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37U9U 80 vial
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Pembrolizumab 100 mg in 4 ml injection
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3.1 Finished product specification: Pembrolizumab injection

49 Test ltems Specifications
1 | ldentification mi’m\immu‘ﬁ'izﬂu Finished product specification
2 | Potency (ELISA)
- Biological Potency 80 - 130% of reference
3 Assay
- Protein concentration 22.5 - 27.5 mg/ml
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3.1 Finished product specification (fia)

b Test ltems Specifications
- Polysorbate-80 Concentration 0.10 - 0.25 mg/ml

4 | Purity 5296 1umNAsEYlu Finished product specification
5 Impurities Gl'i’ﬁ]ﬂhummﬁiquu Finished product specification
6 Extractable volume NLT 4.0 ml
7 | pH 52-58
8 Particulate matter

-9UR 2 10 pm NMT 6,000 particles/unit

-UR = 25 um NMT 600 particles/unit
9 | Sterility AN UAATISEYL Finished product specification
10 | Bacterial endotoxins NMT 0.15 1U/mL

3.2 HANNIATAAATIYN Elemental impurity #3adl Risk assessment report (1ensianansusznau)

RUEIWG)

- NMT = Not more than, NLT = Not less than
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