IBUPROFEN- ibuprofen tablet, film coated
Bryant Ranch Prepack

IBUPROFEN 400 MG - 600 MG AND 800 MG TABLETS

ibuprofen tablets 400 mg - 600 mg- 800 mg medguide

HOW SUPPLIED
Product: 71335-1396

NDC:
NDC:
NDC:
NDC:
NDC:
NDC:
NDC:
NDC:
NDC:
NDC:

71335-1396-0 84 TABLET, FILM COATED ina BOTTLE
71335-1396-1 20 TABLET, FILM COATED ina BOTTLE
71335-1396-2 15 TABLET, FILM COATED ina BOTTLE
71335-1396-3 40 TABLET, FILM COATED ina BOTTLE
71335-1396-4 21 TABLET, FILM COATED ina BOTTLE
71335-1396-5 30 TABLET, FILM COATED ina BOTTLE
71335-1396-6 90 TABLET, FILM COATED ina BOTTLE
71335-1396-7 100 TABLET, FILM COATED ina BOTTLE
71335-1396-8 120 TABLET, FILM COATED ina BOTTLE
71335-1396-9 60 TABLET, FILM COATED ina BOTTLE

Product: 71335-1503

NDC
NDC

NDC:
NDC:
NDC:
NDC:
NDC:
NDC:
NDC:
NDC:

71335-1503-0 21 TABLET, FILM COATED ina BOTTLE
71335-1503-1 20 TABLET, FILM COATED ina BOTTLE
71335-1503-2 15 TABLET, FILM COATED ina BOTTLE
71335-1503-3 30 TABLET, FILM COATED ina BOTTLE
71335-1503-4 40 TABLET, FILM COATED ina BOTTLE
71335-1503-5 60 TABLET, FILM COATED ina BOTTLE
71335-1503-6 90 TABLET, FILM COATED ina BOTTLE
71335-1503-7 120 TABLET, FILM COATED ina BOTTLE
71335-1503-8 50 TABLET, FILM COATED ina BOTTLE
71335-1503-9 100 TABLET, FILM COATED ina BOTTLE

Product; 71335-1517

NDC:
NDC:
NDC:
NDC:
NDC:

71335-1517-1 20 TABLET, FILM COATED ina BOTTLE
71335-1517-2 30 TABLET, FILM COATED ina BOTTLE
71335-1517-3 40 TABLET, FILM COATED ina BOTTLE
71335-1517-4 60 TABLET, FILM COATED ina BOTTLE
71335-1517-590 TABLET, FILM COATED ina BOTTLE



NDC: 71335-1517-6 120 TABLET, FILM COATED ina BOTTLE
NDC: 71335-1517-7 100 TABLET, FILM COATED ina BOTTLE
NDC: 71335-1517-8 21 TABLET, FILM COATED ina BOTTLE
NDC: 71335-1517-9 15 TABLET, FILM COATED ina BOTTLE

Ibuprofen 800mg T ablet

Packaged by Evgant Eanch Bunbant. EA 9504

101

PLLLEY

Take with food

Compare To:
Motrin 800mg Tablet

Store at room temp of

Marksans pharma Ltd. " 20°-25°C (68°-T7°F)
#20 Exp: MM/YY 5
NDC 7133513961 014701137774
Ibuprofen 600mg T ablet
Pachagea by Ergant Bancé Eundank. £A 71504
oy
S
:
& Store at room temp of
Compare To: 20°-25°C (68°-77°F)
Motrin 600mg Tablet " Keep all drugs out of
Marksans Phama Lid . reach of children.
#20 Exp: MMYY g
NDC 7133515031 014691140730

Ibuprofen 400mg Tablet



Packased by Evpans Bancé Eundaud. (2rd 150G

101

880T+1

Store at room temp of
CoeTipane:To: 20°-25°C (68°-77°F)

Motrin 4DDmg Tablet KEEP all drugs out of
Marksans Pharma Ltd 5 reach of children.
#20 Exp: MMYY 2
NDC 7133515171 014681141088
IBUPROFEN
ibuprofen tablet, film coated
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:71335-1396(NDC:49483-604)
Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
IBUPRO FEN (UNI: WK2XYI10QM) (IBUPROFEN - UNIEWK2XYI10 QM)

Inactive Ingredients

Ingredient Name
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNI: M28 OL 1HH48)
MAGNESIUM STEARATE (UNII: 7009 7M6130)
MICRO CRYSTALLINE CELLULOSE (UNIE: OP1R32D6 1U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQOSDWI1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNI: 532B59J990)
STARCH, CORN (UNI: 08232NY3SJ)
TALC (UNI: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics

Color white Score
Shape CAPSULE Size
Flavor Imprint Code

Contains

Basis of Strength Strength
IBUPROFEN 800 mg

Strength

no score
19mm

123




Packaging
Item Code Package Description Marketing Start Date Marketing End Date
NDC:71335-1396-0 84 in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019
NDC:71335-1396-1 20 in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019
NDC:71335-1396-2 15in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019

NDC:71335-1396-4 21in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019
NDC:71335-1396-5 30 in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019
NDC:71335-1396-6 90 in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019
NDC:71335-1396-7 100 in 1 BOTTLE; Type 0: Not a Combination Product 11/18/2019
NDC:71335-1396-8 120 in 1 BOTTLE; Type 0: Not a Combination Product  11/18/2019
10 NDC:71335-1396-9 60 in 1 BOTTLE; Type 0: Not a Combination Product 11/18/2019

#
1
2
3
4 NDC:71335-1396-3 40 in 1 BOTTLE; Type 0: Nota Combination Product 11/18/2019
5
6
7
8
9

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA090796 12/30/2015

IBUPROFEN
ibuprofen tablet, film coated

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:71335-1503(NDC:49483-603)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNI: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN 600 mg
Inactive Ingredients
Ingredient Name Strength

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)

CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
MAGNESIUM STEARATE (UNII: 70097M6130)

MICRO CRYSTALLINE CELLULOSE (UNI: OP1R32D6 1U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQO0SDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
STARCH, CORN (UNII: 08232NY3SJ)

TALC (UNII: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

Product Characteristics

Color white Score no score



Shape CAPSULE Size

Flavor Imprint Code
Contains

Packaging

Item Code
NDC:71335-1503-0
NDC:71335-1503-1
NDC:71335-1503-2

# Package Description
1

2

3

4 NDC:71335-1503-3

5

6

7

8

9

21in 1 BOTTLE; Type 0: Not a Combination Product
20 in 1 BOTTLE; Type 0: Nota Combination Product
15in 1 BOTTLE; Type 0: Nota Combination Product
30 in 1 BOTTLE; Type 0: Nota Combination Product
40 in 1 BOTTLE; Type 0: Not a Combination Product
60 in 1 BOTTLE; Type 0: Not a Combination Product
90 in 1 BOTTLE; Type 0: Not a Combination Product

NDC:71335-1503-4
NDC:71335-1503-5
NDC:71335-1503-6
NDC:71335-1503-7
NDC:71335-1503-8
10 NDC:71335-1503-9

120 in 1 BOTTLE; Type 0: Not a Combination Product
50 in 1 BOTTLE; Type 0: Nota Combination Product
100 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category
ANDA

Application Number or Monograph Citation
ANDA090796

IBUPROFEN
ibuprofen tablet, film coated

Product Information
Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
IBUPROFEN (UNIL: WK2XYI10 QM) (IBUPROFEN - UNIWK2XYI10 QM)

Inactive Ingredients

Ingredient Name
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNI: M28 OL1HH48)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MICRO CRYSTALLINE CELLULOSE (UNI: OP1R32D6 1U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNI: 532B59J990)
STARCH, CORN (UNI: 08232NY3SJ)
TALC (UNI: 7SEV7J4R1U)

18 mm

122

Marketing Start Date Marketing End Date
02/12/2020
02/12/2020
02/12/2020
02/12/2020
02/12/2020
02/12/2020
02/12/2020
02/12/2020
02/12/2020
02/12/2020

Marketing Start Date
12/30/2015

Marketing End Date

HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:71335-1517(NDC:49483-602)

Basis of Strength Strength
IBUPROFEN 400 mg
Strength



TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color white Score no score
Shape ROUND Size 13mm
Flavor Imprint Code 121
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71335-1517-1 20 in 1 BOTTLE; Type 0: Nota Combination Product 02/20/2020
2 NDC:71335-1517-2 30 in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
3 NDC:71335-1517-3 40 in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
4 NDC:71335-1517-4 60 in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
5 NDC:71335-1517-5 90 in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
6 NDC:71335-1517-6 120 in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
7 NDC:71335-1517-7 100 in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
8 NDC:71335-1517-8 21in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020
9 NDC:71335-1517-9 15in 1 BOTTLE; Type 0: Not a Combination Product 02/20/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA090796 12/30/2015

Labeler - Bryant Ranch Prepack (171714327)

Establishment

Name Address ID/FEI Business Operations
Bryant Ranch REPACK(71335-1517, 71335-1396, 71335-1503) , RELABEL(71335-1396, 71335-1503, 71335-
Prepack 171714327 1517)

Revised: 5/2020 Bryant Ranch Prepack
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