INDOMETHACIN- indomethacin suppository
Zydus Lifesciences Limited

INDOMETHACIN suppositories, for rectal use

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1766-7

Indomethacin Suppositories USP, 50 mg

30 rectal suppositories

Rx only
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NDC 70771-1766-7

Indomethacin

Suppositories,
USP

For Rectal Use Only

PHARMACIST: Dispense the
Medication Guide provided
separately to each patient.

30 Suppositories

2yd®

Pharmaceuticals
D

Rx only

FOR RECTAL USE ONLY.

Each rectal suppository confains:
indomethacin, USP 50 ma
Inacfive Ingredient: Hard fat

Directions for Suppository Insertion:

1. Remove foil wrapper.

2. Moisten suppository with water.

3. Insert pointed end first well into
rectum.

4. Ifresistance to inserfion is
experienced, or suppository is
expelled, the suppository may be
inserted fiat end first

5. Prevenfion of expulgion may also
necessitate holding the butiocks
fogether.

€. [Ifthe suppository cannot be retained,
discontinue use.

Usual Dosage: See inzert for detailed
information regarding dosage and
precautions fior use.

Siore refrigerated between 2°C to 8°C
(36°F to 46°F).

This package iz not child resistant.
Keep this and all drugs out of the reach
of children.

Medication Guide available at
www Zydususa comimedguides
orcall 1-877-993-8779.
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INDOMETHACIN

indomethacin suppository

Product Information
Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG
RECTAL

Item Code (Source)

NDC:70771-1766




Active Ingredient/Active Moiety
Ingredient Name

Basis of Strength Strength

INDOMETHACIN (UNII: XXELCET956) (INDOMETHACIN - UNII:XXE1CET956) INDOMETHACIN 50 mg

Inactive Ingredients

Ingredient Name
HARD FAT (UNII: 8334LX7521)

Product Characteristics

Color WHITE (off-white to yellowish white)
Shape

Flavor

Contains

Packaging
# Item Code Package Description

NDC:70771-
1766-7

NDC:70771- 6 in 1 BLISTER PACK; Type 0: Not a Combination
1766-6 Product

5in 1 CARTON

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA216184

Labeler - zydus Lifesciences Limited (918596198)

Strength

Score
Size
Imprint Code

Marketing Start Marketing End
Date Date

08/03/2023

Marketing Start Marketing End
Date Date

08/03/2023

Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1766) , MANUFACTURE(70771-1766)

Revised: 8/2023

Zydus Lifesciences Limited
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