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Pembrolizumab 100 mg/4 ml solution for Injection
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3.1 Finished product specification:

49 Test Items Specifications

3.1.1 | Identification (IR)
- Biological Potency by ELISA Positive
- Charge Distribution Comparable to reference
Comparable to reference

- Peptide Map
3.1.2 | Assay 90.0%-110.0% of the labeled amount
- Protein Concentration 22.5 - 27.5 mg/mL
- Polysorbate-80 Concentration 0.10 - 0.25 mg/mL

3.1.3 | Sterility test Meet the requirement




3.1.4 | Particulate matter in injection
Size >10 pm Not more than 6,000 particles/container
Size> 25 um Not more than 600 particles/container
3.1.5 | Bacterial endotoxin test maﬁw\humuﬁixﬂu finished product specification
3.1.6 | Description
- Appearances and Visible particles Liguid, essentially free of visible particle
- Clarity and Degree of Opalescence < Reference
_ Color Not more intense than Reference
3.1.7 | Potency (EUSA)
- Biological Potency 80-130% of reference
3.1.8 | Purity
3.1.8.1 | Charge Distribution
- Acidic Variant < 12.1%
- Acidic 1 Peak < 8.2%
- Pre-Main Peak < 3.0%
- Main Peak < 53.0%
- Basic 1 Peak < 10.0%
- Basic 2 Peak < 11.5%
- Basic V Peak <7.1%
3.1.8.2 | IgG Monomer > 97.7%
3.1.8.3 | IgG Intact (Main IgG) > 97.7%
3.1.8.4 | 1gG Reduced (Heavy and Light Chains) > 96.2%
3.1.9 | Impurities
3.1.9.1 | Oxidation
- Pre-Peak 1+2 < 7.8%
- Pre-Peak 3 < 0.5%
3.1.9.2 | Product-Related
Substance/Impurities
- High-Molecular Weight Species < 2.3%
- Low-Molecular Weight Species < 0.5%




3.1.10 | Pharmaceutical Technical Tests
- Extractable Volume Not less than labeled volume (> 4.0 mL/Vial)
- pH 5.2-5.8
- Particulate
> 10 ym < 6,000 particles/unit
> 25 um < 600 particles/unit
3.1.11 | Microbial Quality
- Bacterial Endotoxins < 0.10 EU/mg
- Sterility Pass
3.2 Drug substance : Pembrolizumab
49 Test Items Specifications
3.2.1 | Description
- Appearances and Visible particles Liquid
- Clarity and Degree of Opalescence < Reference
_Color Not more intense than Reference
3.2.2 | Identification (IR)
- Biological Potency by ELISA Positive
- Charge Distribution Comparable to reference
- Peptide Map Comparable to reference
3.2.3 | Potency (EUSA)
- Biological Potency 80-130% of reference
3.24 | Assay
- Protein Concentration 225 - 27.5 mg/mL
- Polysorbate-80 Concentration 0.10 - 0.25 mg/mL
3.2.5 | Purity
3.2.5.1 | Charge Distribution

- Acidic Variant
- Acidic 1 Peak

- Pre-Main Peak
- Main Peak

- Basic 1 Peak

- Basic 2 Peak

- Basic V Peak

< 12.1%
< 8.2%
< 3.0%
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3.2.5.2 | IgG Monomer > 97.7%
3.2.5.3 | IG Intact (Main 1gG) > 97.7%
3.2.5.4 | lgG Reduced (Heavy and Light Chains) > 96.2%

3.2.6 | Impurities

3.2.6.1 | Oxidation
- Pre-Peak 1+2 < 7.8%
- Pre-Peak 3 < 0.5%

3.2.6.2 | Product-Related

Substance/Impurities
- High-Molecular Weight Species < 2.3%
- Low-Molecular Weight Species < 0.5%

3.2.7 Pharmaceutical Technical Tests
- pH 5.2-5.8
- Osmolality 230-280 mOsm/kg

3.2.8 | Microbial Quality
- Bacterial Endotoxins < 0.15 EU/mg
- Sterility < 10 cfu/100 mL
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4.1 Long term stability ANUDIEEN
4.2 In-use stability N/A
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