PIROXICAM- piroxicam capsule
Zydus Lifesciences Limited

PIROXICAM CAPSULES

SPL MEDGUIDE

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1429-3 in bottle of 30 capsules

Piroxicam Capsules, USP, 10 mg

Rx only
30 capsules
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Each capsule contains 10 mg of
piroxicam,USP.

Usual Dosage: See package insert for
complete prescribing information.
One capsule per day.

Store at 20°C to 25°C (68°F to 77°F)
[See USP Controlled Room Temperature].

Dispense in tight, light-resistant
containers (USP).

KEEP THIS AND ALL DRUGS OUT OF
THE REACH OF CHILDREN.

Manufactured by:
Cadila Healthcare Ltd.
Ahmedabad, India
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NDC 70771-1430-3 in bottle of 30 capsules
Piroxicam Capsules, USP, 20 mg

Rx only

30 capsules
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PIROXICAM
piroxicam capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1429
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
PIROXICAM (UNIl: 13T406VMAM) (PIROXICAM - UNII:13T406VMAM)

Inactive Ingredients

Ingredient Name
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
GELATIN (UNIl: 2G86QN327L)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNII: 08232NY3S))

Basis of Strength Strength
PIROXICAM 10 mg

Strength




TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color GREEN (DARK GREEN-LIGHT GREEN) Score no score
Shape CAPSULE (CAPSULE) Size 18mm
Flavor Imprint Code 742
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 14293 Product R
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
2 1429-9 Product 01/10/2019
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
3 14201 Product 01/10/2019
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
4 1429-5 Product 01/10/2019
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
5 1429-0 Product R
NDC:70771- :
6 1429-4 10 in 1 CARTON 01/10/2019
6 NDC:70771- 10 in 1 BLISTER PACK; Type 0: Not a Combination
1429-2 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA205585 01/10/2019
PIROXICAM
piroxicam capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1430
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength
PIROXICAM (UNIl: 13T406VMAM) (PIROXICAM - UNII:13T406VMAM) PIROXICAM 20 mg

Inactive Ingredients



Ingredient Name
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
GELATIN (UNIl: 2G86QN327L)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNII: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color GREEN (DARK GREEN-DARK GREEN) Score

Shape CAPSULE (CAPSULE) Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description sl Sl

Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

1 1430-3 Product ALY AR
NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination

2 1430-9 Product 01/10/2019
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination

3 1430-1 Product 01/10/2019
NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination

4 1430-5 Product 01/10/2019
NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination

3 1430-0 Product REARR
NDC:70771- .

6 1430-4 10 in 1 CARTON 01/10/2019

6 NDC:70771- 10 in 1 BLISTER PACK; Type 0: Not a Combination
1430-2 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA205585 01/10/2019

Labeler - zydus Lifesciences Limited (918596198)

Strength

no score
18mm
743

Marketing End
Date

Marketing End
Date
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