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furanosyl-9H-purine;
ladenine CAS RN®: 58-61-7; UNII: K72T3FS567.

1s NLT 98.0% and NMT 102.0% of adenosine (C N,0,), calculated on the dried basis.

10H13

pENTIFICATION TEsTs (197), Infrared Spectroscopy: 197M

times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

f potassium hydrogen sulfate and 3.4 g/L of tetrabutylammonium hydrogen sulfate in a solution prepared as follows.
le quantities of potassium hydrogen sulfate and Atetrabutylammonium, (ERR 1-Oct-2024) hydrogen sulfate to an appropriate

k, and dissolve in 90% of the flask volume of water. Adjust with 2 N potassium hydroxide to a pH of 6.5, and dilute with water

Iffer and water (60:40)

y solution: 4 pg/mL each of USP Adenine RS and inosine in Mobile phase
n: 0.2 mg/mL of USP Adenosine RS in Mobile phase

: 0.2 mg/mL of Adenosine in Mobile phase

> system

aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-um packing L1

nL/min

1e: 20 yL

1.5 times the retention time of the adenosine peak
y

am suitability solution and Standard solution

le 1 for the relative retention times.]

lirements

LT 1.5 between adenine and inosine, System suitability solution
= NMT 2.0, Standard solution

dard deviation: NMT 0.7%, Standard solution

dJard solution and Sample solution

y narrantana nf adanncina (' H N N\ in tha nartinn Aaf Adanncina takan-
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»ncentration of USP Adenosine RS in the Standard solution (mg/mL)

»ncentration of Adenosine in the Sample solution (mg/mL)

wia: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

1ase, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n: 0.001 mg/mL of USP Adenosine RS in Mobile phase

1 mg/mL of Adenosine in Mobile phase

y

am suitability solution and Standard solution

le 1 for the relative retention times.]

lirements

LT 1.5 between adenine and inosine, System suitability solution

dard deviation: NMT 5%, Standard solution

dard solution and Sample solution
» percentage of each impurity in the portion of Adenosine taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Adenosine RS in the Standard solution (mg/mL)

»ncentration of Adenosine in the Sample solution (mg/mL)

lative response factor (see Table 1)

ria: See Table 1. Disregard peaks that are less than 0.05% of the adenosine peak.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
0.29 0.73 0.10
0.34 1.6 0.2
0.42 0.73 0.1
0.51 0.86 0.10
1.0 - _
Il unspecified _
1.0 0.10
es - - 0.5
ranosylpyrimidine-2,4(1H,3H)-dione.
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