PEHEL Dis-1n-Cel
SPECIALITIES

Specification comparisons of Croscarmellose sodium with others

Description
Appearance White or greyish white, hygroscopic powder
Solubility Practically insoluble in acetone, ethanol, ether and toluene.
Test Pehel Dis-In-Cel Ac-Di-Sol | Vivasol Sc’E'gtlj‘b Primellose | o o
Specifications (Pehel) (IFF) (JRS) (Rogquette) (DFE)
Origin Cotton Cotton Cotton Cotton Cotton Cotton N/A
Identification A Icirsnhp?;jld J V V V V Ph-Eur /NF
Identification (B, C,) (1,2,3) Should comply v v v v v Ph-Eur / NF / JP /ChP
Content of water soluble material 1.0-55% J V L L L. Ph-Eur/NF /JP /ChP
Limit Limit Limit
1.0-10.0% | 1.0-10.0% | 1.0-10.0%
Degree of substitution 0.63-0.85 J V L L. L. Ph-Eur /NF /JP /ChP
Limit Limit Limit
0.60-0.85 0.60-0.85 | 0.60-0.85
Heavy Metals Max 10 ppm v v v v v Ph-Eur/ USP-NF/ JP/ ChP
Loss on drying NMT 6.0% J V o o o Ph-Eur/ NF/ JP/ ChP
Limit Limit Limit
10% 10% 7%
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v v v
pH 59-7.0 v v Lo Lo it Ph-Eur/ USP-NF/ JP/ ChP
5.0-7.0 5.0-7.0 5.0-7.0
Settling volume 10.0 - 30.0 mL v v v v v Ph-Eur / NF/ JP/ ChP
NaCl and NaGly NMT 0.50% v v v v v Ph Eur/NF/JP/ChP
Sulfated ash 14.0 - 28.0% v v v v v Ph Eur/NF/JP/ChP
v v v
Residual solvents (Ethanol) % NMT 0.01% \/ */ Limit Limit Limit By Gas Chromatogram
0.5% 0.5% 6%
Physical Parameters
Pehel Dis-In-Cel Ac-Di-Sol Vivasol Solutab Primellose
Test Specifications (Pehel) (IFF) (JRS) (Roquette) (DFE) Reference
d10 Max. 25 um v v v Residue on <45um | By Malvern
75um-2,0 | 65-85%
d50 25-55um v v v % max By Malvern
<75 um
Residue on min. 90 %
d9o Min. 60 pm J J J jggr;) <125 um By Malvern
max. min. 98 %

Conclusion - It is hereby concluded that

chemical parameters

- Dis-In-Cell and Ac-Di-Sol are identical in speciations
- Dis-In-Cell is more stringent than Vivsol, Solutab EDP and Primellose in
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