
,TOPICAL;ZENULSION. CREAM
TOPICAL ; LOTION
TOPICAL; SUPPDSITORY
VAGINAL; EHULSIOH, CREAM
VABIHAL; SUPPOSITORY

OIL CREAM SODA
ORAL3 SYRUP .

OLEIgflggERTIDN AEROSOL NEIEREO 000112801 "I I -

NASAL3 AEROSOL, METERED §§§§3j§§ 332 1°~5‘

l

1

1
2 01/07/87 520

4
Z
1
4
1

1

3
ORAL: TABLET, REPEAT ACTION 2 )3/31/81 UNK 1.854HGS

I

1
1

l

1

l
1

1

1

1
1

1

I

1

08/31/93 600 5.75%
10/77/20 “NY 2,0132 — 3.32

12/04/95 600

ORAL; TABL5T. SUSTAINED ACTION 1
TRANSDERHAL; EILN. CONTROLLED RELEASE 1/14/94 ””K 2‘°”G

OLEIN- IDIOLETH=5
TOPICAL; EMULSION. CREAM

TOPICAL: SOLUTIONOLETH-2
TGPICAL; OIL

OLEYL OLEATE
TOPICAL3»OINTMENT

 
 

OLIVEBIL‘ . , ' 003001250
031 ,, OLE
_ORA ELUIION

a OPAGDAT Ml_v
‘BRAL ASLEI.

OPACDDE 5-1?1666 (RED)
ORAL: TABLET. FILM COATED
ORAL} TABLET. SUSTAINED ACTION COATED

DPACBDE S-1-A157
ORAL}CAPSULE

OPACODE 5-1-4160 (BLUE)

ORAL} TABLET
OPACODE 5-14172 (BLUE)

ORAL; TABLET, FILM COATED

 

PAGE 86
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INACTTVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ' CAS # NBA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT NDA DATE DIV POTENCY RANGE

OPACODE 5-1-4172" (BLUE)
ORAL; TABLET, FILM coATEn

DPACDDE 5-1-7020
ORAL; CAPSULE

OPACODE 5-1-7073
ORAL; CAPSULE

OPACODE 5-1-7085 (WHITE)
ORAL; CAPSULE

DPACODE 5—1-7534 (GRAY)
ORAL; TABLET

OPACDDE S-l-BOOHV (BLACK)
ORAL; CAPSULE

DPACODE 5-1-8025 (BLACK)
ORAL: CAPSULE
ORAL; CAPSULE, COATED, soET GELATINL
ORAL: TABLET 7

OPACSDE 5-1-3031 (BLACK) ’RAL; TABLET

CPAcgEELS-éRgEBEELBLAcx)3 04/29/37 500
ORAL; TABLET 06/19/95 130 0.4MG - 0.6MG

1

1

1

2 08/18/95 600

1

1

1
1
1

2

4

ORAL: TABLET: COATEn 3 12/23/94 600 0,4MG — 2.4MG
3

1

1

2
1
1

1

4
1

1

3

1

O9/19/86 600 
ORAL} TABLET. FILM COATED

OPACODE 5-1-8092 (BLACK)
ORAL; CAPSULE '

OPACODE 5-1-8093 (BLACK)
ORAL: TABLET

'OPACODE 5-1-8095
, ORAL; TABLET. FILM COATED

OPACOBE S-l-BlOO-HV (BLACK)
ORAL; CAPSULE
ORAL; TABLET

' ORAL; TABLET. SUSTAINED ACTION
OPACOBE 5-1-8105 (BLACK)
, ORAL; TABLET

OPACODE 5-1-8106 (BLACK)
ORAL: TABLET
ORAL; TABLET, SUSTAINED ACTION

OPACODE 5-1-8114 (BLACK)
ORAL; CAPSULE

OPACODE 5-1-8115 (BLACK)
ORAL) CAPSULE

OPACODE 5-1-9009 (BROWN)
ORAL; TABLET, COATED

fl4/22/88 600

07/03/95 600

05/31/94 530

99/09/93 120

‘ PAGE 87
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INGREDIENT

ROUTE/DOSAGE FORH
OPADRY

ORAL} TABLET
OPAORV (BROHN)

ORAL; TABLET
OPADRY (CLEAR)

ORAL: TABLET
OPADRY (WHITE)

ORAL: TABLET
ORAL; TABLET. FILM COATED

TOPADRY II Y-19-7483 (CLEAR)
ORAL; TABLET

OPADRY II Y-22-7719 (WHITE)
ORAL; TABLET
ORAL} TABLET, FILM COATED

OPADRY OY-S‘28924 (HHITE)
ORAL; TABLET, FILM COATED

OPADRY Y-S-l7l9l (BROWN)

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS #

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
OPADRY Y-I-lSlB (PINK)

ORAL; TABLET
OPADRY Y-l-ZIDZ (YELLOW)

ORAL; TABLET, COATED
OPABRY Y-1-2132 (YELLOH)

ORAL; TABLET
OPADRV'Y-l-ZGOS (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-l-fi234*(BLUE)
ORAL; TABLET

OPAORY Y-l-TOOOV(HHITE)
ORAL: TABLET

OPADRY Y-I-TODOB (WHITE)
ORAL} TABLET

OPADRY Y-1'7006 (BLUE)
ORALS‘TABLET

OPADRY Y‘ZZ'IASZS (PINK)
ORAL: TABLET

OPADRY Y-S-IZQG (PINK)
ORAL; TABLET

OPADRY Y-5-12584 (YELLOW)
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

PAGE 88

NBA LAST
COUNT NDA

wawmmwmwwww
wamwwwwww

APPROVAL
DATE

10/15/86

33/20/95

11/30/95
02/16/957

02/01/88

DIV

600

BOD

600
600

600

POTENCY RANGE

17.8MG - 25.5HG

111mg -15.QHG

6.57HG ~ 9.0HG
19.5MG - 27.7MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 *ROUTE/DOSAGE FORM

OPAORY Y-S-14530A (PINK) ‘
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

DPADRY v-5-1727 (REO)
ORAL; TABLET

OPADRY Y-S-ZOZB (YELLOW)
ORAL; TABLET

DPADRY v-s-znaz (YELLOH)
ORAL: TABLET

OPADRY v-s-2312 (VELLow)
ORAL; TABLET

OPAORY v-s-zsso (ORANGE)
ORAL; TABLET

OPADRY v-s-zaso (ORANGE)
ORAL) TABLET
ORAL; TABLET, FILM COATED

OPADRY v-5-2451 (ORANGE)
ORAL; TABLET

DPADRY v-s-2646 (BEIGE)
ORAL) TABLET

OPAORV Y-5-3140 (GREEN)

ORAL: TABLET ,
DPADRY Y-S-3296 (GREEN)

ORAL) TABLET V
OPADRY v—5-4129 (BLUE)

ORAL: TABLET
OPAORY v-5-4270 (BLUE)

ORAL; TABLET
OPADRY v-5-4287 (BLUE)

ORAL: TABLET
OPADRY V-5-7058 (WHITE)

ORAL) TABLET
, ORAL: TABLET. COATED

OPADRY Y-5-7068 (wHITE)
ORAL; TABLET
ORAL) TABLET, COATEO
ORAL; TABLET, CONTROLLED RELEASE

OPADRY Y-5-7072 (wHITE)
ORAL).TABLET

OPAORY v—5—7411 (PURPLE)
ORAL; TABLET

OPADRY v-s-Boso (BLACK)
-ORAL; TABLET

OPAORv v-s-aoos (BROON)
ORAL; TABLET

T PAGE 89

RDA LAST
COUNT NBA

1

1

3

3

1

1

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

14.07MB - 20.895MG
3.0MG ~ 7.875MG

.4MG

7‘OHG

2.0MG * 3.0MG

1.5MG — 22.4HG
1,9MG - 21.0HG

504.06M

7T0MG

BTOMG
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INGREDIENT
ROUTE/DOSAGE FORM

OPAORY YS-I-IIOSI (GREEN)
ORAL) TADLET
ORAL; TABLET. COATED

'OPADRY YS-1-1107 (GREEN)
ORAL} TABLET. FILH COATED

OPADRY YS- -1252 (PIHK)

ORAL}1TABLET, FILH COATEDDPADRYY WIZSZS (YELLOW)
ORAL; TABLET, COflTROLLED RELEASE

OFADRY YS'1-12529 (YELLOW)
' . ORAL) TABLET, FILM COATED

OPADRY YS-l-IZBB (PINK)
ORAL: TABLET

OPADRY YS'1-1298 (PINK)
ORAL; TABLET

OPADRY YS-1-16416
ORAL; TABLET, FILH COATED

OPADRY YS'1‘14518A (PINK)
ORAL} TABLET, CONTROLLED RELEASE

OPADRY YS-I-ISID (PINK)
ORAL: TABLET

OPADRY YS'I'ISZB (PINK)
ORAL! TABLET

OPADRY YS-1-1726 (RED)
. ORAL] TABLET

DPADRY YS-1-18834 (HHITE)
ORAL} TADLET. FILM COATED

OPADRY YS- l-lfifié (RED)

ORAL 5 TABLET,
V ,i1‘1347 (RED)

 
“ ’;'2974 (YELLOW)

GRAL:IAALEI. FILH COATED
arnnav vs-A2122 (YELLOW)

naxt; TABLET
OPABRY YS-1€2134 (YELLOW)

DEAL; TAZLET
OPADRY'YSEIeZIS6 (YELLON)

cant: TABLET
opnnav YS-1-2167 (YELLOW)

ORAL; TABLET, susraznsn ACTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CA5 #

 

PAGE 90

BOA LAST
COUNT NBA

1
1

1

2

1

1

1

1

1

1

3

1

2

I

1

1

1

1

1

2

1

1

I

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

9.221MG - 18.566HG

InnoPharma Exhibit 1080.0095



 

 

in

INGREDIENT
ROUTE/DOSAGE FORH

OPADRY YS-1-2186 (YELLOW)
ORAL; TABLET

OPADRV YS-1-2465
ORAL; TABLET

OPAORY YS-l-ZSZZ (ORANGE)
ORAL: TABLET

OPADRY YS'l-2526 (ORANGE)
ORAL; TABLET

OPADRY YS-1-2527 (ORANGE)
ORAL: TABLET
ORAL; TABLET. SUSTAINED ACTION

OPADRY YS-1-2534
ORAL} TABLET
ORAL) TABLET, FILM COATED

OPADRY YS-1-2546 (ORANGE)
ORAL; TABLET
ORAL; TABLET, FILM COATED

OPADRY YS-l-ZSSB (ORANGE)
ORAL} TABLET
ORAL} TABLET. FILM COATED

OPADRY YS-1-2563 (ORANGE)
ORAL} TABEET

OPADRY YS-l-ZGOA (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 75-1-2669 (RUST)
ORAL) TABLET

OPADRY YS-l-SIOS (GREEN)
ORAL} TABLET

OPADRY YS-I-SISO (GREEN)
ORAL: TABLET
ORAL; TABLET. COATED

OPADRY YS-l‘3146 (GREEN)
ORAL} TABLET

OPADRY YS‘I-3166 (GREEN)
ORAL; TABLET

OPADRY YS-1-4018 (BLUE)
ORAL; TABLET

OPADRY YS-l-4112 (BLUE)
ORAL: TABLET

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

1' f

CAS 8

PAGE 91

NBA LAST
COUNT NBA

1

3

1

1

fl1
I

I
1

l
l

3
1

1

2
1

1

1

1

2

2
1

1

1

1

1

APPROVAL
DATE

10/07/88

11/12/86

05/31/95

11/27/39

04/30/84

03/21/86

85/17/94

DIV

600

600

£60

110

600

600

60G

POTENCY RANGE

§TSM6‘- 14.0MG

10.nMG - 15.0MG

7.5MG

15.0MG

0.4HG — 36.0MG

InnoPharma Exhibit 1080.0096



 

%H

I NGREDIENT
ROUTE/DOSAGE FORM

OPADRY YS-l-GZIS
ORAL; TADLET

OPADRY YS-1-4216
ORAL; TABLET

OPADRY YS-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-l-QTIO
ORAL; TABLET

OPADRY YS-1-627S (ORANGE)
ORAL; TABLET

OPADRY YS-1-6312 (YELLOW)
ORAL; TABLET, FILM COATED

OPADRY YS-1-6357 (YELLOW)
ORAL) TABLET

OPADRY YS-1-7OOZ (WHITE)
ORAL; TABLET. FILM COATED

OPADRY YS-1-7003 (WHITE)
ORAL; TABLET
ORAL; TABLET, FILM COATED
ORAL; TASLET. SUSTAINED ACTION

OPADRY vs-l-nos (CLEAR)
ORAL; TABLET
ORAL 1 TABLET, COATED
ORAL; TABLET. DELAYED ACTION, ENTERIC COATED
ORAL} TABLET, FILM COATED

OPADRY YS-1-7027 (WHITE)
ORAL; TABLET, SUSTAINED ACTION, COATED

OPADRY YS-1-74446 (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 ”DA

2

1

2

1

1
1

1

1

3

1

1

1

1

83

Ln

7...;

7
2

1
9
S
q

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

?OTENCY RANGE

4.0MG

0.4HG - 27.9HG
3.0MG - 9.0MG
ZZAQZMG

0.00058M
0.2MG - 11.0MG

11.0MG - 22.0MG I

9.443MG — 19.057MG

7.3MG

InnoPharma Exhibit 1080.0097



 

ill

INGREDIENT
ROUTE/DOSAGE FORM

OPADRY YS-I-B325 (BEIGE)
ORAL; TABLET

OPADRY YS-1-83458 (BEIGE)
ORAL; TABLET. FILM COATED

OPADRY YS-1-8619 (ORANGE)
ORAL; TABLET, FILM COATED

OPADRY VS-1-89193 (CLEAR)
ORAL; TABLET

OPADRY YS-1-9012 (BROWN)
ORAL; TABLET

OPADRY YS-2-7013 (CLEAR)
ORAL} TABLET
ORAL: TABLET, COATED
ORAL; TABLET, FILM COATED

OPADRY YS-2-7063 (HHITE)
ORAL: TABLET, SUSTAINED ACTION

'OPADRY YS-3-70ll (CLEAR)
ORAL: TABLET

OPADRY YS-3-7031 (CLEAR)
ORAL} TABLET

OPADRY Y5-3-7fi13 (CLEAR)
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED

OPADRY YS-5-1296 (PINK)
ORAL; TABLET

OPADRY YS-5’217O (YELLOW)
ORAL: TABLET

OPADRY YS-5-2370 (ORANGE)
' ORAL) TABLET

ORALJjJAOLET: FILM COATED
OPADRY YS‘5-7842 (CLEAR)

ORAL: TABLET
OPADRY YS-5-7068

ORAL} TABLET
OPAGLDS CLEAR

OR L; TABLET, COATED
OPAGLO GS 2-0310

ORAL) TABLET
OPALUX AS 1537 (PINK)

ORAL) TABLET. COATED
OPALUX AS 1589 (PINK)

ORAL; TABLET, COATED
OPALUX AS 2006 (YELLOW)

ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS A REA LAST APPROVAL
COUNT NDA DATE

1

I

1

1

4 12/08/87

1
1
2 39/14/95

I, I OQ/26/94
2Q 05/15/90

5 39/12/86

I
1
1

2 03/25/94

2 02/16/88

? 99/16/83
1

4 09/29/87

1

1

€ 1 ,

4 11/19/82

1

' PAGE 93

DIV

600

118

510

600

600

600

600

600

600

600

 

PDTENCY RANGE

12.6MG

.IMG
0.6MG - 1.2MG

IQTOMG - 24.0MG

0.5MG - 17.2MG

2.5MG ~ 8.9MG

5.775HG - 11.55MB

6.112HG

9.022MG - 0.07MB

InnoPharma Exhibit 1080.0098



 

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;

OPALUX AS
ORAL;
ORAL)

OPALUX AS
ORAL)

OPALUX AS
ORAL;

OPALUX AS
ORAL;

OPALUX AS
ORAL}

OPALUX AS
ORAL;
ORAL;

OPALUX AS
ORAL;

OPALUX As-
ORAL!

OPALUX,AS
ORAL}

OPALUX A59
ORAL;

OPALOX AS
ORAL:

OPALUX AS
ORAL;

OPALOX As

3RAL:OPAL X AS
ORAL:

OPALUX AS
ORAL:

2167 (YELLOW)
TABLET, COATED
2236
TABLET
TABLET. COATED
2269 (YELLOW)
TABLET
2324 (ORANGE)
TABLET, COATED
2336 (ORANGE)
TABLET
2413
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
42OB-A (BLUE)
TABLET. SUSTAINED ACTION
427OV(BLUE)
TABLET; COATED
5173 (GREEN)
TABLET
5203 (GREEN)
TABLET
5212 (GREEN)
TABLET. COATED
TOOO-B
TABLET. COATED
7000-? (WHITE)
TABLET. COATED
7535 (GRAY)
TABLET; COATED
OOSO-L (BLACK)
CAPSULE

PAGE 96

COUNT NBA

1

1
4

1

1

1

1

1
2

1

2

1

1

1
1

1

4

1

l

1

3

1

1

1

DATE

06/17/77

12/20/82

18/21/83

11/19/82

92/25/92

DIV POTENCY RANGE

600 12.8HG - 22.125MG

600 0.86MB - 3.0MG

600 1.1MG ~ 1.4MG

600 4.21MB - 12.632MG

600 0.36MB ~ 4.95MG

InnoPharma Exhibit 1080.0099



 

1H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NBA LAST APPROVAL
ROUTE/DOSAGE FOR” ‘ COUNT NDA DATE DIV POTENCY RANGE

1 DPALUX As 9010 (nRown)
2 ORAL; TABLET, COATEO
g; ORAOOE BLUE 605

ORAL; CAPSULE
ORAOUE BURRGANDY

ORAL; CAPSULE
ORAOUE GRAY

ORAL; CAPSULE
ORAOuE GREEN

ORAL; CAPSULE
OPAOUE GREEN 1664

ORAL; CA?SULE
ORAOUE GREEN/FLESH

ORAL: CAPSULE
ORAOUE HARODN 6 OAR

ORAL; CAPSULE ,
*\ DPAQUE ORANGE 4

ORAL; CAPSULE ,
OPAOUE PEACH

ORAL; CAPSULE
OPAOOE PINK 8K

ORAL: CAPSULE
ORAOOE PINK 0439

1

1

1

2 10/26/90 600 37.5MG

3

1

1

2

1

1

1

ORAL; CAPSULE 1

1

1

5

1

1

1

1

2

2
5
1

19/26/90 600 49.9MG

03/20/89 600

 
OPAQUE RED

ORAL; CAPSUtE
F OPAOUE SHEBISH ORANGE

ORAL} CAPSULE
OPAOHE HflITE

ORAL CAPSULE

OPAQUE'

OPAQUE HBIIE;
A ORAL5CAPSULE
'flPAQflE unITE533

,ORAL; CAPsuLE
OPAQUE VELLOH

ORAL; CAPSULEOPASEAL
ORAL; TABLET, SUSTAINED ACTION

DPASPRAY ' g
. ORAL; TABLET ' ' 1ORAL; TAOLET. FILM COATEO

ORAL; TABLET, SUSTAINED ACTION

12/29/95 600 39.0MG - 62.0MG

  

35/24/83 600

11/10/88 600 1.683HG - 6.27MG
05/09/88 600 0145MB ~ 12.0MG

* PAGE 95

Ali'

InnoPharma Exhibit 1080.0100



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-l-1279

ORAL: TABLET
OPASPRAY K-1-1289 (PINK)

ORAL: TABLET
TOPASPRAY K-l-1413 (PINK)

ORAL} TABLET
DPASPHAY K-l-1414 (PINK)

ORAL: CAPSULE, SUSTAINED ACTION
ORAL: TABLET

’OPASPRAY K-1-1455 (PINK)
ORAL; TABLET

OPASPRAY K-1‘1460
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-l-ZOIS (YELLOW)

ORAL: TABLET
OPASPRAY K-l-ZOBB

JORAL: TABLET
OPASPRAY K-If2216-A (YELLOW)
' ORAL} TABLET, SUSTAINED ACTION
OPASPRAY K‘l-ZZZB (YELLOW)

ORAL; TABLET, SUSTAINED ACTION
OPASPRAY K~Ik2240 (YELLOH)

ORAszTABLET
OPASPRAY K-1-2275 (YELLOW)

ORAL: TABLET
OPASPRAY K-1-2301 (PEACH)

ORAL} TABLET
OPASPRAY K-1-2304 (ORANGE)

ORAL: TABLET
OPASPRAY K-I‘ZSIQ (ORANGE)

ORAL) TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

11'

CAS A

PAGE 96

NBA LAST
COUNT NBA

1

1
1

1

3

I

1

1
I

1

2

1

1

1

2

2

l

2

1

1

S

1

1

APPROVAL
DATE

08/12/88

08/29/88

06/23/89

88/29/88

01/09/87

08/17/88

DIV

600

600

600

600

600

600

 
POTENCY RANGE

8.6NG — 1.14MG

2,7MG ~ 5.39MG

8.0HG

3.71MG - 4.69MB

3.0MG - 17.8MG

0.69MG ~ 4.7MG

InnoPharma Exhibit 1080.0101



x.

 

1H

INGREDIENT
ROUTE/DOSAGE FORM

DPASPRAV K-l-2327
ORAL; TABLET,

OPASPRAY K-l-ZSSO
ORAL; TABLET

DPASPRAY K-l-2335
ORAL} TABLET:

QPASPRAY K-l-2406
ORAL; TABLET:

OPASPRAY K-l-ZGID
ORAL; TABLET.

OPASPRAY K-l-ZGSO
ORAL; TABLET

DPASPRAY K‘I-Zfifil
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-l-ZSBB
ORAL; TABLET

OPASPRAY K-1-2621
ORAL} TABLET.

OPASPRAY K-1’2626
. ORAL; TABLET

OPASPRAY K-I‘2656
ORAL; TABLET:

OPASPRAY K-1-267O
ORAL: TABLET:

OPASPRAY K-1-2685
ORAL: TABLET

OPASPRAY K-1-3000
ORAL) TABLET

OPASPRAY K‘1-3147
ORAL! TABLET

OPASPRAY K-1-3148
ORAL: TABLET.

OPASPRAY K-1-3173
ORAL; TABLET

OPASPRAY K-1-317B
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

1

2

1

1

1

2

H»:

APPROVAL
DATE

02/02/87

05/11/84

10/15/85

OB/ll/BB

11/08/82

31/23/86

'1.

DIV POTENCY RANGE

600

600

600

600

600

600

0.525MG * I‘DSMG

5.7MG

IAUMG - 4.0MG

14.0MG ~ 22.5MG

0.737HG - 9.08MG

1.9MG - 3,0MG

InnoPharma Exhibit 1080.0102



 
 

 

INGREDIENT
,ROUTE/DOSAGE FORM

OPASPRAY K-l-SZZO (GREEN)
ORAL: TABLET

DPASPRAV K-1-3227
ORAL} TABLET
ORAL; TABLET. COATED

OPASPRAY K-l-SSOO-A (GREEN)
ORAL: TABLET

OPASPRAY K-l‘3300-C (GREEN)
ORAL} TABLET

OPASPRAY K-1-6136 (BLUE)
ORAL; TABLET

OPASPRAY K-l-4210-A
ORAL; TABLET

OPASPRAY K-1-4227
ORAL; TABLET

OPASPRAY K-1-4235 (BLUE)
ORAL: TABLET

OPASPRAY K-1-4728
ORAL; TABLET

DPASPRAY K—1-6743 (LAVENDER)
ORAL: TABLET

OPASPRAY K-1-4748 (PURPLE)
ORAL; TABLET. FILM COATED

OPASPRAY K-1-5024 (RED)
ORAL: CAPSULE, SUSTAINED ACTION

OPASPRAY K-l-7000 (WHITE)
ORAL) TABLET
ORAL) TABLET, COATED
ORAL; TABLET. FILM COATED

OPASPRAY K-l-TOOOB (HHITE)
ORAL; TABLET

OPASPRAY K-1-9027 (BROWN)
' ORAlz—TABLET

OPASPRAY K'1'9039-L (BROWN)
ORAL; TABLET
ORAL; TABLET, FILM COATED

OPASPRAY K-1-9080 (BROWN)
ORAL: TABLET

OPASPRAY K-l-9112 (BROWN)
ORAL: TABLET

OPASPRAY'L‘ZIIS
ORAL; TABLET

OFASPRAY L-3305 (GREEN)
ORAL; TABLET

 

INACTIVE INGREDIENTS FOR CURRENTLY “ARKETED DRUG PRODUCTS

CA5 R

PAGE 98

NBA LAST APPROVAL
COUNT RDA DATE

w

HbumwbNbumHMNwmwHwHww»:w 01/29/85

11/10/88

10/79/97

11/20/86

12/05/86

01/16/84

 

DIV POTENCY RANGE

600

600

“MK

:10

600

600

8.283MG - 15.567HG

2.2MG

0.37HG - 7?,EHG

b.96MU

7.874MG ‘ 22.4HG

8.0MG ~ 12.2MG

InnoPharma Exhibit 1080.0103



in

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 8 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ' COUNT NBA DATE DIV POTENCY RANGE

OPASPRAV L-3306 (GREEN)
ORAL: TABLET

OPASPRAY L-7000 (WHITE)
ORAL: TABLET

OPASPRAY H-1-7113 (HHITE)
ORAL; TABLET

g OPASPRAY H-1-7111-B
; ORAL; TABLET
2 OPASPRAY "—1-7120 (wHTTE)

ORAL; TABLET. FILM COATED
OPASPRAY M-1-7301 (HHITE)

ORAL; TABLET, COATED
OPASPRAY M-1-8429 (YELLOW)

ORAL; TABLET, FILH COATED
OPASPRAV un-127o (PINK)

ORAL; TABLET. DELAYED ACTION, ENTERIC COATED
OPASPRAY 3-1820 ’

ORAL; TABLET
OPASPRAY 3-1830

ORAL} TABLET
OPATINT DD-13009 (ORANGE)

ORAL; TABLET
OPATINT DD-IBDO (HHTTE)

ORAL; TABLET
ORANGE FLOWER OIL 003022977

1

1

1

4 12/16/92 120 0,92MG - 26.67MG
1

1

1

1

1

1

1

1

ORAL; TABLET 1

1

1

1
1
7
1

2
1

1

1

1

.ZMG

 

ORANGE JUICE
ORAL: SUSPENSION

ORANGE,JUICE.SYHTHETIC
‘ ORAL; SOLUTION rj<g-

ORAHOELOTL, 008008579
ORAL; GRANULE, EFFERVESCENT A’,mw ,
ORAL; SOLUTION " ‘
ORAL} SOLUTION, ELIXIR
ORAL} SYRUP

ORANGE OIL, TERPENELESS
ORAL} SUSPENSION
ORALT'SYRUP

OXIDRONAIE SODIUM
INTRAVENOUS; INJECTION , ~

OXYGUINOLINE' : 000148243
INTRAVENOUS; INJECTION

PALM KERNEL OIL 808023798
RECTAL; SUPPOSITORY

12/17/82 600 0.024%

11/18/82 600

1'

‘ PAGE 99

If‘
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-\

INGREDIENT
ROUTE/DOSAGE FORM

PALM KERNEL OIL, HYDROGENATED
RECTAL) SUPPOSITORY

PALM OIL - SOYBEAN OIL, HYDROGENATED
ORAL: CAPSULE

PALM OIL. HYDROGENATED
RECTAL; SUPPOSITDRV

PALMITAMINE OXIDE
TOPICAL; SOLUTION

PARABENS
ORAL; CAQSULE
ORAL; CAPSULE, SUSTAINED ACTION

‘ORALt DROPS
ORAL; POHDER, FOR RECONSTITUTION
ORAL} SOLUTION
ORAL: SUSPENSION
ORAL} TABLET
ORAL; TABLET, SUSTAINED ACTION
TOPICAL: AEROSOL

PARAFFIH
ORAL; TABLET
ORAL; TABLET: sUSTAINED ACTION
TOPICAL; EMULSION, CREAM
TOPICAL; OIRTHENT

PARMACOAT 606
ORAL; TABLET

PEANUT OIL .
‘ INTRANUSCULAR: INJECTION

ORAL: CA?5ULE
TOPICAL'XOIL

 
iWrseusestaateOIL

Ifi- SC} IfiJECTION
fPEGLICOL-5-OLEATE

ORAL3SOLUTION
TOPICAL) EMULSION, CREAM
TOPICAL; supposxréav
VAGIHAL3 EMULSION CREAM
VAGINALI supposrrénvPEGOXOL‘7.STEARATE
TOPICAL; EMULSION, CREAM
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL; supposxronv

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

CAS 9

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
1n/70/01

06/09/86

9Z/9fi/§Z

12/23/82
04/26/93
01/04/95

04/26/93
01/04/95

 
DIV POTENCY RAHGE

510

110
600
UNK

510
600

but}

600

UNK
520
600

520
600

0.1MG - 150.0MG
2.02
8.272

70.02
205.0HG ~ 313.8MG

0.52 - 9.0%

16.62 - 16.72

3.0%

3.02

18.0%

InnoPharma Exhibit 1080.0105



 

 

 
INGREDIENT

ROUTE/DOSAGE FORM

PENTAERYTMRITOL COCOATE
TOPICAL; OINTMENT

PENTETATE CALCIUM TRISODIUM
INTRAVENOUS; INJECTION
IV(INFUSION); INJECTION

PENTETATE PENTASODIUM
INTRAVENOUS; INJECTION

PENTETIC ACID
INTRATHECAL} 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
SUBLINGUAL: TAELET
TOPICAL: OINTMENT

PERFUME E-1991
TOPICAL; EMULSION, CREAM

PERFUME 80 5604
TOPICAL; EMULSION, CREAM

PERFUME TANA 90/42 SCBA
' TOPICAL; LOTION

PERFUNES
TOPICAL: EMULSION, CREAM
TOPICAL; LOTION

OPICAL} OINTMENT
OPICAL4 SHAMPOO

TOPICAL1~SPONGE
TOPICAL; SUSPENSION, SHAMPOO

PETROLATUMV;
OPHTHALMIC; OINTMENT
OPHTHALMIC: SOLUTION
OTIC; OINTMENT
TOPICAL} EMULSION
TOPICAL; EMULSION. CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ans 3 NBA LASTcouur NBA

1
022111249

2
1

1
000067436

1
2

1
1

008006904

1
’ a

2
2
1
2
a
7
5
1
1

1

1

1

1
1
1
2
1
1

000009030
31 .

1
1
1

31
2

45
PAGE 101

APPROVAL
DATE

11/16/76

12/19/90

04/30/92
02/19/92n7/9n/nn

12/01/81
12/27/91
03/29/84
11/06/85

05/51/90

08/06/93

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

0.015%

0.68MG - 1.02MB
0.68HG
0.0052 ~ 5.02

0.09512
0.01% - 10.02
0.06%
0,16MG — 3.5MG

0.2% ~ 0 252

0.1% - 90.4032

4.02 - 25.0%
2.5%
0,0867ZSZ ~ 99,982

InnoPharma Exhibit 1080.0106



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED BRUG PRODUCTS

7 INGREDIENT CAS 0 ’ NOA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NOA BATE 01v POTENCY RANGE

PETROLATUM 000009035
TOPICAL; OINTMENT, AUGHENTED
TRANSDERMAL; OINTMENT
VAGINALI OINTMENT

PETROLATUM. WHITE
NASAL; OINTMENT
OPHTHALMIC: OINTMEHT
TOPICAL} CREAM. AUGMENTED
TOPICAL: EMULSION, CREAM
TOPICAL: LOTION
TOPICAL; OINTMENT
TOPICAL; OINTMENT, AUGMENTED

PHARHA- SHEET 24052
ORAL; TABLET (IMMEO. [COMP RELEASE), UNCOATED,

PHARMACEUTICAL BLAZE
ORAL} cAPSULE 1
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

PHARMACOAT 606
ORAL; TABLET

w 10/30/99 Ann 00 n2 — 35_gz

w UQ/Hilufl “NV 1 nu , 53.9%

b

PHNNwwnum~uwmtumcumcumwaH\NIWUDUHNMH'Hthuuhunwwpaw
03/31/95 600 8.08672 - 95.7852

0 03/30/95 600 O 945MG ~ 34.48MB
 

ucllq/vq bUU 0.0126ML - 0.055HL
01/12/89 600 18.0MG
09/10/87 600 0.76MG - 3.4MG
05/15/90 600
06/23/82 600 0.182MG - 0.74MB
06/30/94 600 4.5MG - 6.8HG

HHD

PHENOL 000100952

0: - N- 1 ' 2 12/20/94 600 0.1252 ~ 2.52
IN - sc; INJECTION _ 04/19/95 000 0.0602 — 0.52
IN- so; INJECTION, SUSTAINED ACTION 09/12/57 510 0.52
INTRA-ARTICULAR; INJECTION 01/30/79 600 0.52
INTRAOERNAL; INJECTION 02/08/77 510 0 252
INTRALESIDNAL; INJECTION . 01/30/79 600 0.52
INTRAMUSCULAR; INJECTION _ I 08/31/90 Inn 0.7:2 ~ 9‘57

NTININIIMINIITIN‘JN ', , 3 08/311 Q 600 ."1 — '
IVIINFUSION); INJECTION 05/31/34 600 3.;3/ 0'51
2850;015:850 105008» ”“3“” 6°“ W2 07/01/91 0 . I. - ‘
suaCUTANEous; SOLUTION, INJECTION . g 51 0 065/ 0‘5” ‘

”“02 0300020100 ’ *- 01/30/ 0 . 2

SUBCUTANEOUS; INJECTION 04/25/33 213 3.3g52
SUBCUTANEOUS; SUSPENSION, INJECTION

£

PAGE 102

U‘

InnoPharma Exhibit 1080.0107



 

INGRE
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

DIENT CAS 1

ROUTE/DOSAGE FORM A

PHENYLETHYL ALCOHOL 000060128

PHEN

NASAL} SPRAY. METERED
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
OTIC; SOLUTION V
YLMERCURIC ACETATE 000062384
OPHTHALMIC; OINTMENT

PHENYLMERCURIC NITRATE 000055685

_PHDS

PHOS

PHOS

INTRAMUSCULAR; PONDER, FOR INJECTION SOLUTION
OPHTHALMIC; SOLUTION
PHATE BUFFER
ORAL: SOLUTION
PHOLIPID
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION, LYOPHILI
PHORIC ACID 007664382
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION
IV(INFUSION); INJECTION
IV(INFUSION); PONDER, FOR INJECTION SOLUTION
ORAL: SOLUTION
SOFT TISSUE; INJECTION
SUBCUTANEOUS; POWDER, FOR INJECTION SOLUTION
TOPICAL; EMULSION; CREAM
TOPICAL: LOTION
TOPICAL: LOTION, AUGMENTED

‘ TOPICAL; OINTHENT

PINE

PINE

PIPE

PIPE

PLAS

PLUS

TOPICAL3“SOLUTION
TOPICALI‘SPONGE
VAGINAL; EMULSION. CREAM

NEEDLE OIL,
TOPICAL} LOTION
APPLE
ORAL} RONDER, FOR RECONSTITUTION
RAZINE 000110850
ORAL} TABLET ,H
RAZINEtHEXAHYDRATE . 000142632
VAGINAL: EMULSION, CREAM 1
TIBASE-SOH
TOPICAL: OINTMENT
NEET
SUBLINGUAL; TABLET

PAGE 103

H'

NDA
COUNT NDA

H wmw23wHmNHHwaa‘NmeWHNHb-aw~01Hrun—ounap-two:
LAST APPROVAL

DATE

10/19/94

12/03/86

12/30/93

1n/17/n:

02/26/95
08/31/95

10/24/59
04/30/92
03/30/89

01/07/87
06/09/86

09/23/93

06/15/88

DIV

UNK

600

510

RIO

150
600

510
600
UNK

520
600

600

600

 
POTENCY RANGE

0.25%

0.00082

1122

0.0022 ‘ 10.0%

01072 ~ 0.82

99.952

InnoPharma Exhibit 1080.0108



 

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POLACRILIN
' ORAL-21: TABLET

ORAL'ZB; 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; SUSPENSION

POLOXAMER
OPHTHALMIC: SOLUTION
ORAL! GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL: SUSPENSION
ORAL} TABLET
TOPICAL; SOLUTION
TOPICAL; SPONGE

POLOXAMER 188
INTRAVENOUS] PONDER, FOR INJECTION SOLUTION
ORAL; coucenrnnrs
ORAL; GRANULE
ORAL: SOLUTION
ORAL: SUSPENSION
ORAL: SYRUP
aunt; TAELET

POLOXAHER,3317A
' ORAL: POWDER. FOR RECONSTITUTIGN

cantg‘susrznsxon
POLOXAMER 407

OPHTHALMIC; SOLUTION
POLYBuI£n£,,

TRANSDERMAL; FILM, CONTROLLED RELEASE
POLYDEXTROSE

DRAL37TABLET
ORAL; TABLET, FILH coarsn

POLYDEXTROSE K
ORAL; TABLET, FILM COATED

POLYESTER
TRANSDERHAL; FILM. CONTROLLED RELEASE

H‘

UNCOATED,

CAS 9

050602216

039393765

106392125

106392125

009003116

068424044

PAGE 104

ND A LAST
COUNT NDA

N

MNwereH45HmHHD—‘HHHMHNHNWNV-‘HHmmwwwwworap—-
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

08/31/94

DIV

600
600

600
600

600
600
120
520
520

600

600

600

600

POTENCY RANGE

1.56MB - 23.0MG
0.45MB - 45.8MG

1.0MG - 3.0MG
1.0MG ~ 3.0MG

0.5% ~ 0.518522
10.02
0.02%
2.68MG
0.22

0.52862

0.1% ~ 0.16%
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' INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ' CAS 1 NBA LAST
ROUTE/DOSAGE FORM _ COUNT NDA

POLYETHYLEHE 009002884
DENTAL; PASTE
INTRAUTERINE; INTRAOTERINE DEVICE
OPHTHALMIC} OINTBEHT
ORAL; CAPSULE
ORAL} TABLET, SUSTAINED ACTION
TOPICAL; OIHTMENT
TOPICAL! PASTE
TOPICAL) TAPE
TRANSDERMAL} FILM, CONTROLLED RELEASE
VAGINAL; SUPPOSITORV

POLYETHYLENE GLYCOL 025322683
IH ‘ IV! INJECTION
INTRAVENOUS) INJECTION
OPHTHALMIC; SOLUTION
ORAL: CAPSULE 1
ORAL} CAFSULE; ENTERIC COATED PELLETS 'i
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
ORAL} TABLET; SUSTAINED ACTION
ORAL-Zl LIABLET

'jBRAL’ TABLET
TTOPICAL fififlLSION
”' , EflULSIOH, CREAM

HQ

bib awxn»:L.wwuNhnuaknwhunwpnbwwnownnmwpuspnuwthuwxnawunum 
 

 
IO?1€A£ 'OINTflENT
TOPIGA ;SDLOTION
VABIHAL: EMULSION, CREAM

POLYETHYLENE BLYCDL TDDDECYLTHIDETHER
DRALiL=IA3L£T

POLYETHYLEKEBLYCOL 1000
ORAL; CONCENTRATE 5
ORAL: SOLOTION a
RECTAL; supposrroav
TOPICAL; EMULSION, CREAM

 

1 PAGE 105

APPROVAL
DATE

Tn/flT/RA

12/12/80

06/15/88

12/22/94

07/31/92

97/20/38

10/ URI 75

an! 17/ 7‘
11/30/95

14/06/95
09/22/94

02/06/89

10/10/85

{2/05/88
10/05/81
31/06/88

DIV

Ann

UNK

600

516

600

£65

:10

Ann

UNK
110

600

600

600
600
600

POTENCY RANGE

4.0%

5.02'3 g‘oz

27.0MG - 85.0MG

1.1MG ~ 10.0MG

Rn 07 - 40.07.

0.045HG - 37.0MG

445MB - 4.63MG

0.0}3HG - 3.17MB
1.3MG - 3.46MB

15.02
1.62556M
3.1% ~ 5.02

InnoPharma Exhibit 1080.0110



 
 

INGREDIENT
ROUTE/DOSAGE FORM

POLYETHYLENE BLYCOL 1450
ORAL; SUSPENSION
TOPICAL; OINTMENT

POLYETHYLENE GLYCOL 1500
TOPICAL; OINTNENT

POLYETNYLENE GLYCOL 1540
DENTAL: GEL
DENTAL; PASTE
ORAL; CAPSULE
ORAL; SOLUTION
RECTAL; SUPPOSITORY
TOPICAL; OINTHENT
TOPICAL; SOLUTION

POLYETHYLENE GLYCOL 200
ORAL; CAPSULE
TOPICALS-OINTNENT

POLYETHYLENE BLYCOL 20000
ORAL; CAPSULE
ORAL-28; TABLET

POLYETHYLENE GLYCOL 300
IN - IV; INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION)5 INJECTION
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
ORAL: TABLET, FILM COATED
TOPICAL) OINTMENT
TOPICAL; SOLUTION

POLYETNYLENE GLVCOL 3350
INTRA-ARTICULAR; INJECTION
INTRALESIONAL: INJECTION
INTRAHUSCULAR; INJECTION
IN RASYNOVIAL} INJECTION
NA AL; SPRAY: METERED
ORAL: CAPSULE
ORAL; SUSPENSION. SUSTAINED ACTION’
can; TABLET ,
ORAL; TABLET. comm
mm; TABLET, susnunen ACTION
RECTAL; supPasnon
sonnssue; INJECTION
TOPICAL; ommsm
VAGINAL; SUPPOSITORY

POLYETHYLENE GLYCOL 3500
ORAL; TABLET, FILM COATED

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

H’

CAS 3

025322683

PAGE 106

NDA LAST APPROVAL
COUNT NDA DATE

N)fimhflflnhuhwhndmouflNNonawhunmh)NM-Nh)HhuahwawraH0*“
01/27/81
06/03/77

11/17/95

07/03/80
07/17/95
08/30/95

06/15/77
07/22/81

09/05/61

10/29/92
09/05/61

10/22/87

unlullvq
nR/KT/Q?

12/51/81

10/03/90

DIV

L120600

510

600
600
600

UNK
600

TJNK

510
UNK

520

110
Ann

520

600

 
POTENCY RANGE

50.0% - 65.0%

.032 - 3.0%

0,6MG - 10 ONE

0.6MU » 1.25MB

22.0% — 39.0%

InnoPharma Exhibit 10800111



1H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 0 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NOA DATE DIV POTENCY RANGE

POLYETNYLENE GLYCOL 4O SORBITAN DIISOSTEARATE
DENTAL; SOLUTION

POLYETHYLENE GLYCOL 400 009004960
IM - IV} INJECTION
INTRAVENOUS; INJECTION
NASAL; SPRAY, METERED
ORAL; AEROSOL SPRAY

.ORAL} CAPSULE
ORAL: CAPSULE: COATED, SOFT GELATIN

, ORAL; CAPSULE, SOFT GELATIN
1 ORAL; SUSPENSION
\. ORAL: SYRUP

3 ORAL; TABLET 1
ORAL: TABLET. FILM COATED ‘
ORAL; TABLET, SUSTAINED ACTION
ORAL-283 TABLET
RECTAL; SUPPOSITORY J
TOPICAL: EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
VAGINAL; SUPPOSITORY

POLYETHYLENE GLYCOL 4000

12/28/95 600 0.082 ~ 2.2652

05/27/94 600 18.0%

mam: 600 5.253»:

u4/17/ac uuu azu.~1mu - 5QA,0MG

UllU‘i/OD but)

07/29/94 600 0.15MB ~ 1.5MG
10/27/89 110 1.456M

09/04/92 UNK 1.0% - 53.02
06/13/88 UNK 5.02
12/31/87 520 58.92 - 65.02
04/01/91 600 8.892 - 49.88752
01/27/87 520

INTRA-ARTICULAR; INJECTION 03/26/79 600 2.82 - 3.02
INTRALESIONAL: INJECTION 03/26/79 600 2.8% ~ 2.96%

‘\ INTRAMUSCULAR; INJECTION 03/26/79 600 2.82 - 3.0%
03/26/79 600 2.82 - 3.0%
09/20/90 600 23.0MG - 449.6MG
1n/nA/ofi “MR 0.2MG A 15.0MG

INTRASYNOVIAL; INJECTION
, ORAL; CAPSULE , ’

ORAL: TABLET 1
’ ORAL: TABLET. DELAYED ACTION, ENTERIC COATED

ORAL: TABLET; FILM COATED
ORAL) TABLET; SUSTAINED ACTION, COATED
RECTAL; SUPPOSITORY
SOFT TISSUE} INJECTION
SUBLINGUAL: TABLET
TOPICAL: EMULSION. CREAM
TOPICAL) OINTHENT
TOPICAL; SOLUTION
VASINAL; EMULSION, CREAM
VABINALI SUPPOSITORY _r

POLYETHYLENE GLYCOL 600 1 ," 006790096
‘ INTRAVENOUS; SOLUTION, INJECTION

ORAL; CAPSULE, SOFT GELATIN
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

 
08/31 IQa Mm

IU/UD/fll 600 875.0MG
03/26/79 600 2182 - 2.96%
04/16/81 600 2.5MG
01/29/93 600 25.02

05/11/81 600 34.82 > 84102

-

HHHwwwmwmwmwNHmNummmNmmNmHHHNmNwauwwv—amu!
1 PAGE 107
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

FOLYETNYLENE GLYCOL 6000
ORAL; CAPSULE
ORAL: CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINEO ACTION
ORAL{ TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

lZ/lfl/OT Kn“ .372MG - 1.79MB

U1/UQ/95 600
06/29/95 600
09/06/73 Ann

.82MG - 17.46MB

.033M3 — 375.0MG
7Mn ~ 40.0MG

N

NNHaswNNNH{NHHHHANWNAD‘U‘VDNNHUJUJHNLHWHN
DomW

ORAL; TABLET, FILH COATED 12 - -
ORAL; TABLET, SUSTAINED ACTION ggféfifgg ifs 2'2326- 433M8“5
RECTAL; surruszTaav ' ‘
TD?ICALT EMULSION, CREAM

P°W§£T¥L§L§AW§3LATS°5 N 07/11/94 UNK 2‘02
ORAL} CAPSULE 07/18/85 600 1.0MG ' 4.9HG
ORAL; TABLET A 2 12/21/93 500 0.096MG _ 100.0MG
ORAL; TABLET, COATED A, 05/19/92 110 0.08MB - 0.67MB

06/01/94 ITO 0.06MG ‘ 13.3MGORAL; TABLET, SUSTAINED ACTION
ORAL-215 TABLET
ORAL-28; TABLET
RECTAL} SUPPOSITORY
TOPICAL; EMULSION, CREAM
TOPICAL; PONDER
TOPICAL; SOLUTION
VABINAL} TABLET

POLYETHYLENE GLYCOL 900
TOEICALT OINTMENT

03/31/92 500

10/17/94 000 5.02 
PoLYSRNLLETEBEEIDESUSTAINED ACTION 0253226833 06 O —
POLYETHYLENE TEREPHTHALATES 009003514 / 1/94 11” 82'49”G 277'15MG

TRANSDERHAL; FILM, CONTROLLED RELEASE ,

12/18/95 150
01/21/94 510 6.62%
12/18/95 150

POLYBLACTIN A x, , 026780507
IM?LANTATIONT PELLET: IMPLANT '
INTRAHUSCULAR; INJECTION ‘ '
SUICUTANEOUS; PELLET, IMPLANT

POLYBLYCERYL-IO TETRALINDLEATE
ORAL; SUSPENSION »

POLYISOBUTYLENE 009003274
TRANSDERMAL; FILM. CONTROLLED RELEASE '

FOLYISOBUTYLENE 11200.000
1 TRANSOERHAL; FILM, CONTROLLED RELEASE

POLYLACTIDE ' f “a '
INTRAMUSCULAR; POWDER, FOR INJECTION SUSPENSION, LYOPHI

POLYMERS
ORAL; TABLET, SUSTAINED ACTION

10/28/94 510 6.3HG - 119.0MG

’ PAGE 108
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HI

INGREDIENT
ROUTE/DOSAGE FORM

POLYOLS
DENTAL: GEL
DENTAL} PASTE

POLYOXYETMYLENE - POLYOXYPROPYLENE 1800
OPHTHALMIC; SOLUTION
TOPICAL; EMULSION, CREAM

' POLYOXYETHYLENE ALCOHDLS
TOPICAL; EMULSION, CREAM
TOPICAL} OINTHENT

POLYOXYETHYLENE FATTY ACID ESTERS
IM - IV - SC; INJECTION
1M - SC; INJECTION

POLYOXYETHYLENE PROPYLENE
TOPICAL; LOTION

POLYOXYETNYLENE SORBITAN MONOISOSTEARATE
INTRAMUSCULAR; INJECTION

POLvova CASTOR OIL
IV(INFUSIDN); INJECTION

POLYOXYL DISTEARATE
TOPICAL ; OINTMENT

POLYOXYL GLYCERYL STEARATE
TOPICAL; EMULSION, CREAM

POLYOXYL LANDLIH
TOPICAL; SOLUTION

POLYOXYL STEARATE
OTIC: SUSPENSION
RECTALI SUPPDSITORY
TOPICAL: EMULSION

‘ TOPICAL: EMULSION, CREAM
TOPICAL: LOTION:

POLYOXYLVIOO BLYCERYL STEARATE
. TOPICAL: EMULSION, CREAM

VAGINALI EMULSION, CREAM
POLvova IOO,STEARATE

TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
UASIMAL; EMULSION, CREAM

POLvnva 15 COCAMINE
TOPICALI,SPONGE

POLYOXYL ISO DISTEARATE
TOPICAL; SOLUTION

POLYOXYL 2 STEARATE
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM

INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

 

CA5 A NBA LAST
COUNT NBA

1
1

1
1

009007630
7
1

1
1

1

.1 1003047153
1

009005037
1

1

1

1
1
1
8
1

1
1

2
1
1

003051523
1

§ 1 .
1
1

‘ PAGE 109

H‘

 

APPROVAL
DATE DIV

12/22/87 600

07/26/88 600

02/16/94 600

POTENCY RANGE

7.52 _ 9.10%

1.0% - 20.02

InnoPharma Exhibit 1080.0114



INACTIVE INGREDIENTS FOR CURRENTLY MARKETEO DRUG ?RODUCTS

INGREDIENT CAS 0 NBA LAST APPROVAL
ROUTE/DOSAGE FORM ’ COUNT NDA DATE DIV POTENCY RANGE

POLYOXYL 20 STEARATE
ORAL; TABLET, SUSTAINED ACTION

POLYDXYL 35 CASTOR OIL 0617§1126
i IV(INFUSION)3 INJECTION

IV(INFUSION); SOLUTION, INJECTION
, OPHTHALMIC) SOLUTION

?OLYOXYL 40 CASTOR OIL
‘ IV(INFUSION): INJECTION
‘ POLYOXYL 40 NYDROGENATEO CASTOR OIL 061788850

OR L5 SOUUTION
POLVOX L 40 STEARATE 009004993

DENTAL; SOLUTION
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION ,
ORAL; CAPSULE
‘ORALI CONCENTRATE ’
ORAL: BRANULE
ORAL: TABLET
OTIC; SUSPENSION
TOPICAL; EMULSION, AEROSOL FOAM

 
09/25/85 600
05/11/88 600
08/03/87 600

.02

.52

.OMG ‘ 2.64MGHON
H bWN)“NNv--OJ5-1wMNNIL‘HHmh—ir-‘ANLMHHHHNHHH 02/21/92 520 0.8MG - 8.48MG

TOPICAL} EMULSION, CREAM 4 11/20/92 UNK 0.45% - 8.8%
TOPICAL; LOTION 04/24/85 UNK 0.5022 ~ 3.52
TOPICAL: OINTHENT 07/24/78 600 3,0Z

POLYOXYL SO STEARATE
TOPICAL: OINTHENT

POLYOXYL 60 CASTOR OIL

IV(INEU ION); INJECTION

 
 
 
 
 

' 009004993

EflflLSION, CREAM 10/08/85 600 1.02 - 8.02
, " " ENE 15 STEARYL ETHER
r, IO?I€at3 IuIHENI
,POLYOXYPROPYLENE 26 OLEATE

TOPICAL; EMULSION, CREAM 06/13/88 600 1.5% ~ 4.02 
POnggggggggfiAt FILM CONTROLLED RELEASE " 0090030701 . , 47 IO/ 0 ~
POLYPROPYLENE BLYCOL J, , ' 009003150 1 /84 110 Q’SMG ls'SMG

OPHTHALMIC; SOLUTION _
ORAL; TABLET 2

POLYSACCNARIDE
ORAL; IABLET, DELAYED ACTION, ENTERIC COATED

POLYSILOXANE 009014135
ORAL; CAPSULE ,

, 12/28/88 110 1.26MB

04/21/87 600

PAGE 110
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS #

ROUTE/DOSAGE FORM ‘
POLYSORBATE 80 009005656

IVtINFUSION); INJECTION
IV(INFUSION)1 POWDER, FOR INJECTION SOLUTION, LYOPHILI
IV(INFUSION)1 SOLUTION, INJECTION
NASALI SPRAY, METERED
OPHTHALMIC: SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; 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, SUSTAINED ACTION
OTIC) SOLUTION
OTIC; SUSPENSION
RECTAL; ENEMA
RECTAL; POWDER, FOR RECONSTITUTION
RECTAL: SOLUTION
RECTAL; SUPPOSITORY
SOFT TISSUE} INJECTION

’ SUDCUTANEOUS; INJECTION
SUBLIMGUAL} TABLET
TOPICAL} EMULSION, CREAM
TOPICAL; GEL
TOPICAL} LOTION
TOPICAL; OINTHENT
VABINALz EMULSION, CREAM
VABINAL} SUPPOSITDRY

POLYSORDATE 85 009005703
IN,‘ IV; INJECTION
IV(INFUSION): INJECTION H

POLYVINYL ACETATE 1 009003207
ORAL; TABLET 1
ORAL; TABLET, SUSTAINEO ACTION
TRANSDERHAL; FILM, CONTROLLED RELEASE

. PAGE 112

NBA LAST
COUNT NDA

NW

N NNN wRH“NMWDNFNNQDJHRHNHUMONuflflmUHflwxfiuFWUHPJmhamhndm
>«WMyaw

APPROVAL
DATE

08/30/95

10/19/9Q
05/25/71
12/30/94
12/20/95

03/11/95

56/15/88

12/20/95
04/22/87
06/16/95

03/01/73
12/20/82
09/14/95
01/31/94

11/00/03
05/27/94

12/11/11
02/27/95
95/24/82

UN/Ib/Ul
iIO/26/9Q

Ub/UD/IU

UL/(1/7l
01/27/87

09/10/87
01/25/93

DIV

600

UNK
600
UNK
£70

110

600

‘bzu
600
UNK

ouu
600
110
600

DUU
600

Luu
600
600

bUU
600

bUU

DCU
520

520
600

POTENCY RANGE

:DOEDO
D

U
D.
O

u

0.
17

U.

28

7.
20

InnoPharma Exhibit 10800116

.82 - 8.0%

.0052

.012 - 0.2%

.9022 ~ 0.12
76MG ~ 418.37MG

.O71MG

.0282 - 2.625%
15122

.022 - 0.3752

.uwnG - 12.0MG

0334MB - 14.8HG
.SMG

U11 ’ 5.02

VO7RZ - 0_ZZ

.UIbMG

.TZ - 1,52

TUIZ

.OMG

OMG
.OMG * 46‘0MG



HI

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 

INGREDIENT CA5 t ' N00 LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NOA DATE 01v POTENCY RANGE

1 0 11/20/ 0. —
ORAL; TABLET; SUSTAINED ACTION 3 05/10/32 5;? 04MG 0.9NG
TOPICAL; EMULSION, CREAM 1

POLYSORIATE 20 009005605
INTRAVENOUS; INJECTION 1
IV(INFUSION); INJECTION 2 00/00/00 :10 fl_fllqz

' NASAL; SPRAv, NETEREO 1 ,
; OPNTNALNIC; SUSPENSION 5 09/10/95 000 0.052

ORAL; CAPSULE 1

332:; ¥2§EE¥SION 2 u1/13133 ADD 0.1%3 2 12/23/93 100 0. - .
ORAL;.TADLET, COATED 1 IONO 1 8N0
ORAL; TABLET, FILH COATED 1

§ggggItNEEg$iogoLUTION, INJECTION . 1z ‘ , 0 08/10/06 000 0.0 I ~ . 1
TOPICAL; SOLUTION , ’ 2 00/17/92 600 5 7 8/

POLYSORBATE 40 009005667
INTRAMUSCULAR; INJECTION 1
ORAL; SOLUTION, ELIXIR 2 00/29/93 000
ORAL; SUSPENSION 2 09/20/97 000
ORAL; SYRUP 1

ggggggt, EE¥§3§ONI CREAM 7 04/29/94 000 2.5% ~ 2.8%1 2 11/30/02 000 0. a - . a
TOPICAL; OINTNENT 1 5263/ 3 0/

POLYSORBAIE 60 009005678
ORAL; SUSPENSION 1
ORAL; TABLET, COATED 1

. RECTAL; SUPPOSITDRY 1

TOPICAL; EMULSION. CREAM 1 59 06/13/95 000 0.22 — 0.12
TOPICAL; LOTION 0 09/30/92 UNK 1.2252 ~ 3.362
TOPICAL; OINTNENT 2 10/09/05 000
TOPICAL; SHAMPOO 0 00/10/00 Lnn 9.02 - 15.02

522152? éflfifgi‘éfim‘éasm 13 , 9 12/21/9 0 . 2 - . 2
VABINAL; SUPPOSITORY 1 5 52 1 9/ 5 0/

POLYSURBATE an 009005656

INTRA-ARTICULAR; INJECTION 21 02/17/00 000 0 002 — 0.02
INTRABURSAL; INJECTION 5 02/13/70 000 0.002 — 0.2x
INTRADERNAL; INJECTION . 2 ' 10/15/07 UNK 0.002
INTRALESIONAL; INJECTION : . 7 . 10/16/87 UNK 0,002 - 0.02
INTRANUSCULAR; INJECTION 20 10/29/92 510 0.002 - 12 02
INTRAMUSCULAR; PONDER, FOR INJECTION SOLUTION 2 07/21/01 120
INTRANUSCULAR; SOLUTION, INJECTION 1

INTRASVNOVIAL; INJECTION ' 11 02/1,,a0 nu“ 0.0.; - 0.42
INTRAVENOUS; INJECTION 0 07/17/95 000 s, x
INTRAVENOUS; SOLUTION, INJECTION 1
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INACTIUE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POvaINvL ACETATE PNTHALATE
ORAL; TABLET, SUSTAINEO ACTION

POLYVINYL ALCOHOL ,
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; TABLET
ORAL; TABLET. FILM COATEO

POLYVINYLACETAL
ORAL; TABLET

POLYVINYLPYRIDINE
ORAL; TABLET

POLYVINYLPYRROLIDONE ETHYLCELLULOSE
ORAL; TABLET

POPPY SEEO OIL
INTRALYNPHATIC; OIL
INTRAUTERINE; OIL

POTASSIUM ACETATE
OPHTHALHIC; PONOER, FOR RECONSTITOTION
RECTAL; ENENA

POTASSIUM CARBONAIE
ORAL; CAPSULE
ORAL; SOLUTION
ORAL; TABLET

POTASSIUM CHLORIDE
CAUOAL BLOCK; INJECTION
EFIDURAL; INJECTION
INTRAOCULAR; SOLUTION
INTRAVENOUS; INJECTION

, INTRAVENOUS; SOLUTION, INJECTION
NERVE BLOCK; INJECTION
OPHTHALMIC; PONOER, FDR RECONSTITUTION
OPHTHALNIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; TABLET

POTASSIUH CITRATE
ORAL; SOLUTION

POTASSIUM HYDRDXIDE
INTRAVENOUS; INJECTION
IV(INFUSION)I INJECTION
ORALIACAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; PASTILLE
ORAL; SOLUTION

CAS 3

009002895

000100936

008002117

000127082

000584087

007647407

006100056

001310583

PAGE 113

NBA LAST APPROVAL
COUNT NDA DATE

N

yer-

NH wwwmuwHNuwmmmwwwwwmeHHHMwwHwwmwH
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
In mam:

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 ~ 1.4%
1.42

2.552NG ~ 20.0HG
0.4962 — 0.622
3.5MG — 20.0MG

0.032
0.075z

c.0122 — 0.03z

n.042z - 0.232

O.57NG - 31.ONG
7 75MG — 31.0MG

InnoPharma Exhibit 1080.0118



 
 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POTASSIUM METAIISULFITE
IH - IV; INJECTION
INTRAVENOUS: INJECTION
IV(INFUSION)} INJECTION

_ NERVE BLOCK; INJECTION
OTICI SOLUTION
OTICI SUSPENSION
RECTAL} ENEMA

POTASSIUM PHOSPHATE, DIBASIC
INTRAVENOUS; SOLUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL: SYRUP
ORAL; TABLET
SUBCUTANEOUS: INJECTION

POTASSIUM PHOSPHATE, MONOBASIC
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRAMUSCULARI INJECTION
INTRAVENOUS; INJECTION
NERVE BLOCK; INJECTION
OPHTHALMIC: SOLUTION
OPHTHALMIC: SUSPENSION
ORAL; SYRUP
ORAL; TABLET, DISPERSIBLE
ORAL} TABLET, SUSTAINED ACTION
OTIC) SOLUTION

POTASSIUM POLACRILIN
ORAL; TABLET

POTASSIUHVSORDATE
ORALz'CAPSULE
ORALI’CONCENTRATE
ORAL; GRANULE, FOR RECONSTITUTION
ORAL: SOLUTION
ORAL; SUSPENSION
ORAL} SYRUP
ORAL;'TABLET
TOPICAL; EMULSION, CREAM

' TOPICAL; LOTION
POVIDONE

INTRANUSCULAR} INJECTION
IV(INFUSION); INJECTION
OPHTHALMIC: SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; CAPSULE, COATED PELLETS

ORAL; CAPSULE, ENTERIC COATED PELLETS

H’

CA5 R

004629429

007758114

007778770

000590001

009003398
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NBA LAST
COUNT NBA

1

1
1
5
2
q
1
1

1
1
2
1
1
1

1
1
1
2
l
6
I
3
l
1
1

2

5
1
1
3
1
3
3
0
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

Ub/UN/Vq

10/31/33

05/15/90

99/30/36

12/03/86

liIIU/a:
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

1‘0

bUU

bUU

600

UHK

600

Dun
600
600
600

600

600
600
600

n 07‘?

n nsau7z — 0.22

0.093%

24.0MG

0.8MG
0.095% - 0.152
0.1%

0.032 ~ 0.9%

1.8MG - GQAIMG
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INGREDIENT
ROUTE/DOSAGE FORH

POVIDONE
ORAL} CAPSULE, SUSTAINEO ACTION
ORAL; DROPS
ORAL; GRANULE
ORAL: GRANULE FOR RECONSTITUTION, CR
ORAL: GRANULE, FOR RECONSTITUTIO
ORAL: SOLUTION
ORAL; SUSPENSION
ORAL: TA vET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

N

ORAL; TAB ET (IMHEO./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} TADLET. UNCOATED, TROCHE
ORAL-211 TABLET
ORAL-281 TABLET
SUILINGUAL} TABLET
TOPICAL; EMULSION. CREAM
TOPICAL} LOTION
TOPICAL: SOLUTION
VAGINALI TABLET

POVIDONE K25
ORAL: TABLET

DRAL:K;A3LET, SUSTAINED ACTION
 
 
 
 fiiiET, COATED

 
ORALz'CAPSULE
ORAL} CAPSULE, HARD GELATIN
ORAL: CAPSULE, SUSTAINED ACTION
DRALJ,SRARULE. EFFERVESCENT
ORAL; FEEDER, FOR RECONSTITUTION
ORAL: TABLET

fist
ABLE? (IMMED. [COMP RELEASE), UNCOAIED,

i

ORAL; TABLET (IMMED. ICOMP. RELEASE), UNCOATED,
ORAL; TABLET, FILM COATED

POVIDONE K90
ORAL; CAPSULE
MRAL CAPSULE, HARD GELATIN
ORAL; TABLET

Ty

CA5

009003398
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A NDA LAST
COUNT NBA

2

M

N

shunaPdhfimhflFdhthdhahnaruaxh-h)wruuurdh3:\mrdcahuu1hamrahunzhuehuuavunghtm
(M

NH

APPROVAL
DATE

AOITfi/Ofi

05/20/88

12/28/95
05/14/82
06/23/95

III-11751 It!“

17/77/QS

TTIINI‘JQ

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

A00

600

630
520
snn

Ann

TH“

HNK

bUU
510
600

520

600

600

530

600

 

POTENCY RANGE

0.15MG - 72.0MG

.oizeM

.OMG

.DMG - 49.2MG

1.0MG - 10.66HG

9301C:

’i‘QIMG — 40.0MG

3.0MU — 60.0MG

0.13mo ~ 4.0MG
0.14MG — 4,5MG
6.0MG

sofhns

8.44HG - 52.0HG

0.5MG ‘ 1.0MG

4.5HG - 18.0MG

,OMG

O BEMG - 18.0MG

InnoPhannaExmbfl10800120



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT , ~ CA5 # NBA LAST APPROVAL
ROUTE/DOSAGE FORM - . COUNT NDA DATE DIV POTENCY RANGE

POVIDONE K90
’ ORAL) TABLET, FILH COATED

m FROHALOEN TYPE B
TOPICAL! LOTION

PROHULOEN O
TOPICAL ; LOTION
VAOINALI EMULSION. CREAM

PROHULOEN 9 009009514
TOPICAL; EMULSION. CREAM
TOPICAL: LOTION
TOPICAL; SHAMPOO

PROPANE 000074986
TOPICAL; AEROSOL SPRAY
TOPICAL; EMULSION, AEROSOL FOAM

11/26/85 600 2.16%

g PROPENYL OUAETNOL 000094860
r ORAL; CAPSULE '

PROPYL GALLATE 000121799 v
1 INTRAHUSCULAR; INJECTION

ORAL; CONCENTRATE
TOPICAL; EMULSION, CREAM
TOPICAL: BEL
TOPICAL) OINTMENT

12/30/94 600 0.012 - 0.05%
11/13/81 UNK

’PROPYLENE CARBONATE 000108327
TOPICAL; uzurneur

PROPYLENE BLYCOL 000057556
.l.‘IH - IV} INJECTION 05/27/94 600 0.042 - 50.0%

IN - IV) SOLUTION. INJECTION
INHALATION} SOLUTION
INTRANUSCULARI INJECTION

‘INTRAHUSCULAR; PONOER, FOR INJECTION SOLUTIONINTRAHUSCULAR; SOLUTION, INJECTION
INTRAVENOOS INJECTION
IVLIHFUSION 3 INJECTION
IVIINFUSIONII SOLUTION, INJECTION

ISPRAY; HETEREO

 
02/12/86 600 2.072 ' 40.02
07/21/61 120

12/29/uv 110 4.52 - 37.52
09/11/92 600 0.09% - 40.0%
12/31/86 119 25.0% - 50.02
03/08/95 UNK

w

 c: SOLUTION 10/11/88 600 O 127 - 1 07
O?NTNALNZC3 SUSPENSION 11/ O NK . 3 _ . I
on‘t’ L 1 /93 U 0.121 5.04
ORAL) CAPSULE 1 UD/LDIYD bUU 52.0MG

07/14/95 530 6.135MG - 148.31HG

I 04/25/95 UNK 0.15NG - 0.39MG11/30/94 600 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%

ORAL: CAPSULE, SOFT GELATIN
ORAL: CAPSULE, SUSTAINED ACTION
ORAL} CONCENTRATE
aaAL:,soLurxou
ORAL: SOLUTION, ELIXIR
ORAL; suspeusxou .
ORAL: SUSPENSION, SUSTAINED ACTION
ORAL} SYRUP

1 ?AGE 116

Awnqwtau~unmwnnmhuuounwnawru~woHruanuwwNh‘knowHwaHH
.13me

UIILI/VD OUU 3.0% ‘ 7402

H‘
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“i

1
INGREDIENT ,

ROUTE/DOSAGE FORM

PROPYLENE BLYCOL
ORAL} TABLET
ORAL) TABLET; COATED
ORAL} TABLET, DELAYED ACTION. ENTERIC COATED
ORAL; TABLET. ENTERIC COATED PARTICLES
ORAL: TABLET, FILM COATED
ORAL} TAILET, SUSTAINED ACTION
OTIC; SOLUTION
OTIC: SOLUTION, DROPS
OTIC} SUSPENSION
RECTALI EMULSION. AEROSOL FOAM
RECTAL: SUSPENSION
TOPICAL! AEROSOL
TOPICAL; CREAH. AUGMENTED
TOPICAL) EMULSION. AEROSOL FOAM
TOPICAL: EMULSION. CREAM
TO ICALI BEL
TO ICAL} LOTION
TOPICAL: LOTION, AUGHENTED
TOPICAL; OINTHENT
TOPICAL) OINTHENT, AUGMENTED
TOPICAL: SNAHPOO
TOPICAL; SOLUTION
TOPICAL; SPONGE
TOPICAL: SUSPENSION, SHAMPOO
TOPICAL; SHAB
VAGINALI EMULSION. CREAM
VAGINAL: GEL
VABINAL: SUPPOSITORY

PROPYLENE BLYCOL ALGINATE

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

ORAL: GRANULE. FOR RECONSTITUTION
ORALTgEOHBER

PROPYLENEJOLYCOL OIACETATE
”OTICJJSOLUTION

‘PRO?YLENE BLYCOL MONOLAURATE

,TOPICALfi EMULSION. CREAMPROPYLENE”8 YCOL HONOSTEARATE
' TOPICAL: EMULSION. CREAM

TOPICAL} LOTION
TOPICAL! OINTHENT
TOPICAL; OINTMENT, AUGMENTED
VABINAL: EMULSION, CREAM

PROPYLPARABEN
IH - IV - SC: INJECTION
IH - IV: INJECTION
IH - SC; INJECTION
INHALATION; SOLUTION

CAS A

000057556

009005372

000623847

001322878

001323393

000094133

EAGE 117

-NDA LAST
COUNT NBA

93
4
5
1

25

1
7
1
1
4
1
2
1
1
3

124
9
4
l

26
2
1
9

N

3
2
1
3

12
1
1

1
2

7

1

52
1
4
2
I

25
33

1
5

APPROVAL
DATE

08/24/95
12/30/92
06/19/95

ualzo/vs
04/17/86
12/29/95

09/29/61

11/11/56

12/19/79
09/13/95
12/30/90
09/30/92

03/3119:
nA/EIIQS

11/30/95
02/28/91

UI/aulva
12/21/95

12/05/88

10/31/94

flfi/KT/OT

09/30/87
08/31/95

04/11/39
11/77/u1

06/30/81

OUU

600
UNK
600
UNK

sou
600

bUU
600

OUU
520

510

600

mm

UNK
600

600xnn

600

POTENCY RANGE

.00006ML ‘ 0.00012ML

.4HG - 1.0HG

.46MG - 6.9SMG

.33MG ~ 2.1MG

.71MG - 5.3HG

.02 - 94.92NNat)04°C)

.02 ~ 10702

i
Z - 67.432

. Z - 98.09%
7 - 50.0%

u.uxcd - 38.0%

3.02 - 99.99%

3.02‘- 14.02

0.002%

3.02

n.3z - 3.02

2.02
2.02

o uzz — 0.22
n n17 - 0.2z

0.0072 - 0.01500662

InnoPharma Exhibit 1080.0122



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 

 

INGREDIENT CAS 0 NBA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT NOA DATE DIV POTENCY RANGE

?ROPYLPARABEN 000094133
INTRA-ARTICULAR} INJECTION 3 n2/10/nn Ann 0.072
DNTRAOURSAL; INJECTION 1
INTRALESIONAL) INJECTION 3 06/19/80 600 0.022
INTRANUSCULAR; INJECTION 27 02/25/93 600 0.01% - 0,022
INTRASYNOVIAL: INJECTION 2 03/01/77 UHK 0.02%
INTRAVENOUS: INJECTION 16 12/20/91 UNK 0.005% - 0.031
IV - SC; INJECTION 2 12/05/85 180 0.0152 - 0.022
”Hangman INJECTION 19 03/25/94 160 0.00052 - 0.0567.
NASALJ SOLUTION 2 05/18/70 510 0.0172
NERVE BLOCK} INJECTION 2 03/06/72 600 0.0052 - 0.015%
OPHTHALMIC; OINTMENT 8 08/31/95 600 0.012
OPHTHALMIC; SOLUTION 9 10/18/88 600 0.012 - 0 015%
OPHTNALHIC; SUSPENSION 2 12/28/82 -600 0.011
ORAL: CAPSULE , 79 12/20/95 520 0.0246HG ~ 0.188HG
ORAL; CAPSULE (IHflED./COMP. RELEASE). SOFT GEL 9 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 - 0.081NG
ORAL) CAPSULE, SUSTAINEO ACTION 8 04/25/95 UNK
ORAL: CONCENTRATE 23 09/28/93 600 0.0042 - 0.032
ORAL) POWDER, FOR ascousuwnon 5 12/31/91 520 01012 - 0.037.
ORAL) SOLUTION 42 11/17/95 530 0.012 - 20.02
ORAL; SOLUTION.‘ELIXIR 10 10/27/92 600 0.022
ORAL; SUSPENSION 41 “°"‘/°‘ 18" 0.01% - 0.05%
ORAL: SUSPENSION, SUSTAINEO ACTION 1

“ORAL: SYRUP 39 07/17/95 600 0.00852 - 0.022
ORAL; TABLET 19 03/30/94 600 0,0045% - 0.14m;
ORAL: TABLET. COATED 11 04/08/81 600 0.002HG
out: “31.51, FILM COATED 2 12/28/87 520 0.02% - 0.0406
ORAL; Iastr, SUSTAINED ACTION . 3 05/22/37 UNK 0.12HG
02AL§213,TASLET ~ '1
out-202' ,TASLET 1
01163'5059EKSION 1
RECTAL’1;ENUESION. AEROSOL FOAM 1
RECIAI: SOLUTION 1
RECTAt: SUSEENSION 2 , 11/17/86 600
SOFTTTISSUEj INJECTION 3' Z , 06/19/80 600 0,02%
SUOCUIANEOUS; INJECTION [‘9 2 4 12/19/91 UNK 0.0152
TOPICAL; EHULSION, AEROSOL FOAM ’ Z 1 12/19/79 600 0.0112
1091001; ENMLSION. CREAM 50 10/31/94 600 0.0012 - 0.15Z
TOPICAlz'GEL 1
TO?ICAI: BEL, JELLY 2 09/29/93 000 0.003%
TOPICAL: Lorzou 12 12/07/92 UNK 0.022 - 0.22
TOPICALz-OINTMENT , 10 09/30/94 600 0.012 - 0.2x
TOPICAL; SHAHFDO . 1 . ‘“'1TOPICAL: SOLUTION PAGE 118

i"
ll‘
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INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

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

PROPYLPARAOEN 000094133
URETERAL) SOLUTION
VABINALI EMULSION, CREAM ' 1
VABINAL: BEL
VABINAL; SUPPOSITORY

PROPYLPARAIEN SODIUM 035285699
'ORALI CAPSULE; SOFT BELATIN
ORAL: POWDER, FOR RECONSTITUTION

PROSNEET
ORAL: SOLUTION
ORAL; SUSPENSION
ORAL) TABLET (IHHED./COHP. RELEASE), UNCOATEDp

PROSHEET 604
ORhL} SYRUP -

A PROTAHINE SULFATE ' 009009658
1 IN ' SC; INJECTION '1

E INTRADERHAL; INJECTION
3 SUICUTANEOUS: INJECTION
\ SUOCUTANEOUS; SUSPENSION. INJECTION

PROTEIN NYDROLYSATE 009015547
TOPICAL! LOTION

RA-2397
TRANSOERHAL) FILH, CONTROLLED RELEASE

RA-SOII
TRANSDERHALI FILM. CONTROLLED RELEASE

ROSIN 008050097
ORAL) CAPSULE
ORAL; TABLET

~ ORAL} TABLET. REPEAT ACTION
ORAL) TAOLET. SUSTAINED ACTION

SACCNARIN 4 T
‘\ INHALATION} AEROSOL, NETERED

ORAL: AEROSOL SPRAY »
OflllsgPOMOER; FOR RECONSTITUTION
ORAL: SUSPENSION
OSIEILS¥RUP
,BxhttnIAQLET (IMMED./C0MP. RELEASE), UNCOATED,
SOILIEBOAL: TABLET
mums; DINTHENT
TOPICALJ4SOLUTION

SACCHARIN CALCIUM , _, 006381915
ORAL: SBLOTIUN H
ORAL: SYRUP

12/21/95 520 0.022 - 0.12

12/30/86 150 0.12HG ~ 0.28HGhuuwbanwbnuw‘
02/08/77 510 0.0432 - 0.122
10/28/82 510 0.0352 — 0.0362

000081072
 

01/05/78 520

n1/19/33 05g 0.022

Ub/US/l? 600 0.42 - 0.52

ww>u§»n4~m»uawDHHhflfiHvuHvubNh‘w
. PAGE 119
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INGREDIENT

IRACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

' CAS 3 “DA LAST

SACCHARIN SODIUH

 
 

SACCHARIH $0310" AHRYDRGUS

 

ROUTE/DOSAGE FORM

006155573

lUCCAL/SUILINGUAL; TABLET
DENTAL 1 GEL
DENTAL1PA$YE
DENTAL: SOLUTIDH
1H ' 1V1 IflJECTIDN
INHALAYIafli AERESDL “ETERED
INHMJTID!“ 501117101!
INTRAHUSCELAR1 IfiJECTIGN
12113511511005; xmscnou
IV¢IuFUSIDa1x szEcrruN
out: CAPSULE
aunt; CAPSULE. SOFT GELATIN
aunt; CDHCEHTRATE
0:11; POHDER, FOR ascousrxrurzou
cant: SOLUTIou
ORAL: SOLUTIDR. ELIXIR
cant; susrsusxon
aim: svaur
chL; TAILET
03AL11AIL£T (IHHED. ICOHP. RELEASE). unconrsn,
RECTAL: SBLUTIDN
RECTALz susviusxuu
SUILINGUAL; rants?
torrent: OIHTHEKT 039128449

1“ - 19: quscrzau
IHWJ IKJECTIUR

iVIIflFBSIBflJ1quECTION
333% ?§§0ER; FOR RECONSTITUTION

591.9710”

  
008008740

"IaIRfiflfiSCBLAR1 INJECTION
02AL1CfiffiulE
02511 CGHCEHTRATE
0RAL1 TABLET: COATED

PAGE 120

H'

COUNT NBA

HNNH
Ac3NJ>Nhaurdm>H¥0LbhnuH

U‘IN ND

H

tawrunmh-wwHFONNM‘HV‘Hflfinqhnnm

APPROVAL
DATE

12/28/95
08/29/89

Hum/ah

08/29/89
04/30/92
02/19/92
05/15/87
11/14/91
07/10/95
10/27/92
02/08/95
06/30/94
09/09/76
01/04/95
09/02/81
11/17/86
06/05/84

06/11/85
01/05/78
03/22/35

07/14/87
06/12/66

DIV

600
600

Ann

600
£00
600
600
180
600
600
530
600
520
600
600
600
600

UHK
520
600

600
510

 
POTENCY RANGE

0.01% - 0.152
0.092

0.092

0.09%

0.51HG
0.1% - 1.4%

0.0752 - 0.152
0.09972 - 0.10572
0.01/ - 0 7/
0. 01/ - 0. 25/
19. 6HCG
0. ENG ‘ 5.0HG
0.1%

0.2MG - 1.0HG

InnoPhannaExmbfl10800125



 

 
INACTIVE INGREDIENTS

INGREDIENT
ROUTE/DOSAGE FORM

SHELLAC
ORAL} CAPSULE
ORAL: CAPSULE, SUSTAINED ACTION
ORAL: TABLET
ORAL) TAILET. COATED
ORAL) TAILET. DELAYED ACTION, ENTERIC COATED
ORAL} TABLET; FILH COATED
ORAL: TABLET, SUSTAINEO ACTION

SHELLAC P.V.P. SOLUTION NO. 4
ORAL] CAPSULE, SUSTAINED ACTION
ORAL-ZOI‘TADLET

SILASTIC BRAND MEDICAL GRADE TUBING
IHPLANTATION; PELLET. IMPLANT

SILASTIC MEDICAL ADHESIVE,SILICONE TYPE A
IHPLANTATION; FELLET, IMPLANTSILICA BEL '
DENTAL! GEL '
DENTAL} PASTE
ORAL} CAPSULE
ORAL! CAPSULE. ENTERIC COATED PELLETS
ORAL) CAPSULE. SUSTAINED ACTION
ORAL) DROPS
ORAL) POHDER, FOR RECONSTITUTION
ORAL} TABLET
ORAL) TAILET (IHHED./COMP. RELEASE), UNCOATED,
ORAL; TADLET: COATED
ORAL: TABLET. DELAYED ACTION; ENTERIC COATED
ORAL] TAILET; SUSTAINED ACTION
SUBLIHBUAL; TABLET

SILICA. urarnanczaus
neat: CAPSULE
oaaL.; cauceurnare
9251;SOLUTION. ELIXIR .
ngAL sway?

ORAL: TABLET
srchau ',

aaAL caesuLs
925L: 320?:

ORAL)P039531 FDR RECONSTITUTION
ORAL; SUSPENSION
TOPICAL} EMULSION. CREAM
TBPICAL»; Lorxou

sztzcnuirnzoxtne
ENOOCERVICAL: GEL
ORAL) CAPLET
ORAL! CAPSULE
ORAL: CAPSULE, ENTERIC COATED PELLETS

H‘

FOR CURRENTLY HARKETED DRUG PRODUCTS

CAS 0

009000593

007699414

007631869

Iao7440213

A . 007631869

PAGE 121

NBA LAST
COUNT NDA

APPROVAL
DATE

08/29/95
02/08/95
05/31/94
09/10/87

LL/Lu/ua
01/22/87

04/11/89
11/17/95

12/23/92

08/06/84
10/31/01

01/22/82

IL! La] 7‘

01/15/73

07/17/80
12/22/76

06/05/78

12/29/95
05/10/95

DIV

600
UNK
530
600

600
600

600
510

530

520:7n

600

UNK

600

600
600

600

600
180

PDTENCY RANGE

“0&1:
p...

.ZQMG

.98MG - 60.0MG

.OOIHL - 0.0019HLnun - : nun

.bHG

.62HG

.ZMG - 5.25MB

.1876Z - 2.02nn7nu

.SHG * 3.2HG

.ILHU ' “11.01115

.OMG - 3.4MG

.454MG - 5.0HG

.OBMG - 11.2HG

InnoPhannaExmbfl10800126



 

 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ’
ROUTE/DOSAGE FORM

SILICON DIOXIDE
ORAL) CAPSULE, HARD GELATIH
ORAL} CAPSULE, SUSTAINED ACTION
ORAL; GRANULE
ORAL} GRANULE FOR RECONSTITUTION, CR
ORAL} GRANULE, ENTERIC COATED
ORAL} GRANULE; FOR RECONSTITUTION
ORAL; POHDER
ORAL; PONDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL: TABLET
ORAL; TABLET (IMMED./COHP. RELEASE), UNCOATED,
ORAL} TABLET: COATED
ORAL: TABLET. DELAYED ACTION, ENTERIC COATED
ORAL: TABLET. DISPERSIBLE .
ORAL; TABLET. ENTERIC COATED PARTICLES
ORAL) TABLET, FILH COATED
ORAL) TABLET, SUSTAINED ACTION
ORAL-211 TABLET
ORAL-281 TABLET
RECTAL: SUPPOSITORY
SUDLINBUAL} TABLET
TRANSDERHALI FILM, CONTROLLED RELEASE
VAOINALI TABLET

‘ VABINAL} TAHPON
SILICONE

INTRAUTERINE; SUPPOSITORV. INSERT, CONTROLLED RELEASE
ORAL] CA?SULE

- ORAL! CAPSULE. HARD GELATIN
ORAL: ?OUDER; FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL: TABLET
ORAL;,TABLET: SUSTAINED ACTION .
TOP} 1 SUSPENSION, SHAMPOO
TRARSDERHAL; FILH. CONTROLLED RELEASE

SILICONE,EBUESION
ORAL: POUDER. FOR RECONSTITUTION
TOPICAL LOTION

SILICONE/P YESTER FILM STRIP
TRANSDERHALz FILM, CONTROLLED RELEASE

SIHETHICDNE
I" ' IV) PONDER, FOR INJECTION SOLUTION
ORAL) CAPSULE
ORAL: CAPSULE. SUSTAINEO ACTION
ORAL} BRANULE
ORAL! GRANULE. EFFERVESCENT
ORAL; PASTILLE ,

H'

CAS A

007631869

OOBOSOBIS

PAGE 122

NBA LAST
COUNT NBA

3-;

M

Q) «L‘ hMJRF*N‘d¢N~4h‘£\un~rdu~h-»HQ£NH

h§D\

ruwouaawawyamwwuawramhunwHFMH$hHNN

APPROVAL
DATE

07/30/92
04/25/95

12/20/95
12/16/93
12/22/95
07/29/92
11/19/82
06/29/95
na/79/q3

12/12/95
04/28/95
12/14/92
12/14/92
09/02/77
09/18/86

17/73/97

OA/ZO/BB

12/31/91

03/30/95

06/13/56

DIV

UNK
UNK

520
180
600
600
600
600
Ann

120
600
510
510
UNK
600

170

600

520

600

DUU

POTENCY RANGE

1
O

DON

QOUQ

.SMG

.OSHG - 2.258MG

.OHG ‘ 57.5MG

.IBHG - 4.8HG

.SHG - 4.28MG

.SMG - 25.8HG

.28HG - 45.0HG

.fiSHG

.047HG — 1.0HG

,268HG - 10.0MG

.042 - 1.242

.024HG

InnoPhannaExmbfl10800127



 
 

 
INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3 NDA LAST
INGREDIENT ,

. ‘ COUNT NBAROUTE/DOSAGE FORM

SIHETHICONE
ORAL! PONDER, FOR RECONSTITUTION
ORAL] SOLUTION
ORAL} SUSPENSION
ORAL} TABLET
ORAL} TABLET. COATED
ORAL) TAOLET, SUSTAINED ACTION
RECTALI SOLUTION
TOPICAL: EMULSION. CREAM
TOPICAL) LOTION
TOPICAL} OINTHENT

SINETHICONE EHULSION
ORAL] CAPSULE, SUSTAINED ACTION
ORAL: POHOER. FOR RECONSTITUTION
ORAL; suspsusxon .
ORAL; TAILET
ORAL: TABLET, COATED i
ORAL; TABLET. DELAYED ACTION, ENTERIC coarsn
ORAL; TAILET. FILH COATED
ORAL; TABLET, SUSTkINED ACTION
TOPICAL; EMULSION, CREAM
TOPICAL; OINTHENT .

SIMETHICONE HDX4-4036
ORAL: TABLET, susrnzuen ACTION

SOAP
ORAL} TABLET. SUSTAINEO ACTION

SOAP, POTASSIUM
TOPICAL; EMULSION. AEROSOL FOAM

SOAP.EIOEROOHN
ORAL: TAILET. REPEAT kCTION
ORAL: TABLET. SUSTAINEO ACTION

SODIUM ACETATE 006131904
IN-° IV é 5C1 INJECTION
IN" I”: INJECTION
'IH - 5c; INJECTION
INTERSTITIAL: INJECTION
INTRA-ARTICULAR; INJECTION
INIRACAVITARY; INJECTION
INIRAOERNAL: INJECTION
'IfiTRAflflSCflLAR; INJECTION
INTRAOCOLAR; SOLUTION
INTRAPERITONEAL; INJECTION
INTR§?LEURALI INJECTION
INTOASYNOVIAL: INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION
1V(INFU$ION); INJECTION

008050815

w

p..-

H

~4Nrum>ahwourawan0\ohauugHNwchNraHpaALMMuawtnnhnmpuduram
N

' PAGE 123

H‘

APPROVAL
DATE

19/70/OR

12/16/95
OG/IQ/QS

Ul/OZ/87

IU/UB/Bb
08/14/86

01/04/95

9/129/93
11/23/37

04/01/82
12/22/87

11/14/94

03/31/81
05/14/34

05/02/88
04/14/95

Ub/UI/Ifl

05/02/88
04/28/95

05/07/78
03/17/94
09/30/74
03/25/94

DIV

590

180
Inn

600

qu
660

600

120
600

600
600

UNK

UNK
UNK

600
600

OUU

600
600

600
UNK
160
160

?OTENCY RANGE

at:

C00

.082 - 0.666%

.00332

.nnnaMn - 1.5HG

,OQNG - 3.96HG

.0022 - 1.02

.052 - 8.52

.OSMG - 0.165HG

.ISQHG - 0.318MG

.GMG

.39HG

.3062 - 0.682

.042 - 0.2%

.022 - 0.4712

.392

.000062 ‘ 0.22

.162

.0132 - 0.15%

InnoPhannaExmbfl10800128



 
 
 

 

 

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDAINGREDIENT
ROUTE/DOSAGE FORH

SODIUM ACETATE
IV(INFUSION); SOLUTION. INJECTION
NASAL: SOLUTION
OPHTHALMIC; POHDER; FOR RECONSTITUTION
OPNTNALHIC) SOLUTION
OPHTHALMIC: SUSPENSION
ORAL: CONCENTRATE
ORAL} SOLUTION
OTIC) SOLUTION
OTIC; SOLUTION, DROPS
OTIC; SUSPENSION
SUDCUTANEOUS} INJECTION

SODIUM ACETATE. ANHYDROUS
IN ' IV} INJECTION
IN - SCI INJECTION
INTRANUSCULARI INJECTION

INTRAVENOUS; SOLUTIONIV(INFUSION 1 INJECTION
ORAL: SOLUTION
SUSCUTANEOUS; INJECTION
TOPICAL; ENULSION. CREAM

SODIUM ACID PYROPNOSPHATE
TOPICAL; OINTHENT

SODIUH ALOINATE
ORAL: SUSPENSION
ORAL; TABLET
ORAL; TABLET, FILN COATED
ORAL} TABLET, SUSTAINED ACTION

SODIUM ALKYL SULFATE
TOPICAL! SUSPENSION. SHAMPOO

SODIUM AHINOSENZOATE
ORAL: CAPSULE
ORALU TABLET

. sonI .ASCORBATE
NTRAVENOUS; INJECTION

sonzunnzaazourz
DENTAL} BEL
neuTAL;grasIE

'IN - Iv; INJECTION
INTRANOSCULAR; INJECTION
:vaaususzan); INJECTION
03AM WSW-E
ORAL: CAPSULE, HARD GELATIN
aunt; CDNCENTRATE
ORAL; DROPS ‘
ORAL; GRANULE, FOR RECONSTITUTION
ORAL} POHDER. FOR RECONSTITUTION

H‘

CAS 3

006131904

000127093

007758169

009005383

008036542

000555066

3 000134032

‘000532321

PAGE 124

LAST
COUNT NDA

put

my
N

thMHhMAHFJmFJHHtumpanswHpuuwnawnnnwmpgw~4mnn~buuu~
APPROVAL
DATE

12/28/95

06/17/91

12/16/85
09/30/74
In/zI/ca

12/14/66
06/25/91

11/26/82

09/30/85

01/26/34
nR/OTIRO

07/31/92

02/18/75

01/29/93

08/19/91

01/50/35

12/20/95

DIV

110

UNR

600
160
£00

520
510

600

510

600
‘10

600

600

600

600

but!

520

POTENCY RANGE

0.01892 ~ 1.72

:3 .072 - 0.2722

.1252

.162
10152DOC)
.0922 - 1.9052
.142 — 0.22DC!

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

InnoPhannaExmbfl10800129



 
 
 

 
INACTIVE INGREDIENTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM BENZOATE
ORAL} SOLUTION
ORAL: SOLUTION, ELIXIR
ORAL} SUSPENSION
ORAL: SYRUP
ORAL! TABLET
ORAL; TABLET (IHMED./COHP. RELEASE), UHCOATED:
ORAL: TAILET. COATED
ORAL} TAILET. FILE COATED
ORAL) IAILET, SUSTAIKEO ACTION
ORAL’ZI: TASLET
ORAL-20: TABLET
RECTAI) EflEflA
TOPICAL; EflULSION

SOOIU” IICARBOKATE
BOCCAL: W, CREHING
IN - IV) INJECTION
IH - IV) POHOER. FOR INJECTION SOLOTION
INTRAHOSCULARI IEJECTIOH
INTRAHOSCOLARI POHDER, FOR INJECTIOfi SOLOTION
INTRAPERITOREALz POWDER. FOR INJECTION SOLUTION
IHTRATfiECIli IRJECTABLE
IRTRATHECALI IHJECTIOH
IHTRAVENOOS; INJECTION

INTRAVEHBOS; ?O¥DER, FOR INJECTIOO SOLUTIONIV(IflFOSION 3 IKJECTIOR
IV!!flFflSION)z POWDER, FOR INJECTION SOLUTION
ORAL: CAPSOLE
ORAL} CAPSULE. HARD GELATIN

, ' 325KOLE, EFFERVESCENT

 
 
 
 
 
 

3 I COATED
3 53157; FILN COATED

. 559m mine. IKJECTION
TIOflI SOLUTION
COaCEflTRATEOgAL

SOOIflfl SOIFITE
EyIOHZAL; INJECTION
1H'VIVQE SC; INJECTION

3INJECTION
IHHALAT O“; SOLUTION
IHTRA-ARTICULAR} INJECTION
INTRABURSALI INJECTION ,

 

 

0‘

FOR CURRENTLY MARKETEO DRUG PRODUCTS

CAS 1

000532321

000144558

 
 

007681381

5007631905

PAGE 125

NBA LAST
COUNT NBA

wmun»

H

”*‘N*“F”“UH*FIwhaNraNhuor-chaan
H

a
N“Noun”wwmamauwwwwamnn

APPROVAL
DATE

06/30/93
04/29/93
06/16/95
10/28/94
17/7o/an

02/25/92
12/31/92
01/77/87

12/30/94

Ol/26/93

12/67/3é

URI 13/3:
10/13/87
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
UHK
600
5%

600
180
600

:w

600

160

zcu
600
510
520
510

600
180
600
600

600

UNK
110
600
600
600

FOTENCY RANGE

- 0.15062

HHHH -\'.\'.\‘~\‘ - 0.52
.IMG - 0. TSHG

.012nu - 9.0HG

:OOOO
C:

0.042

0.052

4.0HG

1.0HG ' 60.0HG
65.0MG - 140.0H8
0.63MB - 6.0HO
0.867HG - 7.6H8

0.12 - 0.752

.052 - 0.072

.022 - 0.322

.000132 - 0.662

.0112 - 0.32

.12 ' 0.322ODDDO

InnoPharma Exhibit 1080.0130



 

 

 
 

( INACTIVE INGREDIENTS FOR

INGREDIENT
ROUTE/DOSAGE roan

SOOIUH BISULFITE
INTRACARDIAC; INJECTION
INTRADERHAL; INJECTION, SUSTAINEO ACTION
INTRILESIONAL] INJECTION
INTRAHUSCULARI INJECTION
INTRA?ERITONEAL1 INJECTION
INTRAfERITONEAL; SOLUTION
INTRASYNOVIAL; INJECTION

NTRAVENOUS; INJECTION

NTRAVENOUS; SOLUTION, INJECTIONIV(INFUSION } INJECTION
NERVE BLOCK} INJECTION
OPHTHALMIC} SOLUTION
OPHTHALMIC: SUSPENSION

I ORAL: CAPSULE
ORAL; CONCENTRATE
ORAL: SOLUTION
ORAL} SUSPENSION
ORAL; SYRUP
ORAL: TABLET
OTIC) SOLUTION
OTIC; SUSPENSION
SOFT TISSUE; INJECTION
SUBCUTANEOUS; INJECTION
TOPICAL: EMULSION. CREAH
TOPICAL: POHDER, FOR RECONSTITUTION

SODIUM BORITE
OPNTNALHIC: PONDER, FOR RECONSTITUTION
OPNTNALHICI SOLUTION

~OPHTNALNIC; SUSPENSION
OTICI SOLUTION

SODIUMIORITE BECAHYORATE
O?NTUALHIC1 SOLUTION

SOOIUNCIROONITE -
IUCCIL; BUN; CHEWING
IN ° IV; INJECTION
IH'IV1PONDER: FOR INJECTION SOLUTION
INTRA’IRTERIAL} SOLUTION, INJECTION
INTRINUSCOLIR; INJECTION
INIRIPERITONEAL; POWDER; FOR INJECTION SOLUTI
INTRIPLEURAL; POWDER. FOR INJECTION SOLUTION
INTRATUHOR POWDER, FOR INJECTION SOLUTION
INTRIVISCU AR) INJECTION
INTRAVISCULAR; SOLUTION, INJECTION
INTRAVENOUS: INJECTION
INTRAVENOUS; PONOER, FOR INJECTION SOLUTION
INTRAVENOUS: SOLUTION, INJECTION 1

”4

CURRENTLY MARKETED DRUG PRODUCTS

CAS 0

ou7ssl9os

001303964

001344907

300497198

PAGE 126

NBA LAST
COUNT NBA

2
I
7

13
I
2
3
5
1

41

HWNHNHHHl—IHQNHHNHANHmHmHN‘NWHNMbNNm

APPROVAL
DATE

01/05/76

06/19/80
07/76/86

01/29/86
03/01/77
1n/n7/a1

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

“DI/.“IU/

93/04/92

12/09/53
06/08/94

11/30/92

O7/O7/BO

11/20/85

DIV

Ann

600
Ann

160
UNKInn

600
600
UNK
UNK
120
600
UNK

UNK
600

hull

UNK

UNK
UNK

600

£00

bUU

 
POTENCY RANGE

3Q

330

CC)ODDC:
no
If,

17

.12 - 0.32%
ORZ - 01662

.OSZ - 0.12
3’? - 0.35%

.022 - 10.02

.052 - O.2%

.12

.062

.049932 - 0.25%

.12

.OBMG - 0.23HG

.12

12 ‘ 0.322

.11 - 0.32

.0422 - 0.32/

InnoPharma Exhibit 1080.0131



 
 

 
INGREDIENT

ROUTE/DOSAGE FORM

SODIUM CARDONATE
A IV(INFUSION): INJECTION

IVIINFUSIOle POWDER, FOR INJECTION SOLUTION
NERVE BLOCK} INJECTION
OPHTHALNIC} SOLUTION
ORAL; CAPSULE. SUSTAINED ACTION
ORAL) TABLET
ORAL; TABLET, FILM COATED

. RECTAL: SUSPENSION
SODIUH CARBONATE NYDRATE

INTRA-ARTERIAL) INJECTION
INTRACARDIAC} INJECTION
INTRAVENOUS; INJECTION
OPHTHALMIC) SOLUTION

SODIUN CARRABENATE ‘
ORAL} SYRUP

SODIUM CELLULOSE
ORAL: CAPSULE

SODIUM CHLORATE
INTRAHUSCULAR; INJECTION
NERVE DLOCKJ INJECTION

SODIUM CHLORIDE
CAUDAL BLOCK; INJECTION
DENTAL) INJECTION
EPIDURAL: INJECTION
IN ° IV - SC; INJECTION
IN ' IV) INJECTION
IN ' IV) PONDER, FOR INJECTION SOLUTION
IN - SCI INJECTION

' INHALATION} SOLUTION
INTRA-ARTERIAL; INJECTION
INTRA'ARTICULARI INJECTION
INTRADURSth INJECTION
NTRICAflflifiCI INJECTION
NTRACANITARVI POWDER, FOR INJECTION SOLUTION

INTRADERNAL: INJECTION
INTRNLESIONRL; INJECTION
INTRAHUSCULAR} INJECTION
INTRAHBSCULARJ POWDER, FOR INJECTION SOLUTION
INTREHNSCULAR; SOLUTION, INJECTION
INIRKOCULARJ SOLUTION
INTENPERITONEAL; POWDER, FOR INJECTION SOLUTI N
INTRAPERITONEAL; SOLUTION
INTRAPLEURALI POWDER, FOR INJECTION SOLUTION
INTNASYNOVIAL: INJECTION
INTRATNECAL; INJECTASLE
INTRATNECAL: INJECTION

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

LASTCAS 3

000497198

005968116

007775099

007647145

PAGE 127

NBA
COUNT NDA

H

WW0‘13“H \lMG-L‘HbNNWVNkHbUTD—‘mhflmaflmfvmHHNHWWI-«4NWHOIKAD-‘HNOJN

1‘

papa

AFPROVAL
DATE

10/31/93
flq/IOINS

10/51/95
02/27/85
07/21/95

10/15/80

10/13/87
10/10/34
02/26/93
04/11/89
12/27/94
12/27/91
04/14/95
09/26/95
08/23/91
05/24/82
02/13/74
n1/n‘l7‘

10/16/87
10/16/87
n1/77/o:

04/11/93
04/28/95
O7/nZ/RL

01/05/86
11/05/81
06/17/92
10/30/92

DIV

600
ann

600
600
600

UNK

600
600
600
600
600
600
600
600
600
600
600
Ann

UNK
UNK
‘nq

UNK
600Inn

600
600
120
UNK

POTENCY RANGE

1.0HG - 6.0HG
10.4HG - 87.5HG

10.0HG - 150.0MG

0.212 - 0.8552
0.42 - 0.62
0.00062 - 0.92
0.12 - 0.92
0.082 - 1.22

0.252 * 9.02
0.022 ‘ 0.92
0.262 - 1.22
0.22 - 0.92
0.662 ‘ 0.92
0 6‘2 - 0.7%

0.22 - 0.72
0.22 ‘ 0.92
0.00172 - 0.92

0.852 ' 0.92
0.642

0.22 - 0.92 '
0.852 - 0.92
0.262 - 0.92
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IRACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

INGREDIEHT , CAS Q NDA LAST APPROVAL
ROUTE/DOSRGE FORM COUNT NDA DATE DIV POTENCY RANGE

SODIUM CHLORIDE 807647145
INTRATRACHEAL; INJECTION
INTRATRkCHEAL} POWDER, FOR RECONSTITUTION ,
INTRkTRACHEAL; SUSPENSIOH
INTRATUHOR: INJECTION fi7/08/ 8 , I - ‘
O a’ 14 . _ .INTRAVENOUS; POWDER, FOR INJECTION SOLUTION g2/OT/gg I3; 6 00061 4.54
INTRAVENOUS; SOLUTIOR 11/16/76 160 0.92
IONTOPHORESIS; SOLUTION 1 IO/Iu/va ouu 0,12 - 0,92
IV - SCI-INJECTION
IV - SC; POHDER, FOR INJECTION SOLUTION
IV(INFUSION)I IKJECTION
IV(INFUSION)1 POHDER, FOR INJECTION SOLUTION
IV(IHFUSION)I SOLUTION, IHJECTIOH
IV(INFUSION}I SUSPENSION, INJECTION‘
NASALI SOLUTION
NASALI SPRAY

C. .OOOéZ - 90.02O\

NNWNDO‘NNMNWHADO‘HQU‘IHl-‘OmbflWHUTWMQDHNWDVO‘HWHHH
Ué/(fl/Vfi bUU
09/20/95 180
17/7R/9K ITO H.802 - 0.9%

17/76/93 HID H.5Z ' 0.92

NASAL) SPRAY, HETERED 10/20/95 UNK H.652
NERVE ILOCK; INJECTION 7 06/23/95 600 0.212 - 0.9%
OEHTHALHICI POWDER, FOR RECONSTITUTION 09/22/93 UNK
OPHTHRLHIC} SOLUTION 6 09/29/95 600 0.082 ~ 0.921 09/13/95 600 8.0182 - 6.852
OPHTHALMIC} SUSPENSION
ORAL} CAPSULE 
ggfiL‘ 333323 FOR RECONSTITUTION1 , 12/43/31 de 0.052 ~ 0.42
ORAL} SOLUTION 1 06/01/94 2' ORAL; SOLUTION, ELIXIR ”0 0'9,

5 ORAL; SUSPENSION awn/v: Inn 0.17. - 2.02E 12/30/88 180 O 052 - 0.2%’ ORAL: SYRUP
ORAL! TABLET
ORAL! TADLET (IMMED./COMP. RELEASE), UNCOATED.
neat: TALLET, SUSTAINED ACTION
011:; SOLUTION ~
BERIDORALI INJECTION
Ream; soLuTION
RECTaLI SU?POSITORY
fiafT;IISSUET INJECTION
-su3££IAflEOUS; INJECTION
SHBEHTANEOOST SOLUTION, INJECTION
TOEICALIMOINTHENT
TOPICALI*SOLUTION

sonluu CHLORIDE INJECTION

INfRAVEflOUS; INJECTION

n7/17/B7 soc 16.0MG - 148.0HG

04/26/94 SIU 17.5HG - 143.26HG

OI/lfi/OS §OO 0.4% - 0.72

08/31/92 600
05/24/82 600 0.6672 - 0.92
12/22/94 180 0.352 ' 0.92
17/74/95 810 0.877% — 0.92

N

Ub/IOIIO UNK 0.682

‘ PAGE 128 
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM CHLORIDE INJECTION, BACTERIOSTATIC
INTRAVENOUS; INJECTION

SODIUM CITRATE
EPIDURAL; INJECTION
IN - IV - SC; INJECTION
IN - IV) INJECTION
IH - IV! POWDER. FOR INJECTION SOLUTION
IN - SC; INJECTION
INNALATION) SOLUTION
INTRA-ARTERIAL} INJECTION
INTRA-ARTICULAR; INJECTION
INTRACARDIAC; INJECTION
INTRACAVITARY: PONDER, FOR INJECTION SOLUTION, LYOPHILI
INTRALESIONAL: INJECTION
INTRAHUSCULAR} INJECTION
INTRAHUSCULARI PONOER, FOR INJECTION SOLUTION
INTRAOCULAR) SOLUTION
INTRAPERITONEAL; INJECTION
INTRAPLEURAL} INJECTION
INTRASYNOVIAL: INJECTION
INTRATHECALI INJECTION
INTRAUTERINEJ SOLUTION
INTRAVASCULAR) INJECTION
INTRAVENOUS} INJECTION
INTRAVENOUS} PONDER, FOR INJECTION SOLUTION
IV(INFUSIONJ; INJECTION
IV INFUSION); POWDER, FOR INJECTION SOLUTION
IV INFUSION); SOLUTION; INJECTION
NASAL: SOLUTION

‘ NASAL} SPRAY
NASALI SPRAY. NETERED
NERV£.ILOCKI INJECTION
WHALHICI POWDER. FOR RECONSTITUTION
OPHTHALNIC; SOLUTION
WHALNIC: SUSPENSION
ORAL3CONCENTRATE
ORRLIIDROPS
OAAL sanuLE
onAt; satavLE, FOR RECUNSTITUTION
03A£:;?03a£2, FOR RECONSTITUTION
okfitjvsaLDTIDN
ORAL: sotuxlon, ELIXIR
ORAL: SNSFENSION
ORAL: svauv

. ORAL: TABLET
ORAL} TABLET (IMHED. ICOMP. RELEASE), UNCOATED,
ORAL; TAOLET, DELAYED ACTION, ENTERIC COATED1

{1'

CA5 #

006132043

PAGE 129

NDA LAST
COUNT NBA

DIM

N my—‘mND—‘H‘NHHNHDMHWQHbO—‘AQHHN
NH

m»:new wm¢HmbH~menume~ww-

APPROVAL
DATE

12/29/89

O8/23/95
12/14/95
In/7A/nn

37/71/07

04/09/86
n1/nA/76

02/17/89
06/26/95

04/28/93

O2/17/84

09/29/89nn/In/o:

08/18/95
12/19/86
12/29/92

03/03/95

01/04/95
06/10/33
07/20/88
12/18/80
flA/lfi/Rn

12/23/93
10/31/93
10/10/86
82/28/94
09/30/94
11/05/92
09/11/95
05/15/90

DIV

160

£00
600
Ann

LOO

600
600

GOO
600

bUU

520

UNK

600
UNK
600
600Lnn

530
600
600
GOO
600
600
600
600

POTENCY RANGE

9.0471 - 1.02
0.00052 - 2.92

n 19

0.1% - 1.32
H.042 - 0.32%

0.1% - 1.02
0.052 - 2.848%

u 172

O 1/ - 1 O/

0.32Z
0.015% - 2.875%

c 023/ - 2.8482
40 OMG - 80.0MG
O. 125/ - 0.252

0.452 - 2.02
0.3% - 0.452
0.062622 - 0.3%

0.42 - 1.5%

0.352 - 0.52
0.12 - 3.942
48.0HG - IlO.6MG
95.0HG - 300.0HG
10.0MG ' 82.0HG
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IHfiCTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
 

INGREDIEHT‘ . CA5 t NBA LAST APPROVAL
ROUTE/DOSAGE FOR” , ‘ COUNT RDA DATE DIV PCTENCY RANGE

sOOIun CITRATE 006132043
08/31/81 600ORAL: TleET, FILH COATED

ORAL-281 TABLET
OTIC) SOLUTION
RECTAL; SOLUTIOR
SOFT TISSUE: IMJECTIDN
TOPICAL: EMULSION. CREAM
TOPICAL: LOTION
TOPICAL: SOLUTION
URETERAL: SOLUTION

SODIUH CITRATE ANHYOROUS oooagang1H - IV? IuJECTIOH
IHTRA-ARTICULAR; INJECTION
INTRAVENOUS: INJECTION
INTRAVEROUS; PDHSER1 FOR INJECTION SOLUTION
191197951991; INJECTION
ORAL: OflhuflLE '9
ORAL: BRAHUIE. EFFERVESCENT
ORflLI POUDER. FOR RECONSTITUTION
ORAL; SYRUP
085i: TABLET
ORAL} TAILS? (IHMED ICOHP. RELEASE), UHCOATED.
ORA13TA31£T1 DELAYED ACTION, EHTERIC COATED
SOFT TISSUE) IRJECTIOR
TOPICAL; EMULSION, CREAM

SODIUM CITRATE DIHVBRATE
1H - IV} IRJECTIOH

$0310" DESOXVCHOLATE
IVKIflFflSIflfl33 POWDER, FOR INJECTION SOLUTION

599199 3129299115 007775146
1M29 SC; INJECTION , , ,, ,

09/02/81 600 0.42
06/19/80 600 1.0%
08/03/94 600 0.052 - 1.02
11/12/64 600

 

03/08/79 600 0.36% - 5.02

n7/Tn/nq LOO O 232 - 2.22

04/28/80 600 11.0MG - 28.0MG

03/31/95 600 41.0HG
 

2
1
1
2
2
9
2
1
1

4
I
1
1
1
1
1
3
1
2
1
1
1
1

1

2

1

g 12/19/91 510
29129999995 IRJECTION

9919595199 1 InJECTION 1 12/19/91 510 3.02  

 
 
 
 

 
”12068212
90149440

3£aZEHESULFOHATE .
~ 14 ,s9$P£uszon, SHAMPOO

.F929919E9935 SULFOXYLATE

£3 fldscrxou
ntznnsgfiufggcr1g§ECTlour'.’ 1

199mw9539911 INJECTION
19?:93L;59915109. CREAM

309199L95999£IA9905PHAT5
HRAL 13959295109 ,,,,

505199 599195 ' ,*,~ ”001310732
Chuazt3L9cx1 INJECTION , , 13291A11 I9JECTION
DENTAt: SOLUTION

03/08/79 600 0.0752 - 0.12  
1,010124568

 

10/13/87 600

1

9
1
1
1
1

1

6

f 10/10/84 600
1 PAGE 130 ,

if'

InnoPharma Exhibit 1080.0135



3H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG FRODUCTS

 

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

swrggzszszena’smmI 54 i ’
IN IV - SCI INJECTION 27 J Igcggézg ENN
I: - I: -IgSéCT?:NERI FOR INJECTION SOLUTION I 1' 5 171 ' - - ~
IN - IV; POHOER, FOR INJECTION SOLUTION 12 IO/ggjgg 232 0.134/ 1'04
IN - IV: SOLUTION, INJECTION 3 03/05/90 600
1H - sc; INJECTION 10 34/14/95 sun
In - SC; INJECTION, SUSTAINED ACTION 1
IN SC] POWDER, FOR INJECTION SOLUTION . 1

NNNNN' 25:33:35.2 1
1 22 07/73/95 500 , 3 - '

INTERSTITIAL: INJECTION 1 a “98/ 2'3“
INTRA-ARTERIAL} INJECTION 12 nn173/qt bUU 0.82
INTRA'ARTERIAL; SOLUTION. INJECTION 1
INTRAARTICULAR) INJECTION 26 59/09/55 buy
INTRABURSAL) INJECTION ‘9 5 02/13/74 600

‘ INTRACRRDIAC; INJECTION 3 06/01/88 500
INTRACAVITARY} INJECTION l
INTRACAVITARYI POWDER, FOR INJECTION SOLUTION, LYOPHILI 1
INTRADERHALI INJECTION 5 10/16/87 UNK
INTRALESIONAL} INJECTION 15 10/16/87 UNK

-INTRANUSCULARI INJECTION 82 01/27/95 600 2.76Z
INTRAHUSCULARI POHDER, FOR INJECTION SOLUTION 4 n7/77/n: HNK

‘ INTRAHUSCULARI SOLUTION, INJECTION 1 .
% INTRAOCULAR: SOLUTION 2 ua/ys/qs In”

1 INTRA?ERITONEAL1 INJECTION 1
\ INTRAPERITONEAL; SOLUTION 3 uu/Iv/q? Ian
I INTRAPLEURAL} INJECTION 1

. INTRASYNOVIALI INJECTION 9 uz/ll/aa fiflfl
’INTROTNECALI INJECTAELE 1
INTRATHECAL; INJECTION , 14 lu/su/gz UHK
IHTBATHECALI POHDER, FOR INJECTION SOLUTION r.’ 2 12/21/87 150
INIRETNECAL} SOLUTION 1
INTRM’RACHEAL: INJECTION 1
INTROTNICNEALI POWDER, FOR RECONSTITUTION 1

INNTMWIIJENEESSIW 13 Ul/OB 88 . 2lutkuruflna; Pawnee, FOR INJECTION SOLUTION q’t 1 / 600 a 8/
Intuwnmlafis‘z IINSECTINN ‘ 1 I1 ' '* 4 O /

\ Iamwascuun; SOLUTION ‘ 1 ' 1 22/92 16°
igfiflfifié 5232393,; ~ 1I ' *' 187 O ' ~ -
INTRAVENOUS; PONOER, FOR INJECTION SOLUTION 19 OE/Ig/gg :33 0'05‘ 10‘0‘
INTRAVENOUS: SOLUTION 6 12/26/85 150 1 oz1 VINTRAVENOUS} SUSPENSION, INJECTION

. PAGE 131
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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)I PONDER, FOR INJECTION SOLUTION
IV(INFUSION)I SOLUTION
NASALI SPRAY: HETERED
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
OTICJ SOLUTION
PERFUSION/CARDIAC; SOLUTION
PE IDURAL: INJECTION
RE TAL; ENEHA
RECTAL: SOLUTION
RETROIULOAR) INJECTION
SOFT TISSUE; INJECTION
SPINAL] INJECTION
SUICONJUNCTIVAL: INJECTION

' SUBCUTANEOUS; INJECTION
sulcurausous; POHOER, FOR INJECTION SOLUTION
Takrcat: CREAH, AUGNENTED
Toaicat; EMULSION, CREAM
TOPICAL; GEL .
TOPICAL: BEL, JELLY
TOPICAL: LOTION -
TOPICAL: LOTION; AUGHENTED
TOPICAL; OINTHENT
TOPICAL; SHAHPOO
TOPICAL: SOLUTION
TOPICAL: SPONGE ,
TnauSOERHAL; FILM. CONTROLLED RELEASE
URETERAL: SOLUTION
VAGINALJ EMULSION, CREAM
VAOIuAL; OEL

H'

CAS %

001310732

PAGE 132

COUNT NBA

184

.5N01 O‘UlNNO
H DIV

3...:

N04H mmmNHHOHmDHmHWHbNNN
w

HNWWMWHNH

LAST APPROVAL
DATE

11/27/91
10/10/95
08/31/90
10/27/95
nq/7n/OE

10/20/95
nA/vx/a:

04/02/63
12/29/95
09/13/95
10/16/87
10/24/95
02/23/94
09/25/95
08/01/96

10/14/94
12/29/95

1 0/?6/0C

05/24/8217/11 In?

03/31/94

09/20/95
04/29/94
04/29/93
09/30/06

02/03/87

12/19/93
01/07/87

17/21/95

DIV

600
600
600
510Ian

UNK
Ann

UNK
600
600
600
160
600
600
Lnn

UNK
600

3‘0

600[an

510

UNK
UNK
600Ann

600

bUU
520

520

 

POTENCY RANGE

0.05% - 10.5%

0,672

0.12

1.02 - 2.332
40.0%

0.45MG

0.049% - 0.562

0.006682 - 0.2832

0.0042 - 2.82

0.02132

0.138132
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LASTINGREDIENT
R UTE/DOSAGE FORM

SODIUg HYPOCHLORITEI (INFUSION); IRJECTIOH
ORAL1,SUS?EUSIOH

SODIUM IODIDE ,
IMTRAVEMOUS; POWDER, FOR IHJECTION SOLUTION

SODIUM L-CYSTEIMATE HYDROCHLORIDE
IHTRADISCAL} POWDER, FOR INJECTION SOLUTION

SODIUM L-LACTATE
EPIDURAL} INJECTION
IM - IV ° SC; INJECTION
IM ' IV; INJECTION
I RACARDIAC} INJECTION
I (IMFUSION); INJECTION
NERVE DLOCK; INJECTION

SODIUM LACTATE
CAUDAL BLOCK; INJECTION
IM - IV - SC: INJECTION
INTRACARDIAC; IMJECTIOH
IMTRAPERITONEAL; SOLUTION
NERVE BLOCK: INJECTION
TO?ICAL1 SOLUTION

SODIUM LAURETM SULFATE
ORAL: CAPSULE
ORAL; TABLET, COATED
TOPICAL) EMULSION, CREAM

SODIUM LAURETH-S SULFATE
TOPICAL} EMULSION, CREAM
TOPICAL} SHAMPOO

SODIUM LAURDYL SARCOSINATE
, TOPICAL} LOTION

SODIUM LAURVL SULFATE
SUCCAL/SUBLIHGUAL; TASLET
DENTAL; GEL
DEMTAL} PASTE

. ORAL} CAPLET
ORAL} CAPSULE
ORAL) CAPSULE, ENTERIC COATED PELLETS
ORAL} CAPSULE, HARD OELATIN
ORAL} CAPSULE, SUSTAINED ACTION
ORA11~DRDPS
ORAL: BRANULE '
ORAL} ?OHDER, FOR RECONSTITUTION
ORAL) SUSPENSION
ORAL! TABLET
ORAL) TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL} TABLET, COATED
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED‘

H'

CAS 3

007681529

007681825

000867561

000072173

001335724

009004824

000137166

000151213

,,PAGE 133

24

3

COUNT NBA

1

ww

1
1

1

1

I
2
1
2
2
1

I
1
I
1
I
1

I
1
1

1
1

1

1
1
1
1
6
1
5
7
1
1
1
2
7
5

10
3

APPROVAL
DATE

01/06/76

01/06/16
01/06/76

i7/7n/o:

05/03/95
04/25/95

04/28/95
01/05/78
10/06/95
01/04/95
06/23/95
05/15/90

DIV

600

bUU
600

E70

530
UNK

600
520
UNK
600
600
600

POTENCY RANGE

0.182

U .182
0.182

UTOOQO

.ISHG - 308.0HG

.OOQMG - 0.6MG

.012 ~ 0.0662

.OZSHG - 50.0HG

.SMG - 5.0HG

.SHG - 4.0MG

.39MG - 8.09MB
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE ram-1

SODIUM LAURYL SULFATE
ORAL: TABLET, FILH COATED
ORAL} TAILET. SUSTAINED ACTION
SUBLINOUAL) TABLET
TOPICAL: EHULSION, CREAM
TOPICAL) LOTION‘ .
TOPICAL: OINTHENT
TOPICAL] SPONGE
TOPICAL: SUSPENSION, SHAMPOO
VAGINAL} EMULSION, CREAM

SODIUM LAURVL SULFOACETATE
TOPICAL: SHAMPOO

SODIUM HETAOISULFITE
CAUDAL BLOCK; INJECTION
EPIDURAL} INJECTION
IH - IV - SC; INJECTION
IN - IV; INJECTION
INHALATION} SOLUTION
INTRACAROIAC} INJECTION
INTRANUSCULAR; INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IONTOPNORESISI SOLUTION
IUIINFUSION); INJECTION
NERVE ILOCKJ INJECTION
OPHTHALMIC} SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; CONCENTRATE
ORAL) SUSPENSION
ORAL] SYRUP
ORAL; TABLET

‘ sonwn PHOSPHATE

HI

I" ' IV) INJECTION
IH ’ IV} POWDER, FOR INJECTION SOLUTION
IN - IV} SOLUTION, INJECTION
INTRA'ARTICULAR; INJECTION
INTRAOERNAL; INJECTION
INIRALESIONAL; INJECTION

.r'ImSCOLARI INJECTION
‘IWLAR; POHOER. FOR INJECTION SOLUTION

INTRANENOUS} INJECTION
INTRAVENOUS PONOER, FOR INJECTION SOLUTION
IVIINFUSION I INJECTION
IVIINFUSION): POWDER, FOR INJECTION SOLUTION
NASAL} SOLUTION

OPNTNALNICJ SOLUTION

H'

CAS 0

000151213

001847581

007757746

007632055

“MOE 134

NBA LAST
COUNT NOA

N

H

M

NH

HMNQNWVUIQ‘JSHDINHNUINUIUIH
011‘ Hausa:

mHNvHAbe-umwmmasp-aHuN

APPROVAL
DATE

05/30/95
11/25/91
07/07/80
09/28/92
01/24/92
nn/nn/nz

01/10/91
09/19/85

10/13/87
02/26/93
04/10/89
17/16/OR

11/15/74
06/26/95
05/18/92

06/26/95
02/26/93
flX/nfi/aa

08/30/91
17/10/81

01/15/86

07/22/82
flfi/7R/n!

02/27/79
02/08/77

UI/UIIUJ

ALICH/bl

IcitU/uq
10/04/67

03/51/95

DIV

600
600
600
600
600
“MK

600
600

600
600
600
Inn

600
600
600

600
600
400

000
600

600

600
Inn

600
Sin

600

is“

£100
“Ni!

UNK

 
POTENCY RANGE

0.13MB - 4.5HG
1.76MB ‘ 15.0HG
0.01HG - 0.02MB
0.12 — 2.5%
0.252
0.152 - 1.0%

0.3% - 0.3332

0.052 - 0.1832
0.052 - 0.183%
0.1% - 0.152
0 “007% - 0.662

0.092 - 0.12
0.00252 - 0.66%
0.012 - 0.322

0.0242 - 1.02
0.05% - 0.52
0.017. - {3,37,

0.36HG
0.1% - 0.2%

0.2MG - 4.1HG

0.3% - 1.0x

0.58% - 1.02
0 7:2

0.29% - 0.58%

0.162

0.182

0.0752 - 0.812
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i INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

 INGREDIENT ' cns i NBA ' LAST APPROVALROUTE/nosAsE FORM » CGUNT NBA DATE DIV POTENCY RANGE

SODIUM PncsrfiATE ' 007632055
iOPHTHALHIC SUSPENSION ”“ n7/71/n1 cnn n av
ORAL: CAPSéLE
30RAL;“C08CE3TRATE
am; summon
out; susrsusmu
ORAL I SYRUP '
SOFT TISSUE} INJECTION
SUBCUTANEOUS) INJECTION
TOPICAI! LOTIOfl
TOPICAL! OIflTHEHT
TOPICAL: SUSPENSIO"; SHAMPOO

SODIUM PHOSPHATE DIHYDRATE
IH - SC} IRJECTIO”
SUICUTANEOUS: IHJECTION
SUBCUTAREOUS: POUBER; FOR INJECTION SOLUTION, LYOPHILI

SODIOH ?HOSPHATE BIBASIC 007782856
1” ' IV ' SC} IHJECTIOH
IH ' IV} IHJECTIOH
IH - IV! ?OHOER, FOR INJECTION SOLUTION
INTRA-ARTICOLAR; INJECTION
IHTRAIURShti IHJECTION
INTRADERHfiL) INJECTION «
IHTRALESIONAI; INJECTION -,
INTRAHUSCHLAR} INJECTION
INTRAHHSCHLfiR; POHOER, FOR INJECTIOM SOLUTION
IflTRAHUSCHihfiz SOLOTIOH: INJECTION
INTRASYHOYIKL: IHJECTION, SUSTAIREB ACTION

O8/18/78 36H

10/51/95 600
02/27/79 600
85/30/86 510
05/30/89 UNK

.582 - 1.0%

.242 - 0.3782

.22
 GOO

07/01/91 510 0.24%

35/09/91 600 3.242 - 1.7462
12/11/95 600
12/31/74 UNX 0.71% - 1.02
67/11/76 ‘3“ n 717

NNHMNHNHNHmeDOHQI‘NOHWNU‘NN‘AU‘O‘HHHUMHMNANNNMHNW 12/31/14 UHK
02/13/74 600
10/17/85 510

at: ux H»-

INTRAV , 1 IHJEETIOR 1 11/23/94 160 0.0 X - . Z

§eg53¥usxoflg ngg§§%rgga INJECTInu SOLUTION 02/07/95 180 25 1 6, ; 2 02/ 6/ 3 0 . a - . a
IV(INFOSION); POHDER, FOR INJECTIGN SOLUTION oa/gtlgs ign 3:”238’ 1 746/
OPHThAtggéuTégfuTIOH 2 uq123/95 600 0.07% - 1.212
OPHYHALMIC; SUSPEMSION 1 11/10/93 UNK 0.052 - 0.866%
ORAL; CAPSULE 0 08/18/95 600 35.0HG - 500.0MG

A ORAL: 5016110" 12/22/94 600 0.52
1 ,7; 19/97/o1 Inn A 17 - o_9z

 
HSFENSION

 

01/17/78 600 2.1MG - 59.745686

01/15/35 qu u.u/z ~ u.3z

04/13/67 :1U 0.2% - 0.378%zxn
snacutafitbus POWDER FOR INJECTION SOLUTION 11/17/41

', snicuTAfizous; SUSPENSION, INJECTION
' “y'yTOfICfi/L} 51401510“, CREAH

 
12/18/90 UNK 0.06% - 1.8% 

H‘
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CA5 ;

"I

san

ROUTE/DOSAGE FORM

SODIUN PNOSPNATE. DIBASIC 007782856

TgPICALI LOTIONT PICAL; SOLUTION
TOPICIL; SPONGE

’sonxun PHOSPHATE, nlnAsrc. Anuvnaous
IH - IV) PONOER, FOR INJECTION SOLUTION
INTRAHUSCULAR; PONBER, FOR INJECTION SOLUTION
INTRAVENOUS: INJECTION
IV(INFUSION)1 INJECTION
IVCINFUSION); POWDER, FOR INJECTION SOLUTION
OPHTHALMIC} SOLUTION
OPHTHALMIC: SUSPENSION
ORAL: SUSPENSION
ORAL] SYRUP
SUBCUTANEOUS} POWDER, FOR INJECTION SOLUTION, LYOPNILI
TOPICAL: GEL

SODIUM PHOSPHATE, OIBASIC, OIHYDRATE 010028247
IN - IV; INJECTION
IV(INFUSION)3 INJECTION
ORAL; CAPSULE. ENTERIC COATED PELLETS
ORAL} POWDER. FOR RECONSTITUTION

SODIUM PHOSPHATE: BRIED
OPHTHALMIC; POHDER, FOR RECONSTITUTION
TOPICAL} EHULSION, CREAM
UN PHOSPHATE, NONOBASIC 007558807
IN ' IV! INJECTION
IN ' IV; POHDER. FOR INJECTION SOLUTION
INTRA‘ARTICULAR} INJECTION
INTRAIURSALI INJECTION
INTRADERNAL) INJECTION
INTRALESIONAL; INJECTION
INTRAHUSCULAR; INJECTION
INTRANUSCULAR) POWDER, FOR INJECTION SOLUTION
INTRANUSCULAR} SOLUTION, INJECTION
INTRASYNOVIAL} INJECTION, SUSTAINED ACTION
INTRAVASCULAR; INJECTION
INTRAVENOUS) INJECTION
INTRAVENOUS; SOLUTION
INTRNVESICAL} SOLUTION
IVCINEUSION)! INJECTION
IVIINFUSION); POWDER. FOR INJECTION SOLUTION
IVCINEUSION); SOLUTION. INJECTION
OPNTNALNICI SOLUTION
OPNTNNLHIC) SUSPENSION
ORfitt'CONCENTRATE

7’ ‘ORMJ SOLUTION
ORAL; susrsusxon , 7_

,,,'PAGE 135

NBA LAST
COUNT NDA

pa

H

N

h‘urdmt:Huxuwthmcuhuau~Jw>awhnahaHrdFHHF-HwpuhnuuuauuunrnmNruw
APPROVAL
DATE

1nl77/89

01/01/81

11/10/07

n7/73/7A

03/31/95
07/29/94

08/29/89
11/30/92

12/05/88
10/17/85

08/29/78
12/28/90flé/T7/7R

08/29/89
nalo7ln:

04/28/95
nolva/nc

05/28/86

DIV

UNK

DCU

LOO

160

600
600

600
600

600
510

160
5101Ln

600
“NM

600
“NY

UNK

 
POTENCY RANGE

04392 - 1.59%

17.5MG - 139.2HG

0.072%

0.03972 - 0.4262

.52 - 1.2%

.6MG - 12.8MGWC)

0.342 - 1.162

.Ollsz - 0.01252

.01252 - 0.9%CD

0.48% - 0.52
4 ans

0.012 ' 0.721%
0 036% - 0.37%
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1.,

‘ INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM PHOSPHATE, HONOBASIC
ORAL) SYRUP
ORAL: TRBLET
OTICI‘SOLUTION
SOFT TISSUE} INJECTION, SUSTAINED ACTION
SUICUTANEOUS) INJECTION
SUBCUTANEOUS; POHDER, FOR INJECTION SOLUTION
TOPICAL: EHULSION, CREAM
TOPICAL} LOTION
TOPICAL; SUSPENSION, SHAMPOO
VAGINAL; EHULSION, CREAM

SODIUM PHOSPHATE. HONOBASIC. HONOHYORATE
IH - IV) INJECTION
IH - IV} POHDER, FOR INJECTION SOLUTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION, LYOPHILI
INTRAVASCULAR; INJECTION
INTROVENOUS; INJECTION
INTRAVENOUS; POHDER, FOR INJECTION SOLUTION
INTRAVESICNL} SOLUTION
IV‘INFUSION); INJECTION
IV(INFUSION)I POHOER. FOR INJECTION SOLUTION
OPHTHALMIC) SOLUTION
OPHTHALHIC} SUSPENSION
TOPICAL; EMULSION, CREAM
TOPICAL LOTION, AUBHENTED
URETERA 3 SOLUTION

sonxun ruosruArs. TRIBASIC
ORAL) POWDER, FOR RECONSTITUTION

sonzuu PROPIONATE
ORAL; CAPSULE
ORRL; CAPSULE, SUSTAINEO ACTION
ORAL] POHDER, FOR RECONSTITUTION
ORAL; susreusxau
ORAL: svnur

SODIUM PYROPNOSPHATE
zutnavsuous; INJECTION
xutnuvsuous; rounea, son INJECTION SOLUTION

scbzun PYRROLIDONE CARBOXYLATE
IOPICAL LOTION

suntan STAR GLYCDLATE
cant; cavnsr ,
0:51: CAPSULE
cant: CAPSULE, COATED PELLETS
ORAL: CAPSULE, HARD GELATIH
cant; CA?SULE, SUSTAINED ACTION
ORAL; TABLET

ORAL; TABLET (IMHED./COHP. RELEASE), UNCOATEWI

H’

CAS 3

007558807

010049215

007601549

000137406

007722885

00906338f

PAGE 137

NO A LAST
COUNT NDA

H

04

U1 *hv‘wfiflflwN:dNbhnnp
\l O

ANHNHWWNWNHNNHNNNMNmNWHI-OHN
APPROVAL
DATE

06/19/62

11/17/9311/7n/oo

01/10/91
07/16/93

07/08/87

‘11 /73/94

07/08/87
03/31/95
10/24/91
11/10/93
07/10/84

10/19/95

12/20/95
02/14/94n1 IT n/na

04/18/84

10/20/76

11/26/85

12/20/95

12/28/95
01/06/95

DIV

UNK

510“MI!

600
600

600

160

600
600
600
UNK
UNK

520

520
600
£00

UNK

160

600

520

600
600

 
POTENCY RANGE

DD

GOOH

.072

.012 - 0.45%

.11199Z

.0452 - 0.42

.IZ ' 0.5362

.2652

.1252 - 0.3%

.02

.42

.OHG - 134.0HG

.031MG ‘ 738.0HG

.OGMG - 4.5HG
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INGREDIENT

ROUTE/DOSAGE FORM

SOOIUH STARCH GLYCOLATE
ORAL} TABLET, COATED
ORAL} TADLET; DELAYED ACTION, ENTERIC COATED
ORAL: TASLET, ENTERIC COATED PARTICLES
ORAL; TABLET, FILM COATED
ORAL} TAILET: SUSTAINED ACTION
ORAL-21: TABLET ‘
ORAL-281 TABLET
SUBLINGUAL) TABLET

SODIUM STEARYL FUHARATE
ORAL; CAPSULE
ORAL] TABLET
ORAL: TABLET, SUSTAINED ACTION

SODIUM SUCCINATE
ORAL: CONCENTRATE

SODIUM SULFATE
OPHTHALMIC} SOLUTION
OPHTHALMIC) SUSPENSION

SODIUM SULFATE, ANNYOROUS
INTRAHUSCULAR; INJECTION
OPHTHALMIC; SOLUTION
ORAL) TABLET

SODIUM SULFITE
EPIDURAL; INJECTION
IM ' IV: INJECTION
INHALATION: SOLUTION
INTRA-ARTICULARI INJECTION
INTRALESIONAL; INJECTION
INTRANUSCULAR; INJECTION
INTRAVENOUS} INJECTION
IVtINFUSION); INJECTION
ORAL; CONCENTRATE
ORAL; SUSPENSION
OTIC; SOLUTION

. SOFT TISSUE: INJECTION
TOPICAL} EMULSION, CREAM

SODIUM TARTRATE
IM ' IV: INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS) INJECTION
INTINFUSION); INJECTION

SODIUMWTHIOGLYCOLATE
SUSCUTANEOUS; INJECTION

SODIUM TNIOSULFATE
INTRAVENOUS} SOLUTION
OPNTNALMICI SOLUTION
OPNTNALMIC; SUSPENSION

Ht

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 3

H '

009063381

000150903

007727733

007757826

007757837

000868188

000367511

010102177

PAGE 138

NBA LAST
COUNT NBA

27
3
1

32
4
1
4
5

1
10

OS‘OP‘N.ANDAMHNHMNANHMMO‘HFIND-lPINHH

APPROVAL
DATE

06/25/95fit [1 6/0:

12/27/95
08/19/91

03/29/16
02/26/88

03/28/95

05/25/94

12/13/84

05/13/88
09/16/83
04/09/86

09/15/85
11/06/91
07/08/87
04/27/83

08/29/89
12/05/88
06/15/90
08/29/89

oS/bé/éi
09/29/39

DIV

600:50

150
“NR

510
600

110

600

600

600
600
600

bUU
UNK
600
600

600
600
160
600

256
UNK

POTENCY RANGE

1 .ZHG - 32.01MB
10.0MG - 21.0MG

1
o

GOG

DH£7ch
00

.SHG - 53.0MG
.7GMG - 31.3NG

.7HG - 2.0MG

.BHG - 6.0MG

042

.1522

.DBX - 0.152

.0252

.lx

.032 - 0.1%

.ISZ - 0.22

.12

.UISZ ~ 0.049932

.22

.475Z ~ 1.22

.22

.09022 - 0.312

.12 - 0.32%
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'H

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

INGREDIENT
ROUTE/DOSAGE FORH

SODIUH THIOSULFATE
ORAL) CAPSULE
ORAL} SOLUTION
ORALI TAILET

SODIOH THIOSULFATE, ARHYOROUS
INTRAVENOUS] SOLUTIOH
ORAL] SOLUTION '
ORAL} TABLET

SODIUM TRIHETAPHOSPHATE
INTRAVEROUS; 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, ENTERIC COATED
SUBLINOUAL} TABLET
TOPICAL: EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTHENT

SORBITAN HONOLAURATE
OPHTHALMIC} OIHTMENT
ORAL} GRARULE, EFFERVESCENT
ORAL} SUSPENSION
ORAL} SYRUP

SORBITAN KONOOLEATE
ORAL] TABLET
ORAL: TABLET. DELAYED ACTION, ENTERIC COATED
ORAL; TABLET. FILM COATED

. TOPICAL: EHULSIOH, CREAM
TOPICAL; Lorzau

, Invlcat;;ozuruen1
soaxirauzanuarntuzrars

zuzaaaasgflLAa; INJECTION
raricA£1iEMULsxou, CREAM

,raaz;A£;_Lntzou
SORBITAOIHONBSTEARATE

TOPICAL} EHULSION. CREAM
roam; LOTION
TOPICAL1'OINTHENT

H’

CAS 3

810102177

007772987

007785844

008042511

000110441

005959897

005938385

001338405
 

001338416

,[1 gfifise 13§

NDA LAST
COUNT NBA

1
4
1

3
4
1

1

1
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
,04/17/73

10/10/85
12/23/88
11/05/92

UQIUfl/Bi

04/16/81
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

URK
600
600

hull

600
600
600
600

600

520

520
UNK

E70

600

600
600

POTENCY RANGE

9-2132

0.22

0.12 - 0.1162
0.12
0.01MB - 0.55MB

QKSdKS

NC

onaD

.16MG

.052 - 0.22

.12 - 0.22

.12

.DMG

.252 - 2.52

.02

.052

.080052 - 0.452

.252 - 5.22

.142 ‘ 2.52
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INACTIVE IRGREDIEHTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ,, H ' CAS 3 NBA LAST APPROVAL
ROUTE/DOSRBE FORM COUNT NDA DATE DIV POTENCY RANGE

SORBITAN HUHOSTEkRATE ” ' 001338416
TOPICAL: SDLUYIOfl ,
TOPICA£159?P051708Y
VABIHfiL; EHULSIGR, CREAH
VABIHAL: SUPPOSITORY

SORBIT‘N SESQUIOLEATE ‘ 008007430
TOPICAL} DIHTHENT 03/31/95 600 0.52 - 2.02

SORIITAN SOLBTIDN
ORAL: COHCEKTRATE ,
ORAL: SUSPERSIOH

SOACIIAN TRIOLEATE 005960065
IRAALATIOM; AEROSOL, METERED
HASALI AEROSOL. HETERED
ORAL; TABLET

SORBITOL 000950704
BUCCAL eon, CHEHIHG
XHIRA-ARTICULAR; INJECTION ,
IuTAALESIouAL; IRJECTIUN
INTRAfiuscuLAR:INJECTION
IuTnAsvnOVIAL; INJECTION
mmmaunus: IHJECTION
1v<1nruslou); INJECTION, .
NASAL: SDLUTIOH .,
NASAL: svnav, nsTCREO
ORAL; CAPSULE ‘
ORAL; CAPSULE, SOFT CELATIN
ORAL: CBRCERTRATE
ORAL: CAAHALE, ran RECONSTITUTIUH
ORAL: satmmfi
ORAL: SGLUTION. ELIXIR
ORAL: snsrsusxou
owuxsmWP 1

AAL: TABLET A
RAL: TACLET. COATED

ORAL] TAJLET, FILH COATED
~ ORAL; IABLET SUSTAIAED ACTION

;RE£TAL3sflSPéfiSIOR
,SQILIRCCAL; TABLET
' 3C3£"~£HHLSIOH, CREAH

'LBYION
WTAALET

,CULAa; INJECTION
IATAAL£SIOAALT INJECTION

AAACSCCLAR; INJECTION
SERAY. METERED1 AL;

ORAL:COACEHTRATE

12/21/95 520 2.0%w~nuw
w .L\

12/30/92 UNK 0.52H

U'iI-‘HV-IHhit—INN.“HNMNNGNOWNAQHNHNNHNNNHNN“H
06/08/92 UNK
02/17/84 600 45.0Z
07/17/86 Ann 6: n7

02/11/89 600 45.0% ‘mh
nn/TAIa: 11a 5 av - 7.142

05/18/70 510 2.52

Ullbfl/Vb 600 51.1HG - 71.2236
03/08/94 180 66.82MB
01/30/97 Ann 30.0% - 60.02

10/31/95 600 35.02
04/23/64 UNK
02/12/86 520 70.02
09/17/93 530 5.02 - 72.02
11/01/85 600 0.0048M - 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
07/20/08 600 5.0% - 30.0%

 
'PAGE 140 .

11‘
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INGREDIENT
ROUTE/DOSABE FORM

SORBITOL SOLUTION
ORAL; DROPS
ORAL; SOLUTION
ORALI'SOLOTION, ELIXIR
ORAL} SUSPENSION
ORAL} SYRUP '
RECTAL) SUSPENSION
TOPICAL; CREAM, AUGMENTED
TOPICAL) EMULSION, CREAH
TOPICAL} LOTION
TOPICAL) OINTHENT

SOYBEAN OIL
INTRAVENOUS} EMULSION, INJECTION
INTRAVENOUS; INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION. LYOPHILI
ORAL} CAPSULE
BRAL} CAPSULE, SOFT BELATIN

SOYBEAN OIL, NYDROGENATED
ORAL} CAPSULE
ORAL: CAPSULE. SOFT GELATIN
ORAL) TABLET; COATED

SPEARHINT OIL
ORAL; SOLUTIONA
ORAL; SYRUP
TOPICAL; OINTHENT

SPECTRABLEND CSL-15764 (BLUE)
ORAL} TABLET

‘ SPERHACETI

TOPICAL} EHULSION, CREAH
SOUALANE

TOPICAL: EMULSION, CREAM
STANNOUS CHLORIDE

INTRAVENOUS; INJECTION
INTRAVENOUS: PONDER, FOR INJECTION SOLUTION

- IV(INFUSION)1 INJECTION
STANNOUS CHLORIDE, ANNYDROUS

INTRAVENOUS} INJECTION
IV(INFHSION); INJECTION

STANNOOS FLOORIDE
INTRAVENOUS} INJECTION

STANNOOS;TARTRATE
- “filamentous: INJECTIONSTARfifliia
‘-‘3uccatlsu:tzneuau TABLET
zunmsceum mecnou

"ORALI cAPLET
ORAL: CAFSULE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS 1

003959533

008001227

008016704

008008795

008002231

000111013

010025691

007772998

007783473

000815850

009005258 

I - PAGE 141

NBA 4 LAST
COUNT NDA

APPROVAL
DATE

12/22/94
10/27/92
09/15/95
07/17/95
37/17/nn

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
103.0HG - 216.84MG

1.0MG
7.579HG - 15.16HG

3~OHG

0.0022

0.7% ' 11.0%

2.0%

0.00062

2.65%

InnoPharma Exhibit 1080.0146



m

INGREDIENTROUTE/DOSAGE FORM

STARCH
ORAL}
ORAL}
ORAL:
ORAL;
ORAL;
ORAL;
ORAL:
ORAL:
ORAL:
ORAL:
ORAL:
ORAL}

CAPSULE, ENTERIC COATED PELLETS
CAFSULE, SUSTAINED ACTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

BRAMULE, FOR RECONSTITUTION
SUSPENSI
SYRUP
TABLET
TABLET (IMMED./COHP. RELEASE), UNCOATED,
TABLET;
TAILET, DELAYED ACTION, ENTERIC COATED
TABLET.
TABLET,
TAILET,

OH

COATED

DISPERSIBLE
FILH COATED
SUSTAINED ACTIOR

ORAL'le TABLET
ORAL'ZBI TABLET
SUDLINOUAL} TABLET
VAOINAL) TABLET

STARCH 1500, PREGELATINIZED
ORAL:
ORAL)

CAPSULE
TABLET

ORAL: TABLET, COATED
ORAL; TAOLET,

STARCH 1551
ORAL; TABLET

STARCH; CORN
IUCCAL} TABLET
ORAL!
ORAL:
ORAL:
ORAL!
ORAL)
ORAL!
ORAL:
ORAL;
ORAL;
ORAL;
ORAL!
ORAL;
ORAL:
ORAL;
ORAL:
ORAL:

CAPSULE
CAPSULE;
CAPSULE, SUSTAINED ACTION
CONCEHTR
DROPS
PASTILLE
POWDER, FOR RECONSTITUTION
SUSPENSI
TAILET
TADLET (IHHED. ICOHP. RELEASE), UNCOATED,
TABLET.
TADLET: DELAYED ACTION, ENTERIC COATED
TAJLET:
TAOLET;
TABLET;
TASLET.

FILM COATED

HARD GELATIN

ATE

0H

COATED

DISPERSIBLE
FILM COATED
REPEAT ACTION
SUSTAINED ACTION

ORAL-211 TABLET
ORAL-28; TABLET
SUBLIROUAL} TABLET
VAOINAL} TABLET

W

CAS #

009005258

PAGE 142

RDA LAST
COUNT NDA

N ordu
H

W NF‘0NUPQA(##Cwab
H 0

a

HHNmo “boAHNmHNmmowmeme

APPROVAL
DATE

02/08/95

11/22/95
06/28/89
06/23/95n7/on/nn

03/14/95
08/21/92
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/én/nn

11/30/95
01/04/95
02/28/95na/nL/AI

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
600Hwy

600
UNK
600
600
110
600

600
600
600
600

600

600
600
600

lfln

600
600
600
inn

UHK
UNK
600
510
600
600
520

 
POTENCY RANGE

0.64MG - 120.0HG

0.023HG - 257.6HG
25.75HG - 170.0HG
4.0MG ' 209.0MG
20.0HG - 58.0HG

2.0MG ~ 88.0KB
0.21MG - 32.0HO
6.2MG - 11.125HG
1.0HG - 10.0HG
3.0HG - 28.611H8
25.0H8 - 57.5MG

20.0MG - 143.0M8
1.5H8 - 333.0HG
9.2HG - 22.0MB
59.5HG - 78.4HG

4.0MG - 33.75HG

0.1526H
10,0HG ‘ 289.2HG

0.0558H
50.0MG - 117.0HG
0.63HG - 285.0H8
40.6MG - 94.08MB

5.6MG - 88.0MG
20.0HG ‘ 30.0H8
14.66MG - 187.5MG
24.6MG
6.5MG - 30.1HG
3.2HG - 50.6HG
50.0HG - 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] TADLET, 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 (IHMED./COflP. RELEASE), UNCOATED,
0 AL} TABLET, COATED
ORAL; TADLET, DELAYED ACTION, ENTERIC COATED
ORAL) TABLET, DISPERSIBLE
ORAL} TABLET, FILH COATED
ORAL} TADLET, SUSTAINED ACTION, COATED
ORAL-21) TABLET
ORAL-28; TABLET
SUILINGUAL; TABLET

STARCH, PREBELATIHIZED CORN
ORAL} CAPSULE
ORAL) TABLET
ORAL) TABLET (IHMED./COHP. RELEASE), UHCOATED,
ORAL} TABLET, COATED
ORAL} TABLET, DELAYED ACTION, ENTERIC COATED
ORAL} TABLET, FILM COATED

STARCH, PREGELATIRIZED TAPIOCA
ORAL; TABLET

STARCH, RICE
ORAL; TABLET, SUSTAINED ACTION

STARCH, TAPIDCA
'ORAL3 TABLET

STARCH, WHEAT
- ORAL: CAPSULE, susrnxnsn ACTION

ORAL: TABLET
ORAL; TABLET, COATED

STEAK-y-HET c
,oaAL: TABLET

SIEAR-n-wer u
cant, CAPSULE
ORAL: TA8L£T
ORAL; TABLET, FILM COATED

“1

CAS A

' PAGE 143

“DA LAST
COUNT NBA

p.-

M
\J‘4Ahaunamhawwawhummruwwuubuuwrams:M

NH

01H

whoaAHun“HHwmunflw

APPROVAL
DATE

09/06/95
02/25/92

10/18/95
05/03/95
05/29/92

12/29/95

allfioln:

fiQ/70/Qfi

OllUé/YZ
07/03/92
08/11/81

fl6/28/91
12/29/95

11/25/88
12/31/92

OTIOG/QE

08/31/94

12/28/90
05/17/94
02/16/95

DIV

510
600

£66
530
110

600

Lnn

Ann

510
510
600

600
600

600
180

snn

600

600
600
600

POTENCY RANGE

12.0HG — 77.0MG
11.88MB - 13.26HG

2.7HG ‘ 360.0MG
41.9HG - 81.0HG
82.03MG - 141.75HG
1.22

0.005MG - 435.0MG

15;
1f)

10
10
12

50

.OMG

.DHG -

.OHG -

OHG -

“HF: -

0H6 ~
2.éHe — 4

45.0MG

141.0HG

' 22.25MG
22.5HG
43.0HG

161.1HG
82.0MG

6.25HG - 12.5MG

0.25MG - 0.75MG

6.0HG - 12.0KB

0.65MB - 14.0MG
0.03MG - 31.5HG
0.75fi6 - 8.0HG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 1
ROUTE/DOSAGE FORM

STEARALKONIUH CHLORIDE , 000122190
TOEICAL'ZLOTION '

STEARALKONI HECTORITE/PROPYLENE CARBONATE
TRANSOERMAL: FILH, CONTROLLED RELEASE

STEARAHIDOETHVL DIETHYLAEINE
TOEICALz EHULSION, CREAM
VAGINAL. EHULSIDN, CREAM

STEARETH 0090356219
ORAL; TAELET
TOPICAL; EMULSION, CREAM
TOPICAL; OINTHENT

STEARETH-IO
RECTAL: EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, AEROSOL FOAM

STEARETH'IOO
TOPICAL} OINTHENT

STEARETH-Z *
TOPICAL} EMULSION. CREAM
TOPICAL; LOTION
TOPICAL) OINTMEHT

STEARETH-Zl
TOPICAL; EMULSION, CREAM

STEARIC ACID , 000057114
IHPLANTATION} PELLET
ORAL! CAPLET
ORAL: CAPSULE
ORAL; CAPSULE. SUSTAINED ACTION
ORAL] POHDER, FOR RECONSTITUTION

ORAL; SYREETORAL} TAB
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'ZI; TABLET
ORAL-281 TABLET
SUBLIHBUAL: TABLET

ATOFICALIiEHULSION. CREAM 5
TOPICAL: LOTION

~‘TOEICAL3 OINTHEHT
TOPICAL: SOLUTION
VAGINALI EMULSION, CREAM
VAGIHALI TABLET

 

'9 PAGE 144

1‘1 ‘

NDA LAST
COUNT NBA

1

1

I
4

l
1
1

1
1

1

2
1
2

2

1
1
9q
4
1
1

586
q

29

HN

“N

5
2
1
3
6
1
q
q
7
2
3
1
9
3

APPROVAL
DATE

06/09/86

{10 IOfi/O?

12/29/93

69/04/92

10/18/95
05/10/93

11/22/95
01/04/95
09/10/87
06/29/95
nnlac/ox

10/31/91
04/28/95

11/1I193
04/16/81
04/29/94
12/07/92
12/23/83

1.10] 11/74
10/17/85

DIV

600

”Ml!

UNK

UNK

600
180

600
600
600
600
Ann

180
600

2111.1
600
600
UNK
600

DCU
600

 

POTENCY RANGE

0.52 - 0.82

2.752

2 52 * 5.0%

.0452

.8777HG - 2.367HGDC)

.OOI3856M - 0.0066M

.OHG - 15.0MG

.6MG ‘ 42.4KB

.OMG - 6.3HGNQNC’

.975HG - 18.0HG

.17MG - 150.0HG

.OOSHG - 0.65MG

.BHG - 5.049MG

.22 ‘ 22.52

.OOSGZ - 2.02

.02

.OZ - 14.02
2.0MG - 32.0HG

HMWGNQCJHO

InnoPharma Exhibit 1080.0149



INACTIVE INGREDIENTS FDR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ,' , CAS 0 NBA LAST APPROVAL
ROUTE/DOSAGE FORH COUNT NDA DATE DIV PGTENCY RANGE

000112925
  

STEARYL AL
ORAL} T ET; COHTRBLLEB RELEASE
ORAL} , SUSTAIflED ACTIBfl
TOPICAL} 5831510", CQEAH '
TGPICALI LATIOR ’
TOPICAL; OINTHENT
VABIHAL: EMULSION, CREAM

STEARYL CITRATE 001337333
TOPICAL} OINTHENT

SUCCIHER 000304552
INTRAVENOUS; INJECTIDR

SUCCINIC ACID 000110156
INTRAVEHOUS; INJECTION
ORAL: CBRCENTRATE
ORAL; POHUER, FOR RECONSTITUTION

SUCRDSE 000057501
lUCCAL/SUlLINGHAL; TABLET
INTRAVEHOUS} SUSPERSION, INJECTIGR

09/09/87 600 246.0HG
06/13/95 600 1.02 - 30.02
09/30/92 UHK 0.2% - 6.0%
08/08/83 UHK 0.000752 - 8.02
12/21/95 520 6.02 ~ 7.02

 
Hm

thmhuucumanuhndwthHHwLn¢\anhow 10/31/93 600 0.22 
ORAL: CAPSULE 2 09/11/92 530 5. - .

~8221’ 2:533:5' s5;$:;§.5°2z$£.5611575 ”"6 “13 ‘55”61 , , 5 02/08/95 Unh 0.002HG ‘ 236.1HG

3:21: :22:§“**“IE . éé¢§§$3§ 32° 1°-oz - 71'941
ORAL: GRAXULE . 1g n‘/1:/nn (fig 30.04
ORAL: GRARHLE FOR RECORSTITUTIOH, CR
ORAL} GRAflULE; FOR RECONSTITUTIOR
ORAL] PASTILLE

*ORALI POHBER

17/73/93 570

12/05/88 510 0.0063682
ORAL; P ER, Fan RECONSTITUTIOM 61 12/20/95 520
DEAL; 50L 103 13 11/17/95 530 20.02 - 60.02
ORAL: SOLUTION, ELIXIR 20 04/29/93 600 12.52 — 29.752
ORAL; SUSPEESION 42 09/15/99 “NV 25.52 - 60.02
0RAL: SUSPENSIGA, SUSTAIRED ACTIBN 1

99 19/28/99 600 23.96592 - 82.1052om; snap
ORAL) TA’LET 159 10/06/95 UNK 0.03256H - 0.96“

 
 

 
 

 
 

ORAL; TAILET {Ii-MED. ICOMP. RELEASE), UNCOATED, 7 09/11/95 sou 1.2% ~ 2.46M
. MLTMLET, COATED 58 02/25/92 sou 2.0m; - 300.0HG, 7 DELAYED ACTION, ENTERIC COATED 2 nun/m mm A am:

2,., ~ vs. :éé2.%°zz$?.. 1, , . 2 03/31/31 unx 129551119
figfit :fiILET SUSTAIHED ACTION . 14 01/06/95 600 63.9Me - .
9331 153157: UfiCOATED, TROCHE 1 262 one

3;. 7 1W 7
,, , 1

Ixefiat; TABLET 1 ‘\
Torin/«Li OINTHEHT 1 , 

H'

InnoPharma Exhibit 1080.0150



‘INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

SUCROSE POLYESTERS
TOPICAL POHDER; FOR RECONSTITUTION

SUCROSE ST TE
ORAL: CAPSULE, SUSTAINED ACTION

SUCROSE SYRUP
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
0 AL; TABLET

SUGAR COHPRESSIBLE
ORAL! CAPSULE
ORAL: TABLET
ORAL] TABLET (IHHED./COHP. RELEASE), UNCOATED,

SUGAR CONFECTIOHERS
ORAL; CAPSULE
ORAL} CAPSULE, UARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
oRAL; TARLET
ORAL; TABLET (IHHED./COHP. RELEASE), UNCOATED,
oRAL; TABLET; COATED
ORAL; TAnLET, DELAYED ACTION, ENTERIC coarsu
oRAL; TasLET, SUSTAINED ACTION
ORAL-21; TABLET ' .
oRAL—za; TABLET ‘a

I sueAR FRUIT FINEORAL; rounER, FOR RECONSTITUTIDN
2 ORAL; TATLET

SUGAR LGuxn TYPE #0
ORAL; szur

SUGAR NON-PAREIL sssns
ORAL} CAPSULE
ORAL: CAPSULE; ENTERIC COATED PELLETS
ORAL; CAPSULE. SUSTAINED ACTION
ORAL; TABLET

SUGAR/STARCH INSERT GRANULES
ORAL} SOLUTION: ELIXIR

' ORAL) SUSPENSION
SUGkRS (UNIDENTIFIED)

ORAL} CAPSULE; COATED PELLETS
03kt: CIPSULE. ENTERIC COATED PELLETS
ORAL} CAPSULE; SUSTAINED ACTION ‘
ORAL} CBHCENTRATE

”ORALtfPOHaER. FDR RECORSTITUTION
ORAL1,SOLUTION
ORAL: SOLUTION; ELIXIR

L1 SUSPENSION
RAL: SYRUP

 
{16/77/143 RIO

01/15/95 600

05/16/89 600 150.0HG ‘ 270.0MG
01/16/84 600 ,
06/28/89 600 258.0HG - 623.5HG

05/16/89 600 319.81HG ' 527.425HG

Ofi/16/91 690 2.28HG - 90.0MG
06/28/89 600 555.0HG - 737.5HG
D¢/10/87 600 10.0MG - 54.9HG

u1/uu/y3 bUU 117.6HG - 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

nT/xn/qT Tnn 314.57HG - 388.5MG

NaxwwmuwwwwT—u-ANNwN43NNNNmHummT-awuNNMMoat-‘NWH 01/09/92 110 30.0MG ' 60.0HG
HG

in/10/73 600
03/25/92 sou 5.02

 
' :4C,’ 09/26/89 530
,, PAGE 146 ,

“I V

H’
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”I

INGREDIENT

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

:ROUTE/DOSAGE FORN

SUGARS (UNIDENTIFIED)
€0RAL:
ORAL} TADLET (IHHED./COMP. RELEASE), UNCOATED,

TADLET

RECTAL: SOLUTION
SULFURIC ACID

EPIDURAL; INJECTION
IN - IV} INJECTION ‘
INHALATION; SOLUTION
INTRAHUSCULAR: INJECTION
INTRAHUSCULAR; SOLUTION, INJECTION
INTRAPERITONEAL: INJECTION
INTRATHECAL: INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION); INJECTION
IV(INFUSION)I POWDER, FOR INJECTION SOLUTION
IV(IHFUSION); SOLUTION, INJECTION
OPHTHALMIC} SOLUTION
OPHTHALMIC; SUSPENSION
OTICJ SUSPENSION
TOPICAL} EMULSION, CREAM

SULFUROUS ACID
INTRAHUSCULARJ

SUPPOCIRE
INJECTION

VACINAL) SUPPOSITORY
SYNCNRON ORAL CARRIER

ORAL; TABLET, SUSTAINED ACTION
SYNCHRON ORAL CARRIER VEHICLE TYPE EH

RAL; TADLET, SUSTAINEO ACTION
TAGA use

ORAL}
TALC

ORAL;
ORAL:
ORAL;
ORAL;
ORAL:
ORAL!
ORAL;
ORAL:
ORAL:

, ORAL}
ORAL:
ORAL:
ORAL:
ORAL:
ORAL:

SOLUTION

CAPSULE
CAPSULE,
CAPSULE,
CAPSULE,
CAPSULE,
DROPS
BRANULE;
SOLUTION
SYRUP
TABLET
TABLET {
TABLET,
TABLET:
TAOLET,
TABLET,

COATED PELLETS
ENTERIC COATED PELLETS
HARD GELATIN
SUSTAINED ACTION

ENTERIC COATED
. ELIXIR

IHMED./COMP. RELEASE), UNCOATED,
COATED
CONTROLLED RELEASE
DELAYED ACTION, ENTERIC COATED
ENTERIC COATED PARTICLES

CAS A

007664939

007782992

008043150

014807966

PAGE 147

NBA LAST
COUNT NBA

7
2
2

4
35

7
10

1
1
4

16
1

17

H H

A

N m
'“m*‘OUHNHFHdFNthM*8HwmMmwrouUH4H

5

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/aa/ca

06/26/95

05/25/94
08/18/88
09/29/87

02/21/85

[TA/11 [QC

05/10/95
12/06/95
09/11/95

09/29/95
05/14/82
05/19/92

UD/ 13/‘13

DIV

UNK
600
600

600
600
600
600

600zTn

600

600
UNK

é?!“

600

mm

180
530
110

600
520
110

Bit]

POTENCY RANGE

19.544HG ~ 97.244HG
96.65MB - 1438.0HG
6.02

184.3MG - 475.0HG

0.95MB - 94.2HG

6.4HG - 40.0HG
0.1HG - 122.06HG

.OOZGH - 0.0086"

.OHG - 18.0HG

.OIMG - 25.0HG

.7HG - 33.3HG1"(3&0
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INGREDIENT
ROUTE/DOSAGE FORM

TALC
ORAL} TABLET; FILM COATED
ORRL;,TA3LET, REPEAT ACTION
ORAL} TABLET, SUSTAINEO ACTION
ORAL-211 TABLET
ORAL'ZB} TABLET
SUOLINGUAL; TABLET
TOPICAL: LOTION
TOPICAL: OINTHENT
TOPICAL} POHDER
JUPICAL) SHAMPOO

TALL OIL
TOPICAL} SPONGE

TALLOH GLYCERIDES
TOPICAL} EHULSION, CREAM

TARTARIC ACID
INTRAVENOUS; SOLUTION, INJECTION
ORAL] TABLET
ORAL} TABLET, SUSTAINEO ACTION
SUSLINBUAL; TABLET

, TARTARIC ACID, DL-

H!

In 5 IV: INJECTION
INTRAVENOUS) INJECTION
IV(INFUSION)1 INJECTION
ORAL; SOLUTION. ELIXIR
ORAL) SYRU?
ORAL} TABLET
ORAL} TABLET, SUSTAINED ACTION
RECTAL) SUPPOSITORY
SUBLINGUAL; TABLET
VABINAL; SUPPOSITORY

TENOX
TOPICAL; EHULSION, CREAN
TOPICAL) OINTHENT

TERPENE RESIN
ORAL: CAPSULE
ORAL: CAPSULE. SUSTAINED ACTION

rsiszEOL. ALPHA

IOPICALisLOTIDNTETRAKISII‘
INHRAVENOUSI INJECTION

TNIAZOXIHIC ACID
1” 5 IV; POWDER, FOR INJECTION SOLUTION
IV(IHFUSION)1 POWDER, FOR INJECTION SOLUTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

OCYANO- 2-METHOXY 2-METHYL- PROPANE)- COPPER(I) TE

0'

CAS 0

014807966

008002264

000087694

000133379

009003741

000098555

, PAGE 148

NBA LAST
COUNT NBA

27
2

25

FJHwHan»h)NHF‘RHHAHHVJHfidk'NFJB)HNHh‘NF‘HdeKfl
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

Ul/UI/GU

08/25/83

10/09/63

03/16/74
10/01/84

DIV

600
UNK
UNK
510
510
600

600

OUU

DUU

ms

bUU

600
600

P

0
7
0
0
0
5.

DTENCY RANGE

.189MG - 204.0MG
3.933HG
.lMG ' 91.0MG
.ZHG - 5.0HG
.19MG - 3.0HG

0H8

.78Z

.7HG - 3.96HG

.UCIUH

TOZSZ
.OZSZ

InnoPharma Exhibit 1080.0153



H

INGREDIENT

ROUTE/DOSAGE F0
THIHEROSAL

zmnmm;
INTRAVENOUS; POHDER, FOR INJECTION SOLUTION
OPHTHALHICI SOL
OPNTHALHIC; SUS
OTIC} SUS?ENSIO
SUICUTAREOUS; I
SUBCUTAHEOUS; PONDER, FOR INJECTION SOLUTION
TOPICAL! EHDLSI
TOPICAL; LOTION
TOPICAL} OINTHE

TNIOGLYCEROL
CAUDAL DLOCKI I
EPIDURAL) INJEC
INTRANUSCULAR)
INTRAVENOUS} IN
NERVE BLOCK: IN

THYHOL
INHALATION} LIQ

RH

INJECTION

UTION

SENSION
NJECTION

ON, CREAM

NT

NJECTION
TION
INJECTION
JECTION
JECTION

UID

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ORAL; POWDER, FOR RECONSTITUTION
TIHINB SOLUTION CLEAR N-7

ORAL: CAPSULE, :SUSTAINED ACTIONTITANIUM DIOXIDE
INTRAUTERINE} SUPPOSITORY, INSERT, CONTROLLED RELEASE
OPHTHALMIC; DRUG DELIVERY SYSTEM
OPHTHALMIC} SUPPOSITORY, INSERT, CONTROLLED RELEASE
ORAL} CAPLET
ORAL) CAPSULE
ORAL; CAPSULE, COATED PELLETS

ENTERIC COATED ?ELLETSORAL: CAPSULE.
ORAL; CAPSULE;
ORAL; CAPSULE,
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS

HARD GELATIN
SOFT GELATIN

ORAL} GRANULE, FOR RECONSTITUTION
ORAL) POWDER. FOR RECONSTITUTION
ORAL; TABLET
ORAL: TABLET, C

OggL) TAILET, DELAYED ACTION, ENTERIC COATED,TAOLET, ENTERIC COATED PARTICLES
ORAL: TABLET, F
ORAL1TABLET, SUSTAINED ACTION
ORAL'ZI; TABLET
ORAL-283 TABLET

OATED

ILH COATED

TOPICAL: EHULSION, CREAH
TOPICAL: LOTION
TOPICAL} OINTHENT

H'

 

CAS 1

000054648

000096275

000089838

001309633

,EAGE 149

NBA LAST
COUNT NDA

H

a

HN ~now£waq»nuw»4AtauyaahuawHkHNthAOMNNFJ
N

u

hmhm AHumNomwmwmswuw

APPROVAL
DATE

01/10/67
12/29/95
05/11/88
09/29/87

02/01/79

04/03/73
11/22/91

07/16/76

04/11/89

17/7n/o:

10/05/95
05/03/95
11/22/95
09/11/95

12/20/95
10/06/95
12/30/92nL/xa/o:

12/27/95
03/30/95
12/14/92
11/17/95na/nI/oa

10/10/85

DIV

110
600
600
600

600

600
600

600

600

§7fl

180
530
150
110

520
UNK
110:70

150
110
510
510“NY

600

 
POTENCY RANGE

Cficie

013

WC30€5C)OCOCSCIC

.0012 - 0.01%

.0012

.0022 - 0.012

.012

.08HG - 338.0HG

.17HG ~ 5.73MG

.112HG - 0.884HG

.7882 - 1.82

.00069GM

.OQMG - 1.15HG

.08HG - 358.0MG

.SQMG - 12.5HG

.7MG - 6.221HG

.12HG

.IMG - 0.995MG

.52 - 3.0%

.02 ~ 5.02
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HI

INGREDIENT

ROUTE/DOSAGE FORM
TITAflIUH DIOXIBE

WOPICAL} SOSPEHSIOH, SHAfiPOOTGCOPHEROL
ORAL! rfl,iE
WOPICAL: OfflTflEfiTTRAGACANTH
ORAL} POHDER. FOR RECONSTITUTION
ORAL:
ORAL)
ORAL}

SUSPENSION
SYRUP
TAJLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG ?RODUCTS

A

ORAL} TABLET, DELAYED ACTION, ENTERIC COATED
TRIACETIN

ENDOCERVICALI GEL
ORAL)
ORAL!
ORAL}
ORAL!
ORAL;
ORAL}
ORAL!
ORAL}

TRIBEHENIN
ORAL!

CAFLET
CAPSULE, COATED PELLETS
CAPSULE, EHTERIC COATED PELLETS
TABLET
TASLET. COATED
TABLET, CONTROLLED RELEASE
TABLET, FILM COATED

TABLET

TAILET: SUSTAINED ACTION

TRICHLOROHONOFLUOROHETHANE
INHALATIOfl; AEROSOL: HETERED
flASALI AEROSOL. HETERED
ORAL) AEROSOL SPRAY

TRIDECETH 10

TOPICAL: §:ULSIOH;
TOPICAL%RA£LUTIORTRIETHYL CI TE
ORAL: CAPSULE, EHTERIC COATED PELLETS

AEROSOL FOAfi

ORAL: CAPSULE. SUSTAINED ACTIOH
ORAL)
ORAL: TASLET (IHMED. ICOHP. RELEASE),

TABLET
UNCOATED;

ORAL} TABLET: DELAYED ACTION, EHTERIC COATED
,E ORAL} TAILET, SUSTAINED ACTION

TRIBL¥C£R 5E;SYRTHETIC
 
 

 
  

 

 

£A’59i5
KIN

PHOS?HATE
IRTHENT

14 ;ROSPHATE

uncut; gunmen

'wm mum. cam

,Irma};

H'

CAS 1

001309633

001406662

009000651

000102761

018641571

000075694

900077930

 
’ PAGE 150

ND LAST
COUNT NDA

N

wHHwNNHHuHHHHMNwmmwmmwwwwHuwmwMNm
APPROVAL
DATE

01/10/91

08/11/80

12/14/60

01/27/94
1n/03/77

12/19/95
12/02/85

12/28/95
02/14/94

01/06/95

fi3/19/95
05/24/33

DIV

600

600

310

600
600

180
600

600
UNK

$66

520
600

 
POTENCY RANGE

5.0%

4.0MG

0.22HG - 2.926MG
0.213MG - 0.85MB

1.5MG - 15.12MB
1.42MG - 1.96MG

24.47% ~ 34.28052

r),—

1.ZMG ~ 3.6HG

1,6SHG
1.6HB

InnoPharma Exhibit 1080.0155



 
  

 

INACTIVE INGREDIENTS FOR CURRENTLY HARKETED DRUG PRODUCTS

’INGREDIENT , CAS S
ROUTE/DOSAGE FORH ’

TRIHYRISTIN
ORAL; TABLET

TRISTEARIH 000555431

‘1'

ORAL} CAPSULE
‘TRITHIAZOXIHIC ACID

IH ' IV} POWDER, FOR INJECTION SOLUTION
IV(INFUSIOH); POWDER, FOR INJECTION SOLUTION

TRITON X-ZOO SODIUM SALT OF ALKYLAURYL POLYETHER SULFONATE
TOPICAL; SHAMPOO

TROLANINE 000102716
RECTAL; EHULSION, AEROSOL FOAM
TOPICAL) AEROSOL
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL) EMULSION, CREAM
TOPICAL} BEL
TOPICAL; LOTION
TOPICAL: SPONGE
VAOINALI EHULSIOH, CREAM

TROLAHINE LAURYL SULFATE
TOPICAL; EMULSION, CREAH
TOPICAL; SNANPOO

TROHETHAHINE ‘
INTRA-ARTERIALI INJECTION
INTRANUSCULAR; INJECTION
INTRATNECAL; INJECTION
INTRATHECAL; SOLUTION
INTRAVASCULAR; INJECTION
INTRAVASCULAR; SOLUTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION
IV(INFUSIONJ; SOLUTION
OPHTHALMIC; SOLUTION
ORAL; SOLUTION
ORAL; TAILET
RECTAL; SOLUTION
IOPICAL; SOLUTION

TYLOXAPOL - 025301024
OFHTHALHICT SOLOTION
OPNINALHIO; SUSPENSION

UNION:76 Ausco-RES 6038
VIRAOSDERHAL: FILM; CONTROLLED RELEASE

UHSPEOIFIEO~IHOREDIEHT
ORRL:2CAFSULE
ORAL) ChPSOLE. ENTERIC COATED PELLETS
ORAL: CAPSULE; SOFT GELATIN
ORAL; CRPSULE; SUSTAINED ACTION
02kt} COHCENTRATE

000077861
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H'

MD A LAST APPROVAL
COUNT NDA DATE

b

DHNkHdmwon!Hhfidhnvwhdbhdbhfluwh)ahAwramhnuwuuwwthNH
w

06/13/88

IZ/UII9Z

Ui/él/EI

09/13/84

05/10/96

DOIOU/UV

”3/10/73

Ub/lU/Vb

ll/UQ/gé
10/74/QR

10/24/95

05/25/96
07/21/89

03/03/94

82/08/95

DIV

SOO

UNK

340

600

160

16H

LOU

iOU

UNK
1‘0

160

600
UNK

110

UNK

 
POTENCY RANGE

0.25z - 1.02

0.25z - 1.82

8.75%

35.0% - 77.82

n.7a77

0.12 - 0.1212

u.£czh - 0.362

u.uu:q - 0.242%

0.091z - 0.9362
0.1212

8.121%

.052 ' 0.1%

.052 - 0.12Cid
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

UNSPECIFIED INGREDIENT
ORAL; POHDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL} SYRUP
ORAL; TADLET ,
ORAL; TASLET. COATED
ORAL; TABLET, FILM COATED

UREAORAL} TASLET, SUSTAINED ACTION
INTRAMUSCULAR} INJECTION
TOPICAL} EMULSION, CREAM
VAGINAL; EMULSION, CREAM
VAGINALI TABLET’

VANILLIN
ORAL} FOHDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL} SYRUP
ORAL: TABLET
ORAL; TAILET (IMMED./COMP. RELEASE), UNCOATED.
ORAL; TABLET, COATED ‘
ORAL} TADLET, DELAYED ACTION, ENTERIC COATED
ORAL} TABLET. ENTERIC COATED PARTICLES
ORAL} TADLET. 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 ICAL} EMULSION. CREAM

VEGETA LE OILS.HYDROGENATED
ORAL; CAPSULE .

‘ ORAL; CAPSULE, SOFT GELATIN
ORAL} TABLET
ORAL: TABLET lIMMED./COMP. RELEASE). UNCOATED;
ORAL} TABLET. COATED
ORAL) TABLET; FILM COATED '
ORAL: TABLET, SUSTAINED ACTION
RECTAL; SUPPOSITORY
VAGINALJ SUPPOSITORY

I"

U‘

CAS 3

000057136

000121335

008008897

068334281

PAGE 152

NBA LAST
COUNT NDA

th

p...

u

WPHNNF*NRHNOdebhnuwuxuamonamruwhnaaHdwuwtnmuuxmnuhm
H

APPROVAL
DATE

04/23/79
05/15/87
03/18/87
11/22/85
07/12/95
06/20/88
12/08/86
09/22/94

06/09/86

12/23/91

flQ/7E/Q7

IUIAIIVI

10/05/11
Tn/7‘lfla

09/28/77
06/30/94

63/63.???

12/04/87
11/22/95
12/29/93
10/04/76

12/2818]
12/15/88
02/27/95
11/19/93

DIV

600
600
600
600
110
600
110
110

600

520

‘00

S?”

bUU
17h

600
£00

£66

600
150
600
£00

520
600
600
600

POTENCY RANGE

0.64%

0.078752

0-37MG - 1.5MG

.meu - 0.16MG

.QHG ~ 1.16MGi3:

0.1666MG * 1.34MG

1.3HG - 2.55MG

6.0HG ‘ 82.0MG
30.3HG - 60.64MG
0.93MG - 40.0MG
8.0HG

4.25MG - 12.5HG
63.0MG — 228.5MG
1.2963GM - 1.37066M
690;0MG - 719.0MG

InnoPharma Exhibit 10800157
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3
ROUTE/DOSAGE FORH

VEGETABLE SHORTENIHG
ORAL: CAPSULE, SOFT GELATIH

VINYL ACETATE - CROTONIC ACID COPOLYHER
ORAL} CAPSULE, SUSTAINED ACTION

VINYL CHLORIDE ’
ORAL: TAILET

VISCARIN
SYRUPORAL;

VITAMIN E
ORAL; CAPSULE
ORAL: CAPSULE, SOFT GELATIN
ORAL: SOLUTION S
ORAL; TAOLET, FILH COATED
ORAL; TABLET, SUSTAIuEO ACTION
ORAL-213 TADLET .
ORAL-28; TABLET

HATER FOR INJECTION, BACTERIDSTATIC
1H - Iv; POUDER, FOR INJECTION SOLUTION
INTRAHUSCULAR; POWDER, FOR INJECTION SOLUTION

u x IV(INFUSIOH)1 POHDER, FOR INJECTION SOLUTIONA

ORAL; TABLEI, FILM COATED
HAX DLEND

ORAL; CAPSULE, SUSTAINED ACTION
ORAL: TABLET

'HAX, DEHYDAB
VORAL; TABLET, COATED
TOPICAL; EMULSION, CREAM

HAX, EHULSIFYINO

'RECTAL: EHULSION, AEROSOL FOAMTOPICA 1 AEROSOL
TOPICAL: EMULSION, CREAM
TOPICAL: LOTIOH
,TOPIEAL) OIKTHENT .

000075014

008047254

000059029

008023403

008014388

 
'qu, unITE ,M008006404ORAL: CAPSULE

ORAL: CAPSULE,
DRALT“TADLET
ORAL; IAOLET.
02AL1“TAILET,
ORAL: TAOLET,
ORAL} IADLET .
ORAL; TADLET, REPEAT ACTION
ORAL; TAOLET, SUSTAINED ACTION
RECTAL: SUP?OSITORY
TOPICAL: CREAH, AUGMENTED
TOPICAL; EMULSION, CREAM1

SUSTAINED ACTION

COATED
DELAYED ACTION, ENTERIC COATED
ENTERIC COATED PARTICLES.
FILH COATED

‘ PAGE 153

il'

NDA LAST APPROVAL
COUNT NBA DATE

1

1

1

1

1
1
1
1
1
1
2 12/14/92

1
1
1

1

1
l

1
1

1
l

19 n0/7n/O:
1
5 10/01/84

1
6 05/10/93

30 10/06/95

2; 09/10/87
1 f3 09/03/76
2 05/31/81

14 01/04/95

5 09/02/77
10 03/03/94

DIV

510

“NY

600

180
UNK
600

600
UHK
600
UNK

bUU

 

?0TENCY RANGE

0.08fiG

1 “Y - 32.02

0. [DZ

1.4HG ~ 7.183HG
0.01HG ~ 0.25H6
0.018HG - 3.0HG

0.03MB - 0.2MG
0.037MG
0.06MB - 14.0”8
187.5MG

14434 - 5.02
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 0
ROUTE/DOSAGE FORM

WAX. WHITE
TOPICAL} OIRTflENT
TOPICAL; OINTHENT, AUGHENTED
VABIHAL} EMULSION, CREAU

WAX, YELLOH «
ORAL} CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; TAILET
ORAL] TABLET, COATED

HECOBEE FS
VABINAL} SUPPOSITORY

HITEPSOL E-85
VAGINAL; TAHPON

HITEPSOL H-SS
RECTAL} SUPPOSITORY

XANTHAN GUN
ORAL; CAPSULE
ORAL} DROPS
ORAL; GRANULE
ORAL) GRANULE, FOR RECONSTITUTION
ORAL} POHDER
ORAL) POUDER; FOR RECONSTITUTIOH
ORAL) SUSPENSION
ORAL} SUSPENSION, SUSTAINED ACTION
ORAL} TABLET
RECTAL} EHEHA
TOPICAL; EHULSION, CREAM

ZARZAROL
ORAL} PASTILLE
ORAL! SOLUTION
ORAL) SOLUTION. ELIXIR
ORAL: SUSPENSION
ORAL} SYRUP -

,ORALT'TAOLET ~
ZEIN ~.3 ,

ORAL} TAOLET, REPEAT ACTION
VORALl TABLET, SUSTAINED ACTION

ZEOLEX ; , W
gfiifiti TABLET, SUSTAINED ACTION

ZINC:ACETATE'”

SUSCUTANEOUS} INJECTION
TOPICAL;VEDTION
TOPICAtt’SOLUTION
TOPICAL: SEA!

1

008006404

008012893

011138662

  
'Ihoaolqses

 
000557346

2 PAGE 154

0'

NBA LAST
COUNT NBA

5
2
1

1
1
q
q

1

1

1

1
1
1
1
1

24
11
I
1
1
6

1
1
1
1
S
1

2
8

1

3
1
1
1

APPROVAL
DATE

04/30/87
08/31/95

12/08/87
05/06/74

12/20/95
06/16/95

09/04/92

03/22/85

03/31/81
11/14/94

06/25/91

01V

UNK
600

600
600

520
UNK

UNK

600

UNK
UNK

510

POTENCY RANGE

5.0% ~ 6.02
6.02

0.06MG ' 0.075HG
0.15HG - 0.296HG

0.00042 - 1.6%
0.042

0.32 - 0.75%

4.71HG
4.5HG - 135.0HG

0.015%
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IRACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ,
ROUTE/DOSABE FORM

zznc cutonzns
1H - so; INJECTIOH
INTRADERHAL; Inascrxau
suscurAueovs; INJECTION

zxuc oxxns I
IN - sc; Inascrxon
suscvrAuzons; INJECTION
SUBCUTAHEBUS; SUSPENSION, INJECTION

ZINC STEARATE
ORAL; CAPSULE
ORAL: TEJLET
ORAL: TABLET. SUSTAINED ACTION

ZIHC SULFATE
ORAL} TAStET

1'AHIHOCYCLOflEXAHECARBOXYLIC ACID, C-ll
ORAL: CAPSHLE

1.1.19TRICHLOROETHAHE
ORAL) TAJLET

1:2.6‘HEXAHETRIOL
TOPICAL EHULSION, CREAM

1.3-DIHETHY 01-5,S'BIHETHYL-HYDANTOIN
TO?ICALI LOIIOfl

Z'AMINO'Z-HETHYL'I'FROPANOL
TOPICAL} EHULSIOR, CREAM
TOPICAL: LOTIOR

Z-ETfiYL-HEXANOIC ACID
I” - IV) POUDER.‘FOR INJECTION SOLUTION
IV(IHFUSIOH33 PORDER, FOR INJECTIOH SOLUTION

Z‘flAPTHOLENE SOLFONATE SODIUM SALT

.ORAL; SUSPENSION

 

11‘

CAS I

007646857

001314132

000557051

007446200

000071556

000106694

006440580

000124685

 
PAGE 155

NBA LAST
COURT NBA

y...

H'“H-bNNmwHwWFJNNunsunuw
APPROVAL
DATE

02/08/77
06/25/91

06/25/91

03/04/86
08/27/91
08/19/91

10/17/94

11/26/85

12/19/74
08/16/84

DIV

510
510

510

600
600
UNK

600

600

UNK
600

POTEHCY RANGE

Ari—1H

(3wa

.42 - 23.02

.0152 - 23.02

.0021Z - 0.6%

.OHG - 2.04MB

.OMG - 7.1HG

.SHG - 29.0HG

.52 - 5.0%

.42

.02

.12 - 0.22
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Appendix

These status fists provide current information concerning color additives, and will enable reviewers and others to determine the status and limitations of
most color additives likely‘to be encountered in food, drug, device or cosmetic establishment.

To maintain concise form, this list is iimired 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(e), 602m. 706, and as it pertains to Sections 201isil3i and it), 402m, 403(ml, SOilaI. and 502(mi,I

I

ALGAE MEAL, DRIED
ALUMINA
ALUMINUM POWDER
ANNATTO
ANNATTO EXTR‘CT
BEET JUICE
BEET. DEHYDRATED
BEET POWDER
BENZAMIDE.N,N‘-(3,IOUHYDROJ,10-

DIOXOJJMTHRACENEDiYLiBIS-
BENZENETRIOL.1-{IZ.S-DIETHOXY~

lul-METHYLPHENYLITHIOPHENYLH
BETA-APOJ’ckROTENEAL
BETA CAROTEHE. NATURAL a

svumanc '
BISMUTH CITRATE
BISMUTH OXYCHLORIDE
emu
BRONZE POWDER
cmwu CARBONATE

~¢58Wm
mama.
almanac: mom
cum»: ,
cmumacmarana

meter on.
'CHCOROPHYLUN-COPPER COMPLEX
CHLOROPHYLUN-COPPER COMPLEX,

ca. sown:
CHROMIU“ flYDROXIDE, GREEN
CHROMIUM OXIDE GREENS

PERMANENTLY LISTED COLOR ADDITIVES

CHROMiUMJCOBALfiALUMlNUM
oxroE

ct VAT canvas 1
crmus RED :2
cocmuau EXTRACT
coaran METALUC POWDER
cons ENDOSPERM on.

concusaao noun. TOASJ’ED,
PARTIALLY oaanrao a. cooxao

omvonovacarowa
DINAPHTHOIZ,3-A:2’J‘-

IJNAPHTH[2'S‘:6,7} renown,»
CIGARBAZOLE-s.io,15,i1,22,24 .
Haxoua.re,23-or44voeo

DISODIUM EoTAcOPPER
ova CARAMEL
ova Dc BLUE #4
ova 06 BLUE #5
ova oc BLUE #9
ova oc enowu a1
ova Dc GREEN #5
ovaoc GREEN as
ova oc GREEN us
ova oc ORANGE no
ova oc ORANGE m
ova oc onmea #4

ova oc onmoa asova oc RED 117
ova no Ran ~21
ova oc RED 1:22
ova oc RED 1:21
ova oc RED rm

II'

DYE DC RED #30
DYE DC RED #3!
DYE DC RED #33
DYE DC RED #34»
DYE DC RED ~35
DYE DC RED #33
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 “7
DYE EXT DC LAKES
DYE FOG BLUE #1
DYE FOO BLUE #2
DYE FOO GREEN #3
DYE FDC RED #3
DYE FDC RED #40

i DYE FDC YELLOW #10
DYE FDC YELLOW #5
DYE FDC YELLOW #6
DYE FDC YELLOW #7
FERRIC AMMONIUM CITRATE
FERRIC AMMONIUM FERROCYANIDE

anon: BLUE)
FERRIC FERROCYANIDE (mam BLUE)
EERROUS GLUCOHATE
FRUIT JUICE
GRAPE COLOR EXTRACT

GRAPE SKIN EXTRACT {ENOCIANINA}
GUANINE (PEARL ESSENCE}
GUATAZULENE (AZULENE)
HENNA
IRON OXIDES
IRON OXIDE, SYNTHETIC
LEAD ACETATE
MANGANESE VIOLET-METHYL

UMBILLIFERONE
MICA
NORBIXIN
ORANGE 8
PAPRIKA 8 PAPRIKA OLEORESIN
PHTHALOCYANINATO-Z-COPPER
PHTHkLOCYAHINE GREEN
POLYIHYDROXYETHYLMETHACRYLAT
5)

DYE COPOLYMERS
PYROGALLOL
PYROPHYLLITE
PYROPHYLUTE ALUMINUM SiLICATE
REACTIVE BLUE #19
RIBOFLAVIN
SAFFERON (CROCUS SATEVUS L.)
SILVER
TAGETES MEAL A EXTRACT (AZTEC

MARIGOLD]
TALC
TITANIUM DIOXIDE
TUMERIC G. TUMERIC OLEORESIN
ULTRAMARINE GREEN
ULTRAMARINE PINK
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unnmmmz aso
uummamz WOLET
VEGETABLE .1qu
xAHTHOPHYLL
zmc oxloE ,

«(2,4omsmvuneumuom,»
DIHYDRO-S-METHYL-‘I-PHENYL»
SH-PYRAZOLJ-ONE

5.8.14.1I-ANTHRAZINE
SAG-ANTHRACENEDiONEA.l-atsu-

MEFHYLPHENYL} mama]
cemoxv-z-(s-E‘moxmoxo.

asuzo m mama-(anyvuosns)
asuzo [b1 mtomsuuzmous

1.LBisu-(Z-METHACRYLOXYETHYL}
rueuumuounmnmumoue

amncmvonoomwmous.‘any.
i]NAPTK[1‘3':C.7}mDOLO [2,:-
C}CARBAZOLE-5.10.15,”,2224.
“axon:

”Jr-(I.1DOIHYDRO$.10-DIOXO-1,5-
AnmnAcENEmYL) BISBENZAWDE

7.16-OtCHLORO-c.15-DIHYDRO~
5.9.untaummzmsrsmouz

as.Homemoxmmnmouzg.
CD:3'.2',1'4M'}PERYLENE~5.10-
mane

2-{[2,5-DlETHOXY-4-fll-
METHYLPHENYLnHlouPHENYL]
A201-1.:,5-aENZENETRIOL

1.4alsuz-METHYLPHENYLIAMINO}
5.1DANTHRACENEDiONE

11‘
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Appendix

PROVISIONALLY LiSTED COLOR ADDITIVES

DINAPHTHOU.2,3£D:3'2',1']M-
PERYLENEéJG-DIONEAGJL
DEMETHOXY

DYE 0c BLUE #2 LAKE
DYE Dc GfiEEN #3 LAKE
DYE DC RED #21 LAKE
DYE DC RED #27 AL LAKE
DYE Dc RED no AL LAKE
DYE DC RED no LAKE
DYE DC RED #33 LAKE
DYE Dc RED 16 LAKE
DYE oc RED #7 CA LAKE
DYE Dc RED 17 LAKE
DYE 0c RED n v
DYE Dc VIOLET 82 LAKE
DYE' DC YELLOW ‘10 AL LAKE
me no YELLOW m HT LAKE
DYE cc YELLOW m LAKE
me no YELLOW as LAKE
DYE DC YELLOW #6
DYE 0c YELLOW #6 LAKE
DYE FOG BLUE #1 AL LAKE
ova Foc BLUE #1 HT AL LAKE
DYE sac ELUE a1 LAKE
DYE FDC BLUE #2
DYE m RED m
DYE m RED m LAKE

DYEEDC YELLOW m LAKE
DYEmYELLOW #5 AL LAKE
uvser’pc YELLOW as

 

W 
InnoPharma EXthItWWD’IBB



  

 
 

  
 
 

 
 

 

 
ALKANEY {ALKANNA}
ALLoxAN
ALumNUM CENzOATE
ALUMINUM HYDROXIOE
ALUMINUM STEARAYE
BMETHYL-UMBELuFERONE
CARIUM SULFATE
BENTONITE
BONE BLACK
BUTTER YELLOW
CALCIUM CARBONATE
CALCIUM SILICATE
CALCIUM STEARATE
CALCIUM SULFATE
CARBON BLACI-I (CHANNEL)
CARMINIC ACID
CHARCOAL
CHARCOAL mm;
CHLOROPHYLL
CHLOROPHYLL- COPPER COMPLEX
COBALTOUS ALUMINATE (COBALT

CLUE)
COCHINEAL
CORNSTARCH
cuanAn
CURCUMIN

. ova OC BLACK «1 A
DYE Dc BLUE u LAKE
DYE 0C BLUE It:

,- DYEEDC BLUE as
DYEDG BLUE #8

DY CC BLUE In
DC 3w: u

' DYE ac GREEN #1 LAKE
DYE Dc GREEN u
DYE Dc GREEN #7
'DYE DC ORANGE #12
DYE Dc ORANGE M:
DYE ac ORANGE ~14
DYE cc ORANGE ~15

Appendix

DEUSTED COLOR ADDITIVES

DYE DC ORANGE #16
DYE DC ORANGE M7
DYE DC ORANGE #3
DYE DC ORANGE #6
DYE DC ORANGE .7
DYE DC ORANGE #8
DYE DC ORANGE £9
DYE DC RED “0
DYE DC RED 8H
DYE DC RED #12
DYE DC RED ”3
DYE DC RED “4
DYE DC RED £15
DYE DC RED #18
DYE DC RED “I
DYE DC RED I19
DYE DC RED '2
DYE DC RED '2 LAKE
DYE DC RED '20
DYE DC RED ~23
DYE DC RED '2‘
DYE DC RED £25
DYE DC RED #26
DYE DC RED #29
DYE DC RED #3
DYE DC RED 835
DYE DC RED X37
DYE DC RED #38
DYE DC RED #4
DYE DC RED #5
DYE DC RED #8
DYE DC RED #7
DYE DC RED #8
DYE DC RED #5
DYE DC VIOLET £1
DYE DC YELLOW #1 '
DYE DC YELLOW ”2

DYE DC YELLOW #3 .DYE DC YELLOW #4
DYE DC YELLOW #5

t!"

 

DYE DC YELLOW #5
DYE DC YELLOW #6
DYE DC YELLOW K8
DYE DC YELLOW ”9
DYE EXT DC BLACK M
DYE EXT DC BLUE #1
DYE EXT DC BLUE 112
DYE EXT DC BLUE #3
DYE EXT DC BLUE #4
DYE EXT DC BLUE #5
DYE EXT DC GREEN #1
DYE EXT DC ORRNGE '1
DYE EXT DC ORANGE X2
DYE EXT DC ORANGE #3
DYE EXT DC 0 NOE #4
DYE EXT DC R D M
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 “3
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 112
DYE FDC RED #1
DYE FDC RED #2
DYE FDC RED #2 AL LAKE '
DYE FDC RED #3
DYE FDC RED #3 AL LAKE

DYE FDC RED 33 LAKE
DYE FDC RED :4
DYE FDC RED us
DYE FDC RED #32
ms FDC VIOLET m
DYE FDC VIOLET m LAKE
DYE FDC YELLOW In
DYE FDC YELLOW A2
DYE soc YELLOW n
DYE FDC YELLOW #4
DYE LOGWOOD BLACK
FERREC CHLORIDE
FERRIC HYDROXIDE
FERROUS SULFATE
FULLER’S EARTH
FUSTIC
CLOSS WHITE
GOLD
GRAPHITE
KAOUN
KEISELGUHR {DMTOMITE}
LAPIS LAZUU (LAZURTTE)
LITHIUM STEARATE
UTHOFONE
LOGWOOD. CHIPS & EXTRACT
LOGWOOD Icwswooo. CAMPECHE

WOOD)
MAGNESIUM ALUMINUM SILICATE
MAGNESIUM CARBONATE
MAGNESIUM OXIDE
MAGNESIUM STEARATE
MAGNESIUM TRISILICATE
METALLIC SALTS
POTASSIUM FERROCYANIDE

SAFFLOWER (AMERICAN SAFFRON)
SAFFRON OLEORESIN
SIENNA
SILICIC ACID
SILICON DIOXiOE
TIN OXIDE
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ULmAMAgms awe
UMBER , ,
VEGETABLE suasuucss
vsamcuuts
zmc cmeouns
zmc STERATE
zmcomun 0x102
zmcomuu mucus
d-MEYHYL-V-

DlETHYuMINOCOUMARIN money

 

 

H‘
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