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BP2023
Appearance

Solubility

Identification
- Melting point
-IR Test

Related Substance
(by HPLC)

Related Substance
(by HPLC)

Loss on Drying

Sulphated
Ash/Residue on
Ignition

Chloride

Assay (On Dried
Basis)

- Aqueous Titration

Special Requirement

Heavy Metals:
Lead
Arsenic
Cadmium
Mercury

Microbiological Limit

Test:

White or almost white crystalline powder

White crystalline
powder

Sparingly soluble in water, soluble in boiling water and in boiling ethanol (96%) and Complies

in dilute solution of alkali hydroxides and carbonates

234°to0 240 °C

IR Spectrum to match with Reference standard no.2
Any individual impurity <0.05%

Total impurity <0.05%

<1.0% wiw
<0.1% wiw

<200 PPM

99.5 to 100.5%w/w

Less than 3 mg/kg
Less than 1 mg/kg
Less than 1 mg/kg
Less than 0.1 mg/kg

236.3°C
Matches

Any individual
impurity =0.03%

Total impurity
=0.03%

0.20% wiw
0.03% wiw

<200 PPM

99.84% wiw

*<3 mg/kg
*<1 mg/kg
*<1 mg/kg
*<0.1 mg/kg
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a) Total Plate Count <10,000 cfu/gram <30 cfu/gram
b) Yeast / Moulds <100 cfu/gram <10 cfu/gram
c) Salmonella Absent/10 gram Absent/10 gram
d) Enterobactgeriaceaes Absent/gram Absent/gram
e) Staphylococcus aureus Absent/gram Absent/gram
f) E.coli Absent/gram Absent/gram
Heavy Metals <20 PPM <20 PPM
USP-NF 2023
Appearance White crystals and crystalline powder White crystalline powder
Identification

- UV Test - Ratio A239 to A263 nm
-IR Test

- By HPLC-RT of major peaks in sample
and standart

Related Substance (By HPLC)

Related Substance (By HPLC)
Loss on Drying

Sulphated Ash/Residue on Ignition
Chloride

Sulphate

Assay (On Dried Basis)

0.46 to 0.52
IR spectrum to match with Refernce standard No. 2

RT of the sample & standard solution corresponds in
major peaks

Any individual impurity <0.05%

Total impurity <0.20%
<£1.0% wiw

<0.1% wiw

<0.02%

<0.02%

0.483
Matches
Complies

Any individual impurity
=0.03%

Total impurity =0.03%
0.20% wiw
<0.03%w/w

<0.02%

<0.02%

| Information included in this document is provided as supplied by the manufacturer/supplier. Certificate of analysis as received from our supplier. | PQ Gonmisal S.A |
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- HPLC Method 98.0 to 102.0% w/w 100.50% wiw

Note: *Based on testing at regular interval.

Report: Certified that the material referred above confirms to the following specifications:

1.- Manufacturing specifications of WDL.
2.- BP 2023 for Niacin (Nicotinic Acid)
3.- USP-NF 2023 for Niacin
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