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‘essin Acetate
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C,H,0,-yH,0 1069.22 (anhydrous, free base)

-mercaptopropanoic acid)-8-p-arginine-, acetate (salt) hydrate;
pionic acid)-8-p-arginine-vasopressin, acetate (salt) hydrate.
T).

/drate CAS RN®: 62357-86-2; UNII: XB13HYU18U.

ydrous CAS RN®: 62288-83-9; UNII: 1K12647SFC.

etate is a synthetic octapeptide hormone having the property of antidiuresis. It is a synthetic analog of vasopressin. It
5.0% and NMT 105.0% of desmopressin (C46H64N1401282), calculated on the anhydrous, acetic acid-free basis.

ttopic mass by Mass Spectrometry (736) is 1068.4 + 0.5 mass units.

Mobile phase, Standard solution, and Sample solution: Prepare as directed in the Assay.
solution: 10 pg/mL each of USP Desmopressin Acetate RS and Desmopressin Acetate in Mobile phase
eria: The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in

2 major peaks of the Identity sample solution coelute.
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ity solution: Dissolve about 1 mg of AUSP Oxytocin Identification RS, o (IRA 1-Mar-2021) accurately weighed, in a 50-mL

sk, dilute with Mobile phase to volume, and mix. Transfer 5.0 mL each of the resulting solution and the Sample solution to a
ietric flask, dilute with Mobile phase to volume, and mix.

ic system

raphy (621), System Suitability.)

220 nm

im x 25-cm; 5-um packing L1

arature: 30°

mL/min

me: 50 pL

ty

1dard solution and System suitability solution

uirements

NLT 1.5 between desmopressin and oxytocin, System suitability solution

r: NMT 2.0, Standard solution

1dard deviation: NMT 2.0% for the desmopressin peak area for replicate injections, Standard solution
am similarity: The desmopressin peak elutes before the oxytocin peak, System suitability solution.

1dard solution and Sample solution

e percentage of desmopressin (C46H64N1401282) in the portion of Desmopressin Acetate taken:

Result = (r /rg) x (C/C) x 100
ieak response from the Sample solution
ieak response from the Standard solution

:oncentration of USP Desmopressin Acetate RS (calculated on the anhydrous, acetic acid-free basis) in the Standard solution
mg/mL)

:oncentration of Desmopressin Acetate (calculated on the anhydrous, acetic acid-free basis) in the Sample solution (mg/mL)

eria: 95.0%-105.0% on the anhydrous, acetic acid-free basis

ATED IMPURITIES

1d System suitability solution: Prepare as directed in the Assay.

n: 1 pg/mL of USP Desmopressin Acetate RS in Mobile phase, prepared by diluting 0.5 mL of the Standard solution from the
bile phase to 10 mL

12 200 pg/mL of Desmopressin Acetate in Mobile phase

ic system

raphy (621), System Suitability.)

220 nm

im x 25-cm; 5-ym packing L1

srature: 30°

mL/min

me: 200 pL

ity

‘em suitability solution and Standard solution
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