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USP 41

Test Parameters

Specifications

Description

White, crystalline powder, odorless.

Solubility

Very soluble in water; freely soluble in alcohol and even more so in boiling alcohol; freely

soluble in glycerin.

Identification
A. Infrared absorption <197K>
B. Sulfate

C. HPLC

Conforms to FT-IR standard spectrum.

I. With barium chloride TS, solutions of sulfates yield a white precipitate that is insoluble in
hydrochloric acid and in nitric acid.

2. With lead acetate TS, neutral solutions of sulfates yield a white precipitate that is soluble
in ammonium acetate TS.

3. Hydrochloric acid produces no precipitate when added to solutions of sulfates (distinction
from thiosulfates).

The retention time of the major peak in the Sample solution corresponds to that of the

System suitability solution, as obtained in the Assay.

Optical rotation

+

Between -0.50° and +0.05°.

Water

Not more than 4.0%.

Residue on ignition

Not more than 0.2%.

Organic impurities

Tropic acid : Not more than 0.2%.

7-Hydroxyhyoscyamine : Not more than 0.2%.

Scopolamine : Not more than 0.2%.

6-Hydroxyhyoscyamine : Not more than 0.2%.

Hyoscyamine related compound A : Not more than 0.3%.

Littorine : Not more than 0.2%.

Apoatropine : Not more than 0.2%.

Any individual, unspecified impurity : Not more than 0.1%.

Total impurities : Not more than 0.5%.

Assay 98.0 - 102.0% of Atropine sulfate (Ci7H23NO3),- H,SO4, calculated on the anhydrous basis.
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Product Information

Approved source (s) Refer to current version of Approved Vendor List of Atropine Sulfate USP (Item No.
41030420).

Sampling plan —
PRER [.N Plan (VN + 1) : for other tests.

2. 100% Identification.

Testing procedure Tests to be performed as per current version of WI-AK30-A003.
Storage condition Preserve in tight, light-resistant containers.
Retest period I year after first testing date.

History of changes

Rev. No. Description Effective date
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