on 13-Feb-2025

»f 01-May-2018

nographs
B47-4970-978D-164AF5A43F83_3_en-US
1003/USPNF_M5220_03_01

ulant Sodium Citrate Solution

ium Citrate Solution is a sterile solution of Sodium Citrate in Water for Injection. It contains, in each 100 mL, NLT 3.80 g and

odium citrate dihydrate (CGHsNa307 : 2H20). It contains no antimicrobial agents.

lant Sodium Citrate Solution as follows.

+ (dihydrate)

409

tion, a sufficient quantity to make

1000 mL

sodium citrate (35.1 g) may be used instead of the dihydrate.]

m Citrate in sufficient Water for Injection to make 1000 mL, and filter until clear. Place the solution in suitable containers, and

:sts—GeneraL, Citrate (191): Meets the requirements when evaporated to a concentration of 1 in 20
:sTs—GENERAL, Sodium(191): Meets the requirements when evaporated to a concentration of 1 in 20

andard preparation 1, and Chromatographic system: Proceed as directed in Assay for Citric Acid/Citrate and Phosphate

. Pipet 10 mL of Solution into a suitable volumetric flask, and proceed as directed in Assay for Citric Acid/Citrate and

5),.Sample solution (for the assay of citric acid/citrate).

dard preparation 1 and Sample solution
lirected in Assay for Citric Acid/Citrate and Phosphate (345), Procedure.

: quantity, in g, of sodium citrate dihydrate (Cf>H5Na3O7 : ZHZO) in the volume of Solution taken:

Result = (r,/r) x C;x (M_/M_) x D x F
yeak area of citrate from the Sample solution
yeak area of citrate from Standard preparation 1
:oncentration of citrate in Standard preparation 1 (ug/mL)
nolecular weight of sodium citrate dihydrate, 294.10
nolecular weight of citrate (C,H,0.), 189.10
lilution factor
:onversion factor, 0.000001 g/pg

wia: In each 100 mL, 3.80-4.20 g of sodium citrate dihydrate (C,H,Na,0, - 2H,0)

(o7}
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'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
T SODIUM CITRATE Rebecca C. Potts B1032020 Biologics Monographs 3 - Complex
Associate Scientific Liaison Biologics and Vaccines

:abase Information: Chromatographic Database
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