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Animal derived materials/ products are 

commonly used in the manufacture of 

biologics/ biopharmaceuticals. A detailed 

information regarding the rationale for 

use of such material e.g. the source, etc. 

shall be provided, as per Checklist A and 

Checklist B; and also provide a 

confirmation on the presence/ absence of 

the animal materials in the final product.  

 

 

 

 

Animal derived materials/ products are 

commonly used in the manufacture of 

biologics/ biopharmaceuticals. A detailed 

information regarding the rationale for use 

of such material e.g. the source, etc. shall 

be provided, as per Checklist A and 

Checklist B; and also provide a 

confirmation on the presence/ absence of 

the animal materials in the final product 

through Deoxyribonucleic Acid (DNA) 

testing by Polymerase Chain Reaction 

(PCR) or any qualified and validated 

analytical method.  

 

If the analytical results are positive or 

DNA test on the final product is not 

submitted, labels should contain the 

information of the animal origin 

(specifying the name of the animal(s)) 

accordingly.   

 

5. Keperluan ujian DNA ini tidak terpakai bagi produk Biologik yang menggunakan 

bahan bersumberkan haiwan dalam produk akhir sebagai eksipien, pengawet atau 

kapsul di mana maklumat bahan bersumberkan haiwan perlu dipaparkan dengan jelas 

pada label produk. 

 




