RANITIDINE HYDROCHLORIDE - ranitidine hydrochloride injection, solution
Zydus Lifesciences Limited

Ranitidine Injection, USP
Pharmacy Bulk Package—Not for Direct Infusion
Rx only

PRINCIPAL DISPLAY PANEL - 40 mL Vial Container Label
NDC 72785-0001-1

Ranitidine Injection USP

1000 mg/40 mL

(25 mg/mL*)

40-mL Pharmacy Bulk package - Not for Direct Infusion

Sterile

Rx only

Zydus pharmaceuticals

NDC 72785-0001-1 Contents should be used as soon as possible following initial closure puncture. | I I I I

TE *Each 1 mL of agueous solution containg ranitdine 25 myg (as the hydrochlorids)
Ra n |t| d ine phanol 5 mg as preservative; monobasic potassium phosphate and ditasic sodium phosphats a3 buffers.
- m See package insert fior Dosage and Administration and directions fior use of Pharmacy Bulk Package.
I nJ e ctl o n U S P Store bedween 4° and 25°C (39° to 77°F); excursions permitted fo 30°C (86°F).
Protect from Bght. Store vial in carton until time of use.
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PRINCIPAL DISPLAY PANEL - 40 mL Vial Carton Label
NDC 72785-0001-1

Ranitidine Injection USP

1000 mg/40 mL

(25 mg/mL*)

40-mL Pharmacy Bulk Package - Not for Direct Infusion
Sterile

Rx only

Zydus pharmaceuticals
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NDC 72785-0001-1

Ranitidine
Injection USP

1000 mg/40 mL
(25 mg/mL”)

40-mL Pharmacy Bulk Package -
Not for Direct Infusion

| Rev: 1218

*Each 1 mL of aqueous solution contains
ranitidine 25 mg (as the hydrochloride);
phenol 5 mg as preservative; monobasic
potassium phosphate and dibasic sodium
phosphate as buffers.

Usual Adult Dosage: 50 mg (2 mL)
every & fo 8 hours. See package insert
for full prescribing information.

The pharmacy bulk package is for usein a
pharmacy admixture service only under a
laminar flow hood. The closure should be
penetrated only once with a sterile fransfer
set or other sterile dispensing device,
which allows measured distnbution of the
contents, and the contents dispensed in
aliquots using aseptic technigue.
Contents should be used as soon as
possible following initial closure
puncture. Discard any unused portion
within 24 hours of first entry.

Following closure puncture, container
should be maintained below 30°C (86°F)

NDC 72785-0001-1

Ranitidine | ]
Injection USP

1000 mg/40 mL
(25 mg/mL”)

40-mL Pharmacy Bulk Package -
Not for Direct Infusion

directions for use.

Date of Entry]_
Time of Entry1

72785100011
See package insert for complete

Store between 4% and 25°C (39° and
TT°F); excursions permitted to 30°C
(86°F). Protect from light. Store vial in
carton until time of use.

Ranitidine injection USP tends to exhibit
a yellow color that may intensify over time
without adversely affecing potency.

DISCARD 24 HOURS AFTER INITIAL ENTRY.
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RANITIDINE HYDROCHLORIDE

ranitidine hydrochloride inj

Product Information
Product Type

Route of Administration

ection, solution

HUMAN PRESCRIPTION DRUG

INTRAMUS CULAR, INTRAVENOUS

Item Code (Source)

NDC:72785-0001




Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
RANITIDINE HYDROCHLORIDE (UNII: BK76465IHM) (RANITIDINE - RANITIDINE 25 mg
UNII:884KT10YB7) in 1 mL
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV)
POTASSIUM PHOSPHATE, MONOBASIC (UNII: 4)9FJOHL51)
SODIUM PHOSPHATE, DIBASIC (UNIl: GR686LBA74)

Product Characteristics

Color YELLOW (colorless to yellow) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:72785- ;
1 0001-1 1in 1 CARTON 02/21/2019
1 40 mL in 1 VIAL, PHARMACY BULK PACKAGE; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091534 02/21/2019
Labeler - Zydus Lifesciences Limited (873671928)
Registrant - zydus Lifesciences Limited (873671928)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 873671928 ANALYSIS(72785-0001) , MANUFACTURE(72785-0001)

Revised: 11/2022 Zydus Lifesciences Limited
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