INACTIVE INGREDIENTS

INGREDIENT
- -ROUTE/DOSAGE FORM

FOR CURRENTLY MARKETED DRUG PRODUCTS
CAS #

”#lfcAﬁtﬁﬁﬁ?tsnEIHUXVPULYETn?ttns """" GLYCOL 2000)-1,2~DISTEAROYL

INTRAVENDUS ; SUSPENSION, INJECTION
N-DECYL-METHYL SULFOXIDE
TOPICAL; POWDER, FOR RECONSTITUTION
N-Z-HYDROXYETHYLPIRERAZINE N™-27-ETHANESULPHONIC ACID
INTRAVENOUS; INJECTION
N-3-CHLOROALLYL-METHENAMINE CHLORIDE
TOPICAL; EMULSION, CREAM
VABINAL; EMULSION, CREAM
N,N-BIS(Z-HYDROXYETHYL)STEARAMIDE
ORAL; TABLET
TOPICAL; EMULSION, CREAM
N,N-DIMETHYL LAURAMINE OXIDE
TOPICAL; SOLUTION
N,N-DIMETHYLACETAMIDE
IM - 1IV; POWDER, FOR INJECTION SOLUTION
IVCINFUSIONY; INJECTION
IVCINFUSION) ; POWDER, FOR INJECTION SOLUTION
NEUTRAL OIL ,
ORAL; AEROSOL
NIOXIME
INTRAVENOUS; INJECTION
NIPASTAT
ORAL; TABLET
NITRIC ACID
INHALATION; AEROSOL, METERED
IVCINFUSION) ; INJECTION
TOPICAL; EMULSION, CREAM
VAGINAL; EMULSION, CREAM
NON-PAREIL SEED
ORAL ; CAPSULE
ORAL; CAPSULE, COATED PELLETS
ORAL; CAPSULE, SUSTAINED ACTION
" ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
NONOXYNOL

OPHTHALMIC; SOLUTION
NONOXYNOL-15 -
TOPICAL; SOLUTION
TOPICAL; SPONGE ,
NUTMES OIL, EXPRESSED
ORAL; SOLUTION, ELIXIR
OATMEAL
TOPICAL; SHAMPOO
OCTADECENE-IIHALEIC ACID COPOLYMER !
TOPICAL; LOTION
0CTOXYNOL
TOPICAL; SOLUTION

000093823

000127195

000492999

007697372

026027383
. 026027383

008007123

009002931
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Conr Kbs  ARFROVAL
1
1
1
1
1
1
1
3 07/24/8¢6
1
1
1
1
1
1
2 05/23/84
; 10/26/94
1
14 nas11/9>
q% ns/2q/q9n
% 06/25/786
1
1
1
1
1
1
1

DIV POTENCY RANGE

600

600
600

53n

1in

s00

3.5%

0.856% - 1.67x%

16.942M6 - 299 9Mg
1A 21MG - 823.5Mg
/U.2MG -~ 157 .5Mg




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT
ROUTE/DOSAGE FORM

OCTOXYHOL-1
TOPICAL; SPONGE
OCTOXYNOL-40
OPHTHALHIC; SOLUTION
OCTOXYNOL -
TOPICAL) SOLUTION
TOPICAL ; SPONGE
OCTYLDODECANOL
-TOPICAL ; “‘EMULSION, CREAM
TOPICAL; LOTIOH
TOPICAL; SUPPOSITORY
VAGINAL; EMULSIOMN, CREAM
VAGINAL ; SUPPOSITORY
0IL CREAM SODA

INHALATION; AERDSOL, METERED
NASAL; AEROSOL, METERED
ORAL; TABLET, REPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION
ANSDERMAL ; FILM, CONTROLLED RELEASE
OLETH-10/0LETH-4
TOPICAL; EMULSION, CREAM
TOPICAL; SOLUTION
OLETH-2
TOPICAL; OIL
OLEYL OLEATE
TOPICAL ;. OINTMENT
OLIVE DI .
-OR!

ORAL; TABLE
OPACODE S-1-1666 (RED)

ORAL; TABLET, FILM COATED

ORAL ; TABLET, SUSTAINED ACTION, COATED
OPACODE S 1 4157

T
OPACODE S 1 4172 (BLUE)
ORAL; TABLET, FILM COATED

CAS %

0090602931

005002931

005333426

000112801

008001250
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NDA LAST
COUNT NDA

L i Lt 1 N Y T L T U P R =T 7 "I VIO

APPROVAL
DATE

01/07/87

08/31/93
10/27/89

12704795

12/28/95
19/30/81
13731781
'1/14/94

DIV

520

600
I

600

600
UNK
UNK
UNK

POTENCY RANGE

5.75%
2.013% - 3.37%

10.5%

1.854MG
2.0MG



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT : CAS % NDA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT HWDA DATE DIV POTENCY RAHGE

OPACODE S-1-4172M (BLUE)
ORAL; TABLET, FILM COATED
OPACODE S$-1-7020
ORAL; CAPSULE
OPACODE S-1-70678
ORAL ; CAPSULE
OPACODE S5-1- 7DBSE(WHITE)

OPACODE 5-1-7534 (GRAY)
ORAL; TABLET
OPACODE S-l-BOOHV {BLACK)
ORAL; CAPSULE
OPACODE S-1-8025 (BLACK)
ORAL; CAPSULE
ORAL; CAPSULE, COATED, SOFT GELATIN.

08/18/95 60¢C

ORAL; TABLET ,
opAcg -8081 (BLACK) 4
RM. ABLET 69/19/B6 600

OPACODE S 1-8090 (BLACK)
ORAL; CAPSULE
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET. FILM COATED
OPACODE S5-1-8092 (BLACK)
ORAL ; CAP ULE
OPACODE S$-1-8093 (BLACK)
DRAL} TABLET
- OPACQDE S-1-8095
- ORAL; TABLET, FILM COATED
OPACODE S 1-8100-HV (BLACK)
ORAL; CAPSULE
ORAL; TABLET
_ DRAL; TABLET, SUSTAINED ACTION
OPACODE S-1-8105 (BLACK)
ORAL; TABLET
OPACODE S-1-8106 (BLACK)
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
OPACODE S-1-8114 (BLACK)

OPACODE S-1-8115 (BLACK)
ORAL; CAPSULE

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

04/25/8B7 400
06/19/95 180 0.4MG - 0.6MG
12723794 600 0.4MG - 2.4MG

04/22/88 600

07703795 400

05/31/94 530

09/09/93 120

r-awngml—awmwwmwl\m:\r\)wwwwwmwww
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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

OPADR
ORAL; TABLET
OPADRY (BROWN)
ORAL; TABLET
OPADRY (CLEAR)
ORAL; TABLET
OPADRY (WHITE)
ORAL; TABLET
ORAL; TABLET, FILM COATED
. OPADRY I1 Y-19-7483 (CLEAR)
ORAL; TABLET
OPADRY II Y-22-7719 (WHITE)
ORAL; TABLET
ORAL; TABLET, FILM COATED
OPADRY 0Y-$~28924 (WHITE) )
ORAL; TABLET, FILM COATED
OPADRY Y-5-17191 (BROWN) k4
ORAL; TABLET, DELAYED ACTION, ENTERIC CODATED
OPADRY Y-1-1518 (PINK)
ORAL; TABLET
OPADRY Y-1-2102 (YELLOW)
ORAL; TABLET, COATED
OPADRY Y-1-2132 (YELLOW)
ORAL; TABLET
OPADRY-Y-1-~ 2605 (BEIGE)
ORAL; TABLET
OPADRY Y-1- 3211 (GREEH)
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
OPADRY Y-1-6285 (BLUE)
ORAL; TABLET, FILM COATED
OPABRY Y-1-4234 (BLUE)
ORAL; TABLET
CPADRY Y-1-7000 (WHITE) !
ORAL; TABLET
OPADRY Y-1-7000B (WHITE)
ORAL; TABLET
OPADRY Y-1-7006 (BLUE)
ORAL ;- TABLET
OPADRY ¥Y-22-14525 (PINK)
ORAL; TABLET
OPADRY Y-5-1244 (PINK)
ORAL; TABLET
OPADRY Y-5-12584 (YELLOW)
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED

10/15/86 600 17.0MG

}

25.5HMG

03/20/95 600 11.0MG

]

15.0MG

11/30/85 600 6.57MG - 9.0MG
02/16/95 - 600 19.5MG 27.7M6

'

Pt e ket BRI R RIR (N e e

j)

02/01/88 600
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|

INGREDIENT
ROUTE/DOSAGE FORM

OPADRY Y-5-14530A (PINK)
ORAL; TABLET, DELAYED ACTION, EN

DPADRY Y-5-1727 (RED)
ORAL; TABLET

OPADRY Y-5-2028 (YELLOW)
ORAL; TABLET

OPADRY Y-5-2062 (YELLOW)
ORAL; TABLET

OPADRY Y-5-2312 (YELLOW)
ORAL; TABLET

OPADRY Y-5-2360 (ORANGE)
ORAL; TABLET

OPADRY Y-5-2450 (ORANGE)
ORAL; TABLET
ORAL; TABLET, FILM COATED

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

OPADRY Y-5-2646 (BEIGE)
ORAL; TABLET

OPADRY Y-5-3140 (GREEN)
ORAL; TABLET ,

OPADRY Y-5-3296 (GREEN)
ORAL; TABLET

OPADRY Y-5-4129 (BLUE)
ORAL; TABLET

OPADRY Y-5-4270 (BLUE)
ORAL; TABLET

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

OPADRY Y-5-7058 (WHITE)
ORAL; TABLEY
ORAL; TABLET, COATED

OPADRY Y-5-7068 (WHITE)
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, CONTROLLED RELEASE

OPADRY Y-5 -7072 (WHITE)
ORAL; TABLET

OPADRY Y-5- 7411 (PURPLE)
ORAL ; TABLET

OPADRY Y-5-8050 (BLACK)
‘ORAL; TABLET

OPADRY Y-5-9006 (BROWN)
ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS # NDA LAST
COUNT NDA

TERIC COATED

]

1
3
3
1
1
2
3
3
1
1
1
1
2
1
1
1
4
9
6
1
3
1
3
2
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APPROVAL
DATE

10/16/87
062/15/89

12721787

67/14/87
08/30/83

11/27/87

10/03/77
11/30/95

06/20/88

03/28/88

16/16/87
12722788

DIV

600
600

600

600
600

600

600
600

600

600

600
600

POTENCY RANGE

7.0MG

7.0MG - 14.0MG

14.07M6 - 20.895MG
3.0MG ~ 7.875MG

. 4MG
7.0MG

2.0MG ~ 3.0MG
1.5M6 - 22.4MG

1.9MG - 21.0MG

504, 0GH

7.0MG
8.0MG




.
o

INGREDIENT
ROUTE/DOSAGE FORM

OPADRY YS-1- 11051 {GREEN)

ORAL; TABLE

ORAL; TA!LET, COATED
-OPADRY YS 1-1107 (GREEHN)

ORAL ; TABLET. FILM COATED
OPADRY ¥$-1-1252 (PINK)

QL} TABLET, FILH COATED

OPADRY 'YS~-1-12525-A (YELLOW)

ORAL TABLET, COHTROLLED RELEASE

~ OPADRY YS 1-12529 (YELLOW)

DRAL; TABLET, FILM COATED
OPADRY YS- 1 1288 (PINK)
ORAL; TABLET
GPADRY YS°1-1298 (PINKY
ORAL; TABLET
OPADRY YS-1-14416
ORAL; TABLET, FILM COATED
OPADRY YS-1-14518A (PINK)
ORAL; TABLET, CONTROLLED RELEASE
OPADRY Y5-1-1510 (PINK)
ORAL; TABLET
OPADRY YS-1-1528 (PINK)
ORAL; TABLET
BPADRY YS 1 1724 (RED)

ET ;
OPADRY YS 18034 (WHITE)
ORAL; TABLET, FILM COATED
O?ABRYAIS 1-1346 (RED)>

867 (RED)

LET

ADRY ¥S~-1-2D74 (YELLOW)
ORAL; TABLEY, FILM COATED

OPADRY vs- 2122 (YELLOW)
ORAL; TABLET

OPADRY YS-I 2134 (YELLOW)
ORAL; T

OPADRY vs-i-z;ss (YELLOW)
DRAL; TABLET

OPADRY VS-1-2167 (YELLOW)
ORAL; TABLET, SUSTAINED ACTION

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS # NDA ~ LAST APPROVAL
COUNT NDA DATE DIV POTENCY RANGE

03/26/93 110 3.5MG - 4.5MG

05/15/90 600 4.2MG

11/23/87 600 9.221MG - 1B.566MG

09/24/786 600

R ke N R b e b ke bk N b (N M b bl b e e N b ped b
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INGREDIERT
ROUTE/DOSAGE FORM

OPADRY YS-1-2186 (YELLOW)

ORAL; TABLET
OPADRY YS-1-2465

ORAL; TABLET
OPADRY YS§-1-2522 (ORANGE)

ORAL; TABLET
OPADRY YS-1-2526 (ORANGE)

ORAL; TABLET
OPADRY YS$-1-2527 (ORANGE)

ORAL; TABLET

ORAL; TABLET, SUSTAINED ACTION
OPADRY YS-1-2534

ORAL; TABLET

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

ORAL; TABLET

ORAL; TABLET, FILM CODATED
OPADRY YS-1-2558 (ORANGE3)

ORAL; TABLET

ORAL; TABLET, FILM COATED
OPADRY YS-1-2563 (ORANGE)

ORAL; TABLET
OPADRY Y¥S-1-2604 (BEIGE)

ORAL; TABLET

ORAL; TABLET, FILM COATED
OPADRY YS-1-2612 (BEIGE)

ORAL; TABLET, SUSTAINED ACTION
OPADRY YS-1-2635 (TAN)

. ORAL; TABLET, SUSTAINED ACTIOH

OPADRY Y5-1-2669% (RUST)

ORAL; TABLET
OPADRY Y$-1-3105 (GREEN)

ORAL; TABLET
ORAL; TABLET, COATED

OPADRY YS-1-3146 (GREEN)
ORAL; TABLET

OPADRY YS-1-3166 (GREEN)
ORAL; TABLET

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

OPADRY YS-1-4112 (BLUE}
ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA  LAST  APPROVAL
COUNT  HDA DATE
1
3 10/07/88
1
1
10 11/12/86
1
1
7 i 05/31/95
3 11/27/89
1
2 04/30/84
1
1
1
‘ 2 03/21/86
2 05/17/94
1
1
| 1
L
1

! PAGE 391

D1V

600

600

600
110

600

600
600

POTENCY RANGE

9.5MG - 14.0MG
10.0MG - 15.0MG

7.5MG

15, 0MG
0.4MG - 36.0MG



INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRGDUCTS

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

OPADRY Y¥S-1-4215
ORAL; TABLET
OPADRY YS-1-4216
ORAL; TABLET
OPADRY YS-1-4221 (BLUE)
ORAL; TABLET
OPADRY YS-1-4229 (BLUE)
ORAL; TABLET
OPADRY YS5-1-4236 (BLUE)
ORAL; TABLET
ORAL; TABLET, FILM COATED
OPADRY YS-1-64245 (BLUE)
ORAL; TABLET
OPADRY YS5-1-4298 (BLUE)
ORAL; TABLET, FILM COATED :
OPADRY YS-1-4710 .,
ORAL; TABLET
OPADRY Y5-1-6275 (ORANGE)
ORAL; TABLET
OPADRY ¥S-1-6312 (YELLOW)
ORAL; TABLET, FILM COATED
OPADRY YS-1-6357 (YELLOW)
ORAL; TABLET
OPADRY YS-1-7002 (WHITE)
ORAL; TABLET, FILM COATED
OPADRY YS-1-7003 (WHITE)
ORAL; TABLET
ORAL; TABLET, FILM COATED
.. ORAL; TABLET, SUSTAINED ACTION
OPADRY YS-1-7006 (CLEAR)
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
' DRAL; TABLET, FILM COATED
OPADRY YS-1-7027 (WHITE) .
ORAL; TABLET, SUSTAINED ACTION, COATED
OPADRY YS-1-76444G (WHITE)
ORAL; TABLET, COATED
OPADRY: ¥YS~1-7507 (GREY)
ORAL; TABLET
- ORAL; TABLET, FILM COATED
OPADRY YS-1-7552 (GREY)
ORAL ; TABLET
OPADRY YS-1-7706G (WHITE)
ORAL; TABLET

01/11/94 UNK

12/10/86 600

05/19/86 600 4.0MG

09/29/95 600 0.4MG - 27.9MG
09/14/95 110 3.0MG - 9.0MG
11/18/94 UNK 22 .42HMG

11730795 400

06/23/95 600

11/30/95 600 ©0.0005GH
09/29/95 600 0.2MG - 11.0MG

W oW
HNNNN»‘bmmwmuwwwwwwy—swr—amwmwm

ok

05/17/94 600 11.0MG - 22.0MG
11723787 600 9.443MG - 19.057MG

03/09/87 600 7.3MG
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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

OPADRY YS~1-8325 (BEIGE)
ORAL; TABLET
OPADRY Y5-1-8345G (BEIGE)
ORAL; TABLET, FILM COATED
OPADRY YS-1-8619 (ORANGE)
ORAL; TABLET, FILM COATED
OPADRY YS-1- 89193 (CLEAR)
ORAL; TABLET
OPADRY YS 1- 9012 (BROWN)
ORAL; TABLET
OPADRY YS-2-7013 (CLEAR)
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
OPADRY YS$-2~7063 (WHITE)
ORAL; TABLET, SUSTAINED ACTION
" OPADRY YS-3-7011 (CLEAR)
ORAL ; TABLET
OPADRY YS-3-7031 (CLEAR)
ORAL; TABLET
OPADRY YS5-3-7413 (CLEAR)
ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
OPADRY YS-5-1296 (PINK)
ORAL; TABLET
OPADRY YS-5-~2170 (YELLOW)
ORAL; TABLET
OPADRY YS$-5-2370 (DRANGE)
" DRAL; TABLET
ORAL; -TABLET, FILM COATED
OPADRY Y¥S$-5-7042 (CLEAR)
ORAL ; TABLET
OPADRY Y5-5-7068
ORAL; TABLET
OPAGLOS CLEAR
ORAL; TABLET, COATED
; OPAGLOS 6S5.2-0310
ORAL; TABLET
OPALUX AS 1537 (PINK)
ORAL; TABLET, COATED !
OPALUX AS 1589 (PINK)
ORAL; TABLET, COATED
OPALUX AS 2006 (YELLOW)
ORAL; TABLET

12/08/87 600 12.6MG

05/14/95 110 0.6MG - 1. émg
06/26/%6 510 19.0MG - 24.0MG
05/15/90 600 0.5MG - 17.2MG
09/12/86 600 2.5MG - B.0MG

L T W

N
Ea

03/25/94 600 5.775MG - 11.55MG
02/16/88 600 6.112MG
09/16/83 600

09729/87 400

11/19/82 600 O0.022MG - 0.07MG

D e e e N R SN RN ek N
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INGREDIENT

ROUTE/DOSAGE FORM

OPALUX AS
ORAL ;
OPALUX AS
ORAL ;
ORAL ;
OPALUX AS
ORAL ;
OPALUX AS
ORAL ;
OPALUX AS
ORAL ;

2167 (YELLOW)
TABLET, COATED
2236

TABLET

TABLET, COATED
2269 (YELLOW)
TABLET

2324 (ORANGE)
TABLET, COATED
2336 (ORANGE)
TABLET

OPALUX AS 2413

ORAL ;
OPALUX AS
ORAL ;
ORAL ;

TABLET, COATED
2698 (ORANGE)
TABLET

TgBLET, COATED

OPALUX AS 2512

ORAL ;
DPALUX AS
ORAL ;
OPALUX AS
ORAL;
OPALUX AS
ORAL ;

OPALUX AS
ORAL ;

ORAL ;
DPALUX AS

. ORAL;
OPALUX AS

ORAL 3
OPALUX AS

ORAL ;
OPALUX -AS:

DRAL;
OPALUX AS
ORAL;
OPALUX AS
ORAL
OPALUX AS
3RAL3
OPALUX AS
ORAL;

OPALUX AS
ORAL ;

TABLET, SUSTAINED ACTION
2676 SALMON (JASPER RED)
TABLET

2754

TABLET, COATED

3348-C (GREEN)

TABLET, SUSTAINED ACTION
3391 (GREEN)

TABLET

TABLET, COATED

4208-A (BLUE)

TABLET, SUSTAINED ACTION
4270 (BLUE)

TABLET, COATED

5178 (GREEN)

TABLET

5203 (GREEN)

TABLET

5212 (GREEN)

TABLET, COATED

7000-B

TABLET, COATED

7060-P (WHITE)

TABLET, COATED

7535 (GRAY)

TABLET, COATED

8050-L (BLACK)

CAPSULE

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA LAST
COUNT NDA

1
1
4
1
1
1
1
1
2
1
2
1
1
1
1
1
4
1
1
1
3
1
1
1
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APPROVAL
DATE

06717777

12/20/82

10/21/83

11/19/82

02725792

DIV

600

600

600

600

600

POTENCY RANGE

12.0MG - 22.125M6G

0.86MG - 3.0MG

1.1MG - 1.4MG

4.21MG - 12.632MG

0.36MG - 4.95MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

. OPALUX AS 9010 (BROWN)
: ORAL; TABLET, COATED
i OPAQUE BLUE 605
ORAL; CAPSULE
OPAQUE BURRGANDY
ORAL; CAPSULE
OPAQUE GRAY
ORAL; CAPSULE
OPAQUE GREEN
ORAL; CAPSULE
OPAQUE GREEN 1664
ORAL; CAPSULE
OPAQUE GREEN/FLESH
ORAL; CAPSULE
OPAQUE MARGON 6 DAR
ORAL; CAPSULE :
\, OPAQUE ORANGE ’
ORAL; CAPSULE ,
OPAQUE PEACH
ORAL; CAPSULE

10/26/90 600 37.5MG
10/26/90 600 49.0MG

03/7206/89 400

U OPAQUE SWEDISH ORANGE
ORAL; CAPSULE
OPAQUE WHITE.
- -ORAL ;- CAPSULE
OPAQUE WHITE - 535
ORA »SHiLE
OPAQUE WHITE 536
A RAL ;- CAPSULE
OPAGUE WHTTE 538

12729795 600 39.0MG -~ £2.0MG

oaftz CAPSULE
DRAL; TABLET, SUSTAINED ACTION
ORAL; TABLET 5 : 1

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

OPAS
OPASP

05/24/83 600D

11/10/88 600 1.683MG - 4.27MG

1
1
1
2
3
1
1
2
1
1
1
ORAL:DCAPSULE 1
1
1
3
1
1
1
1
2
2
? 05/09/88 600 0.45MG -~ 12.0MG
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INGREDIENT
ROUTE/DOSAGE FORM

OPASPRAY CORAL

ORAL; TABLET, COATED
OPASPRAY GREEN

ORAL; TABLET

ORAL; TABLET, SUSTAIMED ACTIOH
OPASSRAY K-1-1230 (PINK)

RAL; TABLET

OPASPRAY K-1- 1279

ORAL; TABLE
OPASS:QY K-1- 1289 (PINK)

» TABLET
OPASPRAY K-1-1413 (PIKK}

ORAL; TABLET

OPASPRAY K-1-1414 (PINK)
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; TABLET

- OPASPRAY K-1-1455 (PINK)

ORAL; TABLET
OPASPRAY K-1-1440
ORAL; TABLET
OPASPRAY K-1-1563 (PINK)
ORAL; TABLET, FILM COATED
OPASPRAY K-1-1573 (LAVENDER)
ORAL ; TABLET
OPASPRAY K-1-1584
ORAL; TABLET, SUSTAINED ACTION
OPASPRAY K-1-2013 (YELLOW)
ORAL; TABLET
OPASPRAY K-1-2088
-ORAL 3 TABLET
OPASPRAY K-1-2216-A (YELLOW)
ORAL; TABLET. SUSTAINED ACTION
OPASPRAY K ~2228 (YELLOW)
ORAL; TABLET, SUSTAINED ACTION
OPASPRAY K- 1”2240 (YELLOW)

RAL; TABLET
OPASPRAY K-1-2275 (YELLOW)
ORAL; TABLET
OPASPRAY K-1-2301 (PEACH)
ORAL; TABLET
OPASPRAY K-1-2304 (ORANGE)
ORAL; TABLET
OPASPRAY K-1-2314 (ORANGE)
ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS # NDA  LAST  APPROVAL
COUNT  NDA DATE
1
1
1
1
3 08/12/88
1
1
1
» 1
1
2 08/29/88
1
1
1
2 06/23/89
2 08/29/88
1
2 01/09/87
1
1
. 5 08/17/88
L
1
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DIV

600

600

600
600

600

600

POTENCY RANGE

0.6MG - 1.14MG

2.7MG - 5.39MG

8.0MG
3.71MG - 4.69MG

3.0MG - 17.8MG

0.69MG ~ 4,7MG




INGREDIENT

ROUTE/DOSAGE FORM

OPASPRAY K-1-2327
ORAL; TABLET,
OPASPRAY K-1-2330
ORAL; TABLET
OPASPRAY K-1-2335
ORAL; TABLET,
OPASPRAY K-1-2406
ORAL; TABLET,
OPASPRAY K-1-2410
ORAL; TABLET,
OPASPRAY K-1-2430
ORAL; TABLET
OPASPRAY K-1-26441
ORAL; TABLET
OPASPRAY K-1-2473
ORAL; TABLET
ORAL; TABLET,
OPASPRAY K-1-2492
ORAL; TABLET
OPASPRAY K-1-2533
ORAL; TABLET,
OPASPRAY K-1-2568
ORAL; TABLET
OPASPRAY K-1-2588
ORAL ;
OPASPRAY K-1-2621
ORAL; TABLET,
OPASPRAY K-1-2626
- ORAL; TABLET
OPASPRAY K-1-2656
ORAL; TABLET,

{ORANGE)
SUSTAINED ACTION
(ORANGE)

(ORANGE)
FILM COATED
(ORANGE)
FILM COATED
(ORANGE)
FILM COATED

(ORANGE)

FILM COATED

(ORANGE)
SUSTAINED ACTION
{ORANGE)

(ORANGE)
(BROWN)
FILM COATED
(ORANGE)

(BEIGE)
FIkM)COATED

OPASPRAY K-1-2670 (TAN

ORAL; TABLET,
OPASPRAY K-1-2685
ORAL; TABLET
OPASPRAY K-1-3000
ORAL; TABLET
OPASPRAY K-1-31647
ORAL; TABLET
OPASPRAY K-1-3148
ORAL; TABLET,
OPASPRAY K-1-3173
ORAL; TABLET
OPASPRAY K-1-3178
ORAL; TABLET

FILM COATED

{GREEN)
FILM COATED
(GREEN)

(GREEN?

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA LAST

COUNT  NDA

A I I L R R TR SR N T N R e ]

[

PAGE 97

APPROVAL
DATE

02702787

05/11/84
10/15/85
08/11/88

11/08/82

01/23/86

DIv

600

600D
600
£00

600

600

POTENCY RANGE

0.525MG ~ 1.,05MG

5.7M6G
1.0MG - 4.0MG
14.0MG - 22.5MG

0.737MG - 9.08MG

1.9MG - 3 .0MG




IHMACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST
/ROUTE/DOSAGE FORM . COUNT NDA

OPASPRAY K-1-3220 (GREENW)
ORAL; TABLET
OPASPRAY K-1-3227
ORAL; TABLET
ORAL; TABLET, COATED
OPASPRAY K-1-3300-A (GREEN)
ORAL; TABLET
OPASPRAY K-1-3300-C (GREEHN)
ORAL; TABLET
OPASPRAY K-1-64136 (BLUE)
ORAL; TABLET
OPASPRAY K-1-4210-A
ORAL; TABLET
OPASPRAY K-1-4227
ORAL; TABLET
OPASPRAY K-1-4235 (BLUE)
ORAL; TABLET b4
OPASPRAY K-1-4728
ORAL; TABLET
OPASPRAY K-1-4743 (LAVENDER)
ORAL; TABLET
OPASPRAY K-1-4748 (PURPLE)
ORAL; TABLET, FILM COATED
OPASPRAY K-1-5024 (RED)
ORAL ; CAPSULE, SUSTAINED ACTION
OPASPRAY ¥K-1-7000 (WHITE)
ORAL; TABLET 2
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
OPASPRAY K-1-70008 (WHITE)
ORAL; TABLET
OPASPRAY K-1-9027 (BROWN)
’ ORAL ; -TABLET
OPASPRAY K-1-9039-L (BROWN)
ORAL; TABLET
ORAL; TABLET, FILM COATED
OPASPRAY K-1-9080 (BROWN)
ORAL ; TABLET
OPASPRAY K-1-9112 (BROWN)
ORAL; TABLET .
OPASPRAY L-2113 i

el S T T N Y o § e S T S N Y L I YN

Yo

ORAL; TABLET , 1 ¢
OPASPRAY L-3305 (GREEN)

ORAL; TABLET 1
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APPROVAL
DATE

01/29/85

11/710/88

16/29/92

117206786

12/05/86

01/16/84

DIV POTEHCY RANGE

600

6060

1INK

510

600

600

.283MG - 15.567MG

. 2MG

BTG - 27 5MG

A Jylt]

L074MG - 22.4MG

OMG - 12.2MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

OPASPRAY L-3306 (GREEN)
DRAL; TABLET
OPASPRAY L- 7oou (WHITE)
ORAL; TABL
OPASPRAY M-1-711B (WHITE)
DRAL; TABLET
: DPASPRAY M-1-7111-8
: DRAL; TABLET
OPASPRAY M-1-7120 (WHITE)
ORAL; TABLET, FILM COATED
OPASPRAY M-1-7301 (WHITE)
ORAL; TABLET, COATED
OPASPRAY M-1-86429 (YELLOW)
ORAL; TABLET, FILM COATED
OPASPRAY WD-1270 (PINK)
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
DPASPRAY 3-1820 4
DRAL; TABLET
DPASPRAY 3-1830
ORAL; TABLET
OPATINT nn 13005 (ORANGE)
ORAL; TABLET
OPATINT D-1800 (WHITE)
ORAL; TABLET
ORANGE FLOHER oIL 008022977
ORAL; TABLET
ORANGE JUICE
ORAL; SUSPENSION
ORANGE JUICE,SYNTHETIC
ORAL; SOLUTION i
ORANGE. OIL - S 008008579
ORAL; GRANULE, EFFERVESCENT i e
ORAL; SOLUTION :
ORAL; SOLUTION, ELIXIR
ORAL; SYRUP
DRANGE OIL, TERPENELESS
ORAL; - SUSPENSION
ORAL; ‘SYRUP
oxxnkonaze SODIUM
INTRAVENDUS; INJECTION , e
DXYQUINOLINE- | 000148243

12/16/92 120 0.92MG - 26.47MG

.2MG

12/17/82 600 0.024%

11718782 60¢

(= L (g b Y Pt o el Pk P Ll [ ot Ll [ s bk [ [ Ll [l E) [ Pt L

INTRAVENOUS; INJECTION !
PALM KERNEL OIL 008023798

RECTAL ; SUPPOSITORY

i
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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

PALM KERNEL OIL, HYDROGEMATED 068990829
RECTAL; SUPPOSITORY
PALM OIL - SOYBEAN OIL, HYDROGENATED
ORAL; CAPSULE
PALM OIL, HYDROGENATED 008033292
RECTAL; SUPPOSITORY
PALMITAMINE OXIDE 007128918
TOPICAL; SOLUTIODN
PARABENS
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
"ORAL; DROPS
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSIDH
ORAL; TABLEY
ORAL; TABLET, SUSTAINED ACTION g
TOPICAL; AEROSOL
PARAFFIN 008002742
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION
JOPICAL; EMULSION, CREAM
TOPICAL; OINTMENT
PARMACOAT 606
ORAL; TABLET
PEANUT OIL , 008002037
"~ INTRAMUSCULAR; INJECTION
ORAL ; CAPSULE
TOPICAL; OIL
:-VAGINAL; EHULSION, CREAM

L A

i

01727789 516

03/30/95 110 OG.1MG - 150.0MG
02/01/89 600 2.0
12/14/90 UNK 8.27x

06/16/54 510 70.0u
10/29/91 400 205.0MG - 313.8MG

06/09/86 suu 0.57 - 9.0
07/06/87 600 16.6% - 16.7x

009000695

EGETABLE OIL 008051352
IM - SC; INJECTION

 PEGLICOL-5-0LEATE
ORAL; SOLUTION
TOPICAL; EMULSION, CREAM
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL ; SUPPOSITORY

PEGOXOL 7 STEARATE f
TOPICAL; EMULSION, CREAM
TOPICAL; SUPPOSITORY
VAGINAL; EMULSION, CREAM
VAGINAL ; SUPPGSITORY

12/23/82 UNK 3.0
04/26/93 520
01/04/95 600 3.0

D4/26/93 52¢
01/04/95 400 18.0%

RN RN b i SIRIENAY S b R ON DN b Pt Pnd pid ot ek ik o o P
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IRACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAs & HDA LAST APPROVAL
ROUTE/DOSAGE FORM . COUNT HDA DATE DIV POTEMNCY RANGE

PENTAERYTHRITOL COCOATE
TOPICAL; OINTMENT
PENTETATE CALCIUM TRISODIUM 012111249
INTRAVENOUS; INJECTIOH
IV(INFUSION); INJECTION
PENTETATE PENTASODIUM
INTRAVENOUS; INJECTION
PENTETIC ACID 000067636
INTRATHECAL; INJECTABLE
INTRAVENOUS; INJECTION
PEPPERMINT
DENTAL; SOLUTION
ORAL; SOLUTION, ELIXIR

11716776 160

12719790 160 0.015%

PEPPERMINT OIL 008006906
DENTAL; SOLUTION ,
R ’
3 04/30/92 600 0. -
ORAL; CAPSULE, SOFT GELATIN 02719795 €00 9 GoMG - 1.02MG
ORAL ; CONCENTRATE N7/20/R8  AND 0 .005% - 5.0%
ORAL; SOLUTION, ELIXIR o
s , 12/01/81 600 0.0951%
ORAL; SUSPENSION 12/27/91 600 0.01x - 10.0%
ORAL; SYRUP 03/29/84 UNK 0.06%
ORAL; TABLET 11/06/85 600 0.16MG - 3_5MG

AL B
SUBLINGUAL; TABLET
TOPICAL; OINTMENT
PERFUME E-1991
TOPICAL; EMULSION, CREAM
PERFUME 6D 5604
TOPICAL; EMULSION, CREAM
PERFUME TANA 90/42 SCBA
' TOPICAL; LOTION
PERFUMES
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
OPICAL; OINTMENT
OPICAL; SHAMPOO
TQPICAL ;- SPONGE
TOPICAL ; SUSPENSION, SHAMPOO
PETROLATUM - : | 008009038
OPHTHALMIC; OINTMENT !
OPHTHALMIC; SOLUTION
OTIC; OINTMENT
TOPICAL; EMULSION
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; OINTMENT

usBs31/790 UNK 0.2% - 9.25%

; 08/06/93 400 O0.1% - $0.403%

N

07/11/96 526
03/28/73 600
12729793 UNK

0% - 25,0
5%

NN bt o o ot fond ok ok R b ok b ek bk b e e 1N 0O N bt N N ON bl bt bk et N bk e P R e
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0867257 - 99.98

PN )
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