PEHEL
SPECIALITIES

Dis-In-Cel

Product Specification

Name - Croscarmellose Sodium Ph. Eur /USP - NF / JP / ChP
Batch No - CCSYYYY Specification No. -PEH-CCS-01-01
Manufacturing Date - Month YYYY Expiry Date -Month YYYY
Release Date -DD/MM/YY Manufacturing Site - Bhosari, India
Description

Appearance White or greyish white, hygroscopic powder

Solubility Practically insoluble in acetone, ethanol, ether and toluene.

Test Specifications Reference

Identification A IR should comply Ph-Eur / NF

Identification (B, C,) (1,2,3)

Should comply

Ph-Eur /NF /JP /ChP

Content of water soluble material 1.0-5.5% Ph-Eur /NF /JP /ChP
Degree of substitution 0.63-0.85 Ph-Eur /NF /JP /ChP
Heavy Metals Max 10 ppm Ph-Eur/ USP/ JP/ ChP
Loss ondrying NMT 6.0% Ph-Eur/ NF/ JP/ ChP
pH 59-7.0 Ph-Eur/ USP/ JP/ ChP
Settling volume 10.0-30.0 mL Ph-Eur /NF/ JP/ChP
NaCl and NaGly NMT 0.50% Ph Eur /NF/JP/ChP
Sulfated ash 14.0-28.0% Ph Eur /NF/JP/ChP
Residual solvents (Ethanol) % NMT 0.01% By Gas Chromatogram

Total Bacteria Count

Not more than 103cfu/gm

Ph.Eur /NF /JPE

Total Fungal Count

Not more than 102cfu/gm

Ph. Eur /NF /JPE

Escherichia coli

Absentin1gm

Ph. Eur /NF / JPE

Pseudomonas Aeruginosa

Absentin1gm

Ph. Eur /NF / JPE

Staphylococcus aureus

Absentin1gm

Ph. Eur /NF / JPE

Salmonella Absentin 10 gm Ph. Eur /NF / JPE
d10 Max. 25 um In house method
d50 25-55um In house method
do0 Min. 60 pm In house method

Croscarmellose Sodium confirms to Ph. Eur/ USP - NF./ JP / ChP

Storage Conditions - Store in a closed condition at ambient temperatures and away from extreme
weather conditions and moisture

Contact -

Pehel Specialities
Email : sales@pehelspecialities.com
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