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in Calcium Tablets

n Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of leucovorin (C, H,,N.0.).

:nt to 200 mg of leucovorin calcium from finely powdered Tablets

ar the Sample to a conical flask. Add 10 mL of water, shake vigorously, sonicate for 10 min, and filter. Transfer the filtrate to a
rrifuge tube, add 125 mg of ammonium oxalate, shake vigorously, and centrifuge until a clear supernatant is obtained.
Ipernatant to another stoppered centrifuge tube, add 1 mL of methanol and 3 drops of hydrochloric acid, and shake

1e preparation is cloudy, add methanol until a clear solution is obtained, and filter if necessary to remove any undissolved
the preparation at 0° until a precipitate forms, and centrifuge for 1-2 min. [Note—The cooling and centrifuging steps may be
:essary to increase the amount of precipitate collected.] Decant the supernatant, add 2 mL of methanol to the tube, shake
issolve the precipitate, and transfer the contents to a beaker. Evaporate under a current of air to dryness, and dry the residue
in.

wria: The IR absorption spectrum of a potassium bromide dispersion of the residue exhibits maxima only at the same

s that of a similar preparation of USP Leucovorin Calcium RS.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

)l and water (20:80)

mM tetrabutylammonium phosphate in Diluent. Adjust with 50% (w/v) sodium hydroxide to a pH of 7.5.

n: 0.5 mg/mL of USP Leucovorin Calcium RS and 10 pg/mL of USP 10-Formylfolic Acid RS in water

. Transfer finely powdered Tablets (NLT 20), equivalent to 50 mg of leucovorin, to a 100-mL volumetric flask. Add 50 mL of
» for 30 min, dilute with water to volume, mix, and filter.

> system

54 nm

m x 15-cm; packing L1

nL/min

1e: 20 L

y

ard solution

tive retention times for leucovorin and 10-formylfolic acid are about 1.0 and 2.3, respectively.]
lirements

ILT 1.5 between leucovorin and 10-formylfolic acid

dard deviation: NMT 2.0% for leucovorin

dard solution and Sample solution

: percentage of the labeled amount of leucovorin (C20H23N707) in the portion of Tablets taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100

\aalr araa Af tha Camnla enlitinn

Documents

Document Sharing Hub

Full document details: Leucovorin Calcium Tablets


https://store.usp.org/product/1358004
https://store.usp.org/product/1358004
https://store.usp.org/product/1286300
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-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://store.usp.org/product/1358004
http://www.avadocuments.com/doc/leucovorin-calcium-tablets
http://www.avadocuments.com/doc/leucovorin-calcium-tablets

nolecular weight of leucovorin, 473.45
nolecular weight of leucovorin calcium, 511.50
wia: 90.0%—-110.0%

ESTS

200 mL
rpm

1 maximum of about 284 nm
n: USP Leucovorin Calcium RS in Medium

. Use filtered portion of solution under test, and dilute with water if necessary to a concentration similar to that of the
on.

iercentage of the labeled amount of leucovorin (C N7O7) dissolved:

20M23
Result = (A /A) x C x VxDx(M_/M ) x (1/L) x 100

sorbance of the Sample solution

sorbance of the Standard solution

1centration of the Standard solution (mg/mL)

ume of Medium, 900 mL
Ition factor

lecular weight of leucovorin, 473.45
lecular weight of leucovorin calcium, 511.50

el claim (mg/Tablet)

75% (Q) of the labeled amount of leucovorin (C,H,,N.0.) is dissolved.

«E UniTs (905): 4Meet the requirements 4 (CN 1-Aug-2023)

tent uniformity
ion: 10 pg/mL of USP Leucovorin Calcium RS
n: 10 pg/mL of leucovorin calcium, use individual intact Tablets.

onditions
let-Visible Spectroscopy (857).)

velength: UV, at maxima about 284 nm

ndard solution and Sample solution

he percentage of the labeled amount of leucovorin (C, H,.N.O.) in each Tablet taken:

Result= (A /A) x (C/C,) x (M_/M ) x 100
- absorbance of the Sample solution

- absorbance of the Standard solution

- concentration of USP Leucovorin Calcium RS in the Standard solution (ug/mL)
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