INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

+ INGREDIENT
ROUTE/DOSAGE FORM

PETROLATUM
TOPICAL; OINTMENT, AUGMENTED
TRANSDERMAL ; OINTMENT
VAGINAL; OINTMENT
PETROLATUM, WHITE
HASAL ; OINTMENT
OPHTHALMIC; OINTMENT
TOPICAL; CREAM, AUGMENTED
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; OINTMENT, AUGMENTED

PHARMA-

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

SWEET 24052

PHARMACEUTICAL GLAZE
ORAL; CAPSULE
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM CODATED
ORAL; TABLET, SUSTAINED ACTION
PHARMACOAT 606
ORAL; TABLET

PHENOL
I

IM
IH

M - IV - SC; INJECTION

IV; INJECTION
- -SC; INJECTION
SC; INJECTION, SUSTAINED ACTION

INTRA-ARTICULAR. INJECTION
INTRADERMAL; INJECTION
INTRALESIDNAL ; INJECTION
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTIOH
INTRAVENOUS; INJECTION
IVCINFUSION); INJECTION

SOFT TISSUE; INJECTION
SUBCUTANEDUS; INJECTION
SUBCUTANEOUS; SOLUTION, INJECTION

PHENOL,

LIQUEFIED

IM - IV; INJECTION
SUBCUTANEOUS; INJECTION
SUBCUTANEOUS SUSPENSION, INJECTION

f

CAS %

008009038

000108952
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NDA LAST
COUNT HNDA
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APPROVAL
DATE

10/36/85
HL VAR AT

us/51/95

03/30/95

VL7 18794
01/12/89
09/10/87
05/15/90
06/23/82
06/30/94

12720754
06/14/95
08/12/57
01/30/79
02/08/77
01/308/79
N5/31/%4

uB/s51/794
05/31/94
01/30/79
07/01/91

01/30/92
04/25/89

b1v

AND

[Ai 14

600

4010

6UU
600
600
600
600
600

600
600
510
600
510
600
400

600
600
600
510

600
510

POTENCY RANGE

49 RY - B85.0%
ronv o~ 53.8%
0.0867% - 95.78B5%

0.945MG ~ 36 48MG

U.0126ML - 0.055ML
18.0MG
0.76MG - 3.4MG

0.182MG - 0.74MG
4.5MG - 6.8MG

L1257 - 2.5%
.06B% - 0.5%
5%

.57

257

5%

L2RY ~ 0,57
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0657 - 0.5
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L0657
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT NDA DATE DIV POTENCY RAHNGE
PHENYLETHYL ALCOHOL 000060128

NASAL; SPRAY, METERED 16719/ .25%
OPHTHALMIC; SOLUTION 54 UNK 0.257
OPHTHALMIC; SUSPENSION

OTIC; SOLUTION

PHENYLMERCURIC ACETATE ' 000062384
OPHTHALMIC; OINTMENT 12703786 600 0.0008%
PHENYLMERCURIC MNITRATE 000055685 ,

INTRAMUSCULAR; POMWDER, FOR INJECTION SOLUTION
OPHTHALMIC; SOLUTION
PHOSPHATE BUFFER
’ ORAL; SOLUTION
PHOSPHOLIPID
IVCINFUSION); INJECTION
IVC(INFUSION) ; POWDER, FOR INJECTION SOLUTION, LYOPHILI
PHOSPHORIC ACID 00766464382 ,
IM - IV; INJECTION 4
INTRA-ARTICULAR; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAVENOUS; SOLUTION
IV(INFUSION); INJECTION
IV(INFUSION); POWDER, FOR INJECTION SOLUTION
ORAL; SOLUTION
SOFT TISSUE; INJECTION
SUBCUTANEQUS; POWDER, FOR INJECTION SOLUTION
TOPICAL; EMULSION, CREAM 1
TOPICAL; LOTION
TJOPICAL; LOTION, AUGMENTED
" TOPICAL; OINTMENT
TOPICAL ; SOLUTION
] TOPICAL ;- SPONGE
VAGINAL; EMULSION, CREAM
PINE NEEDLE OIL
TOPICAL; LOTION

12/36/93 510 1.2

1n/17/7R% 510

02/26/95 1>v
08/731/95 600

10724789 510
! 04/30/92 600 0.002% - 10.0%
03/36/89 UKK

01/07/87 520
06/09/86 €006 O0.07% - 0.8Z

PIHEAPPLE

ORAL ;. POWDER, FOR RECONSTITUTION
PIPERAZINE 000110850

ORAL; TABLET i 09/23/93 600
PIPERAZINE HEXAHYDRATE . 000142632

VAGINAL; EMULSIDN, CREAM !
PLASTIBASE-50W

TOPICAL; OINTMENT
PLUSWEET

SUBLINGUAL; TABLET

D6/15/88 600 99.95%
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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
POLACRILIN 050602216

ORAL-21; TABLET
ORAL-28; TABLET
POLACRILIN POTASSIUM 039393745
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET (IMMED /COMP. RELEASE), UNCODATED,
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
POLISTIREX
OPHTHALMIC; SUSPENSION
POLOXAMER 106392125
OPHTHALMIC; SOLUTION ’
ORAL ; GRANULE
ORAL; POWDER, FOR RECONSTITUTICN
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; TABLET
TOPICAL; SOLUTION
TOPICAL; SPONGE
POLOXAMER 188 106392125
INTRAVENOUS; POWDER, FOR INHJECTION SOLUTION
ORAL ; CONCENTRATE
ORAL; GRANULE
ORAL; SOLUTIORN
ORAL; SUSPENSICHN
ORAL; SYRUP

08/22/88 600 1.56MG - 23.0MG
09/23/93 600 0.45MG - 45.8MG

W
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12/30/791 600 1.0MG - 3.0MG
12/30/91 600 1.0MG - 3.0MG

09/15/80 400 0. 5/ - 0.51852%
06/01/94 600 10.

12/18/87 120 0. 02/

05/02/89 520 2.68MG

07/25/89 520 0.2

ORAL; TABLET
P°L°§3ﬁf“ POMDER, FOR RECONSTITUTION
H 0?2/1%3/8 Y
ORAL ; ‘SUSPENSTON : 7 600 0.5286%
P°L°§$ﬂ¥ﬁaxﬂ¥c SOLUTION ' 009003116
, , ‘ 12729/ 1% - 7
popySoTHAL 9/95 600 0.1% - 0.16%
TRANSDERMAL; FILM, CONTROLLED RELEASE
POLYDEXTROSE ; 068426044

ORAL; TABLET 01/27/%4 600

ORAL; TABLET, FILM COATED !
POLYDEXTROSE K '
ORAL; TABLET, FILM COATED
POLYESTER
TRANSDERMAL; FILM, CONTROLLED RELEASE

08/31/94 600
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* INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ’ CAS # NDA LAST APPROVAL
ROUTE/DOSABE FORM . COUNT NDA DATE DIV POTENCY RANGE
POLYETHYLENE 009002884

DENTAL; PASTE I0/01 /R4 400 4,0

INTRAUTERINE; INTRAUTERINE DEVICE
OPHTHALMIC; OINTMENT
DRAL; CAPSULE
ORAL; TABLEY, SUSTAINED ACTION
JOPICAL; OINTHMENT
TOPICAL; PASTE
TOPICAL; TAPE
TRANSDERMAL; FILM, CONTROLLED RELEASE
VAGINAL; SUPPOSITORY
POLYETHYLENE 6LYCOL 025322683
IM - IV; INJECTIOM
INTRAVENOUS; INJECTION
OPHTHALMIC; SOLUTION
ORAL; CAPSULE ‘ 1
ORAL; CAPSULE, ENTERIC COATED PELLETS R
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
DRAL; CONCENTRATE
ORAL; SOLUTION
ORAL; TABLET 20
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

12/12/806  UNK
06/15/88 600 5.0%Z - 9.0%

12/22/96 510 27.0MG - 85.0MG

07/31/92 600 1.1IMG - 10.0MG

07/20/88 400 &0 NY - 40.0%

1usuu/95  »1uU 0.045MG 37.0MG

geAL: TRBLET, COMTED) criow, ewrenrc comreo s R 77 T

3 ‘ 11/36/95 4NN . -

ORAL ; TABLET: ENTERIC COATED PARTICLES j 3 §:5HG - 6. 636

ORAL; TABLET, FILM COATED 4 % 1e7us/ys  UNK 0,013MG - 3.17MG
1 09/22/964 110 1.3MG - 3.46MG

ORAL; TABLET, SUSTAINED ACTION
21 ,TABLET

EMULSION

02/06/89 600

10/10/85 4600

 VAGINAL; EMU AM
POLYEYH?L HE BLYCOL T-DODECYLTHIOETHER

L3 TABLET
PGLVETHYLEsE ~BLYCOL 1000
ORAL; CONCENTRATE |
ORAL; SOLUTION |
RECTAL; SUPPOSITORY
TOPICAL; EMULSION, CREAM

¢ 12/7085/88 600 15.0%
10/05/81 600 1.6255GH
11/06/88 600 3.1% - 5.0%
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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

POLYETHYLENE GLYCOL 1450
ORAL; SUSPENSION
TOPICAL; OINTMENT

POLYETHYLENE GLYCOL 1500
TOPICAL; OINTMENT

POLYETHYLENE GLYCOL 1540
DENTAL; GEL
DENTAL; PASTE
ORAL; CAPSULE
ORAL; SOLUTION
RECTAL; SUPPOSITORY
TOPICAL; OINTMENT
TOPICAL; SOLUTION

POLYETHYLENE GLYCOL 200
DRAL; CAPSULE A
TOPICAL ;. OINTMENT

POLYETHYLENE GLYCOL 20000 s
ORAL; CAPSULE
DRAL-28; TABLET

POLYETHYLENE GLYCOL 300 025322683
IM - IV; INJECTION i
INTRAVENOUS; INJECTION
IVCINFUSION) ; INJECTION
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
ORAL; TABLET, FILM COATED
TOPICAL; OINTMENT
TOPICAL; SOLUTION

POLYETHYLENE GLYCOL 3350
INTRA-ARTICULAR; INJECTION
INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INFRASYNOVIAL; INJECTION
NASAL; SPRAY, METERED
ORAL; CAPSULE
ORAL; SUSPENSION, SUSTAINED ACTION
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION
RECTAL; SUPPOSITORY
SOFT TISSUE; INJECTION
TOPICAL; OINTMENT
VAGINAL; SUPPOSITORY

POLYETHYLENE GLYCOL 3500
ORAL ; TABLET, FILM COATED

01/27/81 120
06/03/77 600 39,04

11/17/95 510 0.3MG

07/03/80 600 50.0%
07/17/95 600 465.0x%
08/30/95 600 50.0% - 5.0

06/15/77 UNK 57.0%
07/22/8F 600 29.7

09/05/61 KK X nu

Lu/s¢9/79¢2 b1y 2.087 - 3.04
09/05/61 UNK 3.0x

10722787 520 0.6MG - 10 nMn

voswi/Y4 11U U.6MG - 1 ,Z25MG
NR/31/92 400

12751781 »2v 2Zz2.u7% - 39.0/%
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10/03/90 600
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST
ROUTE/DOSAGE FORM ) COUNT HNDA

POLYETHYLEKRE GLYCOL 40 SORBITAN DIISOSTEARATE
DENTAL; SOLUTION
POLYETHYLENE GLYCOL 400 009004960
IM - IV; INJECTION
INTRAVENOUS; INJECTION
NASAL; SPRAY, METERED
ORAL; AEROSOL SPRAY
ORAL ; CAPSULE
ORAL; CAPSULE, COATED, SOFT GELATIN
ORAL; CAPSULE, SOFT GELATIN
ORAL; SUSPENSION
ORAL; SYRUP
DRAL; TABLET 1
ORAL; TABLET, FILM COATED :
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET
RECTAL; SUPPOSITORY ’
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
VAGINAL; SUPPOSITORY
POLYETHYLENE GLYCOL 4000
IHNTRA-ARTICULAR; INJECTIOH
INTRALESIONAL; INJECTION
~ INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
, ORAL; CAPSULE :
ORAL; TABLET 1
- ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION, COATED
RECTAL; SUPPGSITORY
SOFT TISSUE; INJECTION
SUBLINGUAL; TABLET
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT
TOPICAL; SOLUTION
VAGINAL; EMULSION, CREAM
VABINAL; SUPPOSITORY o
POLYETHYLENE GLYCOL 600 1 % 006790096
" INTRAVENOUS; SOLUTION, INJECTION
ORAL; CAPSULE, SOFT GELATIN
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
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APPROVAL
DATE

12/28/95
05727794

07/306/93
L7 Lv7%e

VLU B>
07/29/94
10727789

09/04/92
06/13/88
12/31/87
04/01/91
01/27/87

03/26/79
03/26/79
03/26/79
03/726/79

09/20/90
1N/0A/GK

08731 /94

iusun/8l
03726779
06/16/81
01/29/93
65/11/81

DIV

600
600

600
BUY

auy
600
1160

UNK
UNK
520
600
520

600
600
600
600
600
HINK

EX 1R

600
600
600
600
600

POTENCY RANGE

0.08% -~ 2.265%
18.0%

0.25GM
ILU L HIMG ~ B4G, UMG

0.15M6 ~ 1.5MG
1.45GH

1.07% ~ 53.0%
5.0%

58.9% -~ 65.0%
B8.8B3x - 49.8875/

2.87% -~ 3.0
2.87 - 2.96x
2.8%4 - 3.0%
2.8%7 - 3.0

23.0MG -~ 449.6MG
0.2MG - 15.0MG

875 .0M6

2.8%4 - 2.96%
2.5MG

25.07%

34.87% -~ B4.0Z
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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

POLYETHYLENE GLYCOL 6000
ORAL; CAPSULE
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL ;' TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

12710/  AnDn L372MG - 1.79MG
Ui/u4a/795 600

06/29/95 4600
08/06/73%  ANN

B2MG ~ 17.46MG
.033MG - 375.0MG
MR - 40, 0MG
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ORAL; TABLET, FILM COATED 2712 ]

ORAL; TABLET, SUSTAINED ACTION 05735795 110 0 emrc T4 onome

RECTAL; SUPPOSITORY ' :

TOPICAL; EMULSION, CREAM

ol S0 bk
H H 07711794 UNK 2.0%

ORAL; CAPSULE 07/18/85 600 1.0MG - 4.9MG

ORAL; TABLET 4 2 12721793 600 0.096MG - 100.0MG

ORAL; TABLET, COATED - 05/19/92 110 0.08MG - 0.67MG
06701794 110 0.06MG - 13.3MG

ORAL; TABLET, SUSTAIKED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
RECTAL; SUPPOSITORY
TOPICAL; EMULSION, CREAM
TOPICAL; POWDER
TOPICAL; SOLUTION
VABINAL; TABLET
POLYETHYLENE GLYCOL 900
TOPICAL; OINTMENT

08/31/92 400
10/17/96 600 5.0%

POy T BLET. "SUSTAINED ACTION 023322683

3 06/0 -

POLYETHYLENE TEREPHTHALATES 009003514 701794 110 B82.45MG - 277.15MG
TRANSDERMAL; FILM, CONTROLLED RELEASE ,

12718795 150
01/21/94 510 6.62%
12/18/95 150

POLYBLACTIN : 026780507
" IMPLANTATION; PELLET, IMPLANT “
INTRAMUSCULAR; INJECTION ‘ : :
SUBCUTANEQOUS; PELLET, IMPLANT
POLYBLYCERYL-10 TETRALINOLEATE
ORAL ; SUSPENSION :
POLYISOBUTYLENE 009003274
TRANSDERMAL; FILM, CONTROLLED RELEASE :
POLYISOBUTYLENE 1,200,000 :
i TRANSDERMAL ; FILM, CONTROLLED RELEASE
POLYLACTIDE
INTRAMUSCULAR; POMDER, FOR INJECTION SUSPENSION, LYOPHI
POLYMERS
ORAL; TABLET, SUSTAINED ACTION

10728796 510 6.3MG - 119.0MG

’ PAGE 108




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODBUCTS

INGREDIENT CAS % NDA LAST APPROVAL
ROUTE/DOGSAGE FORM ) COUNT NDA DATE DIV POTENCY RANGE
POLYOLS

DENTAL; GEL
DENTAL; PASTE
POLYOXYETHYLENE - POLYOXYPROPYLENE 1800
OPHTHALMIC; SOLUTION
: TOPICAL; EMULSION, CREAM
POLYOXYETHYLENE ALCOHOLS 009007630
TOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT
POLYOXYETHYLENE FATTY ACID ESTERS
IM - IV - SC; INJECTION
IM - SC; INJECTIOH
POLYOXYETHYLENE PROPYLEKE
TOPICAL; LOTION
POLYOXYETHYLENE SORBITAN MONOISOSTEARATE

12722787 6060 7.5% - §.14%

INTRAMUSCULAR; INJECTION )
POLYOXYL CASTOR OIL 008047163 4

IVCINFUSION); INJECTION -
POLYOXYL DISTEARATE 009005087

TOPICAL; OINTMENT
POLYOXYL GLYCERYL STEARATE
i TOPICAL; EMULSION, CREAM
POLYOXYL LANOLIN
TOPICAL; SOLUTION
POLYOXYL STEARATE
OTIC; SUSPENSION
RECTAL; SUPPOSITORY
TOPICAL; EMULSION
_ TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
POLYOXYL 100 GLYCERYL STEARATE
" TOPICAL;s EMULSION, CREAM
VAGINAL; EMULSION, CREAM
POLYOXYL 108 STEARATE
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
VAGINAL; EMULSION, CREAM e
POLYOXYL 15 COCAMINE ' 008051523
TOPICAL; SPONGE
POLYOXYL 156 DISTEARATE
TOPICAL; SOLUTION
POLYOXYL 2 STEARATE
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM

07/26/88 600 1.07% - 20.0%

02/16/94 600

e T T e g e N S N A Y L L 1 = e T R P e T S )

! PAGE 109




INGREDIENT
ROUTE/DOSAGE FORM

POLYOXYL 20 STEARATE
ORAL; TABLET, SUSTAIHED ACTION
POLYOXYL 35 CASTOR OIL
IV(INFUSION); INJECTION

INACTIVE

IVCINFUSIONY ; SOLUTION, INJECTION

OPHTHALMIC; SOLUTION
POLYOXYL 40 CASTOR OIL
IVCINFUSIGN); INJECTIOW
POLYOXYL 40 HYDROGENATED CASTOR OIL
ORAL; SOLUTION
POLYOXYL 40 STEARATE
DENTAL; SOLUTION
OPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
‘ORAL ; CONCENTRATE
ORAL ; GRANULE
ORAL; TABLET
0TIC; SUSPENSION
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOGPICAL; LOTION
TOPICAL; OINTMENT
POLYOXYL 50 STEARATE
TOPICAL 3 OINTMENT
POLYDXYL 60 CASTOR OIL
IV(IH;gSIOg%; INJECTION

'Oturxan

EARATE
EHﬂLSION, CREAM
,fﬁE 15 STEARYL ETHER

: THTMENT
,POLYGXYPRG??[EHE 26 OLEATE

OPICAL; EMULSION, CREAM
PULYPROPYLENE

TRANSDERMAL; FILM, CONTROLLED RELEASE

POLYPROPYLENE -6LYCOL
OPHTHALMIC; SOLUTION
ORAL; TABLET

POLYSACCHARIDE

INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS
CAS 3

0617931126

061788850
009004993

009004993

009003070
0090063150

ORAL ; TABLET, DELAYED ACTION, ENTERIC COATED

POLYSILOXARE
ORAL; CAPSULE

009014135
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NDA _ LAST  APPROVAL
COUNT NDA DATE
1
1
1
1
1
1
1
1
3 09/25/85
2 05/11/88
4 08703787
1
16 02/21/92
1
44 11/20/92
7 04/26/85
2 07/24/78
1
1
1
3 10/08/85
1
2 06/13/88
2 10/10/84
1 .
2 12/28/88
1
4 064/21/87

DIV POTENCY RANGE

600
600
£00

520

UNK
UNK
600

600

600
110

116

600

oD

LB
5%
L.OMG - 2.64MG

.8BMG - B.48MG

.457 ~ B.8%
.502% - 3.5%
.07

0% - 8.0

5% - 4.0%
.5MG ~ 13.5MG

.26MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NDA LAST
ROUTE/DOSAGE FORM ) COUNT NDA
POLYSORBATE B0 009005656

IVCINFUSION) ; INJECTION
IVCINFUSION); POWDER, FOR INJECTION SOLUTION, LYOPHILI
IVCINFUSION); SOLUTION, INJECTION
NASAL; SPRAY, METERED
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSIOH
ORAL; CAPSULE
ORAL; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, SUSTAIMED ACTION
_ ORAL; CONCENTRATE
DRAL; DROPS
ORAL; GRANULE
ORAL; POWDER
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION :
ORAL; SUSPENSION R

Tt P
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2
ORAL; SUSPENSION, SUSTAINED ACTION
ORAL; TABLET 12

ORAL; TABLET, COATED

ORAL; TABLET, FILM COATED

ORAL; TABLET, SUSTAINED ACTION

OTIC; SOLUTION

OTIC; SUSPENSIOH

RECTAL; ENEMA

RECTAL; POWDER, FOR RECONSTITUTION

RECTAL; SOLUTION

RECTAL; SUPPOSITORY

SOFT TISSUE; INJECTION

- SUBCUTANEQUS; INJECTION

SUBLINGUAL; TABLET

TOPICAL; EMULSION, CREAM

TOPICAL; GEL

TOPICAL; LOTIOHM

TOPICAL; QINTMENT

VAGINAL; EMULSION, CREAM

VAGINAL ; SUPPOSITORY
POLYSORBATE 85 009005703

IM - IV; INJECTIGON

IVCINFUSION); INJECTIOH -
POLYVINYL ‘ACETATE i 009003207

ORAL; TABLET I R

ORAL; TABLET, SUSTAINED ACTIOHNW

TRANSDERMAL; FILM, CONTROLLED RELEASE

N
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APPROVAL
DATE

08/30/95

10/719/7%4
05/25/71
12/36/94
12/20/95

uys/11/9%

06/15/88

12720795
04/22/87
06/16/95

UI731793
12/20/82
09/14/95
01/31/94

14/UB70D
05/27/94

1e7137 1t
02/27/95
05/264/82

PLYS%-74-31
10/26/%4

us/un/ e

ML7LL7FL

01/27/87

09/10/87
01/25793

DIV

600

UNK
600

UNK
R2n0

110

600

"m2u

600
UNK

suy
600
110
600

suv
600

1Dy
608
400

6UU
6010

sUY

Dev

520

520
600

POTENCY RANGE

0.

NWODOO

(=]

[oe N o R =

.

0.

8% - 8.0%
.005%

01z - 0.2%
8027 ~ 0.1

TAMG - 418.37MG

L071MG

LU28% - 2.4625%
.1512%
.02% - 0.375%

usmG - 12.0MG
0334MG - 14.BMG

17.5HM6G

U.

Uiz - 5.4%

RISy - 0,24

LUI5ME
A7 - 1,87

JULZ

28.0MG

7.

OMG

20.0MG - 46.0MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

POLYSORBATE
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
TOPICAL; EMULSION, CREAM
POLYSORBATE 20
INTRAVENOUS; INJECTION
IVCINFUSION) ; INJECTION
NASAL; SPRAY, METERED
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; SUSPENSION
ORAL; TABLET
ORAL ;. TABLET, COATED
ORAL; TABLET, FILM COATED
SUBCUTANEOUS; SOLUTION, INJECTION
TOPICAL; LOTION
TOPICAL; SOLUTION
POLYSORBATE 40
INTRAMUSCULAR; INJECTION
ORAL; SOLUTION, ELIXIR
DRAL; SUSPENSION
ORAL; SYRUP
TOPICAL; EMULSIOH, CREAM
JOPICAL; LOTION
TOPICAL; OINTMENT
POLYSORBATE 60
ORAL; SUSPENSION
ORAL; TABLET, COATED
. .RECTAL; SUPPODSITORY
JOPICAL; EMULSION, CREAM
JOPICAL; LOTIGCN
TOPICAL; OINTMENT
TOPICAL; SHAMPOO
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL; SUPPOSITORY
POLYSORBATE 80
INTRA-ARTICULAR; INJECTION
INTRABURSAL; INJECTIONM
INTRADERMAL ; INJECTION
INTRALESIONAL ; INJECTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRASYNOVIAL; INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION, INJECTICN

CAS #

009005645

009005667

009005678

009005656
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NDA LAST
COUNT HNDA

N vy
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APPROVAL
DATE

11/20/92
05/14/85

08/0R/ARS
UY/ 15795

U/ L3739D

12/23/93

08/14/86
04/17/92

06/29/93
09/25/92

Uus2y/794
11/30/82

06/13/95
09/306/92

10/09/85
N19/1R/RG

12721795

02/17/84
02/13/74
10/16/87
10/16/87
10/29/92
07721761

ULs i1/ 04
07/17/95

DIV

110
UNK

510
6080

16U
180

600
600

600
A00

HUY
600

600
UNK

600
Ann

520

600
600
URK
UNK
510
120

ouy

600

POTENCY RANGE

0.06MG - 0.9MG

014%
.05%

i 94
.18MG - 1.8MG

(=N ] [=) [

0.657%7 -~ 7.8%

2.57 - 2.8%
0.5263% - 3.0

0.27 ~ 6.1%
1.225% - 3.36«
9.0% - 15.0%
1.0% - 5.0%
0.064% - 0.46%
0.04% - 0.2%
0.04%

0.0647 - D0.4%
0.06% - 12.0%
U.outs T 0‘(1‘/.
8.0%



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

POLYVINYL ACETATE PHTHALATE
ORAL; TABLET, SUSTAINED ACTION '
POLYVINYL ALCOHOL - 009002895
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; TABLET
ORAL; TABLET, FILM COATED
POLYVINYLACETAL
ORAL; TABLET ' ,
POLYVINYLPYRIDINE 000100936
ORAL; TABLET
POLYVINYLPYRROLIDONE ETHYLCELLULOSE
ORAL; TABLET
POPPY SEED OIL 008002117
INTRALYMPHATIC; OIL ‘
INTRAUTERINE; OIL y
POTASSIUM ACETATE 000127082
OPHTHALMIC; POWDER, FOR RECONSTITUTION
RECTAL; ENEMA
POTASSIUM CARBONATE 0006584087

Lad

P e R N R e RO AR O N N Mt b NI G UTRO b bt b i b i hed b el e QDN e

01/04/95 600 0.25% - 1.4%
089/29/89 UNK 1.4

ORAL; CAPSULE 1 08/26/88 600 2.552MG - 20.0
8§ﬁt§ ?2%EE%°N . gg§§§/37 600 0.496% - o.szzHG
/90 600 3. -
POTASSIUM CHLORIDE : 007447607 3.5MG - 20.0M6
CAUDAL BLOCK; INJECTION
EPIDURAL; INJECTIDN 12/01/86 600 0.03%
INTRAGCULAR; SOLUTION 04/28/95 600 0.075%
INTRAVENOUS; INJECTION
- INTRAVENOUS; SOLUTION, INJECTION
NERVE BLOCK; INJECTION 12/01/86 606 0.D0127 - 0.03%
OPHTHALMIC; POWDER, FOR RECONSTITUTION 09/22/93 UNK
OPHTHALMIC; SOLUTIOR N1/064/7G5  ADN 0. 042Y% - 0.23%
Beal s hrsg e e e
s 1 0B/26/88 6UU 0.57MG - 31.0MG
ORAL; TABLET 1 05/11/90 600 7. -
POTASSIUM CITRATE 006100056 75MG - 31.0MG
ORAL; SOLUTION
POTASSIUM HYDROXIDE , 001310583

INTRAVENDUS; INJECTION
IVCINFUSION); INJECTION

ORAL; CAPSULE |
ORAL3 CAPSULE, SOFT GELATIN

ORAL; PASTILLE

ORAL; SOLUTION

03/10/88 600
064/21/87 600

-
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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
POTASSIUM METABISULFITE 0064629429

IM - IV; INJECTION

~ Inrnnvsuous; INJECTION
IVCINFUSION) ; INJECTION
" NERVE BLOCK; INJECTION
OTIC; SOLUTION
OTIC; SUSPENSION
RECTAL; ENEMA
POTASSIUM PHOSPHATE, DIBASIC 007758114
INTRAVENOUS; SOLUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
SUBCUTANEOUS; INJECTION ,
POTASSIUM PHOSPHATE, MONOBASIC 007778770
IM - IV; INJECTION K
INTRA-ARTICULAR; INJECTION
INTRAMUSCULAR; INJECTION
INTRAVENOUS; INJECTION
NERVE BLOCK; INJECTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; SYRUP
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, SUSTAINED ACTION
OTIC; SOLUTION
POTASSIUM POLACRILIN
ORAL; TABLET
POTASSIUM SORBATE ; 000590001
ORAL; CAPSULE e ,
ORAL ; CONCENTRATE
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL ; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
TOPICAL; EMULSION, CREAM
: TOPICAL; LOTION -
POVIDONE ; oo 009003398
INTRAMUSCULAR; INJECTION ! =
IVCINFUSION) ; INJECTION
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION
ORAL; CAPSULE
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, ENTERIC COATED PELLﬁTS

11/18/85 510
01/22/85 600
12729795 606

(e N e )
ot
NP

N

03/18/87 600

11716776 160 0 N74Y%
us/uy/Yy4e  &UU D.056077% - 0.2Y%

U/ 34i/79D suy U,uysis

05715790 600 24.0MG
?9/30/86 UHK

12/03/8B6 600

11/71U783 ouu

11705792 600 0.8MG

02/01/89 600 0.095% - 0.15%
06/05/78 600 0.1

. - 07,/07/83 600 0.03% - 0.9x

—

N
NN N N R et et S0 N €9 DN (N B O 9 e Oy NN e bt el Qe O8N b ) Bt pad e fd ot b N Bt Bt e ek I\ ) Y e Bt

10/18/795 600 1.8MG - 46.1MG
06/30/92 600

12722786 600
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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
POVIDONE 0069603398

N

N etk e QO b o bk Bk bk ok B b b DR B N CA et bt Do (N DN (0 et © et (Y et DN it et IR Dt e el bt Bl () Bt O

ORAL; CAPSULE, SUSTAINED ACTIOH
ORAL; DROPS

ORAL ; GRANULE

DRAL; GRANULE FOR RECONSTITUTION, CR
DRAL; GRANULE, FOR RECONSTITUTION
ORAL; SOLUTION

ORAL; SgSPENSION

A2/7314/7Q6 A0 0 .15MG - 72.0MG
05/20/88 600

ORAL; TABLET 44 12/28/
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 05/14/32 ggg g:gégeﬁ
ORAL; TABLET, COATED 3 06/23/95 400 3 0MG - 49 .2MG

ORAL; TABLET, CONTROLLED RELEASE

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

ORAL; TABLET, ENTERIC COATED PARTICLES

ORAL; TABLET, FILM COATED

ORAL; TABLET, REPEAT ACTION ]
ORAL; TABLET, SUSTAINED ACTION 4
ORAL; TABLET, UNCOATED, TROCHE

LIRS T AT Y 8 wnin

o

OMG - 10.66MG
12727735 1»0n 1 . 91MG - 40.0MG

w N

T1/71K/79G  1INK 5. UMG - 60, 0MG

ORAL-21; TABLET 1 12713793 6UU  U.ismo ~ 4.0MG
ORAL-28; TABLET 2 11717/95 510 0.14MG - 4.5Mo
SUBLINGUAL; TABLET 04/16/81 600 6.0MG

TOPICAL; EMULSION, CREAM
TOPICAL; LOTIOHN
TOPICAL; SOLUTION
VASINAL; TABLET

POVIDONE K25 ]
ORAL ; TABLET

RAt&.;AﬁtET, SUSTAINED ACTION

12726791 520 50.0MG
06729795 600 O.44MG -~ 52.0MG

LET 07729794 600 0. -
'ABLET (IMMED./COMP. RELEASE), UNCOATED, oHE - 1.0mG

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

. POVIDONE K3i
ORAL; CAPSULE

ORAL; CAPSULE, HARD GELATIN

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; GRANULE, EFFERVESCENT

ORAL; POWDER, FOR RECONSTITUTION

ORAL: TABLET

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

ORAL; TABLET, FILM COATED ,
POVIDONE K90

ORAL; CAPSULE

ORAL; CAPSULE, HARD GELATIN

ORAL; TABLET

i

. 05/31/96 530 4.5MG - 18.0MG
.OMG

’ U4/28/95 600 0.8 - .
AGE 115 8MG - 18.0MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIERT ) . CAS % HDA LAST APPROVAL
ROUTE/DOSAGE FORM : . COUNT NDA DATE DIV POTENCY RANGE

POVIDONE K90
: ORAL; TABLET, FILM COATED

PROMALGEN TYPE B8
TOPICAL; LOTION

PROMULGEN D
TOPICAL; LOTION
VAGINAL; EMULSIOHN, CREAM

PROMULGEN G 009009614
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SHAMPOO

PROPANE 000074986

TOPICAL; AEROSOL SPRAY

11/26/85 600 2.16%

TOPICAL; EMULSION, AEROSOL FOAM
PROPEHYL GUAETHOL 000094860
ORAL; CAPSULE ’
PROPYL BALLATE 000121799 4

! INTRAMUSCULAR; INJECTION
ORAL; CONCENTRATE
TOPICAL; EMULSION, CREAH
JOPICAL; BEL
TOPICAL; OINTMENT

12/30/94 600 0.01% - 0.05%
11/13/81 UNK

'PROPYLENE CARBONATE 000108327
TOPICAL; OINTMENT
PROPYLENE GLYCOL 000057556

I

PP O NNWO R TTUTRN O DI F NI NI bt bt bd NI NI b b bd  ped ped bt hd N i o d el fed

IM - IV; INJECTION 05/27/94 600 0.064% - 50.0%

IM - IV; SOLUTION, INJECTION
INHALATION; SOLUTION
INTRAMUSCULAR; IMNJECTION
- INTRAMUSCULAR; POWDER, FOR INJECTION SOLUTION
INTRAMUSCULAR; SOLUTION, INJECTION
INTRAVENOUS INJECTION
IVCINFUSION) ; INJECTIO
IVII“FUSION)J SOLUTION, INJECTION
: 3 SPRAY, METERED
€3 SOLUTION

02/12/86 600 2.07% - 40.0%
07/21/61 120

1e/7evr76y iau 4.357 - 37.5%

09/11/92 600 0.09% - 40.0%
12/31/86 110 25.0% - 30.0x%
03708795 UNK

10/11/88 600 0.12% - 1.0%

[

ormmzc; SUSPENSION 10711 oo z - 1.0
ORAL; CAPLET 10793 U 0.12% 5.0%Z
ORAL 3 CAPSULE 1 wss 107y UL 52.0MG

07/14/95 530 0.135MG - 148.31MG
, 04/25/95 UNK 0.15MG - 0.39MG

11/30/94 600 0.07% - 90.0x%

11/17/95 530 2.0% - 50.0%

106/27/792 600 25.8917%

12/18/87 120 0.69% - 8.0%

DRAL; CAPSULE, SOFT GELATIN ,
ORAL ; CAPSULE, SUSTAINED ACTIONH ]
ORAL; COMCENTRATE

SOLUTION
ORAL; 'SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; SUSPENSION, SUSTAINED ACTION
ORAL; SYRUP

]
-
-

F N R T

urziisy sU % - 7.0
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

ROUTE/DOSAGE FORM

PROPYLENE GLYCOL
ORAL; TABLET
ORAL; TABLET, COATED

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

ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION
OTIC; SOLUTION
OTIC; SOLUTION, DROPS
OTIC; SUSPENSIOM
RECTAL; EMULSIOH, AEROSOL FOAM
RECTAL; SUSPENSION
JOPICAL; AEROSOL
JOPICAL; CREAM, AUGMENTED
TJOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; BEL
JOPICAL; LOTI
TOPICAL; LOTIOH, AUGMENTED
TOPICAL; OINTMENT
TOPICAL; OINTMENT, AUGMENTED
JOPICAL; SHAMPOO
TOPICAL; SOLUTIONM
JOPICAL; SPONGE
TOPICAL; SUSPEHSION, SHAMPOO
TOPICAL; SWAB
VAGINAL; EHULSION. CREAM
VAGINAL: GEL
VAGINAL; SUPPOSITORY
PROPYLENE BLYCOL ALGINATE
RAL; GRANULE, FOR RECONSTITUTION

AL . POWDER
PROPYLEHE GLYCOL DIACETATE
-O0TICs SOLUTION
‘PROPYLEKE BLYCDL MONDLAURATE

_JOP { EMULSION, CREAM
PRU?YLEHE“B YCOL MONOSTEARATE
"~ JOPICAL; EMULSIDN, CREAM
TOPICAL; LOTION
TJOPICAL; OINTMENT
TO?ICAL; OINTMENT, AUGMENTED
AGINAL ; EHULSIDN. CREAM
PROPYLPARA

M - IV = SC; INJECTION
IM - IV; INJECTION

IM - SC; INJECTION
INHALATION; SOLUTION

CAS %

000057556

005005372

000623847
001322878
601323393

000094133
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o

-NDA LAST
COUNT HNDA
93
4
5
1
25
7
11

1
4
1
2
1
1
3
4

3]

1

N

9
4
1
6
2
1
9

n

3
2
1
3

iz

1

1

1

2

7

1

5

2

1
4
2
1
25
33
1
5

APPROVAL
DATE

08/24/95
12/30/92
06/19/95
US7 L3795
04/17/86
12729795
Uss¢v761
117117680
12719779
09/13/95
12/30/94
09/30/92

Uss731795
NR/X1/85

11/30/95
02/28/91

Ur/70u793
12721795

12705/88
10/31/94

n5/31 701

04/30/87
08/31/95

04/11/89
11/27/91

06/30/81

138Y

ouy

600
UNK
600
UNK

syy
600

600
600

VU

520

510
600

ADN

UNK
4600

500
Lnn

600

POTENCY RANGE

.00006ML - 0.00012ML
LGMG - 1,0MG
.46MG - 6.95MG

.33MG - 2.1MG
.71MG - 5 3MG
0% - 84 .9

N o Noo [ R =)

O% - 10.0%

Z o~ 67.43%
Z - 98.09%
Z - 50.07%
vu.vicen -~ 38.07

3.0% - 99.39%

3.07 - 16.0%

0.002%

0.3% - 8.0
2.0%
2.0%
0.02% - 0.2x
noniy - g o2y

0.007% - 0.0150066%




INACTIVE IHGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT

ROUTE/DOSAGE FORM

PROPYLPARABEN

INTRA-ARTICULAR: INJECTIOR
DHTRABURSAL; IHJECTION
INTRALESIONAL; INJECTIOH
INTRAMUSCULAR; INJECTION
INTRASYNOVIAL; INJECTION
INTRAVENDUS: INJECTION

- SC3; INJECTION
IV(INFUS!DN); INJECTIDH
NASAL; SOLUTION
NERVE BLOCK; INJECTION
DPHTHALMIC; OINTMENT
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION

ORAL; CAPSULE .
ORAL3 CAPSULE (IMMED,/COMP. RELEASE), SOFT GEL

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

ORAL; CAPSULE, SOFT GELATIN

ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE

ORAL; POWDER, FOR RECONSTITUTION

ORAL; SOLUTION

ORAL; SOLUTION, ELIXIR

ORAL; SUSPENSION

ORAL; SUSPENSION, SUSTAINED ACTION
- ORALj; SYRUP

ORAL; TABLEY

ORAL; TABLET, COATED

ORAt: TABLET, FILM COATED

;3 TABLET, SUSTAINED ACTION

RAL-ZI: TABLET ,

ORAL-283 TABLET
OTIC; SUSPENSION

RECTAL; EMULSION, AEROSOL FOAM

RECTAL; SOLUTION

RECTAL; SUSPENSION

SOFT TISSUE; INJECTION .
SUBCUTANEOUS; INJECTION by
TOPICAL; EMULSION, AEROSOL FOAM o
TOPICAL; EMULSION, CREAM

TOPICAL; GEL

TOPICAL; GEL, JELLY

TOPICAL; LOTION

TOPICAL ; OINTMENT ,

TOPICAL; SHAMPOO ,

TOPICAL; SOLUTION

CAS #

000094133
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NDA LAST
COUNT NDA
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APPROVAL
DATE

NAZIB/RN

06/19/80
02/25/93
03701777
12/20/51
12705/85
03/25/94
05/18/70
03/06/72
08/31/585
10/18/88
12/28/82
12/20/95
01/29/93

11/22/95
04/25/95
05/28/93
12/31/91
11/17/95

10/27/92
na/is/0g

07/17/95
03/30/94
04/08/81
12/28/87
05/22/87

11/17/86
06/19/80
12/19/91
12/719/79
10/31/94

U4/¢Y79s
12707792
09/30/94

D1V

AND

600
600
UNK
UNK
180
160
510
500
600
600

- 600

520
600

150
UNK
600
520
530
£00
180

600
600
600
520
URK

600
600
UNK
600
A00

5UU
UNK
600

POTENCY RANGE

n.az2x

U.u2x%

0.01x - 0.02%
0.027%

0.005% - 0.03%
0.015% - 6.02%
0.0005% - 0.056%
0.017X%

0.005% - 0.015%
0.01x

0.01% - 0.015%
0.01x%

0.0246MG ~ 0.1B8MG
0.05MG -~ 0.081MG
0.004% ~ 0,032
0.01% - 0.08x%
0.01% - 20.0%
0.02%

0.01x - 0.05%
0.0085% - 0.02%
0.0045MG - 0.14MG
0.002MG

0.02MG - 0.06MG
0.12MG

0.02%

0.015%

0.011x

0.001% - 0.15%
0.003%

0.02% - 0.2%
0.01% - 0.2%




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

PROPYLPARABEN

URETERAL; SOLUTIOH

VAGINAL; EMULSION, CREAM

VAGINAL; GEL

VABGINAL; SUPPOSITORY
PROPYLPARABEN SODIUM

‘ORAL; CAPSULE, SOFT GELATIN

ORAL; POWDER, FOR RECONSTITUTION
PROSWEET

ORAL; SOLUTION

ORAL; SUSPENSION

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

PROSWEET 604
ODRAL; SYRUP
PROTAMINE SULFATE
IM - SC; INJECTION
INTRADERMAL; INJECTION
SUBCUTANEQUS; IMJECTION
SUBCUTANEOUS; SUSPENSION, INJECTION
PROTEIN HYDROLYSATE
TOPICAL; LOTION
RA-2397
RA 3£§§NSDERHAL} FILM, CONTROLLED RELEASE
IaRANSDERHALI,FILH, CONTROLLED RELEASE

ORAL; CAPSULE

ORAL; TABLET

- ORAL3 TABLET, REPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION

HARIN
IHHALATIOﬂ; AERDSDL METERED
ORAL; AEROSOL S ,
08‘13 POWDER, FOR RECONSTITUTION
ORAL; SUSPENSIO

ORAL; SYRUP
,Bﬁﬁlt JABLET (IMMED./COMP. RELEASE), UNCOATED,
BL TABLET ‘

SUBLINGUAL;
TOPICAL) DIﬂTHENT
TOFICAt1 -SGLUTION

SACCHARIN CALCIUM
ORAL3; SOLUTION
ORAL; SYRUP

SACC

CAS %

000094133

035285699

009009658

009015547

008050097

000081072

906381915
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NDA LAST
COUNT NDA

1

11

1

1

2

1

1

1

1
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APPROVAL
DATE

12/21/95

12730786

02/08/77
10728782

U1/05/78
01/19/83

ue/us/717

DIV

520

150

5180
510

520
uhic

600

POTENCY RAHNGE

g.02% - 0.1%

0.12MG ~ 0.28MG

0.043% - 0.12%
0.035% ~ 0.036%

0.02%

0.4% - 0.5%




