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NLT 97.0% and NMT 102.0% of mannitol (CH, ,0,), calculated on the dried basis.

iIpenTiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

vs differences, proceed as directed.

n: Dissolve 25 mg of USP Mannitol RS in a glass vial with 0.25 mL of distilled water without heating. The solution is clear.
ryness by one of the following methods. Heat in a microwave oven with a power range of 600-700 W for 20 min, or heat in
° for 1 h, then gradually apply vacuum until a dry residue is obtained. Non-sticky, white, or slightly yellowish powders are

. Dissolve 25 mg of Mannitol in a glass vial with 0.25 mL of distilled water without heating. The solution is clear. Evaporate to
1 of the following methods. Heat in a microwave oven with a power range of 600-700 W for 20 min, or heat in an oven at 100°
adually apply vacuum until a dry residue is obtained. Non-sticky, white, or slightly yellowish powders are obtained.

new spectra using the residues from the Standard solution and the Sample solution.

agassed water

y solution A: 25.0 mg/mL each of sorbitol and USP Mannitol RS
'y solution B: 1.0 mg/mL each of maltitol and isomalt

n A: 50.0 mg/mL of USP Mannitol RS

n B: Dilute 2.0 mL of the Sample solution with water to 100.0 mL.
n C: Dilute 0.5 mL of Standard solution B with water to 20.0 mL.

: 50.0 mg/mL of Mannitol

> system

ictive index
m x 30-cm; packing L19

" (maintain at a constant temperature)
:2°
nL/min

Documents

Document Sharing Hub

Full document details: Mannitol


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://store.usp.org/product/1375105
https://store.usp.org/product/1375105
https://store.usp.org/product/1375105
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
http://www.avadocuments.com/doc/mannitol
http://www.avadocuments.com/doc/mannitol

dard solution A and Sample solution

s percentage of mannitol (C,H,,0,) in the portion of Mannitol taken:

Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from Standard solution A
>ncentration of USP Mannitol RS in Standard solution A (mg/mL)

»ncentration of the Sample solution (mg/mL)

ria: 97.0%-102.0% on the dried basis

s
rstem suitability solution A, System suitability solution B, Standard solution B, Standard solution C, Sample solution,
hic system, and System suitability: Proceed as directed in the Assay.

dard solution B, Standard solution C, and Sample solution
ria: See Table 1 for the relative retention times.

Table 1

Relative
Retention
Name Time

seak) 0.60

0.69

peak) 0.73

1.0

1.2

r A—Sorbitol; Impurity B—Maltitol; Impurity C—Isomalt.]

elutes in two peaks.]

n of impurity B and the second peak of impurity C may be observed.]

: NMT 0.05%; any peak NMT the area of the principal peak obtained with Standard solution C

2.0%; NMT the area of the principal peak obtained with Standard solution B

t and maltitol: NMT 2.0%; NMT the area of the principal peak obtained with Standard solution B

purities: NMT 0.10% for each impurity; NMT twice the area of the principal peak obtained with Standard solution C
s: NMT 2.0%; NMT the area of the principal peak obtained with Standard solution B

lution: Dissolve 50 g of ferric sulfate in an excess of water, add 200 mL of sulfuric acid, and dilute with water to 1000 mL.
olution: 69.2 mg/mL of copper sulfate (CuSO4 : SHZO) in water

m tartrate solution: Dissolve 173 g of sodium potassium tartrate (C4H4KNaO6 : 4H20) and 50 g of sodium hydroxide in 400

eat to boiling, allow to cool, and dilute with carbon dioxide-free water to 500 mL.
lution: Mix equal volumes of Copper sulfate solution and Sodium potassium tartrate solution immediately before use.

Sample add 13 mL of water. Boil gently with 40 mL of Cupri-tartaric solution for 3 min, and allow to stand for about 2 min. A
ormed. Pass through a sintered-glass filter (10—16 pm) coated with diatomaceous earth or a sintered-glass filter (5-10 pm).
pitate with hot water (at about 50°-60°) until the washing is no longer alkaline, and pass the washings through the filter

in Niaaard All tha filivata At thin atan Tmamaadiatals dicaalhia tha nraninitata in IN mal AF Carvia anillfata anlitian nana thraniah tha

Documents

Document Sharing Hub

Full document details: Mannitol


https://store.usp.org/product/1375105
https://online.uspnf.com/uspnf/current-document/1_GUID-AA6DE0E8-BF93-47CC-8182-E750B3FFB9C8_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1B330336-E7FB-4E02-8325-472E0F674245_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-C2C10C76-027A-4532-81AC-FF47ADA24BE6_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA872C0D-4E48-42C2-AB75-91D363B7BABB_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-354C6103-A4CE-4821-B9EE-026D7032768D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-475FABC0-6EC6-4639-87B2-C443EF42A88B_3_en-US#R3391
https://online.uspnf.com/uspnf/current-document/1_GUID-475FABC0-6EC6-4639-87B2-C443EF42A88B_3_en-US#R3391
http://www.avadocuments.com/doc/mannitol
http://www.avadocuments.com/doc/mannitol

