THE GOVERNMENT PHARMACEUTICAL ORGAN IZATION

RAW MATERIAL SPECIFICATION

Title : Haloperidol USP (Item No. 41010790) Spec. No. : SP-AK30-H11
Reference(s) : USP 36 p.3795-3796 Rev.No. :03
Other Requirements : ----- Page 1172
USP 36
Test Items Specification
Description White, crystalline powder.
Solubility Soluble in chloroform, sparingly soluble in alcohol; slightly soluble in ether, practically

insoluble in water.

Identification
A. Infrared absorption (197K) The IR absorption spectrum of sample exhibits the same spectrum as Reference Standard.
B. Ultraviolet absorption (197U) | Absorptivities at 245 nm, calculated on the dried basis, do not differ by more than 3.0%.

Melting range Between 149 °C and 155 °C, determined after drying in vacuum at 60° for 3 hours.

Loss on drying Not more than 0.5%.

Residue on ignition Not more than 0.1%.

Limit of haloperidol related Not more than 1.0%.

compound A

Assay 98.0 — 102.0% of C,;Hy;CIFNO,, calculated on the dried basis.
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Product Information

Approved source (s) Refer to current version of Approved Vendor List of Haloperidol USP (Item No. 41010790)

Sampling plan P plan : for Identification
VN+1 : for other tests

Testing procedure Tests to be performed as per current version of WI-AK30-H11.
Storage condition Preserve in tight, light-resistant containers.
Retest period 1 year after first testing date.

History of changes

Rev. No. Description Effective date
02 Up spec ilu USP 34 01/11/12
03 Up spec 1ilu USP 36 Lﬁmmnmnmsﬁmqmnn'jw 37 Awdeanumau Taeitfevues USP 34 uax USP 36Luilauiy 23/06/16
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