RENOWED LIFE SCIENCES
PLOT NO-10,11 SEC-6B, I.1.E, SIDCUL HARIDWAR-242403

CERTIFICATE OF ANALYSIS

{See Rule 150 E (F) Under The drug & Cosmetic Act 1940 & Rules There under)

FINISHED PRODUCT

Product Name Cortibrook Suspension Ref. No. M00001106
Generic Name Deflazacort Oral Suspension

Batch No. DL401020 AR. No. FP-0190/24
Batch Size 150.0 Ltrs Mfg. Date 01/2024
Sample Date 23/02/2024 Exp. Date 12/2025
Analysis Date 23/02/2024 Release Date 28/02/2024

5 S . D K8 2 2 5
i. Descrlptlon Yellow coloured suspensuon Yellow coloured suspens:on
filled in amber colour ‘PET| filled in amber colour ‘PET’
bottle. bottle.
. . Should be complies in .
2.| Identification assay. Complies
3, | Average Filled Volume NLT-30 ml 130.3mi
4.| Uniformity of filled Volume 30 ml £9.0% Complies
5.| pH 4.0 to0 6.0 5.21
6.| weight/ml 1.00 gm/mi to 1.20 gm/mi | 1.0962gm/ml
7.| Assay: Each 5 ml contains:
Deflazacort 6 mg 5.40 mg to 6.60 mg 6.15mg
8.| Microbial Analysis:~
Total Bacterial Count NMT- 100 CFU/mi 25 CFU/mi
Total Fungal Count NMT- 10 CFU/ml Nil
E. coli Should be absent Absent
Salmonella Should be absent Absent

Conclusion: The above sample complies/deesrot complies as per ¥P7BP/USP/IH specification.
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