INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

IHGREDIENT CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE
CARNAUBA WAX 008015869
ORAL ; CAPLET 1
. ORAL ; CAPSULE, SUSTAINED ACTION ’ 2 08/12/88 600 0.366MG - 0.75MG
i ORAL; TABLET 121 10/06/95 UNK
ORAL; TABLET, COATED 46 05/17/96 600 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 - §.4MG
ORAL; TABLET, REPEAT ACTION 2 03/31/B1 UNK 0.066MG
ORAL; TABLET, SUSTAINED ACTION : SR 29 11/14/94 UNK 0.07MG - 200.0M0
ORAL-28; TABLET - 2 11/17/95 5106 0.126MG - 0.157MG

CARNAUBA YELLOW WAX v
ORAL; TABLET, COATED T
CARRAGEENAN 009000071
ORAL; GRANULE, FOR RECONSTITUTION =
ORAL; POWDER, FOR RECONSTITUTION
: ORAL ; SYRUP
g TOPICAL; LOTION
| TRANSDERMAL ; FILM, CONTROLLED RELEASE
CARRAGEENAN SALT
TOPICAL; LOTION

11/27/79 400,75y

12717781 600 0.5%

CASSIA OIL
ORAL; SOLUTION, ELIXIR
CASTOR © IL : 008001794
éNTRAMUSCULAR, INJECTION s 0?2/28/79 400
RAL; CAP

ORAL; CAPSULE, SUSTAINED ACTION @7/14a79a  wnn 1 .2MG -~ 1.756MG

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 HYDROGEMATED : 008001783
.- ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
DRAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET

03/30/94 600 0.09MG - 0.15MG
01/15/70 510 0.9MG

01/264/80 UNK 5.0% - 12.5%

08/16/92
NA/?2K/G1

1.896MG - 135.umMG
0.5MG ~ 37.6MG

ot ot
— s
DO

01/22/87 600 11i.6MG
04/12/88 600 0.8MG
02/09/89 600 0.8MG - 104.5MG
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INGREDIENT
ROUTE/DUSAGE FORM

CELLULOSE
BUCCAL/SUBLINGUAL; TABLET
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET
CELLULOSE ACETATE
ORAL; TABLET, SUSTAINED ACTION
CELLULOSE ACETATE PHTHALATE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
CELLYULOSE MICROCRYSTALLINE/CARBOXYMETHYLCELLULOSE SODIUM
ORAL ; CAPSULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; TABLET
CELLULOSE MICROCRYSTALLINE, AQUEOUS
ORAL; CAPSULE
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
CELLULOSE MICROCRYSTALLINE
INTRAVENOUS, INJECTION
NASAL; SPRAY, METERED
ORAL; CAPLET
ORAL; CAPSULE
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; GRANULE, ENTERIC COATED

CAS #

009004357
009004380

009004346
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST
COUNT NDA
1
23
1
1
1
3
2
54
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APPROVAL
DATE

03/03/95

06/20/88
08/28/81
06/79/95
Ub/19/9¢
08/31/81
09/22/94
05/10/82
11/01/84
06/01/94
06/22/89
LY a4-74.-1.]

Ui/u4sY>

12723791

11/719/82

17729797

03/03/95

10/19/94

1€/ LUT95
10/30/85

LErYbsYS
09/11/95

DIv

110

600
110
510
510
110
£00
UNK

sUy

520

600

1INK

UHK

UNK
5¢U
400

55U
110

POTENCY RANGE

40.0MG - 405.0MG

1.0%
n,.07GM

6.7TMG - 20.1MG

5.94MG -~ 100.0MG
20.0MG

20.0MG

19.0MG -~ 23,75MG
37.0MG

4.75MG - 264.0MG

1o.9y5mu -~ 70.0MG

0.5% - 1.3125%
20.0MG

7 9MG - 240, 0MG
25.0M6G

1.5%
1.5MG - 363,75MG

57.22MG - 60.0MG
20.7MG - 107.0MG




1

INGREDIENT

INACTIVE IMGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA
COUNT NDA

ROUTE/DOSAGE FORM

CELLULOSE, MICROCRYSTALLINE
ORAL; GRANULE, FOR RECOMSTITUTION

ORAL; POWDER,

FOR RECONSTITUTION

ORAL ; SUSPENSION

DRAL; TABLET

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

ORAL; TABLET,
ORAL; TABLET,
ORAL; TABLET,
ORAL; TABLET,
GRAL; TABLET,
ORAL; TABLET,
ORAL; TABLET,

COATED

DELAYED ACTION, ENTERIC COATED
DISPERSIBLE

ENTERIC COATED PARTICLES

FILM COATED

SUSTAINED ACTION

UNCOATED, TROCHE

ORAL-21; TABLET
ORAL-28; TABLET
RECTAL; SUSPENSION
SUBLINGUAL; TABLET
VAGINAL; TABLET
CELLULOSE, OXIDIZED

ORAL ; TABLET

CELLULOSIC POLYMERS

ORAL; TABLET

ORAL; TABLET,

ORAL; TABLET,

ORAL; TABLET,

ORAL; TABLET,
CERESIN

DELAYED ACTION, ENTERIC COATED
ENTERIC COATED PARTICLES

FILM COATED

SUSTAINED ACTION

TOPICAL; OINTMENT

CETEARETH-12

TOPICAL; EMULSION, CREAM

CETEARETH-15

TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM

CETEARETH-20

TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT

CETEARETH-30

TOPICAL; CREAM, AUGMENTED
TOPICAL; EMULSION, CREAM

CETEARYL ALCOHOL
ORAL; TABLET,

SUSTAINED ACTION

TOPICAL; EMULSION, CREAM
TOPICAL; LOTIOR

TOPICAL; OINTMENT
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAH

CAS &

0098046346

0080G1750
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APPROVAL
DATE

06/28/95
09/15/95
12/29/95
09/11/95
06/23/95
11/30/95
N4/28/79%

12719795
11718794

1£/13/7935
11/17/95

02726788
10/17/85

10/03/74

01/29/93
12/18/90

07/10/84

11/08/93
05/13/95
05/31/89
10/106/85

1Z/7u4/795

D1V

600
180
600
600
600
600
600

18U
1INK

500
510

suu
600

600

600
UNK

UNK

UNK
UNK
UNK
£00

600

POTENCY RANGE

0.5 -~ 2.0%

1.2%

0.064GM - 0.152GM
42.07MG - 505, 0MG
1.0MG - 107.0MG
25.0MG - 125.71MG

5.0MG -~ 160.22MG
73 LEMG -~ 226 . 0MG

19.6MG - 20.0MG
7.58MG - 20.0MG

6.0MG - 32.0MG
320.0MG ~ 390.0MG

0.03GH

1.0 - 7.5%
0.75% - 10.0%

2.257% - 7.24
20.0MG - 60.0MG

1.8% - 11.5%
2.5% - 3.7%
1 2%

3.21%




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

CETEARYL ALCOHOL

VAGINAL; SUPPOSITORY
CETEARYL OCTAHOATE

TOPICAL; EMULSION, CREAM
CETETH-10

TOPICAL; LOTIOHN

TOPICAL; EMULSION, CREAM
CETETH-20
TOPICAL; EMULSION, CREAM
VAGINAL; TAMPON
CETYL ALCOHOL
OPHTHALMIC; SUSPENSION
DRAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, SUSTAINED ACTION
OTIC; SUSPENSION
RECTAL; EMULSION, AEROSOL FOAM
TOPICAL; AEROSOL
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL ; OINTMENT
YAGINAL; EMULSION, CREAM
CETYL ESTERS
ORAL; POWDER, FOR RECONSTITUTION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY
CETYL PALMITATE
JOPICAL; 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

CAS #

000124298

000540103

000123035

008012995
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NDA LAST
COUNT  NDA
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APPROVAL
DATE

06/17/94

05/11/88

017304/95
09/29/87

12/19/79
06/13/95
09/30/92
07/24/78
12721795

10/26/94

12704795

09/13/95

07/710/62

Ud/US/ YN
01/06/81

B1v

UNK

600

600
600

600
600
UNK
600
520

600

600

UNK

UNK

119

POTENCY RANGE

0.91% - 4.0

0.5%

0.58MG - 2.0MG
9.2%2 - 1.0%
3.2267%

0.2%2 - 16.0%
0.0014% - 5.0%
1.5%2 ~ 7.0%
1.5% -~ 4.0%
2.97% - 5.0
0.3144%
0.0043MG
0.02MG

\\K




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

CHLOROBUTANOL
IM - IV - SC; INJECTION
IM - IV; INJECTION
IM - SC; IRJECTIOH
INHALATION; SOLUTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IVCINFUSION); IMJECTION
NASAL; SOLUTION
NASAL; SPRAY, METERED
NERVE BLOCK; INJECTION
OPHTHALMIC; OINTMENT
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
OTIC; SOLUTION
SUBCUTANEOUS; INJECTION
TOPICAL; SOLUTION
CHLOROBUTANOL HEMIHYDRATE
INTRAMUSCULAR; INJECTION
CHLOROBUTANOL , ANHYDROUS
OPHTHALMIC; SOLUTIOHN
CHLOROCRESOL
TOPICAL; CREAM, AUGMENTED
TOPICAL; EMULSION, CREAM
CHLOROXYLENOL
TOPICAL; EMULSION, CREAM
CHOLESTEROL
INTRAVENOUS; SUSPENSION, INJECTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
VAGINAL; EMULSION, CREAM
CHOLETH
VAGINAL; EMULSION, CREAM
CINNAMALDEHYDE
. QORAL; SUSPENSIODN
ORAL; TABLET
CINNAMON v
ORAL; SOLUTION, ELIXIR
CINNAMOR OIL
ORAL; PASTILLE
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION

CAS #

000057158

006001645
001320667
000059507

000088040
000057885

000104552

008007805
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NDA LAST
COUNT NDA
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APPROVAL
DATE

03/18/75
NA/26 /7%

03713786
11/19/80
02/21/78
03/07/94
11715779
12701 /8%

08/31/81

08/03/94

05/18/65
06/09/86

07/23/82

12/16/83

D1V

600
£nn

AND
510

510
600
HINK

600

600

600
600
600

600

POTENCY RANGE

e o e}

DO Qo

(=]

5%
387 - 0,52
287 - 5.0%
.5%

.05% - 0.5%
.25% - 0.5%
5%

2% - 0.5%

.B75% - 0.75%

.97 -~ 5,07
3% - 0.5%
A

011



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

IHGREDIENT . CAS 2 NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE
CITRIC ACID 000077929

CAUDAL BLOCK; INJECTION 1
EPIDURAL ; INJECTION 5 02726793 600 0.902x
IM - 1V - SC; INJECTION 10 08/23/95 600 0.063% - 1.26%
IM - IV; INJECTION 21 08/31/90 600 0.61% - 0.8%
IM - 1IV; SOLUTION, INJECTION 1
IM - SC; INJECTION 1
‘IHHALATION; SOLUTION 4 N2/19/92 UNK 0 .660647% ~ 1,.0%
INTRA-ARTERIAL; SOLUTION, IMJECTIOH 1
INTRA-ARTICULAR; INJECTION B 05709786 600 U.zZUsz
INTRABURSAL; INJECTION 4 02/13/76 400 1 ay
INTRACARDIAC; INJECTION 1
INTRALESIONAL; INJECTION 2 Usrsil/84  &UU
INTRAMUSCULAR; INJECTION 17 NG/BR/RT A0 0 027 -~ 2.0%
INTRAPLEURAL; INJECTION 1
IMTRASYNOVIAL; INJECTIGH 2 02/17/86 600 1.0
INTRATHECAL; INJECTION 1
INTRAVASCULAR; SOLUTION, INJECTION 1 g
INTRAVENOUS; INJECTION 28 12715795 600 0.0175% - 0.86%
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION 3 07/12/88 600
INTRAVENOUS; SOLUTIDM, INJECTION 1
IONTOPHORESIS; SOLUTION 1
IV(INFUSION); INJECTION . 32 08/30/95 600 0.0229% - 1.0%
IVCINFUSION); POWDER, FOR INJECTION SOLUTION f 2 08/31/95 400
NASAL; SOLUTION 1
NASAL; SPRAY, METERED 3 Us/7u8/795 UNK  y.1x
NERVE BLOCK; INJECTIONM 15 02/26/93 600 0.027
OPHTHALMIC; SOLUTION 5 01704795 600 0.035% - 0.05%
OPHTHALMIC; SUSPENSIOHN 4 05/09/89 600
ORAL; CAPSULE 6 08/18/95 400 5.0MG - 12.8MG
ORAL; CAPSULE, HARD GELATIN 1
ORAL; CAPSULE, SOFT GELATIN 2 42750786 1>u  0.015MG - 1.0MG
ORAL; CONCENTRATE io0 01/30/92 600 ©0.05% - 0.24%
ORAL ; DROPS 3 05/25/95 UNK ©0.18% N

! ORAL; GRANULE 4 NA/1R/RR 4NN '
ORAL; GRANULE, FOR RECONSTITUTION 1

- ORAL; POWDER 2 12/05/88 5106 0.0005%

ORAL; POWDER, FOR RECONSTITUTION 28 12723793 530
ORAL ; SOLUTION . ; 32 11717795 530 0.0121% - 0.65%
ORAL; SOLUTION, ELIXIR 15 10/27/792 600 8.0299% -~ 0.15%
ORAL; SUSPENSION R 30 06/16/95 UNK 0.1% - 0.2
ORAL; SYRUP 79 09/25/95 600 0.1% - 7.3519%
0RAL; TABLET , 33 03/20/92 600 0.06MG - 20.0MG
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 5 11/16/96 UNK 0.2MG - 2.13MG
ORAL; TABLET, COATED 2 04/08/81 600
ORAL; TABLET, FILM COATED 9 12723791 510 1.25MG - 20.0MG
ORAL; TABLET, SUSTAINED ACTION 1 :
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % R NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE
CITRIC ACID 0080077929
ORAL-28; TABLET 1
OTIC; SOLUTION 4 10/31/96 600 0.05% - 0.2%
OTIC; SOLUTION, DROPS 1
SOFT TISSUE; INJECTION 2 UZ721719 BUU  U.2U%4
SUBLINBGUAL; TABLET 2 fIR/11/81 4NN
TOPICAL; EMULSION, AEROSOL FODAM 1
TOPICAL; EMULSION, CREAM 32 AA/1R/74%  ARD 0. 001Y% - 0_8B5Y
TOPICAL; GEL 1
TOPICAL; LOTION 9 01/24/92 600 0.217% - u.B85Y%
TOPICAL; OINTMENT 3 09/36/7B3 UNX 0. Anty
TOPICAL; POWDER, FOR RECONSTITUTION 1
TOPICAL; SHAMPOO 2 UB/Z27/798 UNK 0.075%
TOPICAL; SOLUTION 26 02/27/95 600 0.0065% - 0.4%
TOPICAL; SUSPENSION, SHAMPOO 01/10/91 600 0.77758%
TJOPICAL; SWAB 07/23/87 600 0.04%
VAGINAL; EMULSION, CREAM
CITRIC ACID MONGHYDRATE 005949251
I¥ ~ IV - SC; INJECTION
INTRACARDIAC; INJECTION
INTRAVENOUS; INJECTION 08718795 110 0.075%
IV(INFUSION); INJECTION 08/18/95 110 0.685% - 0.075%

NASAL; SOLUTION :
NERVE BLOCK; INJECTION )
ORAL ; SUSPENSION
ORAL; SYRUP
TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; SUSPENSION, SHAMPGO
YAGINAL; EMULSIOM, 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 ‘ 008000348
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION

06/10/87 UNK
02/16/94 600 0.05%

06/17/94 UNK 0.02% - 0.05%

12/16/83 600 U0.yusx
12727791 600 €.001X%
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IHACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS & NDA LAST APPROVAL

ROUTE/DOSAGE FORM COUNT NDA DATE DIV POTENCY RANGE
COCAMIDE DIETHANDLAMINE 061791319

TOPICAL; EMULSION, AEROSOL FOAM

IC
TOPICAL; EMULSIORN, CREAM
TOPICAL; LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION
TOPICAL; SPONGE
COCAMIDE ETHER SULFATE
TOPICAL; SHAMPOG
COCAMINE OXIDE i 061788907
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 008001318
TOPICAL; EMULSION, CREAM
~ _JOPICAL; OINTMENT ’
COCONUT OIL, HYDROGENATED e
RECTAL; SUPPOSITORY
COLORING SUSPENSIOR
ORAL; TABLET
TOPICAL; EMULSION, CREAM
CONFECTIONERS SLAZE
. ORAL; CAPSULE, SUSTAINED ACTION
CORIANDER DIL 008008524
ORAL ; SOLUTION
ORAL; SOLUTION, ELIXIR
CORN GLYCERIDES
ORAL; CAPSULE, SOFT GELATIN
ORAL; SOLUTION
CORH OIL 008001307
: ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN .
ORAL; TABLET 1
ORAL; TABLET, COATED .
CORN OIL PEG-6 ESTERS
ORAL ; CAPSULE, SOFT GELATIN
CORN SYRUP
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

04/15/91 600 2.0% - 4.0X
02/28/91 600 2.0MG

10/064/83 600 1.B68GM - 2.0265GM

09/30/94 600
11/24/93 600

12716783 600 0.003%

NA/29/93 400 205.0MG - 918.0MG

03/21/77 60U u.uzum

10728794 600
12/03/73 600 B.OMG - 14.065MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 2 NDA LAST APPROVAL
ROUTE/DOSAGE FORM COUNT  NDA DATE DIV POTENCY RANGE
CORN  SYRUP
RAL; TABLET, UNCOATED, TROCHE

COTTONSEED OIL 008001294
INTRAMUSCULAR; INJECTION
COTTONSEED OIL, HYDROGENATED
ORAL ; CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED

03/13/8B6 600 56.0% - 91.66%

08/06/86 600 2.5MG - 4,25MG
fIR/3N/QT  £0n  n nnoMe - 26 OMG

p-3

ORAL; TABLET, SUSTAINED ACTION 08/14/87 600 32.4MG - 402.0MG
CREAM BASE
TOPICAL; EMULSION, CREAM 05/15/85 400

CREATINE 000057001
- INTRA-ARTICULAR; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTIOR
CREATININE 000060275
IM - IV - SC; INJECTION
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTION
INTRADERMAL; INJECTION, SUSTAINED ACTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION ‘ :
INTRASYNOVIAL; INJECTION ‘i
OPHTHALMIC; SOLUTIONM
OTIC; SOLUTION
SOFT TISSUE; INJECTION
TOPICAL; EMULSION, CREAM
CRESOL, M- - 000108394
IM - SC; INJECTION
INTRADERMAL ; INJECTIONW
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION, LYOPHILI
SUBCUTANEOUS; INJECTION
SUBCUTANEQUS; POWDER, FOR INJECTION SOLUTIONM, LYOPHILI
SUBCUTANEOUS; SUSPENSION, INJECTION
CROSCARMELLOSE SODIUM
- ORAL; CAPSULE
ORAL; CAPSULE, HARD GELATIN
ORAL ; GRANULE, FOR RECONSTITUTION
ORAL; TABLET
ORAL; TABLET (IMMED. /COMP RELEASE), UNCOATED,
ORAL; TABLET, COATE
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL ; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET

07/61/82 600 0.8
05/24/82 600 O0.57% - 0.8%

06/19/80 600 O0.8Z

Ud/uL/ri UNK U8B/

05/264/82 600 0.5% - 0.8

'

01/23/85 510 0.158% 0.25%

[

03/31/94 510 0.15% - 0.31x%

Ut

07/03/95 600 0.4MG - 21.0MG

Fal
(%]
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11709795 suuv v.013GM

LIoME - 33, 0MG
LOMG - 32.44MG
.5MG - 40.0MG

1273U792 11U
11/30/95 600
12712795 120

N
Land AV I8
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST
ROUTE/DOSAGE FORM COUNT NDA

CROSCARMELLOSE SODIUM
SUBLINGUAL; TABLET
CROSPOVIDONE 009003398
IMPLANTATIDN, PELLET
ORAL; CAPSULE
ORAL ; CAPSULE, SUSTAINED ACTION
ORAL ; BRANULE, EFFERVESCENT
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC CODATED
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
0TIC; SOLUTION "
CYCLOMETHICONE
ORAL; POWDER, FOR RECONSTITUTION
TOPICAL; CREAM, AUGMENTED
CYSTEINE
IM - SC; INJECTION, SUSTAINED ACTION
CYSTEINE HYDROCHLORIDE 007048046
INTRAVENGUS; INJECTIOH
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
ORAL; CAPSULE
DC ANTIFOAM AF TRITURATION 17 ON SUCROSE
ORAL; POWDER, FOR RECONSTITUTION
DEHYDROACETIC ACID 000520456
TOPICAL; LOTIOHN
DEHYMULS E
TOPICAL; OINTMENT .
DENATONIUM BENZOATE 003734336
TOPICAL; GEL .
DEOXYCHOLIC ACID - 0006083443
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
DEXTRATES
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

ot
N -
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[
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APPROVAL
DATE

09/18/86

03/03/95
04/25/85

12/727/79%

U2/28/795

09/29/95
12/15789

11/26/85

12/17/90

11730795 600

DIV

600

110
UNK

00

Uy

600
110

600
UHK

POTENCY RANGE

¥

1.8M6 6.5MG

1.5MG -~ 20.0MG
0.5MG 10.71MG

i

1. .RAMAR 120 MG

1.64MG - 28.0MG

2.0MG - 55.3MG
3.0MG - 144.0MG

g.1%
5.04 - 7.5%

54.0MG - 86.5MG




131

INACTIVE

INGREDIENT
ROUTE/DOSAGE FORM

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

DEXTRINS MODIFIED
ORAL-28; TABLET

DEXTROSE
IM - IV - SC; INJECTION
IM - 1V; INJECTION
IM - 1V; POWDER, FOR INJECTION SOLUTION
IM -~ SC; INJECTION
INTERSTITIAL; INJECTION
INTRACAVITARY; INJECTION
INTRAMUSCULAR; 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; POWDER, 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

IVCINFUSION); SOLUTION, INJECTION
ORAL; SYRUP
DEXTROSE, ANHYDROUS
. INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
IV(INFUSION); INJECTION
IV(INFUSION)Y; SOLUTION, INJECTION
DI-PAC (97% SUCROSE-3”% MODIFIED DEXTRINS
ORAL; TABLET

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

ORAL; TABLET, COATED

INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS # NDA LAST
COUNT NDA
009004539
3
3
1
2
005996101
1
3
5
2
1
1
3
1
1
13
2
39
- 3
3
2
1
o 1
1
1
[
1
I3
1
008012246
1
1
1
1
000050997
1
1
5
1
5
2
3
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APPROVAL
DATE

11713784
09/28/92

06/306/73

07/23/86
12727791
07/25/83

05/264/79

07/36/93
01/22/92
01/31/95
12/29/92
10/19/94

10/16/87 -

n9/27/79%

12/11/87

08/09/94

03/18/80
106/06/76
03707777

DIV

600
600

510

520
600
600

600

520

UNK

i80
520
UNK
600

£00

600

110

600
600
600

POTENCY RANGE

1.56MG -~ 1.8MG

3.6% - 5.0%
3.757%

4.47%2 - 5.0%

2.0%4 -~ 5.07

5.0%

1.4%2 -~ 5,487

2.2%4 - 3.8%

5.0«

5.0% -~ 164.32708%

77 GR9MG ~ 150.0MG

7.5%4 ~ B.25%

4.57% - 4.947%

51.0MG - 322.35MG
162.674MG - 260.12MG
26.8MG - 105.4MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

DIACETYLATED MONOGLYCERIDES

ORAL; TABLET

ORAL; TABLET, COATED

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, FILM COATED
DIATOMACEGUS EARTH

ORAL; TABLET, SUSTAINED ACTION
DIATRIZOIC ACID

INTRA-ARTERIAL; INJECTION

INTRA-ARTICULAR; IMNJECTION

INTRACARDIAC; INJECTIONW

INTRADISCAL; INJECTION

INTRAUTERINE; SOLUTION

INTRAVENOUS; INJECTION

IVCINFUSION) ; INJECTION

PERIARTICULAR; INJECTIOR

URETERAL; SOLUTION
DIAZOLYDINYLUREA

TOPICAL; EMULSION, CREAM

TOPICAL; LOTIOH
DIBUTYL PHTHALATE

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
DIBUTYL SEBACATE

ORAL ; CAPSULE, SUSTAINED ACTION

ORAL; GRANULE, ENTERIC COATED

ORAL; TABLET, FILM COATED

ORAL; TABLET, SUSTAINED ACTIOH
DICHLORODIFLUOROMETHANE

. 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

NASAL; AEROSOL SPRAY

NASAL; AEROSOL, METERED

ORAL ; AEROSOL

RECTAL; EMULSION, AEROSOL FOAM

TOPICAL; AEROSOL

TOPICAL; EMULSION, AEROSOL FOAM

CAS #

008029523

000117964

000084742
000109433

000075718

000075434
000076142

PARGE 29

NDA LAST
COUNT HNDA
4
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APPROVAL
DATE

11/05/92
04/08/81

05/7351/791

08/29%/74

08/2%/74

12/27/90

08/19/88

1ysus/vyu

12/?R /708

02/14/94

12/30/92

05/17/88

DIV

600
600

60U

160

160

UNK

600

60U

Ann

UNK

UNK

600

POTENCY RANGE

0.00003ML - 0.00006ML

0.04MG - 1.1MG

0.2%

11 9RY - KA 8611Y%

99.789%

21.857% - 51.12”%

50.0%




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUS PRODUCTS
NDA LAST

INGREDIENT
ROUTE/DOSAGE FORM

DICYCLOHEXYL-CARBODIIMIDE
M - 1V; POWDER, FOR INJECTION SOLUTIOHN
IVCINFUSION) ; POWDER, FOR INJECTION SOLUTION
DIETHANOLAMINE
IV(INFUSION); INJECTION
DIETHYL PHTHALATE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, SUSTAINED ACTION
DIETHYL SEBACATE
TOPICAL; EMULSION, CREAM
DIETHYLAMINE
IM - IV; POWDER, FOR INJECTION SOLUTION
IV(INFUSION); POWDER, FOR INJECTIOH SOLUTION
DIGLYCERIDES
TOPICAL; LOTION
DIGLYCOL STEARATE
VAGINAL; EMULSION, CREAM
DIHYDROXYALUMINUM SODIUM CARBONATE
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
DIISOPROPANGLAMINE
TOPICAL; BEL
TOPICAL; SOLUTION
DITSOPROPYL ADIPATE
TOPICAL; LOTION
TOPICAL; SOLUTION
DIISOPROPYLBENZOTHIAZYL-2-SULFENAMIDE
ORAL; TABLET
DIMETHICONE
- DRAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
DIMETHICONE 350
ORAL; CAPSULE
TOPICAL; EMULSION, CREAM
DIMETHICONE 360
TOPICAL; EMULSION, CREAM
DIMETHYLDIOCTADECYLAMMONIUM BENTONITE
RECTAL; SUSPENSION
DIMYRISTOYL LECITHIN
IVCINFUSION) ; SUSPENSION, INJECTION
DIMYRISTOYL PHOSPHATIDYLGLYCEROL, L-
IVCINFUSION); SUSPENSION, INJECTION

CAS %

000111422
000084662

0001104607

000106116
000539684
000110974

006938949

009006659

009006659

018194246
057618287

PAGE 30

COUNT HNDA
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APPROVAL
DATE

09/711/92

B1/u4/95

06/05/78
02/27/95

08/29/95
08/17/88

uB/ L6/ 5Y
12707792

01/24/80

DIV

600

600

£00
600

600
400

UNK
UNK

UNK

POTENCY RANGE

0.3% - 0.35%

8.0MG ~ 12.0MG

10.0%

2.5MG - B.2MG
. 2MG

0.4%

1.0%
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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
DICCTYLPHTHALATE

OPHTHALMIC; DRUG DELIVERY SYSTEM
) OPHTHALMIC; SUPPOSITORY, INSERT, CONTROLLED RELEASE

DIPROPYLENE GLYCOL 000110985
TRANSDERMAL ; FILM, CONTROLLED RELEASE

DISODIUM EDISYLATE
ORAL; SOLUTION
ORAL; SYRUP
DRAL; TABLET

DISODIUM MONCOLEAMIDE SULFASUCCINATE
TOPICAL; SHAMPOO

DISOFENIN 065717977
IVCINFUSION); INJECTION

DOCUSATE 010041197
ORAL; TABLET

DOCUSATE SODIUM ’ 000577117
INTRAMUSCULAR; INJECTION ?

ok

-
el e T T o e o . N N g R g N Y o e N N v VU S Y V)

ORAL; CAPSULE

ORAL; CAPSULE, SUSTAINED ACTION
ORAL; GRANULE FOR RECONSTITUTION, CR
ORAL ; SU%EE?SIUN

08/19/91 400 O0.4MG - 2.0MG

01/26/84 600 0.04%

ORAL; TA 12729795 600 0.002MG - 11.0MG
TOPICAL; GEL 16/26/84 UNK
TOPICAL; SHAMPOO
DOCUSATE SODIUM/SODIUM BENZOATE
ORAL; CAPSULE 06/03/87 6060 D.425MG - 4.0MG

ORAL; TABLET 1 16/20/95 600 0.2MG - 6.0MG
DRI KLEAR 042
ORAL; TABLET
* ORAL; TABLET, COATED
DRY FLO
ORAL; TABLET
DURG-TAK 280-2516
TRANSDERMAL; FILM, CONTROLLED RELEASE
" DURD-TAK B0-11%96
TRANSDERMAL; FILM, CONTROLLED RELEASE
DUSTING POWDER
ORAL; TABLET
DRAL; TABLET, COATED
DYE BEIGE P-1437
ORAL; TABLET
DYE BLACK
ORAL ; CAPSULE
ORAL; TABLET

06/14/83 600

s PAGE 31




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, SUSTAINED ACTION
BLUE #2

ORAL; TABLET, SUSTAINED ACTION
BROWN LAKE

ORAL; TABLET

BROWN LB-292

ORAL; TABLET

BROWN LB-464

ORAL; TABLET

‘CARAMEL

ORAL; SYRUP

CARAMEL ACID PROOF 100
ORAL; SYRUP

DC BLUE 82 LAKE

ORAL; CAPSULE

ORAL; TABLET, COATED
DC BLUE %6

ORAL; CAPSULE

DC GREEN 23 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 & NDA LAST
COUNT HNDA

000130201

000482893

004403901

000081889

000548265

el N N I e e U e N S e e SN 1Y CHEvN
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APPROVAL
DATE

09/16/80

05/31/9¢0

07/26/88

04/21/87

09/721/77

ua/10/78

U4/13/84
04/13/84

09/11/92

DIV

600

520

UNK

600

600

AR

510
510

530

POTENCY RANGE

0.014M6

0.025% - 0.05%

ft AnnaGYy

0.0024MG
0.0024MG




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 £27 ALUMINUM LAKE

ORAL; TABLET

ORAL; TABLET, COATED

ORAL; TABLET, FILM COATED

ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

DC RED #28

ORAL; CAPSULE

ORAL; CAPSULE, COATED, SOFT GELATIN
ORAL ; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIH

ORAL; CAPSULE, SUSTAINED ACTION
QRAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET

DC RED 23 LAKE

ORAL; TABLET

ORAL; TABLET, FILM COATED

DC RED #30 -

GRAL ; 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

DRAL-28; TABLET

DC RED £30 ALUMINUM LAKE

ORAL; TABLET

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

ORAL; TABLET, DELAYED ACTIOM, ENTERIC 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

CAS &

002136158 =

0064618239

0023797490

PAGE 33

MDA LAST

COUNT NDA
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APPROVAL
DATE

01/02/87

N2/11/88

157217177

047/03%/95
10/UR/79%
09/11/795
04/22/68
08/31/90

08/06/79

04/27/95
12/20/82

172/29792

12/30/91
12/30/91

01/31/95

08/30/83

10/307%2

117uUb781

DIV

600

400

60U

6010

IR0
110
520
520

600

600
£00

i7n

600
600

600

600

600

66Ul

POTENCY RANGE

0.5UGH

0.002MG

0.014%

0.2MG

0.0105MG - 0.93MG

0.03726M5 - 3.0MG

0.29GM

0.04MG - 0.4MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS & NDA LAST APPROVAL
ROUTE/DOSAGE FORM ) - CDUNT NDA DATE DIV POTENCY RANGE
DYE DC RED &33 003567666

N

ORAL; CAPSULE
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
DRAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
TOPICAL; SHAMPOO
DYE DC RED #33 LAKE
ORAL; CAPSULE
DRAL; SYRUP
DYE DC RED #36
DRAL; TABLET R
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT
DYE DC RED #39 006371557
TOPICAL; LOTICH
DYE DC RED #6 LAKE
ORAL; CAPSULE
DYE DC RED $40 LAKE
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION, ELIXIR
 ORAL; TABLET
. DRAL; TABLET, COATED
RECTAL; SUPPOSITORY
DYE DC RED #6 005858811
ORAL; TABLET, COATED
DYE DC RED #6 LAKE
DRAL; TABLET
DYE DC RED #7 005281049
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
DYE DC RED 87 CALCIUM LAKE
DRAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED

nZ/nxs/Q6 110 0, 0001MG
AT/NX/RS 110 0.0013MG

04/27/88 510

12/16/83 600

12/18/80 600 -

03/07/85 600 0.001848%
06/16/88 110 O0.607MG - 0.15MG

ok

Bed bt SNt e pt R) P B NI ED N R RS R It b e B et et bt bt O GO S D0 DTN ST B N b

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

09/07/77 110 0.01MG - 48.75MG

03/02/92 600

01/31/95 600

03/01/90 180 O0.4MG

12721793 600 0.16MG - 0.6MG
01726784 510

%)

12720790 11¢

-

ot

12/21/93 600
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST
) ROUTE/DOSAGE FORM ) COUNT NDA
DYE DC RED 87 CALCIUM LAKE

DYE
DYE
DYE

DYE
DYE

" ORAL; SYRUP

DYE

ORAL; TABLET, SUSTAINED ACTION
DC RED_#7 LAKE

ORAL; TABLET

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

DC RED_LAKE

ORAL; TABLET

DC VIOLET #2 LAKE

ORAL; TABLET

DC YELLOW

ORAL; CAPSULE

DC YELLOW #10 008004920
BUCCAL; GUM, CHEWING

DENTAL; GEL

DENTAL; PASTE ,

ORAL; CAPLET Y
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; CONCENTRATE

ORAL; POWDER

ORAL; SOLUTION

ORAL; SOLUTION, ELIXIR

DRAL; SUSPENSION

ORAL; SUSPENSION, SUSTAINED ACTION

b
o

o
NPt bt S b pd N DO D (NFDO NN RN NN O M b (4 R N =B N

Yoot
N

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; SUPPOSITORY
SUBLINGUAL; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SHAMPOO
DC YELLOW #10 ALUMINUM LAKE
ORAL; CAPLET
ORAL; CAPSULE .
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; TABLET
! PAGE 35

[

-

~

APPROVAL
DATE

01/16/85
81/25/88

09/25/95

07/31/92

08/31/95
01/29/93
06/30/92

Us74179>
07/26/82
05/10/93
81/30/92
12/05/88
06/38/93
08/28/92
06716795

uB/LI/YU
06/29/95
04/26/78
unseB/Ys
11/08/93

12730791
12730791

uzs26/88

08/15/94

1Ur11795

Div

600
600

400

600

600
600
600

Uy
110
180
600
510
600
600
UNK

UNK
600
600
1Ly
UNK

600
ANND

600

180

3901}

POTENCY RANGE

DNOOO NOo© o OO

[==]

.02MG - 0.6MG

L009M6 - 2 .4MG

. QUGH

-111MG

.25MG

.0008% - 0.0014%
.00003%

.0005% - 0.005%
.00027% - 0.0015%
.00287% - 0.0036%
.0035MG - 5.0MG
.5MG

.006MG - 0.06BMG
L071MG - 2.01MG
.O02MG

aomn -~ §.06MG

.028MG - 0.23MG

.008MG -~ 2.5MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

DYE DC YELLOW $10 ALUMINUM LAKE

ORAL; TABLET, COATED 8 03707777 460
DRAL; TABLET, DELAYED ACTION, ENTERIC COATED 1
ORAL; TABLET, FILM COATED 7 ug/714979% 1iu  0.0075MG - 0.045MG
ORAL; TABLET, REPEAT ACTIOHN 2 03/31/81 UHK
g ORAL; TABLET, SUSTAINED ACTION [ 07/31/92 400
1 ORAL-21; TABLET 2 01/29/87 600 0.096MG - D.415MG
ORAL-28; TABLET 12 07703792 510 0.096MG - 0.415MG
DYE DC YELLOW £10 HT LAKE
ORAL; TABLET 5 06/13/788 400 O0.IMG - 1.4MG
DYE DC YELLOW #1080 LAKE
ORAL; POWBER, FOR RECONSTITUTION 1
ORAL; TABLET 74 08/29/95 600 0.00078B9MG - §5.71MG

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 9
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
SUBLINGUAL; TABLET
DYE DC YELLOW £5 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 &6 LAKE
..ORAL; CAPSULE
ORAL; SOLUTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED .
DYE FDC BLUE #1 002650182
DENTAL; PASTE

UM/ LU/ 1B AT
Ub/Z2U/785 U0 U.12GM

87/29/88 110 0.18MG - 2.33MG
68/11/80 600 0.016MG - 2.69MG

12728780 4Ann

UL/12/7135 600 0.005MG

11/02/87 600 O0.27UGM

DENTAL; SOLUTION 12728795 600 0.00005% - 0.0015%
ORAL; CAPSULE 23 10/18/95 600 5.0UGM

ORAL; CAPSULE, COATED PELLETS 06/30/92 600

ORAL ; CAPSULE, ENTERIC COATED PELLETS - 10/05/95 180

ORAL; CAPSULE, HARD GELATIN 03/27/95 600 3.708MG

ORAL; CAPSULE, SOFT GELATIN ¢ 03/08/94 180

ORAL; CAPSULE, SUSTAINED ACTION 2 09/11/95 110 0.019MG - 0.9MG
ORAL; POWDER, FOR RECONSTITUTION 04/23/79 600

ORAL; SOLUTION 05/28/93 600 0.000075% - 0.75%
ORAL; SOLUTION, ELIXIR 04/29/92 600

ORAL; SUSPENSION 02/12/86 520 0.005%

ot -
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ORAL; SYRUP 12723788 6060
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % L NDA LAST APPROVAL
ROUTE/DUOSAGE FORM e COUNT NDA DATE DIV POTENCY RAHNGE

DYE FDC BLUE #1 002650182 :
ORAL; TABLET 129 06729795 600 5.0UGM - 11.4UGM
ORAL; TABLET, COATED 02/11/R87 120 §.G052MG - 0.00B5MG
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED 1 10731791 180 0.51UGM
ORAL; TABLET, SUSTAINED ACTION 11708793 UNK 0.03MG
ORAL-21; TABLET 07/01/88 600 O0.0IMG - 0.05MG
ORAL-28; TABLET 07/01/88 600 O0.01MG - 0.05MG
RECTAL; SOLUTION 05/28/93 400 0 Annn75%
SUBLINGUAL; TABLET
TOPICAL; SHAMPOO UB/721790 UNK  u.0036%

TOPICAL; SUSPENSION, SHAMPOO
TOPICAL; SWAB
DYE FDC BLUE £1 ALUMINUM LAKE

ORAL; CAPSULE .
ORAL; CAPSULE, HARD GELATIN -
ORAL; CAPSULE, SUSTAINED ACTION

_ 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

[

08/15/94 180

[™3
[
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12/29/95 400 0.001MG - 2 5MG

04/20/16 600
05/15/90 600
A5/30/95  ANN . IMG - 0.2MG

ORAL; TABLET, SUSTAINED ACTION 07/29s88 110 0.009MG - 0.29MG
ORAL-28; TABLET '

‘DYE FDC BLUE #1 H.T. ALUMINUM LAKE
ORAL; TABLET 1 08/31/88 600 0.012MG - 0.3MG

DYE FDC BLUE #1 LAKE
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL-28; TABLET
DYE FDC BLUE %210
ORAL; TABLET
DYE 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

(%

08/29/95 4600 0.00364MG ~ 2.675MG
04/08/81 400

127354794 510 0.045MG

-

10/18/795 400 0.012MG

Ub/s70S8/795  H5U

02/21/92 110 2.1UGM

06/29/95 600 0.0015MG - 20.016MG
B2/?28/92 AO0 26 . 172MG

[P

12729792 120 0.IMG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % MDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RAHNGE
DYE FDC BLUE #2 000860220 -
ORAL; TABLET, SUSTAINED ACTION : 5 09/22/96 110
DYE FDC BLUE 82 LAKE 012227859
ORAL; CAPSULE ; 211 RR/TIR/G6 18N
ORAL; CAPSULE, SUSTAINED ACTION e | G
ORAL; TABLET 77 12/28/95 600 0.035MG - 6.0MG
ORAL; TABLET, COATED i4 12/20/82 600 0.095MG - 0.1425MG
DRAL; TABLET, FILM COATED g 06723795 530 0.015MG - 0.3MG
QRAL; TABLET, REPEAT ACTION 1
ORAL; TABLET, SUSTAINED ACTIOHN 7 Ui/7uvs8s  bUU U, u2MG
ORAL; TABLET, UNCOATED, TROCHE 1
ORAL-21; TABLET 3 Urs7ussye »i1u 0.1IMG - 0.208MG
ORAL-~-28; TABLET 12 11/717/95 510 0.06649MG - 0.208MG
DYE FDC GREEN #£3 002353459
DENTAL; GEL
ORAL; CAPSULE y 4 05/03/95 520 0.003MG - 0.066MG

ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL ; CAPSULE, SOFT GELATIN

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; SOLUTION, ELIXIR

08/11/95 110 D0.015MG

ORAL; SYRUP UB/17/9U UNK  D.00032%
ORAL; TABLET 09/15/783 600 0.0004MG - 10.0MG
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 #£28
ORAL; CAPSULE
ORAL; POWDER, FOR RECONSTITUTION
DYE FDC RED #£3 ) 016423680
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
! ! PAGE 38

06719785 600 0.06MG
03/29/91 600

ot

w
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10/18/95 600 O0.08036MG - 0.333MG

Uss7us761¢4 LMK

W

D1/26/89 sUU  0.037MG - 0.3MG
12/18/808 . 600
" 12/18/80 600

. 12723791 8§20  0.004% - 0.525%

ya

09723774 520
08/31/90 520 2.5UGM
nR/lA/RG 120 0.005MG

P

09/28/// 6UU




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

IHGREDIENT

DYE

DYE

DYE

DYE

DYE

DYE

ROUTE/DOSABGE FORM

FDC RED #3

ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

TOPICAL; SHAMPOGO

FDC RED #3 LAKE

ORAL : TABLET

ORAL; TABLET, SUSTAINED ACTION

FDC RED #3-ALUMINUM LAKE

ORAL; CAPSULE

ORAL; CAPSULE, SUSTAINED ACTION

ORAL ; GRANULE

ORAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET

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

TOPICAL; SOLUTION

FDC RED #30 LAKE

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; TABLET

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FDC RED 233

ORAL; CAPSULE

ORAL; SYRUP

FDC RED #40

BUCCAL; TABLET

ORAL; CAPSULE

ORAL; CAPSULE, COATED, SOFT GELATIN
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN

- ORAL; CAPSULE, SOFT GELATIN

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; CONCENTRATE

QRAL; DROPS

ORAL; POWDER

ORAL; POWDER, FOR RECONSTITUTION

ORAL; SOLUTION

ORAL; SOLUTION, ELIXIR

ORAL; SUSPENSION

ORAL; SYRUP

ORAL; TABLET

ORAL; TABLET (IMMED./COMP. RELEASEY, UNCOATED,
ORAL; TABLET, COATED

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

ORAL; TABLET, SUSTAINED ACTION

SUBLINGUAL; TABLET

TOPICAL; SOLUTION

CAS #

016623680

012227780
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- NDA LAST

COUNT NDA

ot
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APPROVAL
DATE

08/30/84

11/10/88

05/11/90
10/21/80

12/21/87

03/06/87
09/17/93

In/1R/798

10/05/95
61/28/91
07/26/82
09/11/95
11/30/94
05/25/95

10719795
12722794
10/27/92
09/15/95
01/13/95
10/17/95
10/04/76
08716777
10/26/84
02/25/94
05/14/85
07/29/88
01728792

DIV

110

600

600
520

600

600
530

NN

180
110
110
110
600
UNK

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

POTENCY RANGE

0.006MG - 1.2MG

0.02MG - 8.0MG
0.126MG - 4.25MG

262 .0MG
0.002x

N nh7amMG -~ 73, 2MG

B76MG
.029MG - 0.129MG
.0025% - 8.0075%
.00 %

DOOD

00007 - U.032%
.0004% - 0.0007%
.0012% - 0.005%
.004% - 0.9%
.002% - 0.04%
.55UGH

. 2MG

.043MG
.028MG

.DO3MG
6%
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