IHACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT " CAS % NDA _ LAST
ROUTE/DUSAGE FORM COUNT HNDA
SACCHARIN SODIUM 006155573

UCCM./SU!LINGUM.; TABLET 1
DENTAL; BEL 1
DENTAL) PASTE i
DENTAL; SOLUTIOﬂ 4
IM - IV; INJECTI 3
INHALATION; AERGSBL METERED 1
INHALATION; SOLUTIOD 1
INTRAMUSCULAR; IﬂJECTIGN 3
INTRAVENQUS; IHJECTION 1
IVCINFUSION); IHJECTION 3
BRAL; CAPSULE . 2
ORAL; CAPSULE, SOFT GELATIN 2
ORAL; CONCENTRA 4
ORAL) PMER, FBR RECONSTITUTION . 17
BRAL; SOLUT 4 30
ORAL; SOI.IJTID&!, ELIXIR 14
ORAL; SUSPENSION 20
ORAL; SYRUP 52
ORAL; TA

BLEY
3 TABLET (IMMED./COMP. RELEASE), UNCOATED,
RECTAL! SOLUTION
RECTAL; SUSPENSION
SU!‘.!NBUAL} TABLET
TOPICAL; OINTMENT
SACCHARIN SODIUM AH!{Y’I:RGUS 0006128449

IM - IV
HJECTION

INTRAMUSCULAR; 1
< TVCINFUSION); INJECTION
GRAL3; POWDER, FOR RECONSTITUTION

. 55} iHJECTION, SUSTAINED ACTION
”éﬁhl JSCULAR; INJECTION

-CAPSULE
ORA!.; CONCENTRATE
ORAL; TABLET, COATED
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APPROVAL
DATE

12/28/95
08/29/89

12 /05 /8R

08/29/89
06/30/92
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
06/08/84

06/11/85
01/05/78
03/22/85

07/14/87
06/12/86

DIV

600
£00

AQD

U0
600
600
600
180
600
600
530
600
520
600
600

600

UHK
520
600

600
510

POTENCY RANGE

0.01x - 0.15%
0.09%

0.09%

0.09x%

0.51MG

0.1% ~ 1.4J
0.075%Z - 0.15%
0.0997% - 0.1057%
80.01x -~ 0.7%
0.01% - 0.25%
19.6MCG

0.5MG - 5.0MG
0.1%

0.2MG - 1.0MG




IHACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

ROUTE/DOSAGE FORM

SHELLAC

ORAL; CAPSU
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL} TABLET, FILM COATED
LET, SUSTAINED ACTIDN

ORAL; TAB
SHELLAC P .P. SOLUTIOH ND

QORAL; CAPSULE, SUSTAINED ACTIOH
ORAL-283 TABLET

SILASTIC BRAND MEDICAL GRADE TUBING

IMPLANTATION; PELLETY, IMPLANT

SILASTIC HEDICAL ADHESIVE,SILICONE TYPE A

IHPLANTATION} PELLET, IMPLANT

SILICA 6

DENTAL: BGEL

ORAL3 CAPSULE, ENTERIC CCATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION

ORAL; DROPS

ORAL; POWDER, FOR RECONSTITUTION

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

ORAL; TABLET, COATED

ORALS TABLET, DELAYED ACTION, ENTERIC COATED
3 TABLET, SUSTAINED ACTION

SUBLIN30AL} TABLET

SILICA, DIATOMACECUS
ORAL;

CAPSULE_
ORAL; CONCENTRATE
ORAL) SOLUTION, ELIXIR ,
ORAL; SYRUP

OﬂDER, FDR RECONSTITUTION

oxAL; _SUSPENS 3

TOPICAL; EMULSION, CREAM

ENQOGERVICAL: GEL

ORAL; CAPLET

ORAL; CAPSULE

ORAL; CAPSULE, ENTERIC COATED PELLETS

CAS %

089000593

007699414

007631869

007440213

007631869
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NDA LAST
COUNT NDA
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APPROVAL
DATE

08/29/95
02/08/95
05/31/94
09/10/87

11748785
01/22/87

04/11/89
11717795

12723792

08/06/84
10731791

Ui/s22/782

1€/ 07 7C

01/15/73

07/17/80

12722776

06/05/78

12729795
05/10/95

DIV

600
URK
530
600

LY
600

600
510

530

520
g2n

600

L7141,

600

600

600

600

600
180

POTENRCY RANGE

bl = oY =)

o

. 26MG

.98MG - 60.0MG
L001ML - 0.0019ML
MR -~ & nMr

.5MG

.62MG

.2MG - 5.25MG

.1876x - 2.0%

NNTEM

3MG - 3.2M6

SALRL T JUL UM

.OMG - 3.4MG

.454M6 - 5.0MG

.08MG - 11.2MG5




INACTIVE INGREDIENTS

INGREDIENT
ROUTE/DGSAGE FORH

SILICON DIOXIDE
DRAL; CAPSULE, HARD GELATIHN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; GRANULE
ORAL; GRANULE FOR RECONSTITUTIOHW, CR
ORAL; GRAKULE, ENTERIC COATED
ORAL; GRAMULE, FOR RECONSTITUTION
ORAL; POWDER
DRAL; POWDER, FOR RECONSTITUTION
DRAL; SUSPENSIOH
ORAL; BLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, ENTERIC COATED PARTICLES
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTIOH
ORAL-21; TABLET
ORAL-28; TABLET
RECTAL; SUPPOSITORY
SUBLINGUAL TABLET
TRANSDERMAL ; FILM, CONTROLLED RELEASE
VAGINAL; TABLET
VAGINAL; TAMPONH
SILIC NE
5gIEAUTERINEé SUPPOSITORY, INSERT, CONTROLLED RELEASE
3
; . ORALj; CAPSULE, HARD GELATIN
ORAL; POWDER, FOR RECONSTITUTION
: ORAL; SUSPEHSION
ORAL; TABL
ORAL . TABLET; SUSTAINED ACTION N
TOPI '3 SUSPENSION, SHAMPOO
AusnsauaL; FILH. CONTROLLED RELEASE
SILICOME EMULSIO

ORAL) POHDER. FOR RECONSTITUTION
TOPICAL; LOTION
SILICONE/P YESTER FILM STRIP
TRANSDERMAL; FILM, CONTROLLED RELEASE

SIHETHICORE
IM - I¥Y; POWDER, FOR INJECTION SOLUTION

DRAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTIOR

ORAL; GRANULE
ORAL; GRANULE, EFFERVESCENT
ORAL; PASTILLE .

-t
>

CAS #

007631869

468050815
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FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST
COUNT NDA
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APPROVAL
DATE

07/30/92
04/25/595

12/20/95%
12/16/93
12/22/95
07/25/92
11/19/82
06/29/95
nG/?29/9%

12712795
04/28/95
12714792
12/14/92

09/02/77
09/18/86

12/23/92

na/20/88

12731791

03/30/95

V6715780

DIV

UHK
UNK

520
180
600
600
600
600
ARO

120
600
510
510

UNK
600

120

600

520

600

DUV

POTENCY RANGE

1.5MG
0.05HG - 2.258MG

2.0MG ~ 37.5MG
0.18MG - 4.8MG
0.5MG - 4.28MG
0.5MG - 25.8HB
0.28MG - 45.0MG
0.65MG

0.047HG - 1.0MG

N .268MG - 10.0MG

0.06% - 1.24X%

0.024MG




IHACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SIMETHICONE
ORAL; POWDER, FOR RECONSTITUTIOHN
ORAL; SCLUTIOH
ORAL; SUSPENSION
ORAL; TABLET
ORAL; TABLEY, COATED
ORAL; TABLET, SUSTAINED ACTION
RECTAL; SOLUTIO
YOPICAL:; EHULSID”; CREAM
TOPICAL; LOTIOH
TOPICAL; OINTHMENT
SIMETHICONE EMULSION
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER, FOR RECONSTITUTICN
ORAL; SUSPENSIOH
ORAL; TABLET
ORAL; TABLEY, COATED
ORAL; TABLET, DELAYED ACTIOH, ENTERIC COATED
ORAL} TABLEY, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
TOPICAL; EMULSIDN, CREAM
TOPICAL; DINTHENT -
SIMETHICONE MDX4-40
ORAL; TABLET, SUSTAINED ACTION

AP

ORAL; TABLET, SUSTAINED ACTION
SOAP, POTASSIUM

TOPICAL; EMULSION, AEROSOL FOAM
SOAP, EIDERDDHN

ORAL3 TABLET, REPEAT ACTION

ORAL; TABLET, SUSTAINED ACTION
SODIUM ACETATE

IM - IV - SC; INJECTION

IM = 1Y; INJECTION

‘IM.- SC; INJECTIOH

INTERSTITIAL; INJECTION

INTRA-ARTICULAR; IMJECTION

INTRACAVITARY; INJECTION

INTRADERMAL ; INJECTION

'IﬁTRAHﬁSCﬂLAR; INJECTION

NTRADCULAR; SOLUTIGOH

IﬂTRAPERITQNEAL; INJECTION

INTRAPLEURAL; INJECTION

INTRASYNOVIAL; INJECTION

INTRAVENOUS; INJECTION

INTRAVENOUS; SOLUTION

IVCINFUSION) ; INJECTIOR

CAS %

008050815

006131904
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A LAST
UNT HNDA

APPROVAL
DATE

12/720/8%

12/16/93
04/18/65

u/s/02/87
1U/UB/BS
08/14/86
01/04/85

071729793
11/23/87

04/01/82
12722787

11714794

03/31/81
05/14/84

05/02/88
064/14/95

Ussurssie

05/02/88
04/28/95

05/07/78
03/17/94
09/30/74
03/25/94

DIV

k28

180
180

L3'RY]
600
600

1zu
£00

600
600

URK

UNK
UNK

600
600

BUU

600
600

600
URK
160
160

POTENCY RANGE

(=R =N

.08% - 0.666%

L0033
_ANNGMB - 1.5HG

L64MG - B.96MG
.002% - 1.0%
.05% - 0.5%
LO3MG - 0.165MG

.154MG ~ 0,318MG

. GMG

.39M6

.306% - 0.68%
047 - 0.2%

027 - 8.471%
.39x

.00006% - 0.2%
L1167
.013% - 0.15%




INGREDIENT
ROUTE/DOSAGE FORM

SODIUM ACETATE

IV(INFUSION); SOLUTION, INJECTION

HASAL; SOLUTION

OPHTHALMIC; POWDER, FOR RECONSTITUTION

OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSIOH
ORAL ; CONCENTRATE
ORAL; SOLUTIOH
OTIC; SOLUTICN
OTIC; SOLUTION, DROPS
OTIC; SUSPENSIOH
SUBCUTANEOUS; INJECTION
SODIUM ACETATE, ANHYDROUS
IM - IV; INJECTION
IM - SC; INRJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; SOLUTION
IV(INFUSION 1 INJECTION
ORAL; SOLUTIO
SU!CUTANEOUS; INJECTION
TOPICAL; EMULSION, CREAM
SODIUM ACID PY?OPHDSPHATE
TOPICAL; OIRTMENT
SODIUM ALGINATE
ORAL; SUSPENSIOHN
ORAL; TABLET
ORAL; TABLEY, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
SGDIUM ALKYL SULFATE
TOPICAL3 SUSPENSION, SHAMPOO
SODIUM AMINOBENZOATE
ORAL; CAPSULE
- ORAL3 T
- 5081 ASCHR
NTRA EHOUS; INJECTION
SODIUM BENZOAT
DENTAL; BEt
DENTAL}
‘IMo=- IV} IHJECTION
INTRAMUSCULAR; INJECTION
IVCINFUSION) ; INJECTION

ORAL; CAPSULE

ORAL 3 CAPSULE, HARD GELATIH
ﬂRﬁLz CONCENTRATE

ORAL; DROPS

ORAL; GRANULE, FOR RECONSTITUTION
FOR RECONSTITUTION

ORAL; POWDER,

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS $ NDA LAST
COUNT NDA
006131904
2
b
1
4
1
2
2
7
1
2
6
000127093
1
1
i 2
1
1
1
3
1
807758169
1
009005383
3
3
1
2
008036542
1
000555066
. 3
; 1
= 000134032
1
080532321
1
1
15
1 .
1 1
13 :
1
11
1
1
28
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APPROVAL
DATE

12/28/55
06/17/91
12/16/85

09/30/74
1n/31/94

12716766
06/25/91

11/726/82

09/30/85

01726784
n&s/f1 /86

07/31/792

027187175

081/29/793

nR/19/91

Ulssusve

12/20/95

DIV
110
UK
600

160
A00

520
510

600

510

600
Rin

6060

600

600

£00

HUY

520

POTENCY RANGE

0.0189% - 1.7%

=1

077 - 0.2727

.125%
164
.015%

oo

LUg2es - 1.%05%
147 - 0.2%

(=X o]

0.471%

0.16%

0.16% - 0.7%
20.0HMG

320.0MG

0.0011MG ~ 0.0017MG

4.775% - 5.0%

0.3MG
0.05%2 - 0.2%

0.0467% - 0.8%



INGREDIENT ' CAS #
ROUTE/DOSAGE FORM ‘

SODIUN BENZOATE 800532321
ORAL; SOLUTION

ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSIOH
ORAL; SYRUP
: ORAL; TABLETY
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
BRAL’ZII TABLET
ORAL-28; TABLET

¢ i

SODIUM BICARBOMATE . 000144558
BUCCAL ;

IN - IV) INJECTION
IM - 1IV; POWDER, FDR IHJECTION SOLUTIOH
INTRAMUSCULAR; INJECY
INT LAR; PGHDER, FDR INJECTION SOLUTION
INTRAPERITONEAL; POWDER, FOR INJECTION SOLUTION
INTRATHECAL; INJECTABLE
INTRATHECAL ; IHJECTIDH
INTRAVENOUS; INJECTIOH
INTRAVENOYUS; POWDER, FOR INJECTION SOLUTIOHN
IV(INFUSION); IMJECTION
IV(INFUSIOH)} POWDER, FOR INJECTION SOLUTION
ORAL; CAPSULE
ORAL3 CAPSULE, HARD GELATIN
ORAL; GRANULE, EFFERVESCENT

QQBER, FOR RECONSTITUTION

COATED
C iE?; FILM COATED
VSQtFkTE
- IMJECTION
Dﬂz SOLUTIOH !
NTRATE :

007681381

007631905

, :i INJECTION
INHALATION; SOLUTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTION ,
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

NDA LAST
COUNT NDA
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APPROVAL
DATE

06/30/93
06/29/93
06/16/95

10/28/94
17/2a/Q8

02/25/92
12/31/92
61/22/87

127350794

Ur/26/93

12707789
U4s71379>
10/13/87
08/25/94

16722793
12/31/93

11730795
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

DLV

600
600
UNK
600
ANND

600
i80
400

600

160

s¢cu
600

520
510

600
180
600
600

600

UNK

600
600
600

POTENCY RANGE

- 0.1506%

0.5%
‘IMG - 0.75MG

JUiegmuy -~ 9.0MG

0000
P ot ot o
NN NN

[

0.06%
0.65%

4.0MG

1.0MG ~ 60.0MG
65.0MG - 140.0HG
0.63MG -~ 6.0MG
0.867MG - 7.6M8B

0.172 - 0.75%

0574 - 0.071%
.02% - 0.32%
.00013% - 0.66%
.011% - 0.3%
1% - 0.32%

[=J =R o=Ne)




1

3

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM BISULFITE
INTRACARDIAC; IHJECTION
INTRADERMAL; INJECTION, SUSTAINED ACTION
INTRALESIONAL ; INJECTIOHN
INTRAMUSCULAR; INJECTION
INTRAPERITONEAL; INJECTION
INTRAPERIVONEAL; SOLUTIOH
INTRASYNOVIAL; IMJECTION
NTRAVEMOUS; INJECTIOHN
NTRAVENOUS; SOLUTION, IHJECTION
IVCINFUSION); INJECTION
NERVE BLOCK; INJECTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSIOHN
. ORAL; CAPSULE
DRAL ; CONCENTRATE
ORAL; SOLUTION
ORAL; SUSPENSIOH
ORAL; SYRUP
ORAL; TABLET
OTIC; SOLUTION
OTIC; SUSPENSIOHN
SOFT TISSUE; INJECTIOH
SUBCUTANEQUS; IMJECTION
TOPICAL; EMULSION, CREAM
TOPICAL; POWDER, FOR RECONSTITUTION
SODIUM BORATE
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
- OPHTHALMIC3; SUSPENSION
O0TIC; SOLUTION
SODIUHVIORATE DECAHYDRATE
IC} SOLUTION
Sﬁblﬂﬁ ‘CARBONATE ,
BUCCAL; GUM, CHEWING
I - IV} INJECTION
IM - IV; POWDER, FOR INJECTION SULUTION
INTRA-ARTERIAL; SOLUTION, INJECTION
INTRAMUSCULAR; INJECTION
IMTRAPERITONEAL; POWDER, FOR INJECTION SOLUTI
IﬁTRAPLEﬂRA 3 POWDER, FOR INJECTION SOLUTION
NIRATUMOR; POWDER, FOR INJECTION SOLUTION
IHTR&VASCU AR; INJECTIOH
INTRAVASCULAR; SOLUTION, INJECTION
INTRAVENQUS; INJECTION
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION, INJECTION

1

CAS %

007631905

001303964

001344907
000497138
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NDA LAST
COUNT HDA
2
1
7
i3
1
2
3
5
1
41
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APPROVAL
DATE

B1/06774

06/19/80
02/24 /R4

U1/29/8B6
03/01/77
1n/02 /87

02/21/95
09/09/80
09/23/59%
05/30/73
06/14/79
04/27/83
12707792

12/0871/92
12/01/81

us/ssvIa/

UYsu4/ 92

12/09/53
06/08/94

11/30/92

n7/07/80

11/72U/74d5

DIv

Ann

600
A00

160

UNK
Lan

600
600
UNK
UHK
120
6060
UNK

UNK
600

AUl

UNK

UNK
UNK

600

600

sUU

POTENCY RANGE

o1y

U 172 - 0.32%
ARYZ - D.66%

0.05% - 0.1%

n 23y - 0,35%
0.02% - 10.07
0.05% - 0.2%
0.1%

0.06%

0.04993% - 0.25%
0.1%

[ X =]

.0BMG - 0.23MG
1%

w1z - 0,32%

u.ix - D.3%

0.0627% - §.3%
Ve




INGREDIENT
ROUTE/DOSAGE FORM

SODIUH CARBONATE
IVCINFUSION); INJECTION

JVCINFUSION); POWDER, FOR INJECTION SOLUTION

NERVE BLOCK; IMJECTION
OPHTHALMIC; SOLUTION

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; TABLET
ORAL; TABLETY, FILM COATED
RECTAL; SUSPENSIOHN
SODIUM CARBOMATE HYDRATE
INTRA-ARTERIAL; INJECTIOR
INTRACARDIAC; IHJECTION
INTRAVENDUS: INJECTION
OPHTHALMIC; SOLUTION
SODIUM CARRABENATE
ORAL; SYRUP
SODIUM CELLULOSE
ORAL 3 CAPSULE
SODIUM CHL

INTR AHUSCULAR; INJECTIOH
NERVE BLOCK; IHJECTIOHN
SODIUM CHLORIDE

CAUDAL BLOCK; INJECTIOHN
DENTAL; INJECTION
EPIDURAL; INJECTION

IM - IV - SC; INJECTION
IM - IV; INJECTION

IM - 1IV; POWDER, FOR INJECTION SOLUTION

IM - SC; INJECTION
" INHALATION; SOLUTION
INTRA-ARTERIAL; IHJECTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL ; INJECTIDN
RACARDIAC; INJECTIOH

HY
}HTRACAVlTARY} POWDER, FOR INJECTION SOLUTION

RADERMAL; INJECTION
IMTR‘&ESIﬂH&L; INJECTION
INTRAMUSCULAR; INJECTION

INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTIOR
I LAR; SOLUTION, INJECTION

NTRAMUSCUI
INTRABCULAR; SOLUTIOHN

IRTQAPERITOHEAL; POWDER, FOR INJECTION SOLUTION

INTRAPERITONEAL ; SOLUTION

INTRAPLEURAL ; POWDER, FOR INJECTIDN SOLUTION

INTRASYNOVIAL; INJECTION
INTRATHECAL; INJECTABLE
INTRATHECAL; INJECTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA LAST
COUNT HDA
000497158
1
005968116
k4
0607775099
D07647145
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APPROVAL
DATE

10/31/93
n8/10/R%

10751/95
02/27/85
842/21/85

10/15/80

10/13/87
10/10/84
02/26/93
04/11/89
12727794
12/27/91
04/14/95
09/26/95
08/23/91
05/264/82

02/13/74
n1/0L/TA

10/16/87

10/16/87
ni /27708

U4/ 17795
04/28/95
Q7/N3/R4A

Ur/7us/86
11705781
06/17/92
10/30/92

DIV

600
40n

500
600
£00

UKRK

600
600
600
600
600
600
600
600
600
600
600
A0N

UNK

UHK
inn

UNK

600
4nn

600
600
120
UNK

POTEHCY RANGE

1

.OMG - 6.0MG

10.4MG - 87.5MG

10.0MG ~ 150.0MG

[ N oY Do
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DOOOOO oL L

.21% - 0.B55%
47 - 0.6%
00067 - 0.%8%

1% - 0.9%
98x - 1.2%
.25% - 9.0X%
L0274 - 0.9%
267 - 1.2%
2% - 0.9%
667 - 0.9%
4RY% - 0.7X%
.24 - 0.7%
2% - 0.9%
.00177% - 0.9%
.85% ~ 0.9%
.647

2% - 0.9%
.85% - 0.9%
.267% - 0.9%




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

SODIUM CHLORIDE 007647145
INTRATRACHEAL ; INJECTION
INTRATRACHEAL ; POWDER, FOR RECONSTITUTIOR .
INTRATRACHEAL ; SUSPENSIOH

INTRATUMOR; INJECTION 07/08/88 .26% - Y
IiTEATIaRL POURER, EgR ECTION soLuTION o o oLconer - 5.
} 14 A,
INTRAVENGUS; POWDER, FOR INJECTION SOLUTION gé;ég;;g gg; 0.00067% - 4.5
INTRAVENQUS; SOLUTIOH 11/16/76 160 0.9%
JONTOPHORESIS; SOLUTION
1 1usiusys suu N.1% - 0.9%

IV - SC; INJECTIOH

IV - SC; POWDER, FOR INJECTION SOLUTION
IVCINFUSION); IHJECTION

IVCINFUSION); POWDER, FOR INJECTION SOLUTIOH
IVCINFUSION) ; SOLUTIOH, INJECTIOH
IV(INFUSION); SUSPENSION, INJECTION

HASAL; SOLUTION

NASAL; SPRAY

.0006% - 80.0%

o

B N B N € ON PN B et N LY B DB ON R 9 U e e D U SO e U e OO0 BN et o b BN S O B (N ol e et
[~

Uese879y  6UU
09/20/95 180
12/2R/785 110 0.89% - 0.9%

12/26/790  Hifh .87 - 0.97%

NASAL; SPRAY, METERED 10/20/95 UNK U.6b5%
HERVE BLOCK; INJECTION 7 06/23/95 600 0.21% - 0.9%
OPHTHALMIC; POWDER, FOR RECONSTITUTION 09/22/93 UNK
OPHTHALMIC; SOLUTION 6 09/29/95 600 0.08%X - 0.5/
1 09/13/95 600 0.018% - 0.85%

OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; DRC

PS
ORAL; POWDER, FOR RECONSTITUTION 127¢3791 Seu  0.05% - 0.4%
DRAL; SOLUTION 1 06701794 & 97 o
st s, o i
. 3 uy/sis/s9ys 18y U, 14 - 2.0%
ORAL; SYRUP 12/30/88 180 0.85% - 0,27
ORALj n7/17/87 400 10.0MG - 148.0MG

TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, SUSTAINED ACTION
OTIC; SOLUTION
PERIDURAL; INJECTION
RECTAL; SOLUTION
RECTAL; SUPPOSITORY
SOFT-TISSUE; INJECTION g
SUBCUTANEOUS; INJECTION : 2
SUBCUTANEDUS; SOLUTION, INJECTION { e
TOPICAL; OINTMENT .
TOPICAL; SOLUTION
SODIUM CHLORIDE INJECTION
IN?RAVEﬂOUS; INJECTION

064/26/94 51u  17.5MG - 143.26MG
01/16/85 600 0.4% - 0.7X

8731792 600

05/24/82 600 0.667% ~ 0.9%
12722794 180 0.35% - 0.9%
12/29/795 510 0.877% - §.9%

Ub/13/7/4 UNK 0.68%
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INGREDIENY

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA LAST
COUNT HDA

ROUTE/DOSAGE FORM

SODIUM CHLORIDE IWJECTION, BACTERIOSTATIC

INTRAVEKOUS; INJECTION

SODIUM CITRATE

EPIDURAL} INJECTION

IM - IV - SC; INJECTION

IM - IV; INJECTION

IM - IV; POWDER, FOR INJECTION SOLUTIOH
IM - SC; INJECTION

INHALATION; SOLUTIGH

INTRA-ARTERIAL; INJECTION
INTRA-ARTICULAR; INJECTION
INTRACARDIAC; INJECTION

INTRACAVITARY; POWDER, FDR INJECTION SOLUTION, LYOPHILI

INTRALESIONAL; INJECTIO
NTRANGSCULAR, INJECTION

INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAGCULAR; SOLUTION

INTRAPERITONEAL; INJECTION

INTRAPLEURAL; INJECTION

INTRASYNOVIAL; INJECTION

INTRATHECAL; INJECTION

INTRAUTERENE; SOLUTION

INTRAVASCULAR; INJECTION

INTRAVENOUS; INJECTION

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

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

NASAL; SOLUTION

" ‘NASAL; SPRAY

NASAL; SPRAY, METERED

NERVE BLOCK; INJECTION

OPHTHALMIC, POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION

OPHTHALMIC; SUSPENSTON

ORAL; CONCENTRA

ORALj; DROPS

GRANULE
ORAL; GRAMULE, FOR RECONSTITUTION
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPE

SYRU
. ORALj; TABLE
ORAL ; TAILET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
1]

006132043

PAGE 129

TN

N
DN W N GO D B RO N

N

[ S 7
CN U ON 4 O BN 1 ot b TN BN LA O b b DY bt bed R0 RN

APPROVAL
DATE

12/29/89

08/23/95

12/164/95
10/24/RR

0?2/21792

04709/86
N1/DK7T76

02/11784
06/26/95

Uas728795
02/17/846

09/29/89
nRsIR/GE

08/18/95
12/19/86
12/29/92

03708795

01/04/95
06/10/88
07/20/88

12/18/80
NA/IB/RA

12/23/93
10/31793
10/10/86
02/28/94
09/30/94
11/05/92
09/11/95
05/15/90

DIV

160

600

600
Lnn

ADTY

600
£00

UL
600

sUU

600

et
- an
D0

110
520

UNK

600
UNK
600
600

Lnn

530
600
600
600
600
600
§00
600

POTENCY RANGE

0.047% - 1.0%
0.0005% - 2.9%

17

n
0.1% - 1.0%
0.0647% - 0.32%
0.1% -~ 1.0%
8.057% - 2.848Y%
v.17%

0.1x - 1.0%
g.32%

0.015% ~ 2.875x%
0.023% - 2.848x%

40.0MG - 80,0MG
0.125% - 0.25%

0.45% - 2.0%
0.37 - 0.45%
0.06262% - 0.3%

0.4% - 1.5%

0.35% - 0.5%
0.1% - 3.94%

48.0MG - 110.6MG
95.0MG - 300.0MG
10.0MG - 82.0MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM CITRAYE
ORAL; TABLET, FILM COATED
ORAL-28; TABLET
OTIC; SOLUTION
RECTAL; SOLUTIGH
SOFT TISSUE; INJECTIONM
TOPICAL; EMULSION, CREAM
JOPICAL; LOTIOH
TOPICAL; SOLUTIGH
URETERAL; SGLUTION

SODIUM CITRATE AMHYDROUS
IM - IV; INJECTION
INTRA-ARTICULAR; INJECTION
INTRAVENOUS; INJECTION
INTRAVENGUS; POWDER, FOR INJECTION SOLﬁTION
IV(I“FUSIONJ; INJECTION
ORAL; GRANULE
ORAL; GRANULE, EFFERVESCENT
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP

ORAL; TABLETY
ORAL; TA!LET (IMMED,/COMP. RELEASE), UHCBATED;

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
seft TISSUE; INJECTION
OPICAL; EMULSION, CREAM
sonlun CITRATE DIHYDRATE
IM - IV; xudscrxau
SODIUM DESOXYCHOL
IV(anusxaﬂ); inDER, FOR INJECTION SOLUTION
SCRIUM DITHIONITE
IM - IV - SC; INJECTION
L
, 3
YL BEHZEHESULFONATE ,
: AL} SUSPENSION, SHAMPOO
M FORMALBEHYDE SULFOXYLATE
= T¥; INJECTION
' nTaans;tufg§CT§g§ECTxou
3
- TVCINFUSIONY; INJECTION
-TOPICAL; EMULSION, CREAM
UM HEXAMETAPHOSPHATE
ENSION

QRAL;
SODIUM HYDROXIDE

CAUDAL BLOCK; INJECTION

DENTAL; INJECTION

DENTAL; SOLUTION

CAS #

006132043

000068042

007775146
112068212
100145640
610124568

001310732
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NDA
COUNT NDA

o

[
Land N T TV, T

BRI Bed B b bt ot fd ot [N bt (AL Bk bk ot ot ind Bk L\ P bt N AD NI N 10 b )

LAST

APPROVAL
DATE
08/31/81

0%3/02/81
06/19/80
08/03/94
11/12764

03/08/79

fi2/10/R9

U4/28/80

B3/31/95

12/19/91
12/19/91

03/08/79

10/13/87
10710784

DIv

600

600
600
600
600

600

600

510
510

600

600
500

POTENCY RANGE

0.4%
1.0%
0.05% - 1.0%

0.36% - 5.0

0.28% - 2.2%
11.0MG - 280G

41.0MG

0.075% - 0.1




H

IRACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

IHGREDIENT CAS % HDA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT HDA DATE DIV POTENCY RANGE
i T
H 34 1 ” 0
IM - IV - SC; INJECTION 27 i 37632423 yﬁﬁ
%a - %g -ISSécgggﬂER, FOR INJECTIOM SOLUTION 1 1
= } 171 i v - P
IM - IV; POWDER, FOR INJECTION SOLUTION 12 %gfggfgg 233 0-134% - 1.0%
IM - 1V; SOLUTION, INJECTION 3 03/05/90 400
IM - SC; INJECTION 10 04/14/95 600
IH - SC; INJECTION, SUSTAINED ACTION 1
~ SC; POWDER, FOR INJECTIOH SOLUTION . 1
i e St AEfir !

3 22 N7/?R/85 £00 . ¥ o~ s
INTERSTITIAL; INJECTION i 0.1458% - 2.331
INTRA-ARTERIAL; INJECTION 12 NR/75/91 sUU 0.8
INTRA-ARTERIAL; SOLUTION, INJECTION 1
INTRA-ARTICULAR; INJECTION 26 04/09/86 sUU
INTRABURSAL; INJECTION g 5 02/13/774 6060
INTRACARDIAC; INJECTIDN 3 06/01/88 400
INTRACAVITARY; INJECTION 1
INTRACAVITARY; POWDER, FOR INJECTION SOLUTION, LYOPHILI 1
INTRADERMAL; INJECTION 5 10716787 UKNK
INTRALESIONAL; INJECTION 15 10/16/87 UNK
-INTRAMUSCULAR; INJECTION 82 01/27/95 600 2.76%
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION 4 n2/27/7R8  1INK
INTRAMUSCULAR; SOLUTION, INJECTIOHN 1
INTRAOCULAR; SOLUTION 2 04/?879% 4un
INTRAPERITONEAL; INJECTION 1
INTRAPERITONEAL ; SOLUTION 3 UB/19797 14D
INTRAPLEURAL; INJECTION 1

. INTRASYNOVIAL; INJECTION ] uz/17/86  Ann
INTRATHEGAL ) INJECTIOR :

3 15 1U/50/92  UNK

INTRA 3 POWDER, FOR INJECTION SOLUTION 2 12/21/87 150
INTRATHECAL; SOLUTION 1
IHTRATRACHEAL ; INJECTION 1
INTRATRACHEAL ; POWDER, FOR RECONSTITUTION 1
INTRATUMOR s TUJECTION " !

3 3 y7/08/88 74
INTRATUMOR; POWDER, FOR INJECTION SOLUTION 1 /88 600 0.8%
INTRAUTERINE; INJECTION 1
INTRAVASCULAR; INJECTION 4 01/22/92 160
INTRAVASCULAR; SDLUTION 1 !
putavetaiss uLsion, occrio 1

} 187 1] s P
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION 19 ogfigfgg iég 0.05% - 10.0%
INTRAVENOUS; SOLUTION 6 12726785 140 1 gy

1 ,

INTRAVEROUS; SUSPENSION, INJECTION
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 2
ROUTE/DOSAGE FORM
SODIUM HYDROXIDE ) 001310732

IRRIGATION; SOLUTION
IV - SC; IRJECTION
IV - SC; POWDER, FOR INJECTION SOLUTION
IV(INFUSIOH); INJECTICOH
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
IVCINFUSION); SOLUTIGN
NASAL; SPRAY, METERED
NERVE BLOCK; INJECTION
OPHTHALMIC; GEL
OPHTHALMIC; POWDER, FOR RECONSTITUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CONCEMTRATE
ORAL; SOLUTIONM
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLEY, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
OTIC; SGLUTION
PERFUSIONACARDIAC; SOLUTION
PERIDURAL: INJECTION
RECTAL; ENEMA
RECTAL; SOLUTION
RETROBULBAR; IHJECTICH
SOFT TISSUE; INJECTION
SPINAL; INJECTION
SUBCONJUNCTIVAL; INJECTION
© SUBCUTANEOUS; IHJECTION
SUBCUTANEQUS; POWDER, FOR INJECTION SOLUTION
TOPIC&L; CREAM, AUGMENTED
'3 EMULSION, CREAM

GEL
TOPICAL; BEL, JELLY

TOPICAL; LOTION, AUGHEHTED

TOPICAL; OINT

TOPICAL; SHAHPOO

TJOPICAL; SOLUTION

TOPICAL; SPONGE

TRANSDERMAL ; FILM. CONTROLLED RELEASE
URETERAL; SOLUTIOC

VAGINAL ;. EHULSION CREAM

VAGINAL; GEL

PAGE 132

- KDA
COUNT HNDA

ot

N 7] (=
mmmmw»—-o.—-c«oumr—-wo—a;\mwm

Yo
et N b bt G 0 b (N b

LAST

APPROVAL
DATE

11727791
10/10/95
08/31/90
10/27/95
N9/20/9%

10/20/95
NA/2% /9%

04/02/63
12/25%/595
09/13/95
i10/16/87
10/24/95
02/28/94
09/25/95
08/01/94

U/ 18794
12729795

in/o24a/a8

05/24/82

i FAR N ¥

03/31/94

09/20/95
04/29/94
04/29/93
09/30/%4

uzsus/87

1L/ 15795
01/07/87

12/21/95

DIv

600
600
600

1AN0

UNK
4nn

UNK
600
600
600
160
660
600
A0N

UNK
600

TAD

600

Zan

519

UHK
UNK

600
An0n

600

bUU
520

520

POTEHCY RANGE

0.05% - 10.5%

0.67%
0.1
1.0% - 2.33%
40.0%

0.45MG

0.049% - 0.56%

0.00668% - 0.283%

0.0064% - 2.8%

0.0213x%

0.18813x%



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

SODIU# HYPOCHLORITE
IVCINFUSION); INJECTIOH
ORAL ; SUSPENSION
SODIUM 10DIDE .
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
SODIUM L-CYSTEINATE HYDROCHLORIDE
INTRADISCAL; POWDER, FOR INJECTION SOLUTIOHN
SODIUM L-LACTATE
EPIDURAL; INJECTIOHN
IM - IV - SC; INJECTIOHM
IM - IV; INJECTIOHR
INTRACARDIAC; INJECTION
IV(INFUSION); IHJECTIOHN
NERVE BLOCK; IMJECTION
SODIUM LACTATE
CAUDAL BLOCK; INJECTIOH
IM - IV - SC; INJECTION
INTRACARDIAC; INJECTIOH
INTRAPERITONEAL; SOLUTION
NERVE BLOCK; INJECTION
TOPICAL; SOLUTIOH
SODIUM LAURETH SULFATE
ORAL; CAPSULE
ORAL; TABLET, COATED
TOPICAL; EMULSION, CREAM
SODIUM LAURETH-5 SULFATE
TOPICAL; EMULSION, CREAM
TOPICAL; SHAMPOO
SODIUM LAUROYL SARCOSIHNATE
. _TOPICAL; LOTION
SODIUM LAURYL SULFATE
BUCCAL/SUBLINGUAL; TABLET
DENTAL; BEL
DENTAL; PASTE
.- ORAL; CAPLET
ORAL; CAPSULE
ORAL: CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL ; DROPS
'3 BRAN

: ULE
QRAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION

TABLET

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

ORAL; TABLET, COATED

ORAL} TABLET, DELAYED ACTION, ENTERIC COATED |

HE

CAS #
007681529

007681825

000867561

000072173

001335724

005004824

000137166
000151213
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NDA LAST
COUNT HNDA

nN
Lo F=3

[
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APPROVAL
DATE

01706776

UL/Us/ 176
01/06/76

12/20/95

05/03/9%5
04/25/95

064/28/95
01/05/78
10/06/95
01/04/95
06/23/95
05/15/%90

DIV

600

30
600

R20

530
UNK

600
520
URK
600
600
600

POTENCY RAHNGE

0.18%

U.187%
0.18%

0.15MG - 308.0MG

0.006MG - 0.6MG
0.01% - 0.066%
0.025MG - 50.0MG
0.5MG -~ 5.0MG
0.5MG - 4,0MG
5.39M6 - B8.09MG




i

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

ROUTE/DOSAGE FORM

SODIUM LAURYL SULFATE

ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAIHNED ACTION
SUBLINGUAL; TABLET

TOPICAL; EMULSIOH, CREAM
TJOPICAL; LOTION .

TOPICAL; OINTMERT

TOPICAL; SPONGE

TOPICAL; SUSPENSION, SHAMPOO
VAGINAL; EMULSIOH, CREAM

SODIUM lAUEVL SULFOACETATE

3 _SHAMPOO

TOPICA
SODIUM METABISULFITE

CAUDAL BLOCK; INJECTIOH
EPIDURAL; INJECTIOH

IM - IV - SC; INJECTIOH
IM - IV; INJECTION
INHALATION; SOLUTION
INTRACARDIAC; IMJECTION
INTRAMUSCULAR; INJECTIOH
,INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTION
JONTOPHORESIS; SOLUTION
IVCINFUSION); INJECTION
NERVE BLOCK; INJECTIOHN
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSICHN
ORAL; CAPSULE

ORAL; COHCENTRATE

ORAL; SUSPENSION

ORAL; SYRUP

DRAL; TABLET

 SODIUM PHOSPHATE

m

IM - IV; INJECTIOHN

IM - IV; POWDER, FOR IHJECTION SOLUTION
IM - IV; SOLUTION, INJECTION
INTRA-ARTICULAR; INJECTION

INTRADERMAL; INJECTION

INTRALESIONAL; INJECTIOHN

INTRAMUSCULAR; INJECTION
“INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION

INTRAVENOUS; INJECTION

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

IVCINFUSION) ; POWDER, FOR INJECTION SOLUTION
NASAL; SOLUTION

OPHTHALMIC; SOLUTION

CAS %

000151213

001847581
007757746

007632055
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NDA LAST
COUNT NDA

N

[

BN N
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D
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QO bt DS bt N bd SN i (NN B QOB O b bl G N

APPROVAL
DATE

05/30/95
11725791
07/07/80
05/28/92
01/24/92
naR/n8 /A%

01/10/91
09/19/85

10/13/87
02/26/93

04/10/89%
12/14/%58

11/715/74

06/26/95
05/18/92

06/26/9%

02/26/93
fNR/nh /70l

08/30/91
12710/81
01/15/86

07/22/82
N&/2R/RY

02/27/7%
02/08/717

ursulz/es
icrcHr61

L7 curBY
10/064/42

Us/r 31795

DIV

600
600
600
600
600
HNK

600
600

600
600

600
Ann

600
600
600

600
600
400
600
600
600

600
£nn

600
510

6UU
164

-3
1iNK

UNK

POTENCY RANGE

oo Nooo o DoooNS

Soo

L13MG - 6 .5MG
.76MG - 15,0MG
LO1MG - 0.02MG
1z - 2.8%
.25%

J15% - 1.0%
3% - 0.333%
.05% - 0.1837%
.05% - 0.183%
JiZ - 0.15%
ang7y - 0.66%
09% - 8.1%
.0025% - 0.66%
LB1x - 0.32%
L026% - 1.0%
L058% ~ 0.5%
MYy - §.3%

. 36MG

JAX - g.2%
LZMG - 4. 1MG
34 0- 1.0%
.58% - 1.0%
5y

.29% - 0.58%
L167

.18%

.075% - 0.81%



% INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ' cas
ROUTE/DOSABE FORM :
sonﬁl.m PHOSPHATE ' 007632055

iOPHTHALMIC susrsnszuu

oRALz P

1ORAL ;- CONCENTRATE

ORAL; SODLUTION

ORAL; SUSPENSIOH ‘

ORAL; SYRUP

SOFT TISSUE; INJECTION

SUBCUTANEGUS; INJECTION

TOPICAL; LOTION

TOPICM.: QINTMENT
TOPICAL; SUSPENSION, SHAMPOO

SODI?H PHOSPHATE DIHYDRATE

SC; INJECTION

SUBCUTANEOUS; INJECTION
SUBCUTANEQUS; POHBER; FOR INJECTION SOLUTION, LYOPHILI

SODI?: PHOSPHATE, DIBASIC 007782856

IV - SC; INJECTION
IM - IV; INJECTION
IM - 1IV; POWDER, FOR INJECTION SOLUTIOH
INTRA-ARTICULAR;: INJECTION
INTRABURSAL; INJECTION
INTRADERMAL; INJECTIOHN
INTRALESIONAL; INJECTION
INTRAMUSCULAR; IHJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRASYNOVIAL; INJECTION, SUSTAINED ACTION
INTRAV 3 INJECTION
INTRAV 3 POWDER, FUR INJECTION SOLUTICHN
IV(INFQSIﬁﬂ); INJECTION
IVCINFUSION); POWDER, FOR INJECTION SOLUTION
NASAL; SOLUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
- ORAL} SniﬁTION
ORAL 3 SUSPENSION

UBCUTAHN =us: IHJECTION

SUBCUTANEQUS; POWDER, FOR INJECTION SOLUTIOHN
, SUICBT&ﬂEﬁUS} SUSPENSION, INJECTIOH
~"TOPICAL3 EMULSION, CREAM

NDA _~ LAST
COUNT NDA

N

NP NN N P N 1 DNUTIN @ © 1 0N DN € 10 b N UV 1 N T ON bt bt ok G bt oo bk NS N IND ) ot (AL Bt it G

(5 SR ed

=)

APPROVAL
DATE

n7/7217/21%

DR/718/78

10751793
02/27/79%
85/30/86
03/30/89

07/01/91

85/09/91
12/11/95
12/31/74
a2/1%/76

127317149
02/13/74
10717785

11/23/94
82/07/95
02/26/93
68/31/95%

Ua/28/95
11/10/93

08/18/95
12/22/94

12/27 /61
01717/78
Ui/16/85

U4/ L3789
11717749%

12/18/90

DIV

140

600
600
510
UHK

510

600
600
UHK
AN

UNK
600
510

160
180

150
AnN

600
UNK
600

600
nn

600

POTENCY RANGE

0.58% - 1.0%
0.24% - 0.378%
0.2%

0.24%

0.24% ~ 1.746X%
0.71% - 1.0%

a 71z

0.71% - 1.0%
0.71%

0.025% - 1.6%
D.0676% - 1.746Z
18 AMG

0.07% - 1.21%
0.05% - 0.866%
35.0MG - 500.0MG
0.5%

n1Y - 0.9%
2.1MG - 59.7454MG

u

LML UL
.24 - 0.378%
6% - 1.8%




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

irt

RDUTE/DUSAGE FORM

SODIUM PHOSPHATE, DIBASIC
T PICAL; LOTIOR
TOPICAL ; SOLUTION
, TOPICAL ; SPDNGE
SODIUM PHOSPHATE, DIBASIC, ANHYDROUS
IM - IV; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; INJECTION
IVCINFUSION) ; INJECTION
IVC(INFUSION); POWDER, FOR INJECTION SOLUTION
OPHTHALMICs SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; SUSPENSION
ORAL; SYRUP
SUBCUTANEOUS; POWDER, FOR INJECTION SOLUTION, LYOPHILI
TOPICAL; GEL
SODIUM PHOSPHATE, DIBASIC, DIHYDRATE
M - IV; INJECTIOM
IVCINFUSION); IHJECTION
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; POWDER, FOR RECONSTITUTION
SODIUM PHOSPHATE, DRIED
OPHTHALMIC; POWDER, FOR RECONSTITUTION
TOPICAL; EMULSION, CREAM
son:un PHOSPHATE, MONOBASIC
- IV; INJECTION
IH - IV; POWDER, FOR INJECTION SOLUTION
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTIGH
INTRADERMAL; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRASYNOVIAL; INJECTION, SUSTAINED ACTION
INTRAVASCULAR; INJECTIGON
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION
INTRAVESICAL; SOLUTION
IVCINFUSION); INJECTION
IVCINFUSION); POWDER, FOR INJECTION SOLUTION
IV(IHFUSION); SOLUTION, INJECTION
OPHTHALMIC; S oN
OPHTHALMIC; susrsusron
- DRAL3 CONCENTRATE
‘ORAL; SOLUTION
ORAL; SUSPENSION

CAS %

007782856

010028247

007558807
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APPROVAL
DATE

1n/27/89
0L/07/76¢
11720702
N2/23/74

03731795
07/29/94

08/29/89
11/30/92

12/05/88
10/17/85

08/29/78

12/28/9¢0
nasi7/78m

08/29/89
n3/%7/868

04/28/95
n9/79 /89

05/28/86

DIV

URK
bev
Ann
160

30
600

600
600

600
510

160

510
140

600
I

600
HIHK

UNK

POTENCY RANGE

0.39%2 - 1.59%

17 .5MG - 139.2MG

0.072%

0.0397% - 0.426%

57 - 1.2%
L6MG - 12.8MG

(=R =]

0.36% - 1.16%

0.0115%7%Z - u.u125%
0.0125% 0.9%

0.48% - 0.5%
4 GMBR

0.01% -~ 0.721%
0 n%ey - 0.37x



“ag

INGREDIENT

ROUTE/DUSAGE FORM
SODIUM PHOSPHATE, MOKOBASIC

ORAL;
ORAL;

0TIC;
SOFT TISSUE; INJECTION, SUSTAINED ACTION

SYRUP
TABLET
SOLUTIOH

SUBCUTANEOUS; INJECTION

SUBCUTAKEOUS; POWDER, FOR INJECTION SOLUTION

YOPICAL; EMULSION, CREAM
TOPICAL; LOTIOH

TOPICAL; SUSPENSIOH, SHAMPOO
VAGINAL; EMULSION, CREAM

SODIUM PHOSPHATE, MONOBASIC, MOHOHYDRATE 010049215

IM - 1V; INJECTION

IM - 1V; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION, LYOPHILI

INTRAVASCULAR; INJECTICH
INTRAVENGUS; INJECTIOHN

INTRAVEROUS; POWDER,

INTRAVESICAL; SOLUTION
IV(INFUSION); INJECTION

IVCINFUSION); POWDER, FOR INJECTION SOLUTION

OPHTHALMIC; SOLUTION

OPHTHALMIC; SUSPERSION

TOPICAL; EMULSION, CREAM

TOPICAL{ LOTION, AUGHENTED
3

URETERA

SOLUTION

SODIUM PHOSPHATE, TRIBASIC

ORAL; POWDER, FOR RECONSTITUTION

SODIUM PROPIOKATE

ORAL;

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

ORAL;
ORAL;

CAPSULE

SUSPENSION
SYRUP

SODIUM PYROPHOSPHATE
INTRAVENOUS; INJECTION

INTRAVENOUS; POWDER, FOR INJECTION SOLUTION

SCDIUM PYRROLIDONE CARBOXYLATE
TJOPICAL; LOTION

SODIUM STARCH GLYCOLATE
ORAL3 CAPLET

CAPSULE
CAPSULE, COATED PELLETS
CAPSULE, HARD GELATIN

CAPSULE, SUSTAIKED ACTION

TABLET

TABLET (IMMED./COMP. RELEASE),}UNCOATE?,

FOR INJECTION SOLUTICON

- INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS # NDA LAST
COUNT NDA

007558807

[

007601549
000137406

BN e N U GH e ot G et bt b G R G Bt U ) bl bt Bt Dot R

(2]

007722885

009063381°

n
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APPROVAL
DATE

06/19/62

11/17/793
11770/02

01/10/91
07/16/93

07/08/87

11/772%/%94

07/08/87
03/31/95
10/26/91
11/10/93
07/10/84

10/15/95

12720795
02/14/94

nr/yrn/AQ

04/18/84
10/20/7¢6

11/26/85

12/20/95

12728795
01/04/95

DIV

UNK

510
NNy

600
600

600

160

600
600
600
UNK
UNK

520

520
600
A00

UNK
160

600

520

600
600

POTENCY RANGE

0.07%

0.01% ~ 0.45%
0.11199%

1.2%

0.0125%

2%

L0657 - 0.6%
X - 8.536%
.265%

QO e

0.125% - 0.3
1.0%

0.4%

3.0MG - 134.0MG

0.031MG - 738.0MG
0.06MG - 4.5MG




1t

INGREDIENT
ROUTE/DOSAGE FORM

SODIUM STARCH GLYCOLATE
ORAL; TABLETY, COATED

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
CAS #

009063381

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, ENTERIC ngTED PARTICLES

ORAL; TABLET, FILM COAT

ORAL; TABLET, SUSTAINED ACTION

ORAL~-21; TABLET

ORAL-28; TABLET

SUBLIHBUAL) TJABLET
SODIUM STEARYL FUMARATE

ORAL; CAPSULE

ORAL; TABLET

ORAL; TABLET, SUSTAINED ACTION

SODIUM SUCCINATE
ORAL; CONCENTRATE
SODIUM SULFATE
OPHTHALMIC; SOLUTIOR
OPHTHALMIC; SUSPENSION
SODIUM SULFATE, ANHYDROUS
INTRAMUSCULAR; INJECTIOH
OPHTHALMIC; SOLUTION
ORAL; TABLET .
SODIUM SULFITE
EPIDURAL; INJECTION
IM - IV; IHJECTIDH
INHALATION; SOLUTION
INTRA-ARTICULAR; INJECTIOH
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; INJECTION
IVCINFUSION); INJECTION
ORAL; CONCENTRATE
ORAL; SUSPENSION
OTIC; SOLUTION
. SOFT TISSUE; INJECTION
TOPICAL; EMULSION, CREAM
SODIUM TARTRATE
IM - IV; INJECTION
INTRAMUSCULAR; IRJECTION
INTRAVENOUS; INJECTION
1 (IﬂFﬂSION); INJECTIDN
SODIUM THIOGLYCOLA
SUBCUTANEOUS; INJECTIOR
SODIUM. THIOSULFATE
IHTRAVEHOUS; SOLUTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSIOH

000150503
007727733

007757826

007757837

000868188

000367511
010102177
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NDA LAST
COUNT NDA
27
3
1
32
4
1
4
5
i
10

O b AN DIV LR R N NN OO bt bt NI b B N) bt et

APPROVAL
DATE

06/23/95

nL/Yo /G0

12/27/795
08718791

03729716
02/26/88

03/28/95

05/25/94

12/13/84

05/13/88
09/16/83
04/09/86

U4/ 15788
11/06/91
07/08/87
04/27/83

08/29/89
12/05/88
06/15/90
08/29/8%

05/05/87
09/29/89

DIV

600

z=2n

150
1INK

2381}
600

110

600

600

600
600
600

sUy
UNK
600
600

600
600
160
600

600
UNK

POTENCY RAHNGE
1.2MG - 32.01MG
10.0MG - 21.0MG
1.5MG - 53.0HMG
N.78MG -~ 31.3MG
0.7MG -~ 2.0MG

1.8MG - 6.0MG

6.152% AN
0.08% - 0.15%

0.025%

0.1%

v.uUsL ~ 0,12

0.15% - 0.2%

.17

0.015% - 0.04993%

1.27
0.475% ~ 1.2%

1.2%

0.0902% -~ 0.31%
0.1%4 - 0.32%



1y

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

ROUTE/DOSAGE FORM

SOD!UN THIOSULFATE
ORAL; CAPSULE
ORAL; SOLUTIOHN

ORAL ;- TABLET
SODIU& THIOSULFATE, ANHYDROUS
IRTRAVENDOUS; SOLUTION
ORAL; SOLUTION
ORAL; TABLET
SODIUM TRIHETAPHUSPHATE
INTRAVEROUS; POWDER, FOR INJECTION SOLUTION
SOLULAN
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; SOLUTION
SORBIC ACID
OPHTHALMIC; SOLUTION
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; SUSPENSIOH
ORAL; RUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLEY, COATED
ORAL ; TABLET, DELAYED ACTION, ENWTERIC COATED
SUBLINGU&L} TABLET
TOPICAL; EMULSION, CREAM
JOPICAL; LOTION
TOPICAL; OIRTMENT
SORBITAN MONOLAURATE
OPHTHALMIC; OINTMENT
ORAL; GRANULE, EFFERVESCENT
DRAL; SUSPENSION
ORAL; SYRUP
SORBITAN KOﬂOOLEATE
ORAL; TABLEY
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
: TO?ICAL} EHULSIDN, CREAM
TBP LOTION
CAL -BINTMENT
SORBIT#H’HQ”GPALHITATE
INTRAMUSCULAR; INJECTION
DPICﬁL} EMULSION, CREAM
TOPICAL; LOTION
SORBITAN MONOSTEARATE
TOPICAL: EHULSION. CREAM
TOPICAL; LOTIOH
Tﬂ?ICAL} OINTHMENT

L7,
<

CAS %

010102177

007772987

007785844
008042511

000110441

085959897

005938385

001338405

001338416
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NDA LAST
COUNT HNDA

ot
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APPROVAL
DATE

08/18/78

04/17/78

064/17/78

10/10/85
12/23/88
11705792
Uasubgrsun
U4/16/81
05/31/91

11/30/82
los10/85

11/21/80

10/31/91

07/11/50
12/07/92

12/2%/7%

08/14/86

86/13/95
01/24/92

DIV

160

160
160

URK
600
600

hun
600
600

600
600

&nn
520

520
UNK

R20
600

600
600

POTENCY RANGE

0.248%
0.2%

0.17 - 0.116%
0.1%

0.01MG - D.55MG

.16MG

05% - 0.2%
Axo- 0.2%
¥4

oo.

1.0M4G

~e

.25% - 2.5%
14

.05%
.0B8005% - 0.45%

DL O O

.25% - 5.2%
L1467 - 2.5%




