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ienidate Hydrochloride

CHy

- Hcl

SH
4 HCI
269.77

acid, a-phenyl-, methyl ester, hydrochloride, (R*,R*)-(+)-;
piperidineacetate hydrochloride;
1yl-2-[(RS)-piperidin-2-yl] acetate, hydrochloride CAS RN®: 23655-65-4; UNII: 4B3SC438HI.

lydrochloride contains NLT 98.0% and NMT 102.0% of methylphenidate hydrochloride (C14H19N02 - HCI), calculated on the

penTIFicATioN Tests (197), Infrared Spectroscopy: 197M

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

f monobasic potassium phosphate

ethanol and Buffer (1:2). Adjust with phosphoric acid to a pH of 4.6 + 0.1.

y solution: 0.005 mg/mL of USP Methylphenidate Related Compound A RS and 0.5 mg/mL of USP Methylphenidate
RS in Mobile phase

n: 0.5 mg/mL of USP Methylphenidate Hydrochloride RS in Mobile phase

: 0.5 mg/mL of Methylphenidate Hydrochloride in Mobile phase

> system

aphy (621), System Suitability.)

09 nm

m x 25-cm; 5-pm packing L1

nL/min

1e: 10 L

2 times the retention time of methylphenidate
y

n suitability solution

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

>ncentration of USP Methylphenidate Hydrochloride RS in the Standard solution (mg/mL)

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

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%
. PROCEDURE 1
1ase, System suitability solution, Sample solution, Chromatographic system, and System suitability: Proceed as directed

le solution
| impurity using the relative retention times in Table 1.
: percentage of each impurity in the portion of Methylphenidate Hydrochloride taken:

Result = (r,/r,) x 100
2ak response of each impurity from the Sample solution

1m of the responses of all impurity peaks including the methylphenidate peak from the Sample solution

ria: See Table 1. The reporting threshold is 0.05%.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
ard 0.58 0.15
late related compound A 0.85 0.5
late 1.0 -
Il unspecified impurity - 0.10
es - 1.0

-2-phenyl-2-[(SR)-piperidin-2-yl] acetate.

. PROCEDURE 2

s test only if ethylphenidate or all-rac-dimethyl 2,2'(piperidine-1,2-diyl)bis(2-phenylacetate) is a known process impurity.]
f monobasic ammonium phosphate and 1.6 g of octanesulfonic acid sodium salt in 1 L of water

nL of triethylamine to 1 L of Buffer A. Adjust with phosphoric acid to a pH of 2.9.

anitrile and Buffer B (14:86)

anitrile and Buffer A (80:20)

e Table 2.
Table 2
Time Solution A Solution B
(min) o\ (o)
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