ZYCUBO- copper histidinate injection, powder, lyophilized, for solution
Zydus Lifesciences Limited

ZYCUBO® (Copper Histidine) for Injection

SPL UNCLASSIFIED

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
NDC 70771-1977-1

ZYCUBO (copper histidinate) for injection

2.9 mg/vial

For subcutaneous use

Single-Dose Vial

Discard unused portion after each single use.

Do not administer more than one dose from the vial.

Rx only

r Rxonly  Store unopened vials refrigerated at 2°C to 8°C (36°F to 4E°F].\\

i @ Reconstitute each vial with 1 mL sterile 0.9%
- — £ V’:L'E c Sodium Chloride Injection, USP. %
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I i inianti The resulting concentration is 2.9 ma/mL copper
ﬂ— {EHWH hlilidill III]EI}IHH! histidinate, equivalent to 0.5 mg/mL elemental copper.
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Do not administer more than one dose
> from the vial

ZYCUBO

copper histidinate injection, powder, lyophilized, for solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1977
Route of Administration SUBCUTANEOUS



Active Ingredient/Active Moiety

Basis of

Ingredient Name Strength

Strength

COPPER HISTIDINATE (UNII: 9078K3MO9U) (COPPER HISTIDINATE -
UNII:9078K3MO9U) COPPER HISTIDINATE 2.9 mg

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- :
1 1977-1 1in 1 CARTON 01/26/2026
1 1in 1 VIAL, GLASS; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA211241 01/12/2026
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