@mé’nwmzmwmaam

Pembrolizumab 100 mg/4 ml solution for Injection

GPU 1003018

1. Foen Pembrolizumab 100 mg/4 ml solution for injection
2. AauauATalY

2.1 3Uuuy Huunmnnidedmiuin

2.2 dlsznay Usenausiesien Pembrolizumab 100 1.
2.3 MYULUTT ussglunuzedaUAaInde

2.4 2810 FoeszyTovnansdn Mend ity wareunssvessn Tundn Suvuneny luinan Lav

nzifeauiiuen wazanzlunsifiusnuliognsdaiay

2.5 ongaseiidweu fedlitiosndt 1 U fuainfudwey

3. auautAnunaila
Namimlﬁﬁm‘i’lxﬁﬂqmmmﬂuiﬂmu Finished product specification W drug substance specification i

gravsanndussuatuientu wiowdu In house specification Inedaslasunisaanzidouneddnauamugnssuns
DINTUALEN NTENTNATTITUGY Tt LndusTuildsredaioanduaduiidsunimielminduasgiunduiiule
M3unils MAUTENIANTENTIENSITNAY 1309 SEUMIIEN WA, 2561 asTuil 6 Surem wa.2561 (asUsznelus1
Aaauiunuuil 12 nua1Wus n.m.2562) ez sufise1 @UUA 2) 12562 aatudl 3 nsnnIA W.A.2562 (A9
ﬂigmmiuswﬁ%mwmﬁﬁuﬁ 26 NINYIPN N.A.2562)

3.1 Finished product specification:

¥

UD Test Items Specifications
3.1.1 | Identification Meet the requirements
3.1.2 | Assay Meet the requirements
3.1.3 | Particulate matter Meet the requirements
314 | pH 52-5.8
3.1.5 | Bacterial endotoxins NMT 0.1 1U/mL
3.1.6 | Sterility Sterile

3.1.7 | Purity IgG monomer NLT 97.7%
IsG Intact NLT 97.7%

IgG Reduce NLT 96.2%

3.1.8 | Impurity Product related substance High Molecular weight species NMT 2.3 %

Low Molecular weight species NMT 0.5%
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