KalChempy

Compounding Chemicals You Can Trust

'@ Piramal

CERTIFICATE OF ANALYSIS
PRODUCT KETOCONAZOLE COMPENDIA : USP-42
BATCH No KET/M-35220 BATCH QUANTITY 1 268.50 Kg
MFG. DATE : AUGUST.2020 EXP. DATE : JULY.2025
APPROVED ON : 23/11/20 DISPATCH QUANTITY : 268.34 Kg
QC. A.R.No.: FP/304/2020

TESTS | RESULTS | SPECIFICATIONS
1. DESCRIPTION Almost white powder. A White or almost white powder.
2. SOLUBILITY Practically insoluble in water, Practically insoluble in water, Freely

3. IDENTIFICATION
a) IR Absorption

b) HPLC

Freely soluble in soluble in dichloromethane, soluble
dichloromethane, soluble in in Methanol, sparingly soluble in
Methanol, ethanol (96%).

Sparingly soluble in ethanol
(96%).

Sample spectrum concordant
with that of working standard.

Sample retention time matched
with Standard retention time

IR Absorption spectrum of the
sample is concordant with that of
Ketoconazole USP  Reference
Standard/Working Standard.

The retention time of the major
peak of the sample solution
corresponds to that of the standard
solution, as obtained in the Assay.

4. SPECIFIC ROTATION 0° Between -1° and +1°
5. LOSS ON DRYING 0.2% Not more than 0.5% w/w
6. RESIDUE ON IGNITION 0.0% Not more than 0.1% w/w
7. ORGANIC IMPURITIES BY HPLC
i) Individual Unspecified impurity =~ Not Quantified Not more than 0.10%
ii) Total impurities Not Quantified Not more than 0.50%
8. ASSAY (BY HPLC) 100.2% Not less than 98.0%w/w and Not
(On the dried basis) more than102.0%w/w of
C26H28CI2NsO4
9. RESIDUAL SOLVENTS (BY GC-HS)
CLASS -2. Residual Solvents
a) Methanol 128 ppm Not more than 500 ppm
b) Methylene chloride 0 ppm Not more than 100 ppm

REMARKS: The above product conforms to USP-42 Specifications.
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Piramal Pharma Limited
CIN No.: U24297MH2020PLC338592
Factory Address: Sy. Nos. 7-70, 70/1 and 70/2, Digwal Village, Kohir Mandal,
Sangareddy District - 502 321, Telangana, India. T 08451 - 300 999
Admin Office: 5-9-30, Road # 4, Basheerbagh Palace Colony, Basheerbagh,
Hyderabad - 500 063, Telangana, India. T 040 - 23226719
Registered Office: Gr.FlIr., Piramal Ananta, Agastya Corporate Park, Kamani Junction,
LBS Marg, Kurla, Mumbai - 400 070, India. T 022 - 3046 6666
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