ANNEX A - TECHNICAL SOURCE AND REGULATORY VERIFICATION SCHEDULE
A1. Ingredient and manufacturing-source verification
Product: FM2181-4  2×FastAmpli Premix-UNG Ⅳ (Probe qPCR) (DG)   |   Draft for export documentation
	Ingredient / component
	Declared origin / process
	Source organism scientific name (if applicable)
	Supplier / evidence reference

	DNA polymerase (if present)
Taq DNA polymerase, recombinant
	Recombinant; expressed in Escherichia coli by microbial fermentation; purified by chromatography. No BSA, gelatin or casein used.
	Escherichia coli (expression host); polymerase gene derived from Thermus aquaticus.
	Recombinant enzyme supplier declaration; Certificate of Analysis (CoA); TSE/BSE statement; Biori batch record.

	Other proteins, enzymes, stabilisers or carriers
Uracil-DNA glycosylase (UNG), recombinant; trehalose / mannitol stabiliser and lyoprotectant
	UNG: recombinant, expressed in Escherichia coli. Stabilisers / lyoprotectants: synthetic or plant-derived. No BSA, gelatin or casein used.
	UNG: Escherichia coli (expression host). Trehalose / mannitol: not applicable (synthetic / plant-derived; verified by supplier CoA).
	UNG supplier CoA and TSE/BSE declaration; excipient supplier CoA / specification; no BSA / gelatin / casein declaration; Biori batch record.

	Processing aids / manufacturing inputs
Fermentation media, IPTG induction, purification buffers, UF/DF membranes and filters
	Microbial fermentation (Escherichia coli) is used for recombinant enzyme production. Antibiotic-free fermentation. No animal-derived processing aids declared; supplier statements to be attached.
	Escherichia coli (fermentation host). Media / buffer components: not applicable.
	Manufacturing record; media and buffer supplier CoA; antibiotic-free statement; cleaning and filtration records.


Notes: (1) This table covers only the three red-boxed rows of Annex A1. (2) The product contains recombinant Taq DNA polymerase and UNG; no reverse transcriptase is present. (3) No BSA, gelatin or casein is used; fermentation is antibiotic-free. (4) Supplier evidence references are to be attached with the shipment and confirmed against the actual batch records.




