	
	
	



[bookmark: _Ref161925177][bookmark: _GoBack]Table S1 Overview of Keytruda® and FYB206 batches
	Product
	Batch
	Expiry

	FYB206 DS
	Interim reference standarda
	N/Ab

	
	Small-scale batch
	N/Ab

	FYB206 DP
	Large-scale batch
	N/Ac

	Keytruda® EU Vial 25 mg/mL
	8302603005
	February 2020

	
	S027131
	April 2021

	
	S034605
	April 2021

	
	T003543
	July 2021

	
	T019263
	November 2021

	
	U001450
	April 2022

	
	U039944
	January 2023

	
	X008411
	September 2024

	Keytruda® US Vial 25 mg/mL
	R022536
	February 2020

	
	S04091
	May 2021

	
	T000194
	June 2021

	
	U004642
	June 2022

	
	U028461
	December 2022

	
	X014345
	November 2024


DP drug product, DS drug substance, EU European Union, FYB206 project-specific identifier of the proposed biosimilar, N/A not applicable, US United States 
a FYB206 interim reference standard was filled from a representative small-scale batch
b Analytical samples were preserved by long-term storage at ≤−60 °C; shelf-life of bulk drug substance is subject to change during ongoing development 
c Analytical samples were either kept at 2-8 °C, reflecting the long-term storage condition or were preserved at ≤−60 °C; shelf-life of bulk drug product is subject to change during ongoing development 
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