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Type Of Renerence COA Requirements
Standard

Current Batch
No Requirements , according to pharmacopeia

Pharmacopeial
Reference Standard

Certified Primary
Reference Standard

COA from supplier accredited with ISO-1 7034
Confirmation of Metrological Traceability
Appearance confirmation—rvisual inspection
Comparative assay against at least one pharmacopeial standard
Area % purity by HPLC or GC, or mass or NMR Spectroscopy or other suitable
method
Organic impurity - HPLC with UV detection with impurity profile
Residual solvents by GC / GC- MS
Loss on Drying
Water content—Karl Fischer titration
. Inorganic impurities (residue on ignition / sulfated ash)
- Melting point (for solids)
. Two identification tests, typically including NMR, IR, or Mass spectrum
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Confirmation of Metrological Traceability

Appearance confirmation—yvisual inspection

Area % purity by HPLC or GC, or mass or NMR. Spectroscopy or other suitable
method

Organic impurity - HPLC with UV detection with impurity profile
Residual solvents by GC / GC- MS

Loss on Drying

Water content—Karl Fischer titration

Inorganic impurities (residue on ignition / sulfated ash)

Melting point (for solids)

0. Empirical confirmation—C, H, N analysis

1. Structural confirmation: hydrogen and carbon-13 NMR, LC-MS, or FTIR

Primary Reference
Standard
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Secondary Reference 1. * Comparative assay against at least one pharmacopeial standard, BN and supplier of
Standard ( Working ) pharmacopeial standard should be mentioned

2. Atleast one Identification test with spectrum, against the used of pharmacopeial

L standard with spectrum , typically including NMR, IR, or Mass spectrum
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