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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Cyanocobalamin USP (Item No. 41011600) Spec. No. : SP-AK30-C34/1
Reference(s) : USP 41 p. 1113 - 1114 Rev.No. :04
Other Requirements : --- Page : W2
USP 41
Test Items Specification

Description

Dark red, crystalline powder.

Solubility

Soluble in alcohol; sparingly soluble in water; insoluble in acetone, in chloroform and in

ether.

Identification
A. Ultraviolet absorption <197U>

B. Chemical Test

The absorption spectrum exhibits maxima at 278 + 1, 361 + 1 and 550 £+ 2 nm.

The absorbance ratio Azsi/A27s is 1.70-1.90.

The absorbance ratio Asg1/Asso is 3.15-3.40. ,

A red or orange-red color appears immediately after the addition of nitroso R salt. The red

color persists after boiling with the addition of hydrochloric acid.

C.HPLC The retention time of the major peak of the Sample solution corresponds to that of the
Standard solution.
Loss on drying Not more than 12.0%.
Related compounds 7B,8p-Lactocyanocobalamin : Not more than 1.0%.
50-Carboxycyanocobalamin : Not more than 0.5%.
34-Methylcyanocobalamin : Not more than 2.0%.
32-Carboxycyanocobalamin : Not more than 1.0%.
8-epi-Cyanocobalamin : Not more than 1.0%.
Any other unidentified impurity : Not more than 0.5%.
Total impurities : Not more than 3.0%.
Assay 96.0% to 102.0% of Cyanocobalamin (Cg3HssCoN4014P), calculated on the dried basis.
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Product Information

Approved source (s)

Refer to current version of Approved Vendor List of Cyanocobalamin USP (Item No. 41011600).

Sampling plan

1. N Plan (\[F+ 1)  :for other tests.
2, 100% Identification.

Testing procedure

Tests to be performed as per current version of WI-AK30-C34/1.

Storage condition

Preserve in tight, light resistance container at controlled room temperature.

Retest period

1 year after first testing date.
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