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acid, 3-(acetylamino)-, calcium salt (2:1);
mino)propane-1-sulfonate CAS RN®: 77337-73-6.

ium contains NLT 98.0% and NMT 102.0% of acamprosate calcium (C CaNZOBSZ), calculated on the dried basis.

‘IOHZO

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GenerAL (191), Chemical Identification Tests, Calcium: Meets the requirements

id 5.0 mL of triethylamine per 1 L of water and adjust with phosphoric acid to a pH of 4.0.
y solution: 10 mg/mL of USP Acamprosate Calcium RS and 0.005 mg/mL each of USP Acamprosate Related Compound B

acetic acid in water. Sonication may be used to aid in dissolution.
n: 0.3 mg/mL of USP Acamprosate Calcium RS in water. Sonication may be used to aid in dissolution.
: 0.3 mg/mL of Acamprosate Calcium in water. Sonication may be used to aid in dissolution.

> system

10 nm

m x 25-cm; 5-um packing L1

nL/min

1e: 20 L

2 times the retention time of the acamprosate peak
y

>m suitability solution and Standard solution

le 1 for the relative retention times.]

lirements

LT 1.5 between acetic acid and acamprosate related compound B; NLT 1.3 between acamprosate related compound B and
ite, System suitability solution

» NMT 2.0, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

: percentage of acamprosate calcium (CmHZOCaNZOaSz) in the portion of Acamprosate Calcium taken:
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sncentration of Acamprosate Calcium in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

ATE RELATED ComPounD A
. of fluorescamine in acetonitrile. Use within 24 h of preparation.

of monobasic sodium phosphate prepared as follows. Transfer a suitable amount of monobasic sodium phosphate to a

k. Dissolve in 90% of the final flask volume of water. Adjust with 10 N sodium hydroxide TS or phosphoric acid to a pH of 6.5.

er to volume.
zetonitrile, methanol, and Buffer (10:10:80)
of boric acid prepared as follows. Transfer a suitable amount of boric acid to an appropriate volumetric flask. Dissolve in

| flask volume of water. Adjust with 10 N sodium hydroxide TS to a pH of 10.4. Dilute with water to volume.

olution A: 250 pg/mL of USP Acamprosate Related Compound A RS in water
olution B: 1 pg/mL of USP Acamprosate Related Compound A RS from Standard stock solution A in Diluent

n: Transfer 3.0 mL of Standard stock solution B to an appropriate container. Add 0.15 mL of Solution A and shake vigorously
n a water bath at 50° for 30 min. Cool under a stream of cold water, centrifuge, and pass the supernatant through a suitable

.

lution A: 20 mg/mL of Acamprosate Calcium in water

lution B: 2000 pg/mL of Acamprosate Calcium from Sample stock solution A in Diluent

. Transfer 3.0 mL of Sample stock solution B to an appropriate container. Add 0.15 mL of Solution A and shake for 30 s. Heat
at 50° for 30 min. Cool under a stream of cold water, centrifuge, and pass the supernatant through a suitable membrane

> system

61 nm

m x 15-cm; 3- or 5-um packing L1

_/min

1e: 20 L

2 times the retention time of acamprosate related compound A

y

ard solution

tive retention times for fluorescamine and acamprosate related compound A are about 0.5 and 1.0, respectively.
:alcium is not detected by this chromatographic system.]

ltirements

LT 2.0 between fluorescamine and acamprosate related compound A
dard deviation: NMT 5.0% for acamprosate related compound A

dard solution and Sample solution
: percentage of acamprosate related compound A in the portion of Acamprosate Calcium taken:

Result = (r,/rg) x (C/C ) x 100
2ak response from the Sample solution

2ak response from the Standard solution

sncentration of AUSP Acamprosate Related Compound A RS, (ERR 1-Dec-2018) in the Standard solution (pg/mL)

»ncentration of Acamprosate Calcium in the Sample solution (ug/mL)

wria: NMT 0.05%

id 5.0 mL of triethylamine per 1 L of water and adjust with phosphoric acid to a pH of 4.0.

v enlutian: 1N ma/ml af ISP Aramnracate Caleilm RR and N NNE ma/ml earh nf [ ISP Aramnracate Related Camnaiind R
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