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RAW MATERIAL SPECIFICATION

A : Infrared absorption
spectrophotometry
B : Thin-layer chromatography

C : Melting point

Title : Diluted Isosorbide-5-mononitrate BP (40% in Lactose) Spec. No. : SP-AK30-130
(Item No. 41010515)
Reference(s) : BP 2023, p. I-1390 to I-1391 Rev.No. : 05
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BP 2023
Test Items Specification
Description A white or almost white, crystalline powder.
Identification

Conforms to IR standard spectrum.

The principal spot in the chromatogram obtained with the Test solution is similar
in position, colour and size to the principal spot in the chromatogram obtained with
reference solution (a) for lactose.

Between 89 °C to 91 °C.

Impurity A (TLC)

Any spot due to impurity A is not more intense than the principal spot in the chromatogram

obtained with the reference solution (0.5%, calculated as potassium nitrate).

Impurities B and C (HPLC)

Impurity B (Isosorbide dinitrate) Not more than 0.5% w/w.

Impurity C (Isosorbide-2-nitrate) Not more than 0.5% w/w.
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Assay 95.0 - 105.0% w/w of the content of 1,4 : 3,6-dianhydro-D-glucitol 5-nitrate stated on the
labeled (equivalent to 38.0 - 42.0% w/w of C¢HoNOg).
GPO specification
Test Items Specification

Particle size by Laser diffraction, d (0.9) Not more than 300 pum.
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Product Information

Approved source (s) Refer to current version of Approved Supplier List of Diluted Isosorbide-5-mononitrate BP

(40% in Lactose) (Item No. 41010515).

Sampling plan

1. 100% Identification.
2. N Plan (VN + 1) : for other tests.

Testing procedure Tests to be performed as per current version of WI-AK30-130.
Storage condition Protected from light.
Retest period 1 year after first testing date.
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