RENOWED LIFE SCIENCES

= PLOT NO-10,11 SEC-6B, I.1.E, SIDCUL HARIDWAR-249403

CERTIFICATE OF ANALYSIS

FINISH PRODUCT

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

Product Name TOFASE -5 Tab Ref. No. TRS/0624/DT406066 F
Generic Name Tofacitinib Tablets IP 5 mg
Batch No. DT406066 AR. No. FP-0788/24
Batch Size 1.0 Lac Tabs Mfg. Date 06/2024
Sample Date 21/06/2024 Exp. Date 05/2026
Analysis Date 01/07/2024 Release Date 02/07/2024
Seno Tt e e
i.| Description White coloured round | White coloured round
biconvex, film coated tablet| biconvex, film coated tablet
plain on both side. plain on both side.
2.| Identification Should be comply in assay Complies
3.| Average weight 115mg+ 7.5 % 113.12 mg
4.| Uniformity of weight + 7.5 % of average weight +3.77% to -3.17%
5.| Dissolution: (Q) NLT- 80% 86.54% to 96.22%
6.| Uniformity of content 85% to 115% 92.47% to 108.66%
7.| Related Substances
Any Peak corresponding to DCT | NMT-0.5%w/w Not Detected
Any other secondary peak NMT-0.5%w/w Not Detected
Sum of all secondary peak NMT-2.0% w/w Not Detected
8.| Assay: Each film coated
tablet contains:
Tofacitinib citrate IP 4.5 mg to 5.5 mg 5.08 mg
eg. to Tofacitinib 5mg| 90.0% to 110.0% 101.60%

Conclusion: The above sample coh’rﬁﬁés/dees—neteemﬁlies as per I\Pﬁ‘PfUS-PﬁH specification.
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