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CERTIFICATE OF ANALYSIS

Product . Trilostane Manf Date February 2023

Batch No : TLO 002/0223 Retest Date . January 2028

Description White powder

(White to pale white powder.)

Solubility Complies (Soluble in Dimethyl sulphoxide)

Identification IR - Concordant with In-house standard

HPLC - (The retention time of the major peak of the sample

solution correspond to that of the standard solution, as obtained

in the assay)

Melting Point 263°C (257°C to 270°C)

Specific optical rotation +136° ( +135° to +142° on anhydrous basis)

(1.0% solution in Pyridine at

25°C)

Loss On Drying 0.25 % wiw (NMT 0.5 % wiw)

T Residue On Ignition _ . 0.03%wiw (NMT 0.5.% wiw) |..

Related substances 0.06 % ( Ketotrilostane : NMT 0.50 % )

(By HPLC) 0.07 % ( Trilostane Intermediate : NMT 0.50 % )

Less than 0.08 % ( Unknown Impurity : NMT 0.20 %)

0.13 % ( Total impurities : NMT 1.0 % )

Assay By HPLC :99.4 % wiw

( NLT 98.0 % w/w and NMT 102.0 % wi/w on dried basis )

Residual solvents Methanol : NMT 3000 ppm

Complies as per ICH guideiinel
Conclusion Complies with In-House

 dnalytical Chemist
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Asst. OC Managetr

Manufacturing Site: No. 518, Jalan Waja 4, Taman Industri Waja, 09000 Kulim, Kedah Darul Aman, Malaysia.
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CERTIFICATE OF ANALYSIS

Product . Trilostane Manf Date : February 2023

Batch No : TLO 002/0223 Retest Date : January 2028

Additional Tests

Total Aerobic Microbial <10 CFU/g (NMT 10°% CFU/qg)

Count

Total Combined <10 CFU/g (NMT 102 CFU/g)

Yeasts/Molds Counts

Patlrogens:

Escherichia coli : Absent ( Absent)

Salmonella Absent ( Absent )

Pseudomonas aeruginosa Absent (Absent )

Staphylococcus aureus Absent ( Absent )

Clostridia Absent ( Absent )

Candida Albicans Absent ( Absent )

Conclusion : Complies with In-House
Analytical Chemist Asst. QC Manager
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Manufacturing Site: No. 518, Jalan Waja 4, Taman Industri Waja, 09000 Kulim, Kedah Darul Aman, Malaysia.
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