‘ INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT CAS % : - NDA LAST APPROVAL

ROUTE/DOSAGE FORM ©L o 'COUNT  NDA DATE DIV POTENCY RANGE.
GLYCERIN 000056815 . :
ORAL; CAPSULE, SOFT GELATIN v 11722795 150 3.055MG -~ 111.0MG
ORAL; CAPSULE, SUSTAINED ACTION 3 04/25/95 UNK 0.1MG i
ORAL; CONCENMTRATE Lt 18 Y1/X0/86  ARR K NY - R& A%
ORAL; DROPS ]
ORAL; SOLUTION 37 11711795 600 2.5% - 20.0%
ORAL; SOLUTION, ELIXIR 15 06/29/93 600 2.5% - 5.0%
DRAL; SUSPENSION 33 06/16/95 UNK 1.0% - 34,32
ORAL; SYRUP 54 07/30/93 600 5.8% - 50.0%
ORAL; TABLET ‘ 9 02/21/795 600 O.04ML
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 2 07/29/92 600 0.75MG6 - 1.0MG
ORAL; TABLET, FILM COATED 2 11718783 600
ORAL; TABLET, SUSTAINED ACTION 2 08/19/91 UNK 1.2MG
ORAL-21; TABLET 1 :
ORAL-28; TABLET . 1 ‘
OTIC; SOLUTION s 5 12729795 600 52.62x
OTIC; SUSPENSION 2 15/25/75 400 0 .08Y
PERFUSION, BILIARY; LIQUID 1
RECTAL; SUPPOSITORY 5 117258793 sUU
SUBCUTANEOUS; INJECTION 13 03/31/94 510 1.6% - 32.5%
SUBCUTANEOUS; SUSPENSION, INJECTION 1 »
TOPICAL; EMULSION, AEROSOL FOAM 1 )
TOPICAL; EMULSION, CREAM 41 09/20/95 UNK 90.2% - 21.8%
TOPICAL; LOTION 9 05/31/789 UNK 3.08% - 10.0%
TOPICAL; OINTMENT 2 03/09/78 600 5.0%
TOPICAL; SOLUTION 4 01/28/792 600 3.43%Z - 65.7%
TOPICAL; SPONGE 1 %
TRANSDERMAL; FILM, CONTROLLED RELEASE 1
VAGINAL; EMULSION, CREAM 4 09/19/85 600 5.0/ - 7.0
: VAGINAL; SUPPOSITORY 3 01/27/87 520 227.9MG
GLYCERIN HYDROCHLORIDE
ORAL ; TABLET - 1
GLYCEROL ESTER OF HYDROGENATED ROSIN 008050291
NASAL; OINTMENT ’ 1
GLYCERYL BEHENATE
ORAL; TABLET 2 11722791 600
GLYCERYL DISTEARATE 001323837
ORAL; CAPSULE, SUSTAINED ACTION 4 01/06/781 UNK 6.6MG - 39.2MG
GLYCERYL LAURATE 001322889
TRANSDERMAL ; FILM, CONTROLLED RELEASE 1
GLYCERYL OLEATE 000566763 R
ORAL; CAPSULE 2 01727781 120
ORAL; CAPSULE, HARD GELATIN 2 03/28/767 UNK
ORAL; POWDER, FOR RECONSTITUTION 1 :
ORAL; TABLET, COATED 1 , -
ORAL-28; TABLET 2 11717795 510 O0.15MG
TRANSDERMAL; FILM, CONTROLLED RELEAsg 1 .
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED-DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

GLYCERYL OLEATE/PROPYLENE GLYCOL
TOPICAL; CREAM, AUGMENTED
GLYCERYL PALMITATE
RECTAL; SUPPOSITORY
GLYCERYL RICIKOLEATE
TOPICAL; SUSPENSION, SHAMPOO
GLYCERYL STEARATE
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET, SUSTAINED ACTION
OTIC; SUSPENSION
RECTAL; SUPPOSITORY
TOPICAL; EMULSION, AERGSOL FOAM
TOPICAL; EMULSIOM, CREAM
TOPICAL; LOTIGOHN
TOPICAL; OINTMENT
VAGINAL; EMULSION, CREAM
GLYCERYL STEARATE SE
TOPICAL; LOTION
GLYCERYL STEARATE-STEARAMIDOETHYL DIETHYLAMINE
TOPICAL; OINTMENT
GLYCERYL STEARATE/PEG-100 STEARATE
TOPICAL; EMULSION, CREAHM
TOPICAL; LOTION
GLYCERYL STEARATE/PEG-40 STEARATE
RECTAL; SUPPOSITORY
GLYCINE
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTIOHN,
IVCINFUSION); POWDER, FOR INJECTION SOLUTION
ORAL; CAPSULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION .
ORAL; TABLET :
ORAL; TABLET (IMMED./COMP. RELEASE), UNCDATED,
RECTAL; SOLUTION
SUBCUTANEQOUS; POWDER, FOR INJECTION SOLUTION
GLYCOL STEARATE
TOPICAL; SUSPENSION, SHAMPOD
GLYCYRRHIZA
: ORAL; POWDER, FOR RECONSTITUTION
GLYCYRRHIZIN, AMMONIATED
ORAL ; GRANULE
DRAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET (IMMED./COMP. RELEASE}, UNCOATED,

CAS %

001330730
001323382
031566311

000056406
LYOPHILI

000111604

001407030
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NDA LAST
COUNT MDA
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APPROVAL
DATE

04/30/73
01/10/91

05/11/88
08/02/76
01/04/95

09/29/87
11/24/93%

09/13/95
12/07/92
10/7106/85
12/21/95

04/01/94
11/26/85

02/727/95

12/23%/791

06/01/84
nN7/22/8%

iis711/79s

DIV

120
600

600
120
600
600
AfN

UNK
UNK
600
520

UNK
600

600

52n

600
R2n

POTENCY RANGE

1.0 - 2.0%

0.5%
0.823MG - 27.0MG
52.86MG - 156.0MG

0.05% - 6.5%

A MG - 36 .85MG
0.3% - 20.0%
0.25% -~ 3.0%
5.0%

2.07% - 17.07%
5.07%

1.42%

15.0MG -~ 35.0MG

2 1y

B.0MG - 163.31MG
100 .0MG - 200.0MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
CAS %

INGREDIENT
ROUTE/DOSAGE FORM

GUANIDINE HYDROCHLORIDE

INTRAVENOUS; INJECTION
GUAR GUM

BUCCAL/SUBLINGUAL; TABLET

ORAL; POWDER, FOR RECONSTITUTION

ORAL; SUSPENSIOR

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 ACTIGON

ORAL; TABLET, SUSTAINED ACTION
GUM, NATURAL

ORAL; TABLET, SUSTAINED ACTION
HERBACOL

TOPICAL; SOLUTION

TOPICAL; SPONGE
HEXYLENE GLYCOL

TOPICAL; EMULSION, CREAM

TOPICAL; DINTMENT
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; IMNJECTION

DENTAL; SOLUTION

EPIDURAL; INJECTIOHN

IM - IV - SC; INJECTION

IM - IV; IHJECTION
- 1V; POWDER, FOR INJECTION SOLUTION
IM - IV; SOLUTIOH, INJECTION
- SC; INJECTION
- S5C; POWDER, FOR INJECTION SOLUTION
INHALATION; AERQOSOL, METERED
INHALATION; SOLUTION
INTERSTITIAL; INJECTION
INTRA-ARTICULAR; INJECTION ) PAGE

000050011
005000300

008050100

006365839

000107415

000071001
008049658

607647010

65

COUNT NDA
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APPROVAL
DATE

02/23/776
N6/18/91
12701786

01/06/78
06/10/83

06/08/92

11/14/94

04/30/87

10/29/82
1In/1%/R7

10730792
12/29/93

- 12/727/94

10/30/95
03/065/90
01/?23/R%

uys/us/792
N7/?28/95

11705781

D1V

160

400

UHK

UNK

UNK

URK

ANN

UNK
600
600
600

600
510

510
ADN

6UU

POTENCY RANGE

0.046%

0.2%

1.296mM3 - 12.0MG

§.0MG - 35.4MG

4.0MG - 5.06MG :

9.0MG

12.0%

1.414% - 2.8277%

0.00022%

6.7% - 1.72%



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % HDA LAST
ROUTE/DOSAGE FORM ) COUNT HNDA
HYDROCHLORIC ACID 007647010

INTRABURSAL; INJECTION
INTRACARDIAC; INJECTION
INTRACAVITARY; INJECTION
INTRACAVITARY; POWDER, FOR INJECTION SOLUTION, LYOPHILI
INTRADERMAL ; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRAOCULAR; SOLUTION
INTRAPERITONEAL; INJECTION
INTRAPERITONEAL ; SOLUTION
INTRAPLEURAL ; INJECTION
INTRASYNOVIAL; INJECTION
INTRATHECAL ; INJECTION
INTRATHECAL ; POWDER, FOR INJECTION SOLUTIOH
INTRATHECAL ; SOLUTION
INTRATRACHEAL ; POWDER, FOR RECONSTITUTION
INTRATRACHEAL ; SUSPENSION

| INTRATUMOR; INJECTION
INTRATUMOR; POWDER, FOR INJECTION SOLUTIGN
INTRAVASCULAR; INJECTION
INTRAVASCULAR; SOLUTION
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION
INTRAVENOUS; SUSPENSION, INJECTION
IONTOPHORESIS; SOLUTION
IRRIGATION; SOLUTIOH
IV - SC; INJECTION
IV -~ SC; POWDER, FOR INJECTION SOLUTION
IVCINFUSIONY ;- INJECTION
IVCINFUSION) ; POWDER, FOR INJECTION SOLUTION
IVCINFUSION) ; SOLUTION
NASAL; SOLUTION
NASAL; SPRAY
NASAL; SPRAY, METERED
NERVE BLOCK; INJECTION
OPHTHALMIC; GEL
OPHTHALMIC; POWDER, FOR RECONSTITUTION
CPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL ; SUSPENSION
ORAL; SYRUP
OTIC; SOLUTION

n
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APPROVAL
DATE

09/30/64
06/01/88

10/16/87
106/16/87
10/29/92
06/17/9%95
16/28/498

fiR/719792

11/7U5/81
10/30/92
12/21/87

01722782

uy/18/95
04/19/95
12726785

11727791
16/7106/95
08/31/%¢0
08/18/95
12/7?1/79n

12726790

1Us U7 9D
06/23/95

12729795

09/13/95
06/30/92
10/24/95
03/18/87
10/728/94

12/29/95

DIV

UNK
600

UNK
UNK
510
UNK
ANN

140

U0
UNK
150

140

110
600
160

600
600
600
110
400

UNK
600

600
600
600
160
600
600
600

POTENCY RANGE

1.414% - 10.0%
0.9%

1.4147 - 2.827%

1.367% - 2.827%

0.2177% - 0.47%
0.9%
10.0%

0.56%



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # ~NDA LAST APPROVAL
ROUTE/DOSAGE FORM _ COUNT  NDA DATE DIV POTENCY RANGE
HYDROCHLORIC ACID 007647010

. OTIC; SUSPENSION
' PERFUSION/CARDIAC; SOLUTION
PERIDURAL; INJECTION
RECTAL; SOLUTION
RETROBULBAR; INJECTION
SOFT TISSUE; INJECTION
SPINAL; INJECTION
SUBCONJUNCTIVAL; INJECTIOH
SUBCUTANEQUS; INJECTION 1
SUBCUTANEDOUS; SOLUTION, INJECTION
TOPICAL; EMULSION
TOPICAL; EMULSION, AEROSCL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; GEL :
TOPICAL; GEL, JELLY v
TOPICAL; OINTHMENT
TOPICAL; SHAMPQOO
TOPICAL; SOLUTION
URETERAL; SOLUTION
HYDROCHLORIC ACID, DILUTED
INTRA-ARTERIAL; INJECTIOH
INTRAVASCULAR; INJECTION
INTRAVENOUS; INJECTION
IVCINFUSION) ; SOLUTION, INJECTION
ORAL ; CONCENTRATE
TOPICAL; SOLUTION
HYDROGEN PEROXIDE 007722841
TOPICAL; SOLUTION
TOPICAL; SPONGE
HYDROXYETHYL CELLULOSE 009004620
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; SYRUP
ORAL; TABLET (IMMED./COMP. RELEASE}, UNCOATED,
ORAL; TABLET, SUSTAINED ACTION
OTIC; SOLUTION
TOPICAL; SOLUTION
TOPICAL; SPONGE
TRANSDERMAL; FILM, CONTROLLED RELEASE
HYDROXYMETHYL CELLULOSE
ORAL; TABLET
TOPICAL; SOLUTION
HYDROXYPROPYL CELLULOSE 009004642
ORAL; CAPSULE ’
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, ENTERIC COATED PELLETS

1In/26/795 140

06719780 sUU
12711 /87 40D

03731794 510

10/08/785 6040
02/07/89 400
N6/29/793 400

08/31/7%uU unk
07/731/84 400

01/07/87 520

06/29/76 6060 0.25% - 0.35%
07/21/89 UNK ©0.05% - 0.35%
07/22/92 400

1

1H/7UB/YS UNK 1U. OMG - 20, 0MG

urreeroe ngu u.bA4 - UT5%

01/25/95 600 10.0MG - 36.0MG
10730785 600
10/05/95 1890
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ’ CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT  NDA DATE DIV POTENCY RANGE
HYDROXYPROPYL CELLULOSE 009004642
ORAL; CAPSULE, SUSTAINED ACTION 9 01/06/95 600 0.2MG - 5.49MG
ORAL; GRANULE, FOR RECONSTITUTION 1
Okgt; ;gg?g?. FOR RECONSTITUTION 1
ORAL ; 168 11709795 4600 O0.05MG - 46.0
ORAL; TABLET, COATED 14 06/20/88 600 0.5MG - I?QMGMG
ORAL; TABLET, DELAYED ACTIDN, ENTERIC COATED 2 NA/19/95 £20 15 nMn
ORAL; TABLET, ENTERIC COATED PARTICLES 1 . )
ORAL; TABLET, FILM COATED 47 12711795 530 0.58GM
ORAL; TABLET, SUSTAINED ACTION 15 03/30/95 110 2.0MG - 37.5MsG
shaLiueia, st 1
3 5 UL/ L9793 BUYU ¢.14 - 3.0%
TOPICAL; LOTION 2 AT/IA/RG HNK  n %:7 -Sn?ng
TOPICAL; LOTION, AUGMENTED 1
TOPICAL; SOLUTION 2 07/03/85 600 0.805%
TRANSDERMAL; FILM, CONTROLLED RELEASE 9 1
HYDROXYPROPYL METHYLCELLULOSE 009004653
OPHTHALMIC; SOLUTION I3 10/31/795 600 0.1% - 0.5%
OPHTHALMIC; SUSPENSIOHN 13 09/13/95 600 O0.002% - 0.6
ORAL; CAPSULE 15 09/11/92 530 1.58MG - 150.0MG

10/30/85 600
10/05/95 180
85/29/92 110 1.4MG - 119.7MG

ORAL} CAPSULE, COATED PELLETS

ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION

ORAL ; CONCENTRATE

ORAL; GRANULE, ENTERIC COATED

ORAL; SUSPENSION

ORAL; SYRUP 04/29/93 600 0.45%

ORAL; TABLET 31 10/04/95 510 0.4MG - 48.0MG
ORAL; TABLET, COATED 1 05/264/88 600 1.54MG - 4.04MG
ORAL; TABLET, DELAYED ACTIOGN, ENTERIC COATED 11/30/95 600 3.0MG - 18.7MG
ORAL; TABLET, FILM COATED 9 12/27/95 150 0.764MG - 170.0MG
ORAL; TABLET, SUSTAINED ACTION 3 03/30/95 110 2.8IMG - 240.0MG

ORAL-21; TABLET
ORAL-28; TABLET
TOPICAL; GEL, JELLY
TOPICAL; SOLUTION
VABINAL; TABLET
HYDROXYPROPYL METHYLCELLULOSE PHTHALATE
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, ENTERIC COATED PARTICLES
HYDROXYPROPYL METHYLCELLULOSE 2208 009004653
ORAL; TABLET, SUSTAINED ACTION

06/29/93 400 5.57%

86/30/92 600
IN/0R/95  1AN

U3/729782 U0 ZY.ZMG - 44 .57MG

O N R NN e (N b bt U1 3O Y G B bt et O8N N

04/28/95 600 30.0MG - 250.0MG
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

ROUTE/DGSAGE FORM

HYDROXYPROPYL METHYLCELLULOSE 2986

OPHTHALMIC; SOLUTIONM
ORAL; BGRANULE, ENTERIC COATED
ORAL; SYRUP

HYDROXYPROPYL METHYLCELLULOSE 2918

OPHTHALMIC; SOLUTION

OPHTHALMIC; SUSPENSION

ORAL; CAPLET

ORAL; CAPSULE

ORAL; CAPSULE, ENTERIC COATED PELLETS

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; SUSPENSION

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, SUSTAINED ACTION

ORAL-28; TABLET

IMIDAZOLIDINYL UREA

TOPICAL; EMULSION, CREAM
TOPICAL; LOTION

-IMIDUREA

INK

INK

INK
INK
INK
INK
INK

TOPICAL; EMULSION, CREAM

TOPICAL; SHAMPOOD

BLACK

ORAL; CAPSULE

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

‘BLACK A-10450

ORAL; TABLET
ORAL ;- TABLET, FILM COATED

BLACK A-10509

ORAL; CAPSULE

BLACK A-1057

ORAL; TABLET, SUSTAINED ACTION
BLACK IMPRINTING FGE-1386

ORAL; CAPSULE

BLUE BLACK A-9371

ORAL; CAPSULE

EDIBLE

ORAL; CAPSULE

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

ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET

CAS #

009604653

0090084653

039236469
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NDA LAST
COUNT HWDA

23

ot ot
DN TR R ke ke e (R bt NRD L R R Rt e e B R D Rt OO N B RO bt D bk G bl et R

APPROVAL
DATE

07/729/94

09/23/93
ns/nas7aaQ

04/708/794
U¥/7 14795

U/ £n/95
106/06/85

14750792

LU/ L4794
11/18/94

06/17/94

12722792
11/30/95

66/11/87

03702792
12/30/86
02/28/92

Ub/14/85

DIV

600

UNK
£0n

530
1140

LUV
14114

110

bUU
UNK

UNK

600
600

600

600
150
ANN

UNK

POTENCY RANGE

0.

0.

5%

.5%
sy

.OMG -~ 10.8BMG
LAimG - 10, 8BMG

M - TT NMG

.TMG - 9 .8MG

CBMG - BULUMG
.7MG - 144, 0MG

2% -~ 0.3%

65.0MG - 102.0MG



INGREDIENT

- ITHK

INK
IRK
INK
INK

INK
INK
INK
INK
INK
IRK

INK

INK yﬂz

INK

IHK

ROUTE/DOSAGE FORM

EDIBLE BLACK

ORAL; CAPSULE

ORAL; TABLET

ORAL; TABLET, COATED

ORAL; TABLET, SUSTAINED ACTION

"ORAL-28; TABLET

EDIBLE GRAY

ORAL; CAPSULE

EDIBLE RED

ORAL; CAPSULE

EDIBLE RED A-8032

ORAL; TABLET, SUSTAINED ACTION
EDIBLE WHITE

ORAL; CAPSULE

ORAL ; TABLET. FILH COATED

FINE BLACK 2

ORAL ; TAILET

FINE BLACK 2212

ORAL; TABLET

GREEN A-10454

ORAL; TABLET, SUSTAINED ACTION
LIGHT REDWOOD

ORAL; CAPSULE

PINK IMPRINTING SB-1003

ORAL; CAPSULE

RED A-8032

ORAL; CAPSULE

ORAL ; TAlLET: COATED

RED S§-1-9

ORAL; UtE

spEs

CAPSULE

3 CAPSULE, SOFT GELATIN
ORALi “TABLET

WHITE A’8154

ORAL; CAPSULE

ORAL ;- TABLET, FILM COATED

WHITE 21-K

INVERT S

ORAL; CAPSULE
ORAL; SYRUP

IODINE

INTRA-ARTERIAL; IRJECTION
INTRA-ARTICULAR; INJECTION
INTRACARDIAC; INJECTION
INTRADISCAL ; INJECTION

ORALé CAPSULE (IMMED./COMP. RELEASE), SOFT GEL

CAS #

008013170

007553562
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

HDA LAST
COUNT NDA
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APPROVAL
DATE

03/25/94
02/14/RR

ui/u9/87

07/713/87
03/25/%94

02/22/85
09/25/84

06/07/85
08/29/74

DIV

URK
Lnn

600

UNK
UNK

600
600

600
160

POTENCY RANGE

1.0MG

0.0007ML -~ 0.0011IML

28.2% - 37.0
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST APPROVAL
ROUTE/DOSAGE FORM . , COUNT  NDA DATE DIV POTENCY RANGE
IonI?ﬁTRAVASCULAR INJECTION 007553362
3 08/29/78 160 20.2% - 1 4
» INTRAVENQOUS; INJECTION 08/29/74 160 16.1% - gg.gé

PERIARTICULAR; INJECTION
IOFETAMINE HYDROCHLORIDE
INTRAVENOUS; INJECTION
IRISH MO0SS EXTRACT
TOPICAL; LOTION
IRON OXIDE
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD BELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS
ORAL; TABLET
ORAL; TABLET, COATED 4
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, ENTERIC COATED PARTICLES
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
TRON OXIDE, BROWN
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, FILM COATED
IRON OXIDE, RED-BROWN
ORAL; TABLET, SUSTAINED ACTIOH
IRON OXIDE, YELLOW
ORAL; .CAPSULE
ORAL; CAPSULE, HARD GELATIN
DRAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; ‘TABLET
ISOBUTANE '
TOPICAL ; AEROSOL SPRAY
ISOCETETH-20
TOPICAL; SOLUTION
ISOOCTYLACRYLATE
TOPICAL; TAPE

08/16/84 600 0.3%

[y

03703795 116

N8 /24/R2 ADn

(%]
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07712795 110 0.04MG -~ 0.8MG
85/19/92 110
10/14/96  {INK

=

Ubsutsys 12U 0.25MG
12/24/92 120 0.3MG - 0.576MG

04/30/92 400
09/24/86 600

[y

10/18/95 600 0.0608MG - 0.8MG
AR/N%/45 R3In

11/730/93 600
T1/30/G6 K510 0 .02MG - 2. MG

N

12719795 180 U.UULSMG - 0.092MG
03736795 110 0.04MG

000075285
05/24/77 UNK 77 .6
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

i

ROUTE/DOSAGE FORM

ISO0PROPYL ALCOHOL
ORAL; TABLET
TOPICAL; AEROSOL SPRAY
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; LOTION
TOPICAL; LOTION, AUGMENTED
TOPICAL; OIL
TOPICAL; OINTMENT
TOPICAL; SOLUTION
TOPICAL; SPONGE
ISOPROPYL ISOSTEARATE
TOPICAL; EMULSION, CREAM
ISOPROPYL MYRISTATE
OTIC; SUSPENSION
TOPICAL; AEROSOL
TOPICAL; AEROSOL SPRAY
TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; LOTION
TOPICAL; OIL
TOPICAL; OINTMENT
TRANSDERMAL ; FILM, CONTROLLED RELEASE
VAGINAL; EMULSION, CREAM
ISOPROPYL PALMITATE
TOPICAL; AEROSOL SPRAY
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; ODINTMENT
ISOPROPYL STEARATE
TOPICAL; EMULSION, CREAM
ISOSTEARIC ACID
- TOPICAL; OINTMENT
ISOSTEARYL ALCOHOL
TOPICAL; EMULSION, CREAM
TJOPECAL; LOTION
TOPICAL; OINTMENT
ISOTONIC SODIUM CHLORIDE SOLUTION
INTRAVENOUS; SOLUTION
ORAL; SOLUTION
JELENE
TOPICAL; OINTMENT
KAOLIN
ORAL; CAPSULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET, COATED

CAS %

000067630

000110270

000142916

008028771

008049669
001332587
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NDA LAST
COUNT NDA

N

[eey

[£)
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APPROVAL
DATE

09/710/87

09/30/94

12/15/95
02/28/91

06/715/73
06/17/94
06/06/84
12/07/92

82721791

09720795
06/13/88
07/24/78

05/31/%4
09/29/76

DIV

520

600

600
600

600
UNK
600
UHK

520

UNK
UNK
600

530
600

POTENCY RANGE

2.7% - 78.0x%

4.0% - 51.5%
4 .2MG

21.967

1.0% - 10.0%
10.07%

2.0%

0.325% - 9.9375%
0.67% - 5.0%

7.95MG - 30.4MG
2.87MG - 8.0MG




INGREDIENT
ROUTE/DOSAGE FORM

KAOLIN

ORAL; TABLET, SUSTAINED ACTION
KATHON CG
TOPICAL; EMULSION, CREAM
LAC RESIN
ORAL; CAPSULE, SUSTAINED ACTION
LACTATE
TOPICAL; LOTION
LACTIC ACID
i IM - 1V - SC; INJECTION
IM - 1IV; INJECTION
INTRACARDIAC; INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENQUS ; INJECTION
IVCINFUSION); INJECTION

ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SYRUP
ORAL; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
VAGINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY
VAGINAL; TABLET

LACTIC ACID, DL-

IM - IV; INJECTION
IMPLAﬂTATIGNS PELLET, IMPLANT
SUBCUTANEOUS; PELLET, IMPLANT
VAGINAL 3 SUPPOSITORY

LACTOBIONIC ACID

IM - 1V; POWDER, FOR INJECTIOH SOLUTION

LACTOSE

BUCCAL; TABLET
BUCCAL/SUBLINGUAL; TABLET
IM - IV - SC; INJECTION
I¥ - IV - SC;
IM - IV; INJECTION
IM -~ 1IV; POWDER,
INHALATION; CAPSULE

INHALATION; CAPSULE, HARD GELATIN
POWDER, FOR INJECTION SOLUTION,

INTRACAVITARY;
INTRAMUSCULAR ;
INTRAMUSCULAR;

INJECTION

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

IVC(INFUSION); SOLUTION, INJECTION

POWDER, FOR INJECTION SOLUTION
FOR INJECTION SOLUTION

POWDER, FOR INJECTION SOLUTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA LAST

COUNT NDA
001332587

000050215
008012213

000598823

»

000096822
000063423

LYOPHILI

Rk e prd Pl el (N ek ek o o ek et ek N RS M e bl 8 bt (N DN Y Do e e (D e O b ALY LN ON N bt e ed b fod
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APPROVAL
DATE

01/06/76
08/31/95
01/06/76
n2/75/9%3

ny/7nNy/94

u9/728/795

09/20/95
12/30/88
10701 /86

01/27/87

12718795
12718795

11/20/64

DIV

600
600
600
400

600

UNK
UNK

ANnn

520

UNK

POTENCY RANGE

.012%
.25% - 1.1578%
.012%

Doo

U.812% - 1.86%
0.00022% - 0.3

0.0157%2 - 2.0%
0.517% - 6.6%

0.81%




INGREDIENT

LACTOSE

ROUTE/DOSAGE FORM

IRTRAVENOUS; INJECTION
INTRAVENOUS; POWDER,
IVCINFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION

FOR INJECTION SOLUTION

IV(INFUSION); SOLUTION, INJECTION

ORAL ;
ORAL ;
ORAL ;
ORAL ;
ORAL ;
ORAL;
ORAL ;

RAL ;

RAL ;
ORAL ;
ORAL ;
ORAL;
ORAL;
ORAL;
ORAL;
ORAL ;
ORAL ;
DRAL;

CAPSULE

CAPSULE,
CAPSULE,
CAPSULE,
CAPSULE,

COATED PELLETS

ENTERIC COATED PELLETS

HARD GELATIN
SUSTAINED ACTION

CONCENTRATE

GRANULE

GRANULE, FOR RECONSTITUTION
FOR RECONSTITUTION

POWDER,
SOLUTION
TABLET

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

TABLET, COATED

TABLET, CONTROLLED RELEASE
TABLET, DELAYED ACTION, ENTERIC COATED

TABLET, FILM COATED
TABLET, REPEAT ACTION
TABLET, SUSTAINED ACTION

ORAL-21; TABLET
ORAL-28; TABLET
RECTAL; SOLUTIONW
SUBCUTANEOUS ; POWDER, FOR INJECTION SOLUTION

. SUBLINGUAL ; TABLET
TRANSDERMAL ; OINTMENT
VABINAL ; EMULSION, CREAM
VAGINAL; SUPPOSITORY
VAGINAL; TABLET

LACTOSE MONOHYDRATE
IM ~-IV; INJECTIGN
INTRAVENOUS; INJECTION

INTRAVENOUS; POWDER, FOR INJECTION SOLUTION, LYOPHILI

ORAL;
ORAL ;

ORAL; TABLET, ENTERIC COATED PARTICLES

CAPSULE
TABLET

ORAL; TABLET, FILM COATED
LACTOSE MONOHYDRATE, ALPHA

ORAL ;
LACTOSE,
ORAL ;
ORAL ;

CAPSULE
ANHYDROUS
CAPSULE

TABLET

ORAL; TABLET, COATED

CAS #

000063423

010039266

005989811
000063423
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST
COUNT HDA

O e bt N b ON NN N QO b= 2 N =4 Y

W
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APPROVAL
DATE

n4/13/89

Us/75178y

12729795
10/30/85
16/05/95

12/066/935
no> /21 /42

05/20/88

08/25/92
12/29/95
09/11/95
12/30/9?

117350795
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

09729795
11722795

Uss7¢a4/95

11/30/95

DIV

£00

buy

600
600
180
530
110

600

600
600
600
110

HUU
150
UNK
UNK
600
510
600
510
118

520
52¢0

600
ADN

600

600

POTENCY RANGE

0.1% - 2.5%
14.805%

14.25MG - 100.0MG
21.6MG -~ 120.0MG

8.07%

0.031GM - 1.02GM
30.0M6 - 117.7MG
2.8MG - 346.5MG

40.0MG - 209.0MG
1.96MG - 590.0MG
122.99MG - 153.2MG
10.0MG - 400.0MG
7.8MG ~ B89.007MG
21.0MG -~ 179.2MG
8.0%

9.967MG ~ 327 .5MG

395.0MG - 696.0MG

18.0MG - 360.0MG
12.5MG - 370.0MG

92.04MG - 260.0MG

7.5MG - 415.8MG




INGREDIENT
ROUTE/DOSAGE FORM

LACTOSE, ANHYDROUS
ORAL; TABLET, FILM COATED

DRAL; TABLET, SUSTAINED ACTION

LACTOSE, HYDROUS

INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION,

INTRAVENOQUS; INJECTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS %

000063423

" LYDPHILI

INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
IV(IRFUSION); POWDER, FOR INJECTION SOLUTION

ORAL; CAPSULE

ORAL; GRANULE, FOR RECONSTITUTION

ORAL; TABLET
ORAL; TABLET, COATED

DRAL; TABLET, DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, FILM COATED

TABLET, SUSTAINED ACTION

ORAL;
SUBLIHBUAL; TABLET
VAGINAL; EMULSION, CREAM
LANOLIN
. - TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TRANSDERMAL ; OINTMENRT
VAGINAL; EMULSION, CREAM
LANOLIN ALCOHOLS
OPHTHALMIC; OINTMENT
TOPICAL; EMULSION, CREAM
TOPICAL; GEL
TOPICAL; OINTMENT
LANDLIN ALCDHOLS. ACETYLATED
OPICAL; SPON
LAHOL

CﬂﬂtESTE?OLS
- TOPICAL; EMULSION
LANG&Iﬁ—ﬂﬂﬁiBHIC DERIVATIVES
OPHTHALMIC; OINTMENT

T7LAHBLIN oIl

OPHTHALMIC; GINTMENT
LANOLIN, ANHYDRO

OPHTHALMIC;. ﬂINTMENT

TOPICAL; EMULSION, CREAM

VAGINAL; EMULSION, CREAM
LANOLIN, HYDROGENATED

TOPICAL; OINTMENT
LAURAMINE OXIDE

TOPICAL; SOLUTION

008020846

008013341

008028986

008038435
508006540

008031445

LAURDIMONIUM HYDROLYZED ANIMAL COLLAGEN

TOPICAL; SHAMPOO
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NDA LAST
COUNT NDA

S
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APPROVAL
DATE

12/11/95

03/30/95

11730795
n?2/25/92

iz2/708/79%

01/04/95
02/19/88

04/10/79
12714 /01

06/0%/86

12701789
1n/%2a2/9%

03723795

07725794
06/17/81

12/19/85

DIV

530

600

5Ly
ADO

UNK

600
600

600
Ann

£00

UNK
1INY

600

600
URK

600

POTENCY RANGE

26 .B5MG - 1B0.6MG

20.0MG - 498.65M6

1.0MG ~ 535.6MG
372.0MG - 41 .0MG

12./5M6 - s36.unmv

58.0MG -~ 156.8MG
1.7MG - 11.6MG

2.0%
0.0014% - 1.0%
1.0 - 2.0%

10.0%
2 .07 - 3.0%

2.07 - 3.0%
3.0% - 10.0%

0.5% - 10.0%




INGREDIENT
ROUTE/DOSAGE FORM

LAURETH SULFATE
TOPICAL; SPONGE
LAURETH 23
TOPICAL; EMULSION, AERQSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
LAURETH 4
TOPICAL; LOTION
TOPICAL; SOLUTION
LAURIC DIETHANOLAMIDE
TOPICAL; LOTION
TOPICAL; SHAMPOGQ
TOPICAL; SOLUTION
TOPICAL; SPONGE
TOPICAL; SUSPENSION, SHAMPOO
LAURIC MYRISTIC DIETHANOLAMIDE
TOPICAL; EMULSION
LAURYL SULFATE
ORAL; CAPSULE
LECITHIN
INHALATION; AEROSOL, METERED
INTRAMUSCULAR; INJECTION

009002920

000120401

008002435

INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION

ORAL; CAPSULE

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

ORAL; TABLET, FILM COATED
RECTAL; SUPPOSITORY

" TRANSDERMAL; FILM, CONTROLLED RELEASE

VAGINAL ; EMULSION, CREAM
LECITHIH; ‘HYDROGEHATED SOY

INTRAVENOUS; SUSPENSION, INJECTION

LECITHIN, SOY BEAN
INHALATION; AEROSOL, METERED
ORAL; CAPSULE, SOFT GELATIN
VAGINAL; EMULSION, CREAM
LEMON OIL
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
TOPICAL; GEL
LEVOMENTHOL
ORAL; SYRUP
LIDOFENIN
INTRAVENOUS; INJECTION

008030760

008008568

002216515
059160291
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRGDUCTS
CAS &

NDA LAST APPROVAL
COUNT HDA DATE
1
1
1
1
1
1
1
1
1
1
2 01/710/91
1
1
1
? 05724779
1? B/ LY/
1
2 NG /31 /64
1
2 ns/12/R7
1
5 06/09/86
1
1
% 12/15/786
1
1
1
1
1

DIV POTENCY RANGE

T 00

520

suy

£3n

ADN

600

530

37 - 0.6%
.5MG - 15.0MG

DM - A LMG
el

37 - 1.0%

.OMG - 20.0MG



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

LIME OIL
ORAL; SOLUTION, ELIXIR
LIMONENE, DL-
TOPICAL; LOTION
LINEAR ALCOHOL ETHYLENE OXIDE ADDUCT
TOPICAL; LOTION
LUBRITAB
ORAL; TABLET
LYSINE
IM - IV; INJECTION
IM - IV; POWDER, FOR INJECTION SOLUTION
MAGNESIUM ALUMINUM SILICATE
ORAL; DROPS
ORAL; GRANULE
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
RECTAL; SUSPENSION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTIOH
TOPICAL; SHAMPOO
VAGINAL; OINTMENT
MAGNESIUM CARBONATE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION ENTERIC COATED
MAGNESIUH CHLORIDE
INTRAMUSCULAR; INJECTION
INTRAOCULAR; SOLUTION
INTRAPERITONEAL; SOLUTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION
MAGNESIUM HYDROXIDE
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
MAGNESIUM NITRATE
JOPICAL; EMULSION, CREAM
TOPICAL; LOTION
MAGNESIUM OXIDE
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION

CAS &

008008262
000138863

000054871

001327431

000546930

007791186

001309428

010377603

001309484

PAGE 77

NDA LAST
COUNT NDA
1
1
1
2
1
1
1
3
1
26

Poad
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APPROVAL
DATE

12722/82

12718780
ns7450/7946

Li1/7us/7170
07/05/88
11717786

va/c4/85
08/27/3%0

02721/95
09/30/59

NGa/2R/79%

09722793

10/09/91

06/25/88
02/09/94

DIV

600

ANT
A00

UNK
520
600

UNK
UNK

600
120

AND

UNK

530

600
510

POTEHCY RANGE

3.45MG - 10.0MG

0.15% - 2.0

B.OMG

74
.57

&

5.37MG - 250.0MG

12.44MG -~ 450.0MG

10.0MG
5.0MG - 20.0MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

MAGHESIUM SILICATE 001343880
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, FILM COATED
MAGNESIUM STEARATE 000557640
BUCCAL; TABLET
BUCCAL/SUELINGUAL TABLET
ORAL; CAPSU
ORALJ CAPSULE, COATED PELLETS
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE
ORAL; DROPS
ORAL ; POHDER; FOR RECONSTITUTION )
ORAL; TABL
ORAL ; TABLET (IMMED /COMP. RELEASE), UHCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, CONTROLLED RELEASE
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, ENTERIC COATED PARTICLES
ORAL; TABLET, FILM COATED 116 12727795 150
ORAL; TABLET, REPEAT ACTION 2 03731781 UNK
ORAL; TABLET, SUSTAINED ACTION 84 064/28/95 600
gsﬁt:ZIAB%§g£E¥NCOATED, TROCHE 1
-21; 30 1£/13795 sUU
ORAL-28; TABLET 37 11717795 510
SUBLINGUAL; TABLET 15 07/29/88 110
TOPICAL; EMULSION, CREAM 10/29/93  UNK
VAGINAL; TABLET g 12/26/91 520
_MAGNggggﬂw§g%{g¥E 010034998
; 05/15/86 600
DRAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTIOH, ENTERIC COATED
ORAL ; ,TABLET. FILM COATED
MAGNESIUHfSULFATE, ANHYDROUS 007487889
ORAL; CAPSULE
MAGHESIUM TRISILICATE 0013643904
ORAL; TABLET .
ORAL; TABLET (IMMED./COMP. RELEASE3}, UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION
MALEIC ACID 000110167
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTIOHN
IV(INFUSION) ; INJECTION
ORAL; CAPSULE

Pal
=
Pk bk brd N N N bt D\ et el ok ek

12729785 400 N _0D3GH

UY/7iL/78Y iZy
12/06/95 530 1.05MG - 7.0MG
09/11/95 110 (0.25MG - 100.0MG

[

12729795 600
09/11/95 600 1.5MG - 50.0MG
nasrzsan 400§ 18MG - 40.0MG

o

o2}
L83 Pty
RS E. ]

11/30/95 600 0.8MG - 12.0MG
NG/2R/AR  AnN

Juad
b LN LN

LGBMG - 10.9MG
.7MG - 1.2MG
.3MG - 70.0MG

ooo

L25MG -~ 1.0MG
.O05MG ~ 75.,0MG
.BBMG - 1.5MG
.OMG - 17.0MG

.5MG - 2.9MG

[=] B troa

P prd ek b Pk Yo bt Pk ok Pt S [, R4V
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT NDA DATE DIV POTENCY RANGE
MALEIC ACID 000110147

ORAL; SYRUP
ORAL; TABLET
MALIC ACID 606915157
ORAL; SOLUTION
" MALIC ACID, DL-
ORAL; SOLUTION
ORAL; TABLET
MALTODEXTRIN
ORAL; GRANULE, FOR RECONSTITUTION
TgEAL; TABLET

06/28/78 510 2.0MG

04/27/88 510

11/765/92 600

MAL 000118718
ORAL; CONCERTRATE
ORAL; SOLUTION 10/31/93 600
ORAL; SYRUP .
MALTOLDEXTRIN 009050366 .
ORAL; GRANULE, FOR RECONSTITUTION
MALTOSE 000069794
ORAL; SOLUTIOH
MANNITOL 000069658

IM - IV; INJECTION ° 064/22/70 510
! IM - IV; POWDER, FOR INJECTION SOLUTION
IM - SC; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENGUS; INJECTION
--INTRAVENOUS; POWDER, FOR INJECTION S$SOLUTION
IVCINFUSION); INJECTION
_IV(INFUSION); POWDER, FOR INJECTION SOLUTION
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTIOH
OPHTHALMIC; SUSPENSION
ORALs - CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL 3 GRANULE, EFFERVESCENT
ORAL; POWDER, FOR RECONSTITUTION B
ORAL ;. TABLET I 3
ORALY TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL s TABLET, SUSTAINED ACTION
SUBCUTANEGUS; INJECTION
SUBCUTANEOUS; POWDER, FOR INJECTION SOLUTION
SUBLINGUAL; TABLET

01/21/94 510

10/17/785 510

12/26/91 510 10.0x%

11/29/95 600 100.0MG

02/16/89 600 2.0% - 10.8%
09/20/95 180 37.0MG - 1500.0MG
09/22/93 UNK

11/06/93 UNK 4.05% - 4. 6%
12/30/94 UNK 4.5

03/30/89 600 65.6MG - 2B3.1MG

[T W
DN OOUNI - DN D WU RN N B N et e Rt Dbt Dbt pd N bed N\

08/06/84 520 4.0% - 4,188
12/05/96 120 5.0MG - 302.8MG
09/11/95 600 75.0MG - 600.0MG
02/11/82 120 25.8MG -~ 177.7MG
, 11/18/94 UNK 110.0MG ~ 392,2MG

Ub/74579> Siu
02/26/88 600 10.0MG - 143.64475M0
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) INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
INGREDIENT CAS # NDA LAST APPROVAL

ROUTE/DOSAGE FORM ‘ COUNT NDA DATE DIV POTENCY RANGE
MANNOSE, D- 000530267
ORAL; TABLET

MEBROFENIN 078266065
! INTRAVENOUS; INJECTION

MEDICAL ANTIFOAM EMULSION C
ORAL; SUSPENSION
ORAL; TABLET

MEDICAL ANTIFORM A-F EMULSION

. TOPICAL; EMULSION, CREAM

MEDRONATE DISBDIUM 025681894
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

MEDRONIC ACID 001984152
INTRAVENOUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

MEGLUMINE 006284408
INTRA-ARTERIAL; INJECTION 4
INTRA-ARTICULAR; INJECTION
INTRACARDIAC; INJECTION
INTRADISCAL; INJECTION
INTRAUTERINE; INJECTION
INTRAUTERINE; SOLUTION
INTRAVENOUS; INJECTION
IVCINFUSION); INJECTION
PERIARTICULAR; INJECTION
URETERAL; SOLUTION

MENTHOL 000089781
DENTAL;_SOLUTION

INHAL”IIOEénfEROSOL, METERED

03/18/87 600 0.08%

02/17/81 160

N7 /724 /7R% 140

07726785 16y

06/02/88 160 0.039%

12/28/84 UNK 0.02%

-ORAL; SOLUTION 12/22
"ORAL ;- SUSPEHSION /94 600

. 01/26/86 600 0.003%
ORAL; SYRUP e 1 02/21 /85 4nn A n1§
ORAL: TABLET '
TOPICAL; LOTION u4/29/82 480 0.05001

METAPHOSPHORIC ACID 013478983
JVCINFUSION) ; INJECTION ,
METHACRYLIC ACID COPOLYMER ‘
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; GRANULE, ENTERIC COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

85/10/95 180

ANt b N R O et et D B e bt bt R Bt bl e d N bt bt bk ) ot G B G bt bt e bt O Rt et

06/19/95 520 19.5MG - 4B8.65MG
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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

METHANESULFONIC ACID 000075752
IM - IV; INJECTIOH
METHIONINE 000063683
ORAL; TABLET
METHYL ACRYLATE - METHYL METHACRYLATE
ORAL; TABLET, SUSTAINED ACTION
METH¥L BORONIC ACID
NTRAVENOUS ; INJECTION
METHYL GLUCETH-120 DIGLEATE
TOPICAL; SHAMPGO
METHYL HYDROXYETHYL CELLULOSE
ORAL; TABLET
METHYL LAURATE
TRANSDERMAL; FILM, CONTROLLED RELEASE
METHYL SALICYLATE . 0001193¢8
TOPICAL ; GEL )
METHYL STEARATE 000112618 4
: TOPICAL; EMULSION, CREAM
VAGINAL; EMULSION, CREAM
METHYLATED SPIRITS
ORAL; CAPSULE
ORAL; TABLET, COATED
METHYLCELLULOSE 009004675

06/02/87 600 12.0MG ~ 24.0MG

el ad P et [l -t N Lol i L] Pt Pt

INTRAMUSCULAR; INJECTION NT/NT/RT 600 0,03
SR, A P ecorirurson
3 08/724971¢ wuu 0.166417 - 0.5%

ORAL; CAPSULE 12/06/85 600 1.0MG - &.04HG
ORAL; POWDER, FOR RECONSTITUTION 04718791 600 0.08% - 0 1%
ORAL; SUSPENSION , 12716793 180

- ORAL; TABLET 7 10/30/92 600 0.756MG - 55.0MG
ORAL; TABLET CIMMED./COMP. RELEASE), UNCOATED,

; 01/26/784 Siu v, - 30.
ORAL; TABLET, FILM COATED 05709788 00 2. 3ma - 21 ounC
ORAL; TABLET, SUSTAINED ACTION 08721792 UNK 3.0M&

ORAL-28; TABLET 11717795 510 12.0MG - 15.0MG

SUBLINGUAL; TABLET n7/n7/78n  4nn

JOPICAL; EMULSION

TOPICAL; LOTION

VAGIMNAL ; EMULSION, CREAM
METHYLCELLULOSE 400

OPHTHALMIC; SOLUTION % )
METHYLCHLOROISOTHIAZOLINONE 026172554

TOPICAL; EMULSION, CREAM

TOPICAL; LOTION

ua/264/85 UNK 0.2% - 1.5

sk
Bt ket e TN Rl N NI RO U S S DN OB DN N N
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST APPROVAL
. ROUTE/DOSAGE FORM ) COUNT HNDA DATE DIV POTENCY RANGE
METHYLENE BLUE 000061734
INTRAVENOUS; INJECTION 1
METHYLISOTHIAZOLINONE 002682204
TOPICAL; EMULSION, CREAM 1
TOPICAL; LOTION 1
METHYLPARABEN 000099763
CAUDAL BLOCK; INJECTION 4 03/03/87 600 G§.1%
EPIDURAL; INJECTION 9 D3/083/87 400 0.1%
IM - IV - SC; INJECTION 26 04/11/89 600 0.15% - 0.2%
IM - 1V; INJECTION 37 11727791 600 0.065% - §.2%
IM - 5C; INJECTION 2 06/10/87 510 B8.1% - 0.15%
INHALATION; SOLUTION 5 06/30/81 600 0.02649936% - 0.07%
INTRA-ARTICULAR; INJECTION 3 06/19/80 600 0.15%
INTRABURSAL; INJECTION 1 :
INTRADERMAL; INJECTION . 1
INTRALESIONAL; INJECTIGN y 3 06/19/80 600 D.1s%
INTRAMUSCULAR; INJECTION 31 02/25/93 600 0.09% - 6.18%
INTRASYNOVIAL; INJECTION 2 03/01/77 UNK 0.15%
INTRAVENOUS; INJECTION 23 12/20/91 UMK 0.05% - 0.18%
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION 1
firIeAL o L !

- sC; 2 12/05/85 180 0.15% - 0.18%
IV(INFUSION); INJECTIDN 26 03/25/94 1460 0.005% - U%?8Z
IVCINFUSION)Y; POWDER, FOR INJECTION SOLUTION 1
NASAL; SOLUTION 2 us/1877u  stu 0.033%

NERVE BLOCK; INJECTION 32 06/21/88 600 0.05% - 0.101%

OPHTHALMIC; OINTMENT 8 08/31/9% 400 ©0.05%

OPHTHALMIC; SOLUTIOHN 9 10/18/88 600 0.015% - 0.65%
- OPHTHALMIC; SUSPENSION 2 12/28/82 600 0.05%

ORAL; CAPSULE 79 12/20/95 520 0.128MG - 1.0MG

ORAL; CAPSULE (IMMED./COMP. RELEASE), SOFT GEL 74 01/29/93 400

ORAL; CAPSULE, COATED, SOFT GELATIN 1

ORAL) CAPSULE, S6FT GELATIN :

3 ’ 4 11722795 150 . - 0.
ORAL3; CAPSULE, SUSTAINED ACTION 8 04/25/95 6NK 22HMG - 0.323M6
ORAL; CONCENTRATE 25 09/28/93 400 0.005% - 0.2%
ORAL; GRANULE 2 05/20/88 600
ORAL; POWDER, FOR RECONSTITUTION 5 12/31/91 520 0.02% - 0.1%
ORAL; SOLUTION 56 11/17/95 530 0.015% - 0.4%
ORAL; SOLUTION, ELIXIR 16 10/27/92 600 0.05% - 0.1%
ORAL ; SUSPENSION 47 ' N9/18/745  JAn n Ry - g oy
gsﬁt; gegssnsrou, SUSTAINED ACTION 1 cen

3 ) 69 0/7/7/1¢/795 400 0.05% - 0.18%
DRAL; TABLET 26 03/30/964 660 0.005MG - 0.1B86MG
ORAL; TABLET, COATED 14 02/25/92 600 0.01UGM
ORAL; TABLET, FILM COATED 3 12/28/87 520 0.06MG - 0.23MG

3 05/22/87 UNK 0.17MG

ORAL; TABLET, SUSTAINED ACTION :
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§ INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

]

' INGREDIENT CAS % NDA LAST APPROVAL
ROUTE/DOSAGE FORM - COUNT NDA DATE DIV POTENCY RANGE
METHYLPARABEN 000099763 '

ORAL-21; TABLET

ORAL-28; TABLET

OTIC; SUSPENSION

PERIDURAL ; INJECTIOM

RECTAL; EMULSION, AEROSOL FOAM
RECTAL; ENEMA

RECTAL; SOLUTION

RECTAL; SUSPENSION

05727794 880 6.18%

i1/7i7/86 bHUU

N SOFT TISSUE; INJECTION 06/19/80 600 0.15%
SUBCUTANEQUS; INJECTION 12/19/91 UNK 0.1% - 0.15%
TOPICAL; EMULSION, AEROSOL FOAM 12/19/79 600 0.108%
TOPICAL; EMULSION, CREAM I3 10/31/94 600 0.018% - p.3%
TOPICAL; GEL 11722788 UNK D.08BX - 0.34
TOPICAL; GEL, JELLY , 06/29/93 600 0.007%
JOPICAL; LOTION s 1 12/07/92 UNK 0.08% - 0.3%
TOPICAL; DINTMENT 1 NG/IN/AG 4NN N 027 - g 4%
TOPICAL; SHAMPOO ’
TOPICAL; SOLUTION 06/03/B5 600 0.1%

TOPICAL; SUSPENSION, SHAMPOO
URETERAL ; SOLUTION
VAGINAL; EMULSION, CREAM
VAGINAL; GEL
VAGINAL; SUPPDSITORY
METHYLPARABEN SODIUM 005026620
ORAL; POWDER, FOR RECONSTITUTIDN
ORAL; SUSPENSION
RECTAL; SUSPENSION

BN bt e NP3 N BT N A U D D IO D bomd ) it bed ot ok ok

jrt

12721795 520 0.1% - 0.18%

11717786 600

MICROCRYSTALLINE WAX , 008063089
TOPICAL; GEL o
roncm.; OINTMENT 12/14/90 UNK 25.0%

MINERAL OIL - - 008012951

10/01/86 600 45.795% - 95 g%
10/30/95 600 3.0% - 59.5%
05/11/88 £00

01/06/75 600 3.26MG ~ 5.0MG

DENTAL; PASTE
OPHTHALMIC; OINTMENT

OPHTHALMICx SUSPENSION

ORAL; CAPSULE

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; DROPS

ORAL; TABLET

ORAL; TABLET, COATED

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

OTIC; OINTMENT

OTIC; SUSPENSION

TOPICAL; AEROSOL SPRAY

TOPICAL; EMULSION, CREAM

TOPICAL; LOTION 1

N
D BN el et ok pd i Bt (N Bt bt g R~ N NI Bt pd (W) b e et

™=

09/26/89 120 0.0002ML - 85.0ML

o

06713795 600 3.07 - 40.0%
12/30/88 UNK 1.07 - 16.07
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

MINERAL OIL '
TOPICAL; OIL
JOPICAL; OINTMENT
TOPICAL; PASTE
TJOPICAL; SUPPOSITORY .
TRANSDERMAL ; FILM, CONTROLLED RELEASE
VABINAL; EMULSION, CREAM
VAGINAL ; SUPPOSITORY
MINERAL OIL, LIGHT
OPHTHALMIC; OINTMENT
ORAL; CAPSULE, COATED, SOFT GELATIN
ORAL; PASTILLE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
RECTAL ;3 SUSPENSION
TOPICAL; EMULSION, CREAM
JOPICAL; LOTION
TOPICAL; OINTMENT
TRANSDERMAL ; FILM, CONTROLLED RELEASE
MONOGLYCERIDE €ITRATE
TOPICAL ; EMULSION, CREAM
MONOBLYCERIDES
, TJOPICAL; LOTION
MULTISTEROL EXTRACT
TOPICAL; EMULSION, CREAM
MYRISTIC ACID
ORAL; CAPSULE, SUSTAINED ACTION
MYRISTYL ALCOHOL
ORAL; TABLET, SUSTAINED ACTION
JOPICAL; EMULSION, CREAM
TOPICAL; LOTION
MYRISTYL LACTATE - '
TOPICAL; LOTION y
MYRISTYL y6AMMA-PICOLINIUM CHLORIDE
INTRA-ARTICULAR; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
SOFT TISSUE; INJECTION

CAS #

008012951

000544638
000112721

002748881
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NDA

LAST

COUNT  NDA

1
44

1
2
3
8
1
1
1
1
9
2
2
1
1
8
5
5

1

2
1
1
2
2
5
2
1
1
3
3
4
1
3

APPROVAL
DATE

nN3/23/795

04726793
10/28/94
127217958

04/287/89
02/11/82
08/10/82

09/28/92
01/264/92
03/23/95
09/10/8¢

04/10/79
01/28/92

01/06/95

11/20/92

03/26/79
03726779
03726779

Ud7ecnsty

D1V

AND

520
520

600

510

600
600

600
UNK

600
600
600

ovy

POTENCY RANGE

0.1% - 95 oy

2.31MG - 12.4MG
2.0 - 7.0%

.625MG -~ 7 .5Mp
.00015ML
L07MG - 2.494MgG

Ll =N =1

3.0% - 20.0x%
7.0% - 16.0%
4.4% - 23 gy
19.0M6 - 57.0Mc

0.58MG ~ 2.0MG
0

.019
.019%
D19% - n 19y

Doo

v.uiyz




