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THE GOVERNMENT PHARMA CEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Clotrimazole USP . Spec. No 1 SP-AK30-C57
(Itern No. 41020820)

Reference(s) : USP 36 p. 3070 Rev. No 0 04
Other Requirements : GPO Specification Page 13
LSP 36 " Description ' » White to pale yellow, crystalline powder.
Solubility : Freely soluble in methanol, in acetone, in chloroform, and in

alcohol; practically insoluble in water,
Identification ¢ A Infrared absorption
B. The retention time of the major peak of the Sample solution

corresponds to that of the Standard solution, as obtained in

the Assay.
Restdue on ignition : Not more than 0.1%.
Heavy metals, <Method II> : Not more than 10 ppm.
Organic impurities
- Limit of imidazole : Not more than 0.5% of imidazole.

- Limit of clotrimazole related  : Not more than 0.5%.

compound A

Loss on drying : Dry it at 105°C for 2 hours; it loses not more than 0.5% of its
weight.
Assay : It contains not less than 98.0% and not more than 102.0% of

C,,H,CIN,, caiculated on the dried basis.

GPO Specification Particle size : Not less than 95% by number of particles are less than 37

microns in size.
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THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Clotrimazole USP Spec. No : SP-AK30-C57
(item No. 41020820)
Reference(s) : USP 36 p. 3070 Rev. No 1 04
Other Requirements : GPQ Specification Page 123
Product Information
Approved source (s) Refer to current version of Approved Vendor List of Clotrimazole USP (Item No. 41020820).
Sampling plan I+ Jﬁ plan,
Testing procedure Tests to be performed as per current version of WI-AK30-C57.

Storage condition Store at a condition stated on the label from the manufacturer or preserve in tight container.

Retest period 1 year after first testing date.

History of changes

Rev. No. Description Reviewed by Effective Date
4
01 dszmaldnsaisn HOD. MIRTFIHINDAY -
02 Update $ai1mun1n USP23 uiag GPO Specification 13 Hen. wiasguagy 19/10/06

USP29 i1ay GPO Specification

03 Update f0f11Un910 USP29 1oz GPO Specification 1§y HON. INATYIUTRYAY 19/11/15
USP36 1102 GPO Specification (W148M9 @01 Description 310

Eﬁﬁi:ﬁg “White crystalline powder.” uf Rev. No. 03 § xuvﬂ‘u

“White to pale yellow, crystalline powder.”}
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RAW MATERIAL SPECIFICATION

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

Title : Clotrimazole USP Spec. No : SP-AK30-C57
(Item Ne. 41020820)
Reference(s) : USP 36 p. 3070 Rev. No 1 04
Other Requirements : GPO Specification Page 2343
Rev. No. Description Reviewed by Effective Date
04 uf lunisAuilsziRenans81989lu Rev. No. 03 591018 | won. inmsgiudngfiv 25/03/16
AA1784M3 update 910 USP23 (T4 USP29 (5100208AM3
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