\*’\C\ﬁ{s By \ E\ocxmo\ \\\I

VASUDHA PHARMA CHEM LIMITED Bl (;L\u iy % o étt&u.-e-—
N T8/A, Vengalrao Nagar, Hyderabad-500 038, 0%
% Tclangani State, India Page 1 of 2
= Phone: 91-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576
E-mail: vasudha@vasudhapharma.com,
NASIRRATRAIEHESL LINETED Website:www.vasudhapharma.com
CERTITICA'I’E OF ANALYSIS
Name of the Product | : ITRACONAZOLE Ph. Eu:
| Batch Number | c1zL/2310002 Analyzed on 115/02/2023
Manufacturing Date : | FEB 2023 : Retest Date JAN 20?_8
Quantity : 1153.10Kg | AR No. FP/23042
S. No ] B | TE-ST. | RESﬁLT SPECII‘ICATION
1.0 Description T White ;lacn-vvder | Wlute or almost white powder
Freely soluble in methylene chloride, Very
2.0 1§ Solubility Complies slightly soluble in ethanol (96 percent),
' ‘ practically insoluble in water.
[ The tGStt;S.}}EClrut'I.l should match with that of
3.0 | Infrared absorption spectroscopy Complies e
_ ’fhé éofuﬁéﬁ S shoﬁid be clear and not more
4.0 Appearance of solution Complies intensely colored than Rg & Be
5.0 {Losson Drying (%“w/w‘) | 0.19 | Not more thén 0.5
6.0 | Sulfated ash (%, w/w) | Q.Oﬁ ] Not more than O.i
‘ Assay by }?otennometry T Rialdain —
7.0 Oh.dried basis (% wfw) 100.3 Not less than 99.0 and Not more than 101.0
3.0 Related substanccs by HPLC (%, w/wj .
i I_Ijn_purlty B | Below disregard limit | Not more than 0.3
Im_pu_rity C& Imp‘urity D | 005 i | Nof more than 03
; Impurit}f E. | Beiow disregard limit Notimore than 0.2
Impqrity G. i Below disregard limit { Not more than 0.3
| Any unspecified impurity‘ | 0.06 Not more than 0.10
i Tf)tfil _im;_mrities | 0.19 Not more than 0.8
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Worlks: M/s Vasudha Pharma Chem Limited, Unit-111, Plot No:23&24, Jawaharlal Nehru Pharma City, Thanam (V),

Parawada (M), Anakapalli District- 531019, Andhra Pradesh, India. Ph: 08924-236227, 236228
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CERTIFICATE OF ANALYSIS
Name of the Product ITRACONAZOLE Ph.Eur.
Batch Number : CIZ1/2310002 Analyzed on : § 15/02/2023
Mauufacturing Date FEB 2023 1 Retest Date JAN 2028
' Quantity _ . 1153.10Kg | AR. No. FP/23042
S.No. ; TEST r T RESULT SPECIFICATION
9.0 Additional test |
5.1 B.esidual solvents b.y GC HS (ppm)
| { Methanol BQL . Not more than 3000
Methyl isobutyl ketclme 19 _ Not more than 4500
Dichloromet‘liane 4% T Not more than 600
| Toluene | | .B-DL‘ | Not more than §90

“BDL” indicates Below Detection Limit.

“BQL” indicates Below Quantification Limit.

Remarks: The material complies as per the Ph.Eur. Specification.

Transportation: Material transit in ambient condition.

Storage: Recommended to store the material at 25%2°C at your site (Excursions allowed between 15 to 30°C).
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Works: M/s '\/asudha Pharma Chem Limited, UmLJIl Plot No:23&24, Jawahdrlal Nehru Pharma City, Thanam (V),
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