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Product Name Sorbitol EP,USP o Issue Date July-23
Product Code 140063 (€] Prepared by Sr. Tech Lead
CAS NO. 50-70-4 GROW® Reviewed by Manager Technical
Manufacturer Name CG Chemikalein GmbH & Co KG Version no. CLYZO/CG/140063/01
Manufacturer COA Pharmacopeial Specifications
Sr. No. Test : — o5 = : e
» ‘ . ‘ White grarTuIes, powder, or crystalline white or almost white, crystalline powder. It shows White, granules, powder, or crystallinfe masses.
1 Description White or almost white crystalline powder masses. It is odorless, and has a sweet taste olvmornhism It is odorless, and has a sweet taste with a cold
with a cold sensation.It is hygroscopic polymorp sensation. It is hygroscopic.
N ' Very soluble in w:?lter; s}paringly sloluble in very soluble in water, practically insoluble in Itis very soluble in wat?r, sp?ringly sol'ublt‘e in
2 Solubility Not mentioned alcohol; and practically insoluble in ethyl ethanol (95), and practically insoluble in diethyl
ethanol (96 %).
ether. ether.
In assay test, the principal peak in the
h t btained with the test solution i
I Should comply by deep pink or wine-red CA rs}mai ogram (_) allne w X © test so u, IOT‘ N A blue-green color should develop, but no
3 Identification 1 Should comply the test similar in retention time and size to the principal .
color appearance ) X i turbidity should be produced.
peak in the chromatogram obtained with reference
solution.
By TLC test, th incipal tin the chi t
In the assay test, the retention time of the ¥ A es ' € principa Sp? m, ? C roma ogram
. . obtained with the test solution is similar in .
e major peak of the sample solution . . o . Should comply by a reddish purple to red-
4 Identification 2 Should comply the test position, colour and size to the principal spot in the )
corresponds to that from the standard . . purple color formation
R chromatogram obtained with reference
solution. ;
solution (a).
5 |dentification 3 ol @ty e s Not mentioned Theﬂre5|due should melt in the range 98°C and Thenre5|due should melt in the range 97°C and
104°C 101°C
ific optical rotation shoul t + 4.
6 Identification 4 Should comply the test Not mentioned Specific optical rotation should be between+ 4.00 Not mentioned
and + 7.00 (anhydrous substance)
7 Appearance of solution Sample solution should be clear and colourless Not mentioned Sample solution should be clear and colourless Sample solution should be clear and colourless
8 Conductivity NMT 20 pS-cm™ Not mentioned NMT 20 pS-cm™ Not mentioned
9 pH Between 3.5 and 7.0 Between 3.5 and 7.0 Not mentioned Not mentioned
10 Chloride NMT 0.005% NMT 0.005% Not mentioned NMT 0.005%
11 Sulfate NMT 0.01% NMT 0.01% Not mentioned NMT 0.006%
12 Nickel (Ni) NMT 1 ppm NMT 1 ppm Not mentioned No red color should develop.
13 Arsenic Not mentioned Not mentioned Not mentioned NMT 1.3 ppm
14 Glucose Not mentioned Not mentioned Not mentioned NMT 6.3 mL of 0.02 M KMnO4 is required.
15 Sugars Not mentioned Not mentioned Not mentioned NMT 6.3 mL of 0.02 M KMnO4 is required.
16 Loss on drying Not mentioned Not mentioned Not mentioned NMT 2.0%
17 Heavy metals Not mentioned Not mentioned Not mentioned NMT 5 ppm
18 Water NMT 1.5% NMT1.5% NMT 1.5% Not mentioned
19 Residue on ignition NMT 0.1% NMT 0.1% Not mentioned NMT 0.02%
20 Reducing sugars NMT 0.2% NMT 0.3% NMT 0.2% Not mentioned
n Related substances Maximum ||t|d|V|duaI impurity: NMT 2.0% Not mentioned Maximum |r_1d|V|duaI impurity: NMT 2.0% Not mentioned
Total Impurity: NMT 3.0% Total Impurity: NMT 3.0%
"I\'At)itcarlo:eiii)lki)r:i:ils';b'al count NMT 100 CFU/g
ic mi i u
Total yeast and molds count NMT 50 cfu/g TAMC- NMT 10°CFU/g
2 E Col'y Absent/g TAMC - NMT 10%CFU/g TYMC - NMT 10%CFU/g Not mentioned
.Coli
. Absent/g TYMC - NMT 10%CFU/g Escherichia coli - Absent
Pseudomonas aerugonisa
Staphylococcus aureus Absent/g Salmonella - Absent
us aureu
phy Absent/25 g
Salmonella
23 Bacterial Endotoxins NMT 2.5 1U/g
24 Assay (Anhydrous basis) Between 97.0% - 100.5% Between 91.0% - 100.5% Between 97.0% and 102.0% NLT 97.0%

Storage

Not mentioned

Preserve in well-closed containers.

Not mentioned

Tight containers




