INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

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

DYE FDC RED #40

TOPICAL; SPONGE

DYE FDC RED #40 LAKE
ORAL; CAPLET
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; POWDER, FOR RECONSTITUTION

N ORAL; SOLUTION

ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED 4
ORAL; TABLET, FILM COATED Y
ORAL; TABLET, SUSTAINED ACTION
ORAL-28; TABLET
SUBLINGUAL; TABLET

DYE FDC RED #7 LAKE
ORAL; CAPSULE

. ORAL; TABLET
ORAL; TABLET, FILM COATED

DYE FDC YELLOW #10
ORAL; CAPSULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
"ORAL; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, SUSTAINED ACTION

DYE FDC YELLOW #10 LAKE
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION, ELIXIR
ORAL; TABLET
ORAL-21; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET

DYE FDC YELLOW #5 0019342140
BUCCAL/SUBLINGUAL; TABLET
ORAL; CAPSULE
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION

02728791 600 ©0.005%

na/sics/an 1an

01/26/89 600 ©0.024MG - §.05MG

147837806 oduu
12/16/83 400

10/20/95 600 0.01MG - 9.6MG
07/29/92 600 0.368MG - 0.46GMG
04/08/81 600

12/20/91 UNK

12/02/85 600 0.054MG

02/27/91 600 0.06MG

10/18/95 600 0.2785MG

) n
W B S DN = NN R -0 R

12705788 bUU 5.UZ

10/17/90 600 0.0015%
11/22/85 600

03725794 400 0 Qg7MG - 3.15MG

[

uzsu2/87 600

08/04/8B6 600

12/29/95 600 0.01MG - 3.6MG

F=
b bk ot ot ek o ek N Bk bt (A B (N B O N N R

08/23/84 600 0.06MG - 72.58MG

[}
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS & NDA LAST APPROVAL
ROUTE/DOSAGE FORM ) e COUNT HNDA DATE DIV POTEHNCY RANGE

DYE FDC YELLOW £5 001934210

. ORAL; SOLUTION, ELIXIR 2 N2/0R/79 400 n pNARay

ORAL ; SUSPENSION 1
ORAL; SYRUP 2 1i/14/778 600 §0.002%
ORAL; TABLET 70 06/16/788 110 0.00046%
ORAL; TABLET, COATED 5 02/28/74 110 O0.003MG - 0.00B6MG
ORAL; TABLET, FILM COATED 3 04/08/77 120 0.221MG - 1.48MG
ORAL; TABLET, SUSTAINED ACTIOHN 1 .
TOPICAL; SUSPENSION, SHAMPOO 1
VAGINAL; SUPPGSITORY 1

DYE FDC YELLOW #5 LAKE 012227639 g

. ORAL; TABLET 26 03/12/79 600 0.007MG - 2.423MG

DRAL; TABLET, COATED 4 06/17/77 400

DYE FDC YELLOW 286 002783940
ORAL; CAPSULE . 152 08731795 600
ORAL; CAPSULE, COATED PELLETS ” 2 06/30/92 600
ORAL; CAPSULE, HARD GELATIN 2 03/27/95 600
ORAL; CAPSULE, SOFT GELATIH 4 03/08/794 180 0.022MG
DRAL; CAPSULE, SUSTAINED ACTION 15 064/25/95 UNK 0.01MG - 4.5MG
ORAL; CONCENTRATE 1
ORAL; DROPS 1
ORAL; POWDER 1 e
ORAL; POWDER, FOR RECOHWSTITUTION 9 04/18/91 4600 0.003% - 0.04%
ORAL; SOLUTION 38 07/03/95 400 ©0.002% - 1.5%
ORAL; SOLUTION, ELIXIR 6 04/29/93 480
DORAL; SUSPENSION 19 03/30/94 400 0,00012% - 0.0025%
ORAL; SUSPEHSION, SUSTAINED ACTION 1
ORAL; SYRUP 36 uys25/795 660 0.00063% - 0.008%
ORAL; TABLET 245 06/29/95 600 O0.33UGM - 6.7UGM

- ORALs TABLET (IMMED./COMP. RELEASE), UNCOATED, 3 01/04/95 600 0.2MG

ORAL;: TABLET, COATED 21 09/10/787 400 0.045MG - 0.23MG
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 2 03/10/83 120
DRAL; TABLET, DISPERSIBLE 1
ORAL; TABLET, FILM COATED : . 31 UB/U//92 SZ2U 0.029MG - 08 9MR
ORAL; TABLET, REPEAT ACTION : 1
ORAL; TABLET, SUSTAINED ACTION g Yi7€3/733 YU Y. UYMG - 1.06MG
ORAL-21; TABLET 5 02/28/92 600 0.02MG - 0.03MG
ORAL-28; TABLET 12 12713793 600 0.0015MG - 0.03MG
RECTAL; SOLUTION 7 07/03/95 600 0.0075%
SUBLINGUAL; TABLET 3 07/29/88 110 90.008MG - 0.02MG
TOPICAL; LOTION 1 ,
TOPICAL; SPONGE 1

DYE FDC YELLOW #6 HT LAKE
DRAL; TABLET 1
DRAL; TABLET, SUSTAINED ACTIOH 1
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INACTIVE INGREDIENTS FOR CURRENTLY ﬁARKETgD DRUG PRODUCTS

INGREDIENT CAS & 22 "HDA LAST APPROVAL
ROUTE/DOSAGE FORM ) <o COUNT  NDA DATE DIV POTENCY RANGE
DYE FDC YELLOW #6 LAKE 012227600
ORAL; CAPSULE 10 12731792 600 0.385MG - 39.0MG
DRAL; CAPSULE, SUSTAINED ACTION 5 01/26/89 600 0.029MG - 0.18MG
ORAL; POWDER, FOR RECONSTITUTION 1
DRAL; SYRUP 1
ORAL; TABLETY 173 12729/95 600 0.5U6MG - 6.33MG
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 1 ,
DRAL; TABLET, COATED 15 OG/78K/K1  sun y,uuaMG
DRAL; TABLET, DELAYED ACTIOM, ENTERIC COATED 1
ORAL; TABLET, FILM COATED 11 05731795 600 0.0346MG - 0.176MG
ORAL; TABLET, REPEAT ACTIOH 2 03/31/81 UKK
12 01/31/96 400 O0.015MG - 0.BMG

ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET :
DYE GRAY #2982 ”
ORAL; CAPSULE
DYE GREEN
ORAL; CAPSULE
DYE GREEN LB-482
ORAL; TABLET
DYE GREEN LB-603

DYE GREEN LB-883

DYE GREEN PMS-579
ORAL; CAPSULE, SOFT GELATIN LIQUID-FILLED
.DYE GREEN PR-1333
ORAL; TABLET
DYE MINT GREEN
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
DYE OCHRE 3506
ORAL; TABLET
ORAL; TABLET, COATED
DYE DRANGE
ORAL; CAPSULE
ORAL; SUSPENSION
DYE PINK
ORAL; CAPSULE
DYE PURPLE LB-562
ORAL; TABLET
DYE RED
ORAL; CAPSULE
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SOLUTION, ELIXIR
ORAL; TABLET

US/749716 51U
02719788 600 0.003MG - 0.4MG

09/10/80 600 0.1MG
04/05/88 600 0.25MG - 1.27MG

02/10/95 600 ©0.3MG - 0.81MG
05/02/73 400 0.081MG

02/05/%1 600

WFE R N b el bt i et bt b bl b et (RN ke RN
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INACTIVE INGREDIENTS FOR CURRENTLY. MAR ﬁ?ED DRUG PRODUCTS

INGREDIENT CAS'# ~ NDA  LAST  APPROVAL
ROUTE/DOSAGE FORM , - COUNT NDA DATE DIV POTENCY RANGE

DYE RED COTOLENE-P
ORAL; TABLET
DYE SWEDISH ORANGE #2151
ORAL; CAPSULE
DYE TETRAROME ORANGE
.. ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
| DYE WHITE
| ORAL; TABLET, SUSTAINED ACTION
DYE WHITE COATERIC YPA-6-7089
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
DYE WHITE COTOLENE-P
ORAL; TABLET
DYE WHITE TC-1032
ORAL; TABLET
DYE YELLOW A
ORAL; CAPSULE y
ORAL; SUSPENSION
ORAL; SYRUP
DYE YELLOW 210
ORAL; CAPSULE
ORAL; TABLET, FILM COATED
DYE YELLOW #62-
ORAL; CAPSULE
DYE YELLOW LB 9706

05/15/90 600 O0.002374GM
07/15/86 600 10.35MG - 20.7MG

ORAL; TABLET 12/10/86 £00 0.04MG - 0.27HMG
DYE YELLOW OCHRE 001345262
ORAL; TABLET 10/15/86 180 0.024MG - 0.4MG
EDAMINE
INTRAVENOUS; THJECTION 09/25/91 600 0.36% - 0.3764%
- IVCINFUSION); INJECTION 05/30/85 600 0.3% - 0.379%
ORAL; SOLUTION 08/19/83 600 0.2

EDETAT& CALCIUM DISODIUM 023411349
DAL BLOCK; INJECTION
EPIDURAL; INJECTION
IM - IV; INJECTION
INTRA-ARTERIAL; INJECTION
INTRA-ARTERIAL; SOLUTION, INJECTION
INTRA-ARTICULAR; INJECTIONW
INTRACARDIAC; IMJECTION
INTRADISCAL; INJECTION
INTRAMUSCULAR; POWDER, FOR INJECTIOHN SOLUTION
INTRAPERITONEAL; POHDER FOR INJECTION SOLUTION
INTRATHECAL; INJECTABLE
INTRATHECAL ; INJECTION
INTRATHECAL; SOLUTION
INTRAUTERINE; INJECTICH
INTRAVASCULAR; INJECTION

I0/03/772 HEK 0 N1y

05710795 160 0.01% - 0.048BX%

06/01/58 600 0.017%

06/30/89 160 0.01% - 0.039%

ded o el ad ol Ll ad MLl A L S R R I T S Sy e W NI T RN ™ I W R W

ub718/95 160  0.009% - 0,027
! PAGE 43




INACTIVE INGREDIENTS FOR CURREHNTLY HARkE?EB DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM ) COUNT NDA DATE DIV POTENCY RANGE
EDETATE CALCIUM DISODIUM 023411349

INTRAVASCULAR; SOLUTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION
INTRAVESICAL; SOLUTION
IVCIHFUSION) ; INJECTIOH
IVC(INFUSION); POWDER, FOR INJECTION SOLUTION
IV(INFUSION) ; SOLUTION

NERVE BLOCK; INJECTION

ORAL; CAPSULE

ORAL; CAPSULE, SUSTAINED ACTION
ORAL; CONCENTRATE

ORAL; DROPS

ORAL; POWDER, FOR RECOMSTITUTION

65/10/95 160 0.61% - 0,0648%

Pt

064/01/77 160 0.01%

10/83/72 UNK 0.01x
12/26/95 520
02/14/94 600

N

ONVCA NI PN Pt LA N DTN D 00 brd N DD N Bt B \) B bt ) ot

01/06/75 600

ORAL; SOLUTION } 10/24/95 160 0.01%

ORAL; SUSPENSIOH ‘ 02/29/88 600 0.03x%

ORAL; TABLET 4 06/23/B9 £00 2.0MG - 4.0MG

ORAL; TABLET, FILM COATED 01/06/78 110 G.1MG - 0.4MG

PERIARTICULAR; INJECTION

RECTAL; SOLUTIORN 1U/Z7 L8795 16U U, ULA

URETERAL; SOLUTION 04/12/72 160 0.01% - 0.011%

EDETATE DISODIUM 006381926

IM - IV - SC; INJECTIOHN

IM - IV; INJECTION 5 10/31/94 600 0.01x - 1.0%

IM - IV; SOLUTION, INJECTION 03/05/906 600 0.05%

INHALATION; SOLUTION 3 07728795 600 0.01x - 0.05Z

INTRA-ARTERIAL; INJECTION

INTRA-ARTICULAR; INJECTION US/Lu/8e  bUU U.uis -~ w.05X
03/03/65 UNK 0.01% - 0.05%

INTRABURSAL; INJECTION

" INTRACARDIAC; INJECTIONM
INTRADERMAL; INJECTION

- INTRALESIONAL; INJECTION
INTRAMUSCULAR; INJECTION
INTRAMUSCULAR; SOLUTION, INJECTION °
INTRASYNOVIAL; INJECTION
INTRAUTERINE; SOLUTION
INTRAVASCULAR; INJECTION
INTRAVENOUS; INJECTION
INTRAVENOUS; SOLUTION
IVCINFUSION); INJECTION
NASAL; SOLUTION
NASAL; SPRAY
NASAL; SPRAY, METERED
MERVE BLOCK; INJECTION
OPHTHALMIC; GEL
OPHTHALMIC; SOLUTION
OPHTHALMIC; SUSPENSION

06/19/80 600 0.01X - 0.05%
01/27/95 600 0.01% - 0.1

N

V37Ur7¢t unn  w.uss

uy/<Lv/soy F§-37] LU L N
01/27/95 600 10,0057 - 0.2%
04717778 160

07/07/7%4 110 0.003687% - 1.0%

N

N
D 2 00 N b C3 N SN B GNPt © ) bt et R \D b

10/20/95 UNK 0.01%
01722785 600 0. 0nA3% - n 0257

1U/73L799 sUU U.ULY - 0.1%
12730794 UNK 0.01% - 0.13%

N o~
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # HDA LAST APPROVAL
ROUTE/DOSAGE FORM ) COUNT HDA DATE DIV POTEKCY RANGE
EDETATE DISODIUM 006381926
AL; CAPSULE i 1
DRAL; CAPSULE, SOFT GELATIN 1
ORAL; CONCENTRATE 9 06/30/92 600 0.01%Z - 8.25%
ORAL; POWDER, FOR RECONSTITUTIOH 5 05/23/88 600 0.036% - 0.06%
DRAL; SOLUTION 30 11717795 530 0.01% - 0.2«
ORAL; SOLUTION, ELIXIR 3 05/17/78 600 0.00351%
ORAL; SUSPENSION 8 12/727/91 6060 0.05% - 0.09%
ORAL; SYRUP 13 02/27/92 4600 0.1
ORAL; TABLET 18 06/02/89 400 0 .0075MG - §,0MG
ORAL; TABLET, COATED 1
. ORAL; TABLET, FILM COATED 3 UzZ/U2/87 680 1.0MG - 2.0MG
) OTIC; SOLUTION 4 N1 /14/R5 400 0.01%
RECTAL; ENEMA 1
RECTAL; SOLUTION . 2 09/7U2/81 sUU  U.uy.
SOFT TISSUE; INJECTION i 4 05/24/82 600 O0.01% - 0.05%
SUBCUTANEOQUS; INJECTIOHN 2 02/718/86 600 0.1
TOPICAL; EMULSION, CREAM 13 10729793 UNK 0.01% - 0.2%
TOPICAL; GEL 12/306/94 600 0.01% - 0.05%
12707782 IINK 0 N1y - n, 1y

TOPICAL; LOTION
TOPICAL; OINTMENT
TOPICAL; SOLUTION
URETERAL; SOLUTION
VAGINAL; EMULSION, CREAM
VAGINAL; GEL
EDETATE DISODIUM, ANHYDROUS 000139333
INTRAVENOUS; INJECTION
OPHTHALMIC; SOLUTION
EDETATE SODIUM 000064028
IM - IV - SC; INJECTION
IM - IV; INJECTION
INHALATION; SOLUTION
NTRAMUSCULAR; INJECTION ,
PHTHALMIC; SOLUTIGN
ORAL; CAPSULE, SOFT GELATIN
TOPICAL; EMULSION, CREAM
TOPICAL; LOTIGN
TOPICAL; SPONGE v
™\ EDETIC ACID 000060004
OTIC; SUSPENSION
RECTAL; SUPPOSITORY
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; SHAMPOO
" EGG YOLK PHOSPHATIDES
INTRAVENOUS; EMULSION, INJECTION
INTRAVENOUS; INJECTION
IVCINFUSION) ; INJECTION ,

Ub/sua/77 UNK

12/730/788 150 ©.01% - 0.5

07/27/88 6080 0.02%

01/24/92 600

¢ 08/31/92 600

06/18/93 120 1.2x
05/28/93 510 1.2%

ON CN bt bt ek N bt Do N el Bt bk b R o bt bt N bt bk R b R O
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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
ENTSUFON SODIUM 002917944

TOPICAL; EMULSIGHN
ESSENCE FRITZBRO ORAMNGE
ORAL; SUSPENSION
ESSENCE LEMON
ORAL; SYRUP
ESSENCE ORANGE
ORAL; SYRUP
ETHER 000060297
ORAL; AEROSOL
ORAL; CAPSULE
ETHYL ACETATE 000141786
ORAL; TABLET
ORAL; TABLET, SUSTAINED ACTION

06/28/85 UNK ©0.25%

ETHY% HEXANEDIOL . 001321342
OPICAL; SOLUTION -
ETHYL MALTOL 004940118
ORAL; SOLUTIOH, ELIXIR 10727792 600
ETHYL OLEATE 000111626
TRANSDERMAL; FILM, CONTROLLED RELEASE
ETHYL VANILLIN 000121324

ORAL; CAPSULE 67/25/791 600 D0.081MG - 0.31MG

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

: ORAL ; SUSPENSION

ETHYLCELLULOSE 009004573
ORAL; CAPSULE

. ORAL; CAPSULE, ENTERIC COATED PELLETS

ORAL; CAPSULE, SUSTAINED ACTION
ORAL; GRANULE FOR RECONSTITUTION, CR
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; POWDER, FOR RECONSTITUTION |
ORAL; SUSPENSION, SUSTAINED ACTION

04/25/95 UNK

02/08/95 UNK 2.15MG - 18.16MG

N
gl o S CN P OO0 0N BN NI ARY oot bt ot o X b bk ik (N o ot 33 Bd N h e et pd pd R) b e

ORAL; TABLET , 10 11705792 600 0.06ML
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, 87/29/92 600 B.8MG
ORAL; TABLET, COATED 08/16/85 120 0.1MG
ORAL; TABLET, FILM COATED 3 05/31/91 600 0.04MG - 56.8MG
ORAL; TABLET, SUSTAINED ACTION 1 f1/2870%  4nn ] OMG - 225.0MG
TOPICAL; LOTION '
VAGINAL; TABLET s 16717785 600 4.0MG - 50.0MG
ETHYLENE 000074851
ORAL; CAPSULE
ETHYLENE GLYCOL 060107211

ORAL; CAPSULE 04/21/87 600

ORAL; TABLET

TOPICAL; EMULSION, AEROSOL FOAM ,
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Nl

INGREDIENT
ROUTE/DOSAGE FORM

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

ETHYLENE GLYCOL
TOPICAL; SUSPENSION, SHAMPOO
ETHYLENE GLYCOL MONOETHYL ETHER
ORAL ; CAPSULE
ETHYLENE VINYL ACETATE COPOLYMER
IHTRAUTERINE; SUPPOSITORY, INSERT, CONTROLLED RELEASE
OPHTHALMIC; DRUG DELIVERY SYSTEM
OPHTHALMIC; SUPPOSITORY, INSERT, CONTROLLED RELEASE
PERIODONTAL; FILM, CONTROLLED RELEASE
TRANSDERMAL; FILM, CONTROLLED RELEASE

" ETHYLENEDIAMINE DIHYDROCHLORIDE

TOPICAL; EMULSION, CREAM
ETHYLPARABEN

ORAL; POWDER, FOR RECONSTITUTION

TOPICAL; EMULSION, CREAM
ETHYLPARABEN SDDIUM

ORAL; CAPSULE, SOFT GELATIN
EUCALYPTOL '

DENTAL ; ‘SOLUTION
EUDRAGIT E 100

TRANSDERMAL ; FILM, CONTROLLED RELEASE
EUDRAGIT E 30 D

ORAL; TABLET
EUDRAGIT L 30 D

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
EUDRAGIT NE 30D

~ ORAL; CAPSULE, SUSTAINED ACTIOHN
EUDRAGIT RL 30 D
" ORAL; CAPSULE, SUSTAINED ACTION

EUDRAGIT RS 30 D

ORAL; CAPSULE, SUSTAINED ACTION

ORALj; TABLET, CONTROLLED RELEASE
EXAMETAZIME

INTRAVEKOUS; INJECTION
FAT, EDIBLE

RECTAL; SUPPOSITORY
FATTY ACID ESTERS, SATURATED

RECTAL; SUPPOSITORY
FATTY ACID PENTAERYTHRIOL ESTER

JOPICAL; OINTMENT
FATTY ALCOHOL CITRATE

TOPICAL ; OINTMENT
FATTY ALCOHOLS

VAGINAL; EMULSION, CREAM

CAS # NDA  LAST
COUNT  NDA
000107211
S 1
000110805
o 1
1
1
1
1
4
000333186
1
000120478
1
1
2
000470826
1
1
1
3
3
4
1
1
1
100551631
1
1
1
1
1
1
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APPROVAL
DATE

10/12/93

12/30/86

01/04/95
11/30/95

09711795

bIv

510

150

600
600

110

POTENCY RAHNGE

0.26MG - 1.004MG

0.7MG - 2.16MG
25.5MG :

8.53MG - 36.173MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

Lo LAST APPROVAL T e
~COUNT HNDA DATE DIV POTENCYfRAﬁSE,[’ ’

INGREDIENT
ROUTE/DOSAGE FORM

FERRIC OXIDE

ORAL ; CAPSULE 1 :
ORAL; CAPSULE, SUSTAINED ACTION 1 ‘ i
ORAL; TABLEY 7 064/07/95 €00 0.025MG - 4.56MG
ORAL; TABLEY, FILM COATED 1 Sl
DRAL-28; TABLET 2 147147%c  Diu e '
TOPICAL; LOTION ’ 1

FERRIC OXIDE, RED 001309371 .
ORAL; CAPSULE 16 07/30/93 400 0.B34MG - 0.29MG
ORAL; CAPSULE, HARD GELATIN 2 12730793 120
ORAL; CAPSULE, SOFT GELATIN 7 11722795 150 O0.0355MG - 2.28MG
ORAL; CAPSULE, SUSTAINED ACTION 2 11/30/93 600
ORAL; TABLET 30 it1/72n/085 510 0.0026MG ~ 13 DMR
ORAL; TABLET, COATED 1
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED 2 01/31/92 180 U.u2Zms - Z.3MG
ORAL; TABLET, FILM CDATED oy 7 04/28/95 180 0.0038MG - 0.21MG
DRAL; TABLET, SUSTAINED ACTION 4 06/01/94 110 G.75MG - 1.5MG
ORAL-21; TABLET 1
ORAL-28; TABLET 1

FERROSOFERRIC OXIDE 001317619

46 10/18/95 400 ©.082MG

ORAL; CAPSULE

ORAL; CAPSULE, COATED, SOFT GELATIN

ORAL; CAPSULE, ENTERIC COATED PELLETS

ORAL; CAPSULE, HARD GELATIN

ORAL; CAPSULE, SOFT GELATIN

ORAL; CAPSULE, SUSTAINED ACTION

ORAL; TABLET

ORAL; TABLET, COATED

ORAL; TABLET, FILM COATED

- DRAL; TABLET, SUSTAINED ACTION

FIRMENICH 51.226/T7

ORAL; SYRUP.
‘FLAVOR

BUCCAL; GUM, CHEWING

DENTAL; SOLUTION

INHALATION; AEROSOL, METERED

ORAL; CAPSULE

ORAL ; CONCENTRATE

ORAL; DROPS

ORAL; GRANULE

ORAL; POWDER, FOR RECONSTITUTION

ORAL; SOLUTIOH

ORAL; SOLUTION, ELIXIR

ORAL; SUSPEMSION

ORAL; SYRUP

ORAL; TABLET

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

05/03/95 530

87/14/95 530 O0.105MG - 0.3MG
09/11/95 110

85/31/95 600 0.2MG - 149.0MG
02/27/57 120

86/20/94 600 0.2MG

Lol

11/30/9?2 600

05/7Zu/88 b6uu
04/04/79 520
10731793 600
04/29/93 400
06/716/95 UNK  ©.04x
10/31/793 €00
02/02/782 120
12/714/81 120

[

=
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED,DRUG PRODUCTS

INGREDIENT CAS 8 NDA LAST APPROVAL
ROUTE/DOSAGE FORM " COUNT HNDA DATE DIV POTENCY RANGE
FLAVOR :

ORAL; TABLET, COATED
ORAL; TABLET, DISPERSIBLE
ORAL; TABLET, FILM COATED
RECTAL; SOLUTION
FLAYOR ANISE
ORAL; SOLUTION
FLAVOR APPLE
ORAL; SOLUTION
ORAL; SUSPENSION
FLAVOR APRICOT
ORAL; SYRUP
FLAVOR APRICOT PEACH
ORAL; SYRUP
FLAVOR APRICOT 24829
ORAL; SOLUTION g
FLAVOR AROMALOK 182608
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR AROMALOK 262453
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR BANANA 000123922
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSIOH
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAYOR BANANA SA84
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR BANANA 71507
' ORAL; POWDER, FOR RECONSTITUTION
FLAVOR BANANA 74546
ORAL; SUSPENSIOH
FLAVOR BERRY CITRUS BLEND 9621
ORAL; SOLUTIOM
FLAVOR BERRY CITRUS BLEND 9756
ORAL; SOLUTION
FLAVOR BERRY CREAM
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR BITTERHESS MODIFIER 15555
ORAL; SOLUTION :
FLAVOR BLACK CHERRY 008010433
ORAL; SYRUP
FLAVOR BLACK CURRANT
ORAL; SYRUP

05/28/93 600

G61/21/92 600
008047914

11722785 600 0.05%
12/05/88 600 0.3% - 1.0%

07/14/81 520
10/19/95 520

UY7£&b7%2 buv

07722792 600
04/718/84 UNK
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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

FLAVOR BLOOD ORANGE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP
FLAVOR BLOOD ORANGE SA
ORAL; SYRUP
FLAVOR BLOOD ORANGE 51.226T
ORAL; SOLUTION, ELIXIR
FLAVOR BLUEBERRY
ORAL; CONCENTRATE
FLAVOR BUBBLE GUM
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTICH
FLAVOR BUTTER VANILLA
ORAL; TABLET (IMMED./COMP. RELEASEY, UNCOATED,
FLAVOR BUTTERMINT TOFFEE ‘
ORAL; SUSPENSION
FLAVOR BUTTERMINT 24020 ?
ORAL; CONCENTRATE
FLAVOR BUTTERSCOTCH
ORAL; CONCENTRATE
ORAL; SOLUTION
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR 'BUTTERSCOTCH F-1785
ORAL; SOLUTION
ORAL; SYRUP
FLAVOR CANDIED SUGAR 510155U
ORAL; SYRUP
FLAVOR CARAMEL FRITZSCHE
~ GRAL; SOLUTION
FLAVOR CHERI-BERI PFC-8573
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR CHERI-BERI PFC-8580
ORAL; SOLUTION
FLAVOR CHERRY
ORAL; CONCEHTRATE
ORAL; DROPS
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION

04/18/91 600 0.4% - 0.8%

12/16/85 600 0.125% - 0.25%

07/10G/87 600
09/04/87 600 1.5MG - 13.0MG

06/07/85 600

05/19/88 600 0.5

12/18/80 600
12/20/95 520

Fed P
o N BNOO W ke W ke e NI N N R e e e b b e )

ORAL; SOLUTION 10/27/92 600 0.15%

ORAL; SOLUTION, ELIXIR 04/23/66 UNK

ORAL; SUSPENSION , 02/28/9%4 600 0.09% - 5.0«
ORAL; SYRUP 1 02/27/92 600 0.000125% - §.8%
ORAL; TABLET (IMMED./COMP. RELEASE)}, UNCOATED, 09/11/%5 600 4.5MG - 14.0MG

FLAVOR CHERRY BURGUNDY 11650
ORAL; SOLUTION
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INACTIVE INQREDIENTS FOR CUR%;NTLY MARKE1ED DRUG PRODUCTS

INGREDIEHT CAS & HDA LAST APPROVAL
ROUTE/DOSAGE FORM ) : COUNT HDA DATE DIV POTENCY RANGE

FLAVOR CHERRY CREAM
ORAL; SUSPENSION
FLAVOR CHERRY E.P.MODIFIED 151
ORAL; CONCENTRATE
FLAVOR CHERRY EP-3699
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR CHERRY F-232
ORAL; SOLUTION
ORAL; SUSPENSIOH
FLAVOR CHERRY FMC 8513
ORAL; SOLUTION
ORAL; SYRUP
FLAVOR CHERRY IFF 13530912
ORAL; SOLUTION, ELIXIR
FLAVOR CHERRY MARASCHINO S-3531 4
ORAL; SUSPENSION v _
FLAVOR, CHERRY MINT 4
ORAL; SYRUP
FLAVOR CHERRY N-2755
ORAL; SYRUP
FLAVOR CHERRY R-6556
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR CHERRY RASPBERRY
, ORAL; SYRUP
FLAVOR CHERRY WL-1093
ORAL; SYRUP
FLAVOR CHERRY WL-18022
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR CHERRY WL-4658
“"ORAL3; SOLUTION
FLAVOR CHERRY 11539
ORAL; SUSPENSION
FLAVOR CHERRY 181612
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR CHERRY 3321
ORAL; SYRUP
FLAVOR CHERRY 338614
ORAL; SUSPENSION
FLAVOR CHERRY 349
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
FLAVOR CHERRY 500910U
ORAL; SUSPENSION
FLAVOR CHERRY 594 S.D.
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

09/15/92 600

10/13/87 6090

062/13/87 600 0.05%

12/23/88 600

R Y N I T L ol I L
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # NDA LAST APPROVAL
ROUTE/DOSAGE FORM . k1 COUNT NDA DATE DIV POTENCY RANGE

}
FLAVOR CHERRY-ANISE
ORAL; SOLUTION
s FLAVOR CHERRY-ANISE PFC 9758
B ORAL; SOLUTION
5 ORAL; SYRUP
¢ FLAVOR CHOCOLATE
ORAL; SUSPENSIOHN
QRAL; SYRUP
FLAVOR CHOCOQLATE CREAM
ORAL; SYRUP
FLAVOR CHOCOLATE P727
ORAL; SOLUTION
FLAVOR CITRUS
ORAL ; CONCENTRATE
FLAVOR CITRUS MINT ‘
ORAL ; SYRUP .
\ FLAVOR CITRUS-VANILLA ’
- ORALj; SUSPENSION
FLAYOR COCOA
ORAL; SYRUP
FLAVOR COCORUT CUSTARD
ORAL; SUSPENSICH
FLAVOR COLA FMC 15740
ORAL ; SYRUP
FLAVOR COUGH SYRUP 110257
ORAL; SOLUTION
FLAVOR CREAM
ORAL; CONCENTRATE
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
FLAVOR CREME DE MENTHE
ORAL; SOLUTION
FLAVOR CREME DE MENTHE 14677
ORAL; SOLUTION
ORAL; SUSPENSION
_FLAVOR CREME DE VAKILLA 2B156
ORAL; DROPS
DRAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
FLAVOR CURACAO 50.397A
ORAL; SOLUTION, ELIXIR
FLAVOR CUSTARD
ORAL; CONCENTRATE
ORAL; SUSPENSION : 11721780 608

01726784 600 0.0001X%

nNT/IIN/AT Eon

10/17/90 400
05/15/87 600 0.3%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # -7+ NDA LAST APPROVAL
RDUTE/DOSAGE FORM . - COUNT NDA DATE DIV POTENCY RANGE

FLAVOR CUSTARD 52.9640/A FIR
ORAL; SOLUTION
FLAVOR DF-11%
DENTAL; PASTE
FLAVOR DF-1530
DENTAL; BEL
FLAVOR E~472
ORAL; CONCENTRATE
FLAVOR ENHANCER
DENTAL; PASTE
FLAVOR F-5397A
ORAL ; CONCENTRATE
FLAVOR FELTON 6-R-9
ORAL; SYRUP
FLAVOR FIG .
ORAL; SOLUTION -
RECTAL; SOLUTION
FLAYOR FRITZSCHE
ORAL; SYRUP
"FLAVOR FRITZSCHE 21028-D
ORAL; SYRUP
FLAVOR FRITZSCHE 75021
ORAL; SYRUP
FLAYOR FRUIT GUM 912
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR FRUIT MINT 75588
- ORAL; SUSPENSION
FLAVOR FRUIT PUNCH
. ORAL; GRANULE, FOR RECONSTITUTICON
ORAL; SUSPENSION
FLAVOR FRUIT PUNCH £28140
~ ORAL; SUSPENSION
FLAVOR FRUIT PUNCH 14761FM ,
ORAL; POWDER, FDR RECONSTITUTION
FLAVOR FRUIT 01-10428
ORAL; CONCENTRATE
FLAVOR FRUIT 84.6422
BUCCAL; GUM, CHEWING
FLAVOR FRUITS
ORAL; CONCENTRATE
ORAL; SOLUTION, ELIXIR
ORAL; SYRUP
FLAVOR GRAPE
ORAL; GRANULE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP

04/27/83 600 O0.008% - 8.0%

06/20/79 180 0.1

03/22/85 600

[N Y e T e B e N S v Y T ™7 X T Y N VIR WP PR g o SR T

07/03/86 600 0.05%
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT ~
ROUTE/DOUSAGE FORM

FLAVOR GRAPE NECTOR PFC 8599
- ORAL; SYRUP
FLAVOR GRAPE 13403873
ORAL; SUSPENSION
FLAVOR GRAPEFRUIT
ORAL; AEROSOL SPRAY
FLAVOR GRENADINE
ORAL; SUSPENSION
FLAVOR GUARANA
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION, ELIXIR
ORAL ; SUSPENSION
FLAVOR GUARANA FMC-15417
ORAL ; POWDER, FOR RECONSTITUTION
FLAVOR HAVERSTROO ZD 49284
BUCCAL ; GUM, CHEWING
FLAVOR HERB ALPINE
DENTAL; SOLUTION
FLAVOR KOLA
ORAL; SUSPENSION
FLAVOR LEMON
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
FLAVOR LEMON CREAM
ORAL ; GRANULE, FOR RECONSTITUTION
FLAVOR LEMON LIME
ORAL; SUSPENSION
FLAVOR LEMON MINT FRITZSCHE 54369
ORAL; SYRUP
FLAVOR LEMON VANILLA
ORAL; SOLUTION
RECTAL; SOLUTION
FLAVOR LEMON 812
ORAL; SYRUP
FLAVOR LICORICE
ORAL; SUSPENSION
ORAL; SYRUP
FLAVOR LIME
ORAL; SOLUTION, ELIXIR
ORAL; SYRUP
FLAVDOR MAFCO-MAGNASWEET 188
ORAL; SOLUTION
FLAVOR MAQUE TREE 377(BUSH)
ORAL; SUSPENSION

CAS %

008020197

PAGE 54

NDA

LAST

COUNT HNDA
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APPROVAL

DATE DIV POTENCY RAHNGE

01/17/89 600

277

03727778 600 0.12% - 0.16x%

08/30/82 600 0.003% - 3.0
06/03/59 120 O0.116%

04/07/89 600




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % NDA LAST APPROVAL
ROUTE/DOSAGE FORM ) COUNT NDA DATE DIV POTENCY RAHNGE

FLAVOR MCP LEMON DURAMONE 4409A
ORAL; TABLET (IMMED,/COMP. RELEASE), UNCOATED,
FLAVOR MCP LIME DURAMONE 6419
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR MINT
" ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL ; SUSPENSION
FLAVOR ORANGE 008050326
ORAL; POWDER

04/07/89 400
10/10/85 UNK 0.206%

ORAL; POWDER, FOR RECONSTITUTION 12723793 530 0.116%

ORAL; SOLUTION 1G/02/87 6060 0.5%

ORAL; SOLUTIOK, ELIXIR 01/25/84 600 0.025%

ORAL; SUSPENSION 1 03/30/94 600 0.000125% ~ 0.04%
ORAL; SYRUP 06/10/87 UNK 0.4

ORAL; TABLET (IMMED./COMP. RELEASE}, UNCOATED, -
SUBLINGUAL; TABLET
FLAVOR ORANGE %7679
ORAL; SYRUP
FLAVOR ORANGE BANANA
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR ORANGE BANANA WL-18093
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR ORANGE NATURAL & ARTIFICIAL
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR ORANGE TERPENELESS
. ORAL; POWDER, FOR RECONSTITUTION
FLAVOR DRANGE 13334
ORAL; SOLUTION
FLAVOR ORANGE-LEMON TERPENELESS
ORAL; SUSPENSION
ORAL; SYRUP
FLAVOR ORBIT SERENE 20340
ORAL; SOLUTION
FLAVOR PASSION FRUIT
ORAL ; CONCENTRATE
ORAL; SYRUP
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR PEACH
. DRAL; CONCENTRATE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION

04/18/791 600 0.2% - 0.4
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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
FLAVOR PEACH MINT FRITZSCHE 106109

QRAL; SYRUP
FLAVOR PEACH PINEAPPLE
" DRAL; SUSPENSION
ORAL ; SUSPENSION, SUSTAINED ACTION
FLAYOR PEACH PINEAPPLE FMC 14258
ORAL; SOLUTION
FLAVOR PEACH 13503584
ORAL; SOLUTION
FLAVOR PEPPERMINT
DENTAL; SOLUTION
ORAL ; CONCENTRATE
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED, g
ORAL; TABLET, FILM COATED
SUBLINGUAL; TABLET
FLAVOR PEPPERMINT STICK FMC 16170
ORAL ; CONCENTRATE
FLAVOR PEPPERMINT 517
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR PEPPERMINT, NATURAL SPRAYLENE
QRAL ; SYRUP
FLAVOR PINEAPPLE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
- QRAL; SYRUP
FLAVOR PINEAPPLE 182661
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR PINEAPPLE-COCONUT
ORAL; SUSPENSION
FLAVOR RASPBERRY
AlL; CONCENTRATE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SOLUTION, ELIXIR
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET, UNCOATED, TROCHE
FLAVOR RASPBERRY A11693
ORAL ; SYRUP
FLAVOR RASPBERRY F-1784
ORAL; SYRUP

06/11/785 UNK

.57
.5MG - 10.0MG
LGRMGB - G NMK

10/28/94 600
07/02/87 600
10/21/80 521

DN

ub/uB/8y UL 1.UMG ~ 1.5MG

12/16/85 600 0.125% - 0,25%

04/28/9% 40N

us/st/94 680 0.01x - 0.02%

12718789 UNK 0.1415%7 - 7.5%
01/13/795 606 0.2%

ot
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS & NDA LAST APPROVAL
ROUTE/DOSAGE FORM . , COUNT NDA DATE DIV POTEHCY RANGE

FLAVOR RASPBERRY F-1840
ORAL ; SYRUP
FLAVOR RASPBERRY F-6887-5
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR RASPBERRY PFC-8407
ORAL; CONCENTRATE
FLAVOR RASPBERRY POLAK 50000464
ORAL; SOLUTION
FLAVOR RASPBERRY 262085
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR RASPBERRY 2B106
ORAL; DROPS
ORAL; SUSPENSION
FLAVOR RASPBERRY 954
ORAL; TABLET (IMMED./COMP., RELEASE), UNCOATED,
FLAVOR REFRACHESSMENT FD-8027D 4
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR RHODIA PHARMACEUTICAL #RF 451
TOPICAL; SOLUTIOH
FLAVOR ROOT BEER
ORAL; CONCENTRATE
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR SHERRY
ORAL; SOLUTIONM, ELIXIR
FLAVOR SPEARMINT
ORAL; SOLUTION
ORAL; SYRUP
TOPICAL; OINTMENT
‘FLAVOR STRAWBERRY
ORAL; CONCENTRATE
ORAL; GRANULE

12/716/85 600 0.25% ~ 0.5%

08/17/81 606 0.3% - 1.0%

ORAL; POWDER, FOR RECONSTITUTION 1 04/28/95 600 0.04xZ - 1.0%
ORAL; SOLUTIGCH . 11717795 530 0.08x - 0.3X%
ORAL; SYRUP 064/29/93 600 0.05%

TABLET (IMMED./COMP. RELEASE), UNCOATED, 12/11/85 600 2.0MG - 2.8MG

ORAL ;
FLAVOR STRAWBERRY F-5665
DRAL ; CONCENTRATE
FLAVOR STRAWBERRY F-5930-A
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR STRAWBERRY F21204
ORAL; SYRUP
FLAVOR STRAWBERRY GUARANA 586.997/AP05.51
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR STRAWBERRY MICROSEAL
ORAL; POWDER, FOR RECONSTITUTION

o T T i N T N o O T S S e e T T = T " ¥ S S W S VY N SRY S S W
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS # ~ NDA LAST APPROVAL
ROUTE/DOSAGE FORM . o COUNT  NDA DATE DIV  POTENCY RANGE

FLAVOR STRAWBERRY PFC-9626
ORAL; SYRUP
FLAVOR STRAWBERRY WL-16650
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR STRAWBERRY 133.5655
ORAL; GRANULE
FLAVOR STRAWBERRY 14953
ORAL; SOLUTION
FLAVOR STRAWBERRY 52312/AP
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR STRAWBERRY 55058
ORAL; SYRUP
FLAVOR STRAWBERRY 5951
ORAL; DROPS
ORAL; SUSPENSION A ,
FLAVOR STRAWBERRY 9843 ,
ORAL; SYRUP
FLAVOR SWEET
ORAL; SUSPENSION
FLAVOR SWEET TONE 28837
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR TANGERINE
ORAL; SOLUTION
FLAVOR TANGERINE FRITZSCHE 51465
ORAL; SYRUP
FLAVOR TETRAROME
ORAL; SUSPENSION
FLAVOR' TPF 135
ORAL; SUSPENSION
~FLAVOR TPF 143
: ORAL; SUSPENSION
FLAVOR TROPICAL FRUIT PUNCH NBA 50432
ORAL; SYRUP
FLAVOR TUTTI FRUTTI
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SYRUP
FLAVOR TUTTI FRUTTI 24093FM
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR TUTTI FRUTTI 51.880/AP05.51
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SUSPENSION
FLAVOR VANILLA
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL; SYRUP
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,

05723788 600 0.09334% - 93.34%

08/14/80 600 0.06X%

08/06/84 520 0.06
06/25/93 600
12/18/89 UNK 5.0
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INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS 3 NDA LAST APPROVAL
ROUTE/DOSAGE FORM ) COUNT NDA DATE DIV POTENCY RANGE

FLAVOR VANILLA
RECTAL; SOLUTION
TOPICAL; PASTE
FLAVOR VANILLA BANANA
ORAL ; CONCENTRATE
FLAVOR VANILLA CREME
ORAL; SOLUTION
ORAL; SYRUP
FLAVOR VERALOCK BUBBLE GUM
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR WILD CHERRY
‘ ORAL ; POWDER, FOR RECONSTITUTION
ORAL; SOLUTION
ORAL; SUSPENSION
ORAL ; SYRUP
RECTAL; SUSPENSION -
FLAVOR WILD CHERRY HV-101-1489
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR WILD CHERRY PFC-14783
ORAL ; SYRUP
FLAVOR WILDCHERRY 7598
ORAL; SYRUP-
FLAVOR WINTERGREEN
ORAL; POWDER, FOR RECONSTITUTION
ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
FLAVOR WINTERGREEN PFC 8421
ORAL; SOLUTION
FLAVOR 57000 IU
ORAL; GRANULE, FOR RECONSTITUTION
ORAL; POWDER, FOR RECONSTITUTION
FLAVOR 57820/A
ORAL; POWDER
ORAL; SUSPENSION
FLORASYNTH
ORAL; SOLUTION
FLOUR
ORAL ; TABLET
ORAL; TABLET, COATED
ORAL; TABLET, SUSTAINED ACTION
FLUOROCHLOROHYDROCARBONS
INHALATION; AEROSOL, METERED
FORMALDEHYDE SOLUTION 008006073
TOPICAL; EMULSION, CREAM
FRAGRANCE BOUQUET 10328
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION

12/03/86 600

09/15/80 600 0.7608% - 1.0%
09/30/92 4600

06/18/87 600 0.1x

07/26/88 UNK 0.04% - 0.1453%
11/17/86 600

02/13/87 600 0.05X%
12/22/88 400

08/07/81 >»2u

02706778 600 0.44MG
01/04/82 600 0.28MG - 11.25MG
05/14/85 UNK
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INGREDIENT

ROUTE/DOSAGE FORM

FRAGRANCE CHEMODERM 6411
TOPICAL; EMULSION, CREAM
FRAGRANCE CREAM 873457 '
TOPICAL; OIL
FRAGRANCE FELTON 066M
- TOPICAL; SOLUTION
FRAGRANCE GARDENIA
TOPICAL; OINTMENT
FRAGRANCE GIVAUDAN ESS 9090/1C
TOPICAL; SOLUTION
TOPICAL; SPONGE
FRAGRANCE H-6540
TOPICAL; LOTION
FRAGRANCE P 0 FL-147
TOPICAL; EMULSION, AEROSOL FOAM
~ TOPICAL; SOLUTION
FRAGRANCE PA 52805
TOPICAL; SOLUTIOHN
TOPICAL; SWAB
FRAGRANCE PERA DERM D
TOPICAL; SOLUTION
TOPICAL; SWAB
FRAGRANCE RBD-9819
TOPICAL; EMULSION, AEROSOL FOAM
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
FRAGRANCE SPICY METHOLATED EUGENOL
TOPICAL; LOTION
FRAGRANCE UNGERER N5195
TOPICAL; LOTION
FRAGRANCE UNSPECIFIED
ORAL; TABLET, FILM COATED
TOPICAL; EMULSION, CREAM
TOPICAL; LOTION
TOPICAL; SHAMPOO
TOPICAL; SOLUTION
TOPICAL; SPONGE
TOPICAL ; SUSPENSION, SHAMPOO
FRAGRANCE 91-122
TOPICAL; SUSPENSION, SHAMPOO
FRUCTOSE
ORAL; POWDER, FOR RECONSTITUTION
ORAL; SOLUTIOR
FUMARIC ACID
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; SUSPENSION
ORAL; TABLET

INACTIVE INGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

CAS % NDA LAST APPROVAL
COUNT KWDA DATE

12/19/74

09/28/77

05/20/85
fas/02/90

01/28/792

a7 Ll N T I R e e v N S

007660255
12/03/86

08/10/92
03/3G/94

000110178

NN A et [
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DIV POTENCY RANGE

UNK

600
600
TN

600

600

110
600

0.06%

15.0MG - 120.0MG
0.5%
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INACTIVE IHGREDIENTS FOR CURRENTLY MARKETED DRUG PRODUCTS

INGREDIENT CAS % . NDA LAST
ROUTE/DOSAGE FORM ) .- COUNT  NDA
FUMARIC ACID 000110178

ORAL; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, SUSTAINED ACTION
GALACTOSE, D- 000059234
ORAL; SOLUTIOH
ORAL; TABLET
RECTAL; SOLUTION
GAMMA-CYCLODEXTRIN
INTRAVENOUS; INJECTION ,
GELATIN 00%000708
DENTAL ; PASTE
In - IV ~ SC; POWDER, FOR INJECTION SOLUTION
IM -~ SC; INJECTION, SUSTAINED ACTION
INHALATION; CAPSULE, HARD GELATIN
INTRAMUSCULAR; INJECTION
INTRAVENOUS; SOLUTION ,,
IV(INFUSION); INJECTION
ORAL; CAPSULE 47
ORAL; CAPSULE (IMMED./COMP. RELEASE}, SOFT GEL
ORAL; CAPSULE, COATED PELLETS
ORAL ; CAPSULE, ENTERIC COATED PELLETS
ORAL; CAPSULE, HARD GELATIN
ORAL; CAPSULE, SOFT GELATIN
ORAL; CAPSULE, SUSTAINED ACTION
ORAL; DROPS
ORAL; PASTILLE
ORAL; POWDER, FOR RECONSTITUTION
DRAL; SOLUTION
" -ORAL; SOLUTION, ELIXIR
ORAL; TABLET
ORAL ; TABLET (IMMED./COMP. RELEASE), UNCOATED,
ORAL; TABLET, COATED
ORAL; TABLET, DELAYED ACTION, ENTERIC COATED
ORAL; TABLET, FILM COATED
ORAL; TABLET, REPEAT ACTION
ORAL; TABLET, SUSTAINED ACTION
ORAL-21; TABLET
ORAL-28; TABLET
SUBLINGUAL; TABLET
TOPICAL; PASTE
VAGINAL; SUPPOSITORY
GELATIN 200 BLOOM
ORAL; TABLET
GELLAN GUM 071010521
OPHTHALMIC; SOLUTION

~
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APPROVAL
DATE

NRas/25792

vE/2¢5/92

07/06/87
11/21/84
09/12/57

UL/eL/94
04/17/778

12720795
01/29/93
06/30/92
05/10/95
12/06/95
11722795
09/11/95

AR /2R /701
n? /21 7a9s
ne/in/R7

ALa719/9%

01722787

D1V

(3131}

bUU

POTENCY RANGE

14 ART7Y

i1g9.6877%

16 .67 -~ 16.7%
9.0MG - 14.0MG
16.0%

3.84MG ~ 756.0MG

48.5MG
54.72MG - 303.065MG
0.2MG - 50.46MG

# nu?GM -~ 0.02GHM
B.18MIE - 1 UM
u.e8Mms - 20.151MG
Z.1ms - 40.0MG




INACTIVE INGREDIENTS FOR CURRENTLY MARKETED,QRUG PRODUCTS

. INGREDIENT CAS # “NDA LAST APPROVAL
ROUTE/DOSAGE FORM ‘ _COUNT NDA DATE DIV POTENCY RANGE

GELUCIRE 33/01
ORAL; CAPSULE, SOFT GELATIN
GENTISIC ACID 000450799
INTRAVENROUS; INJECTION
GENTISIC ACID ETHANOLAMIDE
IVCINFUSION); INJECTION
GINGER FLUIDEXTRACT
ORAL; SOLUTION, ELIXIR

g8/08/85 510 1.0%

GLUCEPTATE SODIUM 013007857
INTRAVENOUS; POWDER, FOR INJECTION SOLUTION
GLUCONOLACTONE 0ogo90802

INTRAVENOUS; INJECTION
© TOPICAL; EMULSION, AEROSOL FOAM

TOPICAL; SOLUTION

TOPICAL; SPONGE ,
GLUCOSE, LIQUID 008027563

ORAL; PASTILLE

ORAL; SOLUTION

DRAL; SUSPENSION

ORAL; SYRUP
GLUCURONIC ACID

INTRAVENOUS ;" INJECTION

12/264/84 520 §.25%

<

04/18/84 UNK 0.275% - 62.0%

GLUTAMIC ACID HYDROCHLORIDE 000138158
ORAL; CAPSULE

GLUTAMIC ACID, DtL- 000617652
VAGINAL; EMULSION, CREAM

GLUTEN 008002800

ORAL; TABLET
ERIN

BUCCAL ; GUM, CHEWING
DENTAL; SOLUTION

IM -~ 1V; INJECTION
IM --SC; INJECTION

GLYC 000056815
: 06/08/92 UNK

12728795 600 7.188% - 98.4%

INHALATION; SOLUTION 1 11/22/88 600 0.125% - 8.0%
INTRADERMAL; INJECTION 02/08/77 510 1.6/
INTRAMUSCULAR; INJECTIOHN

INTRAVENOUS; EMULSION, INJECTION

INTRAVENOUS; INJECTION 06/18/93 120 2.25% - 2.5%
IVCINFUSION); INJECTION S 12/30/0%  8IM 1. 7% - 2.5
IV(INFUSION); POWDER, FOR INJECTION SOLUTION, LYOPHILI

NASAL; SOLUTION s Ub/718/778 510 2.5%
OPHTHALMIC; SOLUTION 09/29/95 600 O0.5% - 3.0%
OPHTHALMIC; SUSPENSION 07/10/73 UNK 2.2Z%

ORAL ; CAPSULE 4 07730793 600 O0.789MG - 204.2MG

ORAL; CAPSULE (IMMED./COMP. RELEASE), SOFT GEL
ORAL; CAPSULE, COATED, SOFT GELATIN
ORAL; CAPSULE, HARD GELATIN

01/29/93 600
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