il on 15-Feb-2025

of 01-May-2019

lonographs
-BB26-4B8D-A8F2-7FD6219FF663_4_en-US
31003/USPNF_M36700_04_01

Sodium Injection

njection is a sterile solution of Heparin Sodium in Water for Injection. Heparin sodium used in the manufacture of Heparin
)n complies with the compendial requirements stated in the Heparin Sodium monograph. Heparin Sodium Injection exhibits
NMT 110.0% of the potency stated on the label in terms of USP Heparin Units per milliliter.

YOTENCY

‘a and Anti-Factor lla Assays for Unfractionated and Low Molecular Weight Heparins (208), Anti-Factor Xa and Anti-Factor lla
actionated Heparin, Anti-Factor lla Activity for Unfractionated Heparin.)

eria: 90.0%-110.0%

xins TesT (85): NMT 0.03 USP Endotoxin Units/USP Heparin Unit

ER IN INnJECTIONS (788): Meets the requirements for small-volume injections
.5

rs: Meets the requirements for Injections and Implanted Drug_Products (1)

JUIREMENTS
oRrAGE: Preserve in single-dose or multiple-dose containers, preferably of Type | glass, and store between 20° and 25° at
emperature.

els and Labeling_for Injectable Products,AQuantity and Total Volume for Injectable Drug Products Packaged in Single- and

WQINErs o (CN-1-Mav-2019)-: AFor injectable drug products greater than 1 mL, whether packaged in single- or multiple-dose
1antity per total volume should be the primary and prominent expression on the principal display panel of the label, followed in
y quantity per milliliter enclosed by parentheses. For containers that hold a volume of less than 1 mL, the quantity per fraction
1ld be the only expression of strength. For containers that hold a volume equal to 1 mL, the strength should be expressed as
guantity/1 mL. 5 (usp 1-May-2019) For further information, see the entirety of Injections and Implanted Drug Products (1). Label it

sue and the animal species from which it is derived.

Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee
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