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[bookmark: _Toc136347376]1.3.3		Debarment Certification
The debarment certifications for the facilities involved in the manufacturing, packaging and testing (release and stability) of Product Name and for facilities proposed to perform post-approval commercial activities, are provided in this module. Please refer to Module 3.2.S.2.1 (Sequence # 000x) and Module 3.2.P.3.1 (Sequence # 000x) for functions of each facility listed in below table.
<Note: Company name, its responsibility and debarment certiifctae shoulde be match with the section 3.2.S.2.1 and 3.2.P.3.1>
[bookmark: _Toc214875356]Table 1. Facilities used in ANDA Submission Batches and Proposed for Future Commercial Batches
	Company Name
	DUNS# / FEI#
	Reference to Debarment Certificate

	Drug Substance Manufacturer/Testing Site – API Name

	Manufacturer name
Full Address
	FEI # xxxxxxxxxx
DUNS # xxxxxxxxx
	Appendix 1

	Contract Testing Site used by Drug Substance Manufacturer – API Name

	Manufacturer name
Full Address
	FEI # xxxxxxxxxx
DUNS # xxxxxxxxx
	Appendix 2

	Finished Product Manufacturer/Testing Site – Product name

	Manufacturer name
Full Address
	FEI # xxxxxxxxxx
DUNS # xxxxxxxxx
	Appendix 3

	Contract Testing Site used by Drug Product Manufacturer

	Manufacturer name
Full Address
	FEI # xxxxxxxxxx
DUNS # xxxxxxxxx
	Appendix 4

	One time testing used by Drug Product Manufacturer 

	Manufacturer name
Full Address
	FEI # xxxxxxxxxx
DUNS # xxxxxxxxx
	Appendix 5

































[bookmark: _Ref382062564][bookmark: _Ref382062571][bookmark: _Ref382062657][bookmark: _Ref408417742][bookmark: _Toc214875361][bookmark: _Ref20301787][bookmark: _Ref46369864]Drug Substance Manufacturer – Manufacturer name – Debarment Certificate

[bookmark: _Toc201828675][bookmark: _Toc214875362][bookmark: _Ref489631328][bookmark: _Ref489631335][bookmark: _Ref489631339][bookmark: _Ref489631343][bookmark: _Ref46369876][bookmark: _ITBT_APPENDIX_2_DRUG_PRODUCT_MANUFA]Contract Testing Site used by Drug Substance Manufacturer and Drug Product Manufacturer – Company name Limited- Debarment Certificate
[bookmark: _Toc214875363]Drug Product Manufacturer – Manufacturer name - Debarment Certificate
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[bookmark: _Toc214875365]One-time testing site – Company name - Debarment Certificate
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