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Center for Medicaid and State Operations

April 8, 2008
TO:

Drug Rebate Technical Contacts

FROM:
Medicaid Drug Rebate Program

SUBJECT:
Deleted Products-Immediate Action Required
The FDA has determined that the following active NDCs are unapproved new drugs within the meaning of section 201(p) of the Federal Food, Drug and Cosmetic Act, subject to enforcement action, and cannot be marketed without appropriate FDA approval as set forth in 21 CFR 310.502(a)(14).  72 Fed. Reg. 29517 (May 29, 2007).  As a result, these NDCs do not meet the definition of a covered outpatient drug as defined in Section 1927(k) of the Social Security Act and are therefore no longer eligible for inclusion in the rebate program.  Consequently, these NDCs should be deleted from your state Medicaid Drug Rebate system as of the date of this notice.  The labelers of these products are responsible for paying rebates on any of these NDCs that were dispensed prior to the date of this notice.  In addition, states should be aware that the second quarter 2008 tape to states will be the last quarterly tape that will include these NDCs in order to facilitate rebate billing for any utilization that occurred in good faith prior to the date of this notice.  However, states are reminded that no Federal Financial Participation will be available for these drugs after the date of this notice.  

Please note that this list does not include comparable NDCs with termination dates that are equal to a date earlier than the date of this notice.  As the last lot shelf life date (i.e. termination date) for such NDCs has already passed, the products aren’t being included here since states should have previously ceased payment of those NDCs as of those termination dates.  
NDC
Product Name
00182-1042
GUAIFENESIN/DM TABLETS 600MG/30MG 100

00551-0189
GUA-SR TABLETS

00603-5543
Q-BID LA 250
00642-0421
TUSSO-HC                                                      

00642-0645
TUSSO-DMR
00677-1487
GUAIFENESIN 600MG/PSEUDOEPHEDRINE 60MG TAB 100

10914-0100
GUAIFENESIN 900 MG; PHENYLEPHRINE HYDROCHLORIDE 25 MG

10914-0200
GUAIFENESIN 1200MG; PHENYLEPHRINE HYDROCHLORIDE 25MG

10914-0300
PHENYLEPHRINE HCL 15 MG; GUAIFENESIN 600 MG

10914-0970
GUAIFENESIN 1200 MG. / DEXTROMETHORPHAN HBR 20 MG

14629-0203
EXTENDRYL HC                                                  

14629-0204
EXTENDRYL G
51991-0428
GUIAFEN PE TABLETS   

NDC
Product Name
51991-0429
GUIAFEN DM TABLETS    

51991-0461
GUIAFEN II DM

52152-0139
AMIBID DM TABS (100)
52152-0246
GUAIF. & DEXTROMETHORPHAN ER TABS                             

53489-0424
GUAIFENESIN 600MG / PSEUDOEPHEDRINE 120MG LONG ACTING

53489-0425
GUAIFENESIN 600MG / PSEUDOEPHEDRINE 60MG LONG ACTING

57664-0222
MIRAPHEN PSE (GUAIFENESIN/PSEUODEPHEDRINE 600/120MG)

57664-0317
MIRAPHEN PE (GUAIFENESIN/PHENYLEPHRINE 300/20 MG)
57664-0355
GUAIFENESIN /DEXTROMETHORPHAN 600/30MG

58605-0530
ALLFEN DM

58605-0613
ALLFEN
58605-0621
ALLFEN DM

58605-0630
ALLFEN DM

58605-0713
ALLFEN C
58605-0721
ALLFEN CX

58869-0411
TOURO DM

58869-0441
TOURO CC

58869-0445
TOURO CC-LD

58869-0581
TOURO HC                                                      

58869-0635
TOURO LA-LD

58869-0636
TOURO LA

59196-0112
SYMPAK COUGH/COLD BP

59196-0120
SYMPAK DM

59310-0120
MUCO-FEN 1200
60258-0252
GFN 1200/DM 20/PE 40 TABLETS   

60258-0256
GANIDIN NR LIQUID

60258-0263
GFN 1200/ DM 60 TABLETS

60258-0264
GFN 600/PSE60/DM30 TABLETS

60258-0266
GFN/PSE TABLETS

60258-0267
GFN 1000/ DM60 TABLETS

60258-0269
GFN 600/PHENYLEPHRINE 20 MG TABS

60258-0274
GFN 600/ PHENYLEPHRINE 40

60258-0275
GUAIFENESIN 400MG TABLETS       

60258-0277
G/P 1200/75                                                   

60258-0284
GFN 1200/ PHENYLEPHRINE 40    

60575-0078
RESPA DM
60575-0087
RESPA 1 ST
60575-0457
TRIKOF-D

60575-0786
RESPA BR                                                

60575-0787
RESPA-PE

62022-0132
ENTEX PSE CAPSULES

62022-0333
ENTEX LA CAPSULES

62022-0334
ENTEX ER

62037-0827
GENERIC ENTEX LA 30/400 MG

63717-0240
XPECT-AT TABLETS

63717-0241
XPECT PE TABLETS

63717-0705
XPECT HC        

64125-0126
GUAIFENESIN & DEXTROMETHARPHEN HBR 1200/60MG TABLETS

64376-0033
PSEUDO GG TR TABS
64376-0539
GUAIPHEN PD TR TAB

64376-0540
GUAIPHEN D TR TAB

64376-0541
GUAIPHEN D 1200 TR TAB

64543-0140
LIQUIBID D 1200
64543-0150
LIQUIBID D BIPHASIC TAB

64543-0240
LIQUIBID D 1200 BIPHASIC 90’S

64543-0246
LIQUIBID PD BIPHASIC TAB

66813-0525
ENTEX PSE

NDC
Product Name

66813-0535
ENTEX LA

66869-0316
DURADEX FORTE

66869-0614
DURAPHEN DM

66869-0616
DURADEX

66869-0626
DURAMAX TABS

66869-0669
DURAPHEN 1000

66869-0715
DURAPHEN II DM

66869-0805
DURAPHEN FORTE

66869-0822
DURAPHEN II

66870-0012
AMBIFED-G

66870-0015
AMBIFED-G DM

66870-0115
AMBI 45/800

66870-0116
AMBI 45/800/30

66870-0118
AMBI 80/700

66870-0119
AMBI 80/700/40

66870-0120
AMBI 1000/55

66870-0121
AMBI 60/580

66870-0122
AMBI 60/580/30

66870-0218
AMBI 80/780

66870-0219
AMBI 80/780/40

66870-0713
05/01/1000

66870-0912
AMBI 60/1000

66870-0915
AMBI 60/1000/30

66870-0919
AMBI 40/1000

66870-0920
AMBI 40/1000/60

66993-0312
GUAIFENESIN DM TABLETS 1000/60 MG

66993-0325
GUAIFENESIN/PHENYLEPHRINE TABS  

66993-0326
PHENYLEPHRINE/GUAIFENESIN TABS

66993-0327
GUAIFENESIN/PHENYLEPHRINE HCL

66993-0328
PHENYLEPHRINE/GUAIFENESIN TABS

66993-0332
PSE HCI/GUAIFENESIN TABLETS 120/1200MG

67204-0064
SITREX TABLETS
67204-0076
SITREX TABLETS 20/1200

68032-0133
GUAPHEN FORTE 1200 MG

68032-0134
GUAPHEN II DM 800 MG

68032-0164
PHENYLEPHRINE HCI 20MG GUAIFENESIN 600MG LA

68032-0180
GUAIFENESIN AND PHENYLEPHRINE HCL

68032-0183
DEXTROMETH HBR 60 MG, PSEUDO 90 MG

68032-0184
PSEUDO HCL 90 MG, GUAIF 800 MG

68032-0185
PSEUDOEPHEDRINE HCL 60 MG GUAIFENESIN 500 MG SR

68032-0186
PSEUDO HCL 45 GUAIFENESIN 800 DEXTROMETHORPHAN HBR 300 LA

68032-0187
PSEUDOEPHEDRINE HCL 45 MG GUAIFENESIN 800 MG LA

68084-0115
GUAIFENSIN W/D-METHORPHARN HBR TAB 1200-60MG
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