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Sorbitol Solution

Change to read:

DEFINITION
Sorbitol Soluton is an aqueous solution containing NLT 64.0% of -sorbitol (C,H,

4,0, A1t may also contai athe sugars and polyhydic alcohols

and any hexitl anhydrides.a (use 1 aug2025)

IDENTIFICATION
A
‘Sample solution: Dissolve 1.4 g of Sorbitol Solution in 75 mL.of yater
Analysis: Transfer 3 mL of the Sample solufon to:a 15-cm test tube. Add 3 mLof afreshly prepared solution o catechol(1in 10) and mix. Add
6 mLof sulfuric acid, mix again, and genty heat the tube in a flame for 30s.
Acceptance crteria: A deep pink or wine fed color appears.
. The retention time of the major peak of the Sample solufion corresponds to that of the Standard soluton, a obained i the Assay.

- €. L oF Dieninnn Guvcos o Enonsne G
Diluent: Acetans and water (96:4)
Standard solution: 0.08 mg/mL of USP Diethylene Giycol RS and 0,08 mg/m.of LSP Ethylene Glycol RS in Dilvent
‘Sample solution: Transfer 2.0 g of Sorbitol Soluion to @ 25-mL volumetri flask. Add 1.0 miL of Diluent to the flask, and mix on a vortex mixer
for 3 min. Add the remaining Diuent o the flask 10 volume i 3 equal portons. Mix on a vortex mixer for about  min after each additon of
Diluent. Pass a porton of the supernatant layer obtained through a ylon fite of 0.45-um pore size. Discard th frst 2 mL of the fitate,and
collect the rest o the fitate for analysis. INore—Acetone s se to precipitate sorbtol]
Chromatographic system
(See Chromatography (621). System Sutabity)
Mode: GC
Detector: Flame ionization
Column: 0.32-mm x 15 fused-silca capillary column; 0.25-um layer of phase G4
Temperatures
Ijection port: 240"
Detector: 300"
Column: See Table 1.

Table 1
Hold Time
nitial Temperature: Final atFinal
Temperature Ramp Temperature: Temperature:
© (fmin) © (min)
n - o 2
i 50 30 5

Carrer gas: Helium

Flow rate: 30 mL/min

Injection volume: 1.0 L.

Inection type: Spit,spit ratio 10:1. [Nore—A splt lne, deactivated with glass wool,is used ]
System suitabity

‘Sample: Standard solution

[Nore-—Diethylene giycol elutes after ethylene giycol]

Sutability requirements

Resolution: NLT 30 between ethylene gycol and dithylene glycol
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SPECIFICTESTS.
+ Consveriry
‘Sample: Sorbitol Solution
Analysis: Callbrate the conductivty meter using a 10 4S/cm certified reference standard. Measure the undiluted Sample whie gently stiing
with a magnetic stirer
Acceptance crteria: NMT 10 ys/cm
- Ware Devimanamon (921, Method | 28.5%-31.5%

ADDITIONAL REQUIREMENTS
+ Packaoma v Stouaae: Preserve i wel-closed containers. No storage requirements are specified
~USP Rarramcr Sraoamos (11)
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T Vttium 10P standard solutions are commercially avalable. A suitable yttium ICP standard s available from LGC (s gestandards com) or
Millpore Sigma (s siomasldrich.com).

2 Nickel OP standard solutons are commercially availabl. A sultable ickel P standardis availabe rom LGC (s lgestandards. com) or
Millpore Sigma (sw.siomasldrich cor).
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