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ne Hydrochloride Tablets

shloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of maprotiline hydrochloride (ConzsN - HCI).

g
iROMATOGRAPHY
n: 20 mg/mL of USP Maprotiline Hydrochloride RS in methanol

. Transfer a portion of powdered Tablets, equivalent to 100 mg of maprotiline hydrochloride, to a glass-stoppered centrifuge
nL of methanol to the tube, sonicate for 10 min, shake by mechanical means for 10 min, and centrifuge.

> system

5-mm layer of chromatographic silica gel that has been prewashed with chloroform by allowing chloroform to travel the full
plate, and dried at 100° for 30 min

lume: 5 pL

vent system: Secondary butyl alcohol, ethyl acetate, and 2 N ammonium hydroxide (6:3:1)

dard solution and Sample solution

chromatographic chamber, place a volume of the Developing solvent system sufficient to develop a chromatogram. Place a
1taining 25 mL of ammonium hydroxide in the bottom of the chamber, and allow it to equilibrate for 1 h. Apply Samples and
;pots to dry. Develop the chromatograms until the solvent front has moved three-fourths of the length of the plate, remove
-om the developing chamber, mark the solvent front, and allow the solvent to evaporate. Expose the plate to hydrogen

ipor for 30 min, and expose it to a high-intensity UV light irradiator (1000 to 1600 watts) for 5 min. [Caution—UV irradiators
diation that is harmful to eyes and skin.] Compare the chromatograms under long-wavelength UV light.

wia: The R_value of the principal spot of the Sample solution corresponds to that of the Standard solution. 5 2s (sp41)

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 425

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

ion: 70-g/L ammonium hydroxide solution
ssolve 0.6 g of ammonium acetate in 200 mL of water, and then add 2 mL of Ammonia solution, 150 mL of 2-propanol, and

hanol.
y solution: 1.0 mg/mL of USP Maprotiline Hydrochloride RS and 0.1 mg/mL of USP Maprotiline Related Compound D RS in

n: 1.0 mg/mL of USP Maprotiline Hydrochloride RS in Mobile phase
lution: Nominally 2.0 mg/mL of maprotiline hydrochloride in Mobile phase prepared as follows. Transfer NLT 4 Tablets into a

etric flask and add 80% of the flask volume of Mobile phase. Shake for 10 min and then sonicate with occasional shaking
s disintegrate. Cool and dilute with Mobile phase to volume. Pass a portion of the solution through a suitable filter of 0.45-ym
ard the first 2 mL of the filtrate.

[PPSR S | NI N JS TSP Y SR S [P N SIS S SR Sy N DY S . SID U PRI DR SO S

Documents

Document Sharing Hub

Full document details: Maprotiline Hydrochloride Tablets


https://store.usp.org/product/1375207
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4819360A-D9E4-4E77-8209-F19F38278A87_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-88851E25-A8BC-4E97-9994-FF525166A3AF_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F7D3C668-8990-4DDD-A0B6-C034E9CEEC9A_1_en-US
https://store.usp.org/product/1375207
https://store.usp.org/product/1375241
https://store.usp.org/product/1375207
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-D775A6F9-B20F-4CAC-9283-FA26F27D6AB3_2_en-US
http://www.avadocuments.com/doc/maprotiline-hydrochloride-tablets
http://www.avadocuments.com/doc/maprotiline-hydrochloride-tablets

_/min

1e: 20 L

2.5 times the retention time of maprotiline

y

am suitability solution and Standard solution

tive retention times for maprotiline related compound D and maprotiline are 0.9 and 1.0, respectively.]
lirements

LT 1.8 between the maprotiline related compound D and maprotiline peaks, System suitability solution
= NMT 2.0, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of maprotiline hydrochloride (ConzaN -HCI) in the portion of Tablets taken:

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

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

>minal concentration of maprotiline hydrochloride in the Sample solution (mg/mL) 25 (usp41)
wia: 90.0%-110.0%

ESTS

iydrochloric acid (7 in 1000); 900 mL
rpm

n: USP Maprotiline Hydrochloride RS in Medium

. APass portions of the solution under test through a suitable filter and dilute with Medium, if necessary, to a concentration
of the Standard solution. 525 (usp41)

iditions
elengths: Minimum absorbance at about 268 nm; maximum absorbance at about 272 nm

dard solution and Sample solution

e percentage of the labeled amount of maprotiline hydrochloride (ConzsN - HCI) dissolved:
Result= (A /A) x C,x D x Vx (1/L) x 100

ssorbance of the Sample solution

ysorbance of the Standard solution

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

lution factor for the Sample solution, if needed
lume of Medium, 900 mL

bel claim (mg/TabIet)AZS (USP41)

75% (Q) of the labeled amount of maprotiline hydrochloride (C, H,,N - HCI) is dissolved.

«6E Units (905): Meet the requirements
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