1 PRODUCT NAME | ITRACONAZOLE (IP)
BATCH NUMBER | SP/ITZ/017/25 A.R. NUMBER AR/FP/25/66/601
Mfg. DATE May-2025 RETEST DATE Apr-2028
QUANTITY 500.0 gr DATE OF RELEASE | 05/07/2025
S.Neo TEST RESULTS SPECIFICATION
1.0 | Description Almost white powder | A White to almost white powder.
2.0 | Identification
The infrared absorption spectrum of the
91 IR Absorption Comuli sample should be similar to that obtained
) Spectrophotometry. omphes with ltraconazole IPRS or with the reference
spectrum of Itraconazole. .
In the assay, the principal peak in the
. chromatogram obtained with the test solution
2.2 | By HPLC Complies corresponds to the peak in the chromatogram
obtained with the reference solution.
A 10% w/v solution in dichloromethane is
3.0 | Appearance of solution Complies clear and not more intensely coloured than
reference solution RS¢ or BSg
4.0 | Related substances by HPLC
4.1 | Impurity-B 0.05% Not more than 0.3%
4.2 | Impurity-G ND Not more than 0.3%
4.3 | Impurity-E ND Not more than 0.2%
44 | Sum ofimpurities C 0.02% Not more than 0.3%
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| PRODUCT NAME | ITRACONAZOLE (IP)
BATCH NUMBER | SPATZ/017/2 A.R. NUMBER AR/FP/25/06/601
Mfg. DATE May-2025 RETEST DATE Apr-2028
QUANTITY 500.0 gr DATE OF RELEASE | 05/07/2025
S.No TEST RESULTS SPECIFICATION
4.5 | Unspecified impurity 0.07% Not more than 0.1%
4.6 | Total impurities 0.22% Not more than 0.8%
5.0 | Heavy metals Less than 20 ppm Not more than 20ppm
6.0 | Suiphated ash 0.06% Not more than 0.1%w/w
Loss on drying at 105°C
7.0 e 0.32% Not more than 0.5%w/w
(For 4 hrs)
8.0 Assay by HPLC 99.9 % Not less than 99.0% and
"~ | (On dried basis) e Not more than 101.0% w/w

Remarks: The product confirms to the above specifications.

Storage: Store at Controlled room temperature and protected from light.

NOTE: * indicates Retest date will be extended based on stability data.
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