OXAZEPAM- oxazepam capsule
TruPharma, LL.C

Oxazepam Capsules, USP

Principal Display Panel
Oxazepam Capsules, USP

PHARMACIST: Dispense the accompanying Medication Guide to each patient

NDC 10mg 52817-290-10

CIv Oxazepam Capsules, USP
10mg

Rx only

100 Capsules

TruPharma

NDC 52817-290-10

() Oxazepam

FHARIIM:IST I]I:p the accompanying
Medication Guide 10 each patient

H TruFhartmea

Rx Only
100 Capsules

Each capsule contans: 10mg axazepam, USP. 0
Usual Desage: See padcage ouiser | for il
puuhnailcrr:nm

Store at 20° fo 25°C (687 to 77°F).
[See ISP Contralled Raam Teamper ahu e
ma:#&.ﬂ&mm:

nhe S
Capsule imprint: FBP 660

Mamrtactured by
Mrontida Biolharm, ke,
Philadeiphia, PA 19124
Distributad by:
TruPharma, LLC
Tanpa, FL 33609

Principal Display Panel

NDC 15 mg 52817-291-10
CIv Oxazepam Capsules, USP
15mg

PHARMACIST: Dispense the accompanying Medication Guide to each patient

Rx only
100 Capsules

TruPharma



DC 52817-291-10

J Oxazepam

PHARMAGCIST: Dispense the aceompanying
Medication Guide to each patient

" Rx
e 100 capsou:z

Each capsuls contains: 15mg axazepam, USP. 4]
Usual Dosage: Sce pakiage wise | lor il ———
prescribing information.

Store at 20° tp 25°C {68° tv 77°F).
[See USP Cantralled Room Tamper ahy ]

et e T e
Capsule imprint: FBP 851

Mamifactired by
rontida Bielharm, Ihc.
Philadalphin, PA 19174
Distributad by:
TruPhaima, LLC
Tampa, FL 33609

Principal Dis play Panel
NDC 30 mg 52817-292-10
CIv Oxazepam Capsules, USP

30mg

PHARMACIST: Dispense the accompanying Medication Guide to each patient

Rx only
100 Capsules

TruPharma

o HOC S2017-382 40

FMHHM : Dispense the aeéaiﬁpamlm
Medication Guide to each patient

IR

Rx Only
100 Capsules

Each capsule contains: 30mg exazepam, USP, o
Usual Dasage: See pudcige oulse | for iull -
prescribing infarmation.
Store at 20° fo 25°C {68° to 77°F).
[See USP Cantralled Roan Tempeat ahu ]
11 abght, hgit-resslad codane &
b st
Capsule imprnt: FBP 662
Manirfactured by:
[ventida Biolharm, Inc.
Philadelphia, PA 19124
Distributad by:
TruPhaima, LLC
Tampa, FL 33609 Rev 00 08/18 s

OXAZEPAM

oxazepam capsule

Product Information
Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG

ORAL

Item Code (Source)

DEA Schedule

NDC:52817-290

CIv




Active Ingredient/Active Moiety

Ingredient Name
OXAZEPAM (UNI: 6 GOW6DWN2A) (OXAZEPAM - UNI:6 GOW6DWN2A)

Inactive Ingredients

Ingredient Name
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
D&C YELLOW NO. 10 (UNIE: 358W5USQ3G)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C BLUE NO. 2 (UNI: L06K8R7DQK)
FD&C RED NO. 40 (UNI: WZB9127XO0A)
FERRO SOFERRIC O XIDE (UNI: XMO0M87F357)
GELATIN (UNIE: 2G86QN327L)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MICRO CRYSTALLINE CELLULOSE (UNII: OP1R32D6 1U)
BUTYL ALCOHOL (UNIL: 8PJ61P6TS3)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
ALCOHOL (UNIE: 3K9958 V90 M)
SHELLAC (UNIL: 46N107B710)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score

Shape CAPSULE Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:52817-290-10 100 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
ANDA ANDA071026

OXAZEPAM

oxazepam capsule

Product Information

Basis of Strength Strength
OXAZEPAM 10 mg

Strength

no score
14mm

FBP660

Marketing Start Date Marketing End Date
05/15/2020

Marketing Start Date Marketing End Date
05/15/2020



Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:52817-291

Route of Administration ORAL DEA Schedule CIv

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
O XAZEPAM (UNI: 6 GOW6DWN2A) (OXAZEPAM - UNI:6 GOW6DWN2A) OXAZEPAM 15 mg
Inactive Ingredients
Ingredient Name Strength

CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)
D&C YELLOW NO. 10 (UNIL 355SW5USQ3G)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

FERRO SOFERRIC O XIDE (UNII: XM0M87F357)
GELATIN (UNIL: 2G86QN327L)

LACTOSE MONOHYDRATE (UNI: EWQ57Q8I15X)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)
BUTYL ALCOHOL (UNII: 8PJ6 1P6 TS 3)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
ALCOHOL (UNIL: 3K9958V90M)

SHELLAC (UNII: 46 N107B710)

SODIUM LAURYL SULFATE (UNI: 368GB5141J)
TITANIUM DIO XIDE (UNIL 15FIX9 V2JP)

FD&C YELLOW NO. 6 (UNI: H77VEI93A8)

Product Characteristics

Color RED Score no score

Shape CAPSULE Size 14mm

Flavor Imprint Code FBP661

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:52817-291-10 100 in 1 BOTTLE; Type 0: Not a Combination Product  05/15/2020

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA071026 05/15/2020



OXAZEPAM

oxazepam capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:52817-292

Route of Administration ORAL DEA Schedule CIv

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
O XAZEPAM (UNI: 6 GOW6DWN2A) (OXAZEPAM - UNI:6 GOW6DWN2A) OXAZEPAM 30 mg
Inactive Ingredients
Ingredient Name Strength

CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)
D&C YELLOW NO. 10 (UNIL 355W5USQ3G)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

FERRO SOFERRIC O XIDE (UNII: XM0M87F357)
GELATIN (UNIL: 2G86QN327L)

LACTOSE MONOHYDRATE (UNI: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)
BUTYL ALCOHOL (UNIL: 8PJ6 1P6 TS 3)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
ALCOHOL (UNIL: 3K9958V90M)

SHELLAC (UNI: 46N107B710)

SODIUM LAURYL SULFATE (UNI: 368GB5141J)
TITANIUM DIO XIDE (UNIIL 15FIX9V2JP)

D&C RED NO. 28 (UNII: 76 7IP0 YSNH)

Product Characteristics

Color RED Score no score

Shape CAPSULE Size 14mm

Flavor Imprint Code FBP662

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:52817-292-10 100 in 1 BOTTLE; Type 0: Not a Combination Product 03/19/2020

Marketing Information



Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA071026 03/19/2020

Labeler - TruPharma, LLC (078533947)

Revised: 5/2020 TruPharma, LLC
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