DICLOFENAC SODIUM- declofenac sodium tablet, delayed release
DIRECT RX

DICLOFENAC SODIUM DR 75mg 20 TABS
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DICLOFENAC SODIUM

declofenac sodium tablet, delayed release

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
DICLOFENAC SODIUM (UNI: QTG126297Q) (DICLOFENAC - UNIL:14408QLOL1)

Inactive Ingredients
Ingredient Name
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
PO VIDO NE, UNSPECIFIED (UNIL: FZ989 GHI 4E)
TALC (UNIE: 7SEV7J4R1U)
MAGNESIUM STEARATE (UNII: 70097M6130)

Item Code (Source)

DICLOFENAC SODRM DVR TSmg
MOCE1T-685-20 20 Tal
Lot Exp Date B3/17

Mg NDC 16571 — 31 — 11

NCLOFENAL S0DHM D TSmyg
INDL 61575 — 885 - 20 o Tal
Ll Exp Disle BUN7T

[Wig MDC 16571 — 200 =11

DICLOFEMAL SO0 VR TSmp
MOC B1979-686-20  207Tal
Lot Exp Date G317

Mg NDC 16571201 -11

MCLOFEMAL S004UM DA T5mg
NOC GIS15—-6B6-20  20Tal
Ll Exp D 0317

¥y MDC 16571 -1 - 11

Basis of Strength
DICLOFENAC SODIUM

METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNIL: NX76LV5T8))

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIL: 3WJQ0SDW1A)
HYPROMELLO SES (UNIL: 3NXW29V3WO)

FERRIC O XIDE RED (UNII: 1IKO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 02MRT)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

WATER (UNIL: 059QF0KOOR)

LACTOSE MONOHYDRATE (UNI: EWQ57Q8I5X)

Product Characteristics

Color brown (Light Brown) Score
Shape ROUND Size
Flavor Imprint Code

no score
10mm

P;75

NDC:61919-686(NDC:16571-201)

Strength
75 mg

Strength



Contains

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61919-686-20 20 in 1 BOTTLE; Type 0: Not a Combination Product  03/22/2016

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA077863 03/22/2016

Labeler - DIRECT RX (079254320)

Establishment
Name Address ID/FEI Business Operations
DIRECT RX 079254320 repack(61919-686)

Revised: 4/2016 DIRECT RX
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