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in Hydrochloride

“NH; « HCI

165.62
lic diamide, N,N-dimethyl-, monohydrochloride;
ride monohydrochloride CAS RN®: 1115-70-4; UNIl: 786Z46389E.

hloride contains ANLT 98.0% and NMT 102.0% , (USP 1-May-2020) Of metformin hydrochloride (C,H, N, - HCI), calculated on

:sTs—GeneraL (191), Chemical Identification Tests, Chloride: Meets the requirements

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (usp

of monobasic ammonium phosphate in water

Iffer and acetonitrile (95:5). Adjust with phosphoric acid to a pH of 3.0.

n: 0.05 mg/mL of USP Metformin Hydrochloride RS in Mobile phase. Sonication may be used to promote dissolution. Allow
equilibrate to ambient temperature.

:0.05 mg/mL of Metformin Hydrochloride in Mobile phase. Sonication may be used to promote dissolution. Allow the
ilibrate to ambient temperature.

d HPLC vials may be used.]

> system

graphy (621), System Suitability.)

15 nm

m x 25-cm; 10-pm packing L9
nL/min

1e: 20 L

y

ard solution

lirements

* NMT 2
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2ak response of metformin from the Sample solution
2ak response of metformin from the Standard solution

»ncentration of USP Metformin Hydrochloride RS in the Standard solution (mg/mL)

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

ria: 98.0%—102.0% on the dried basis, (usp 1-May-2020)

(281): NMT 0.1%

7 g/L of monobasic ammonium phosphate in water; adjusted with phosphoric acid to a pH of 3.0

'y stock solution: 0.25 mg/mL of 4USP Metformin Hydrochloride RS , (USP 1-May-2020) @nd 0.1 mg/mL of AUSP Melamine

-2020) in water

'y solution: 45 ig/mL of USP Metformin Hydrochloride RS and 2 pg/mL of USP Melamine RS from System suitability stock

sile phase 5 (UsP 1-May-2020)
olution: 0.2 mg/mL of USP Metformin Related Compound A RS in water

n: 0.001 mg/mL of USP Metformin Related Compound A RS from Standard stock solution in Mobile phase
5 mg/mL of Metformin Hydrochloride in Mobile phase

olution: 0.005 mg/mL of Metformin Hydrochloride in Mobile phase from the Sample solution
> system

18 nm

m x 25-cm; packing L9

1.7 mL/min

1e: 20 L

2 times the retention time of metformin
y

n suitability solution

lirements

LT 10 between melamine and metformin

dard solution, Sample solution, and Diluted sample solution
: percentage of metformin related compound A in the portion of Metformin Hydrochloride taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of metformin related compound A from the Sample solution
aak response of metformin related compound A from the Standard solution

»ncentration of USP Metformin Related Compound A RS in the Standard solution (mg/mL)

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

: percentage of any other impurity in the portion of Metformin Hydrochloride taken:
Result = (r,/r)) x D x 100

ak response of any individual impurity from the Sample solution

sak response of metformin from the Diluted sample solution

lution factor for the preparation of the Diluted sample solution, 0.001
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