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CONSIDER THIS DATE

e Action date to be consider as reference date for the approval of ANDA product from FDA and MAI Application to be
initiate with this date.
e Financial Year will be consider based on the Action date



DMF Approval / Type — Il products: Link shown below:
https://www.fda.gov/media/85138/download

After click on this link An Excel sheet will be downloaded as shown below:
e Financial Year will be consider based on the Complete Assessment Review date.

e In this Excel sheet, Complete Assessment Review date to be consider as reference date for the approval of
DMF product from FDA and MAI Application to be initiate with this date.
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Cnmpleteness
Appl Assessment

Type/Number |Holder Subject Payment Date WReview Date
PARFONE BITARTRATE

MF 0001591 SPECGX LLC (DIHYDROCODEINE BITARTRATE) 1214012 1072412
FIS FABBRICA MALLAMA NITROFURANTOIN & NITROFURANTOIN

MF 000453 SINTETICI SPA MACROCRYSTALS 1202112 1M8M3
FIS FABBRICA IMALLAMNA

MF 000487 SINTETICI SPA CHLORDIAZEPOXIDE HCL 102817 111817
CAMBREX PROFARMACO

MF 000745 MILANCG SRL CHLORDIAZEPOXIDE HYDROCHLORIDE 41317 11817
CAMBREX PROFARMACO

MF 000881 MILANO SREL HY¥DROCHLOROTHLAZIDE 1201112 111113
CAMBREX PROFARNMACO

MF 0003323 MILANO SRL CHLOROTHIAZIDE 9/21/20 0/25/20
AJINONMOTO CO INORTH

MF 001076 CAROLINA AMINO ACID PRODUCTS 721138 S48

MF 001166 SIEGFRIED USA LLC BUTALBITAL USP 124312 111112

MF 001241 FMC LITHIUKM SUB FMC CORP |LMHIUM CARBOMATE 221138 SroMa

MF 001356 CARBOWAX POLYETHYLENE GLYCOL 11HM6M2 11113

DOV CHEMICAL CO



