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Item

Specification

Description

white or almost white, fine or granular crystalline powder,

practically insoluble in water, in dilute acids, in most of organic

solvents and in dilute NaOH solution (1 in 20)

Pharmacopoeial test items

Identification A (IR Spectroscopy)

Identification B (Zinc Chloride test)
Identification C (Degree of
Polymerization)

Solubility (coppertetramine solution)

The absorption spectra in the infrared of the sample and
standard are corresponds
Have to correspond to the standard

<350

Have to correspond as Ph.Eur., BP

pH value 5.0-7.5
Conductivity <75uS/cm
Water - Soluble Substance <0.25%
Ether - Soluble Substance <0.05%
Loss on drying <7.0%
Heavy metals <10ppm
Residue on Ignition/ Sulphated ash <0.1%
Standards

Bulk Density 0.26 - 0.34g/ml
Assay (Dried) 97.0% - 102.0%
Sieve Analysis (% Retention)

60 Mesh <0.8%

200 Mesh 245.0%
Particle Size Distribution

D.o <45

Dso 70-100
Doo 2140
Microbiological Limits

Total Plate Count <1000cfu/g
Yeasts & molds <100cfu/g
E.coli Negative
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Pseudomonas aeruginosa
Salmonella
Staphylococcus aureus

Negative
Negative
Negative

Storage condition
Packing

Shelf life

Country of Origin
Remarks

Preserve in tight containers

20kg/bags

5years

India

The raw materials, manufacturing process and product do not
contain any of solvents listed in Organic Volatile Impurities
(USP<47>) & residual solvents (Ph - Eur<5.4>)
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