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NamimﬂaﬁLﬂﬁzﬁﬁ]mmmﬂuwmu finished product specification Wag drug substance
™ . < ' o
specification %a1ﬁamwzLﬁaumaeﬁum1uﬂmzﬂﬁumimmmasm NITNTIEIGITUGY
3.1 Finished product specification: Everolimus tablet

) Test items * Specifications

1 | Identification Meet the requirement

2 | Assay 95.0 % - 105.0 % of the L.A. of Everolimus

3 | Dissolution NLT 85% (Q) of the L.A. of Everolimus is dissolved in 30 mins
4 | Uniformity of dosage units Meet the requirement

5 | Water NMT 2.3 %

6 | Impurities nraauniissylu Finished product specification
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3.2 Drug substance specification:
3.2.1 Everolimus USP 2025

B Test items

Specifications

1 Identification

Meet the requirement

2 | Assay 95.0-102.0% of the L.A. of everolimus on the
anhydrous and solvent-free basic
2 | Residue on ignition NMT 0.1 %
3 | Limit of alcohol NMT 1.5 %
4 | Limit of sirolimus NMT 0.8 %
5 | Water Determination NMT 1.5 %
6 | Optical Rotation -141.0° to -153.0° on the anhydrous basis
7 | Microbial Enumeration Tests and Tests for
Specified Organisms
-The total aerobic microbial count NMT 10° cfu/g
-The total yeasts and molds count NMT 10% cfu/g
8 | Organic Impurities
-Everolimus-19-ene open ring NMT 0.5 %
-Specified unidentified impurity 1 NMT 0.4 %
-Specified unidentified impurity 2 NMT 0.4 %
-Specified unidentified impurity 3 NMT 0.8 %
-10-Desmethyl everolimus NMT 0.8 %
-9-O-Hydroxyethyl sirolimus NMT 0.8 %
-Formyl sirolimus and Specified unidentified | NMT 0.3 %
impurity 4
- Everolimus cyclic hemiacetal NMT 0.2 %
- Any individual unspecied impurity NMT 0.20 %
-Total impurities :

NMT 2.5 %
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%39 3.2.2 Everolimus BP 2025

U3 Test items Specifications

1 | Identification Meet the requirement

2 | Assay 95.0-102.0% of the L.A. of everolimus (anhydrous

substance)

3 | Specific Optical Rotation -153.0 to -141.0 (anhydrous substance)

4 | Impurities/Related substance
-Impurity A, C, D, | NMT 0.8% for each impurities
-Unspecified impurities NMT 0.15%
-Total impurities NMT 2.5%

5 | Water NMT 2.0%, determined on 0.400 g

6 | Sulfated Ash NMT 0.1%, determined on 1.0 g.
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