ZINC SULFATE- zinc sulfate injection, solution

Zydus Lifesciences Limited

ZINC SULFATE INJECTION for intravenous use

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1848-1
Zinc Sulfate Injection, USP
10 mg/10 mL (1 mg/mL) of zinc

For intravenous use after dilution and admixing
PHARMACY BULK PACKAGE-Not for Direct Infusion

STERILE
10 mL
Rx only
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NDC 70771-1848-7
Zinc Sulfate Injection, USP
10 mg/10 mL (1 mg/mL) of zinc

For intravenous use after dilution and admixing
PHARMACY BULK PACKAGE-Not for Direct Infusion

25 x 10 mL Vials
STERILE
10 mL
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Rx only
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Substrate : 350 GSM FBB board.

Form of supply : Bundle

Special Instructions : Carton with separate honeycomb structure. Honeycomb for 25 vials (5x5).

Honeycomb structure with 350 GSM FBB board.
Honeycomb structure dimension: 130 x 40 mm.
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Zinc Sulfate Injection, USP

For intravenous.
PHARMACY BULK PACKAGE - Not for Direct Infusion

STERILE

aci 1,500 mel o
0 15° 10 30°C (59" to 86°F) [see USP Controlled Room Temperature]

DISCARD UNUSED PORTION.
Recommended Dose: See Prescriting Information.

use after dilution and admixing

25X 10 mL Vials
o Rxonly @

i Zinc Sulfate Injection, USP

For intravenous use aftr dilution and admixing

PHARMACY BULK PACKAGE - Not for Direct Infusion

STERILE
25X 10 mL Vials.
Reonly

NDC 70771-1849-1

Zinc Sulfate Injection, USP

30 mg/10 mL (3 mg/mL) of zinc

For intravenous use after dilution and admixing
PHARMACY BULK PACKAGE-Not for Direct Infusion
STERILE

10 mL

Rx only

GUUDRUGS/GI28/1609

Manufactured by:
2ydus Lifesciences Limi

ted.

Vadodara - 391510, India.
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Zinc Sulfate
Injection, USP

30 mg*/10 mL

(3 mg*/mL) of zinc

For intravenous use after dilution and admixing
[PHARMAC‘!" BULK PACKAGE - Not for Direct Infusizon]

STERILE 10mL
zvd@ Rx only
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NDC 70771-1849-7
Zinc Sulfate Injection, USP
30 mg/10 mL (3 mg/mL) of zinc

*Each mL provides 3 mg of zinc (present as 7.41 mg of zinc sulfate), water

for injection g.s. pH adjusted with sulfuric acid. Contains no more than
2,500 megfL of aluminum. Store at 20°C to 25°C (68°F to 77°F)

[see USP Controlled Room Temperature]. DISCARD UNUSED PORTION.

Recommended Dose: See Prescribing Information.
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For intravenous use after dilution and admixing
PHARMACY BULK PACKAGE-Not for Direct Infusion

25 X 10 mL Vials
STERILE

10 mL

Rx only
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Substrate : 350 GSM FBB board.

Form of supply : Bundle

Special Instructions : Carton with separate honeycomb structure. Honeycomb for 25 vials (5x5).
Honeycomb structure with 350 GSM FBB board.

Honeycomb structure dimension: 130 x 40 mm.

NDC 70771-1850-1
Zinc Sulfate Injection, USP
25 mg/5 mL (5 mg/mL) of zinc
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For intravenous use after dilution and admixing
PHARMACY BULK PACKAGE-Not for Direct Infusion

STERILE

5 mL

Rx only

=

.-8 —
~——Zinc Sulfate Injection, USP
= ’
© — 25 mg*/5 mL
o — (5 mg*/mL) of zinc
o For intravenous use after dilution and admixing
o I [PHARWACY BULK PACKAGE - Not for Direct Infusion)
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*Each mL provides 5 mg of zinc (present as 12 34 mg of zinc sulfate),
water for injection q.s. pH adjusted with sulfuric acid. Contains no more
than 2,500 meg/L of aluminum. Store at 20°C to 25°C (68°F to 77°F)
[see USP Controlled Room Temperature]. DISCARD UNUSED PORTION.
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NDC 70771-1850-7

Zinc Sulfate Injection, USP

25 mg/5 mL (5 mg/mL) of zinc

For intravenous use after dilution and admixing
PHARMACY BULK PACKAGE-Not for Direct Infusion
25 X 5 mL Vials

STERILE

5 mL

Rx only

-_ *Each mL provides 5 mg of zinc (present as 12.34 mg of zinc sulfate), |

o water for injection q.s. pH adjusted with sulfuric acid. Contains no more
o — than 2,500 meg/L of aluminum. Store at 20°C to 25°C (68°F to 77°F)
o - ZI nc SU|fatE Injecltlon USP [see USP Controlled Room Temperature]. DISCARD UNUSED PORTION.
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ZINC SULFATE
zinc sulfate injection, solution
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1848
Route of Administration INTRAVENOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ZINC SULFATE (UNII: 89DS0H96TB) (ZINC CATION - UNII:13S1S8SF37) ZINC SULFATE 1mg inlmL
Inactive Ingredients
Ingredient Name Strength

SULFURIC ACID (UNIl: O40UQP6WCF)
WATER (UNIl: 059QFOKOOR)



Packaging

Marketing Start

# [Item Code Package Description

Date
NDC:70771- .
1 1848-7 25 in 1 CARTON 12/07/2023
1 NDC:70771- 10 mL in 1 VIAL; Type 0: Not a Combination
1848-1 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA217074 12/07/2023

ZINC SULFATE

zinc sulfate injection, solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name

ZINC SULFATE (UNIl: 89DS0H96TB) (ZINC CATION - UNI:13S1S8SF37) ZINC SULFATE

Inactive Ingredients

Ingredient Name
SULFURIC ACID (UNIl: 040UQP6WCF)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description HEILIEEIE) DS
Date
NDC:70771- .
1 184907 25 in 1 CARTON 12/07/2023
1 NDC:70771- 10 mL in 1 VIAL; Type 0: Not a Combination
1849-1 Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

Marketing Start
Date

Basis of Strength

Marketing End
Date

Marketing End
Date

NDC:70771-1849

Strength
3mg inl1mL

Strength

Marketing End
Date

Marketing End
Date



ANDA ANDA217074 12/07/2023

ZINC SULFATE

zinc sulfate injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1850

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ZINC SULFATE (UNIl: 89DSOH96TB) (ZINC CATION - UNII:13S1S8SF37) ZINC SULFATE 5mg in1mL

Inactive Ingredients

Ingredient Name Strength
SULFURIC ACID (UNIl: 040UQP6WCF)
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1850-7 25 in 1 CARTON 12/07/2023
1 NDC:70771- 5 mLin 1 VIAL; Type 0: Not a Combination
1850-1 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA217074 12/07/2023

Labeler - Zydus Lifesciences Limited (918596198)

Establishment

Name Address ID/FEI Business Operations
Zydus Lifesciences 873671928 MANUFACTURE(70771-1848, 70771-1849, 70771-1850) , ANALYSIS(70771-
Limited 1848, 70771-1849, 70771-1850)

Revised: 8/2023 Zydus Lifesciences Limited
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