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1 3.2.s.2.1
Manufacturer(s) (api name; api manufacturer name)
This section includes information on the drug substance manufacturing and testing site. Additionally, please refer to Module 3.2.P.3.1, for the details of facilities, where API testing has been done after receiving to Company Name.

<If API micronizatron facility is different that API mfg. Facility; please provide Table 2 Information.>

<For Complex Molecule – This point is applicable: Also sites involved in research & development, manufacturing, and testing that generated data to support the lots supplied for ANDA batches and testing labs that perform functions integral to the control strategy for example, 1) a characterization, 2) comparison of molecules & comparability testing — should be included.>

<If DMF has multiple facilities listed in addition to the facilities proposed for the ANDA Applicant name’s ANDA application; we should add write-up in Introduction section of Module 3.2.S.2.1. Reference draft is shared as below:>

DMF holder, (Company name) has listed multiple facilities as part of the current DMF # _________ for (API name). As per FDA’s guidance – Identification of Manufacturing Establishment in Applications Submitted to CBER and CDER, Question and Answers, 
Question 1 of General Questions/Answers section, only those facilities that are associated with referencing ANDA and will be utilized in commercial manufacturing, should be listed in Form FDA 356h and in Module 3. Accordingly, drug manufacturing company name has listed only those relevant facilities from DMF # ______, which are applicable to ANDA applicant name’s ANDA # _________ for _____________ drug product, as part of this Module 3.2.S.2.1 as well as FDA Form 356h. Please refer Module 1.4.2 for the DMF Letter of Authorization (LOA) specifying those facilities associated with ANDA applicant name’s  ANDA # ________.
1.1 3.2.S.2.1.1
Drug Substance Manufacturer Information

Table 1: All Sites involved in the Manufacture/Testing of Drug Substance

	Name/Address/Contact
	Responsibilities
	DUNS/FEI
	cGMP Certification
	Date of last FDA inspection and Outcome

	API Manufacturer Name
Address
Contact Person
Name: XXXX XXXX
Designation: Designation
Tel.: + XXXXXXXX
Fax: +XXXXXXXX
Email: xxxxxxxxxx
	
	FEI # XXXXXX
DUNS #
XXXXXX
	For cGMP Certification, please refer to Appendix 2
	DD MM YYYY
Voluntary Action Indicated (VAI)
Facility is ready for inspection.


Table 2: Drug Substance Manufacturing Site

	Name of Site
	Synthetic, Semi-Synthetic or Fermentation
	Specific Process Steps Performed
	DMF # if applicable
	Subcontracting
Performed?
	Do any Quality Agreement exist?

	
	
	
	
	
	


Table 3: Intermediate Contract Manufacturers

	Name of Site
	Synthetic, Semi-Synthetic or Fermentation
	Specific Process Steps Performed
	DMF # if applicable
	Subcontracting
Performed?
	Do any Quality Agreement exist?

	
	
	
	
	
	


Table 4: Contract Testing Sites

	Name of Site
	Release and/or Stability Testing*
	Specific Process Steps Performed
	DMF # if applicable
	Subcontracting
Performed?
	Do any Quality Agreement exist?

	
	
	
	
	
	


1.2 3.2.S.2.1.2
US Agent Information
Table 5: Contact Details Information
	Contact Details Information

	US Agent Name and Address
	

	Contact Person Name
	

	Designation
	

	Telephone:
	

	Fax:
	

	Email:
	


1.3 3.2.S.2.1.3
Regulatory Statement / Certificates for API Name
<Note: Please include cGMP and debarment certificate of all sites which are listed above in table 1 and are listed in DMF section 32s21>
<Provide the below facility information for all facility that are listed in above table 1 and DMF section 32s21.

· GDUFA Self-Identification for FY 2026 – Snapshot from FDA Website

· Statement of current FDA Inspection Status - (EIR 1st Page)>
<For Debarment certificate, refer to module 1.3.3. So, this section should match API information>
	LIST OF STATEMENTS/CERTIFICATES
	REFERENCE APPENDIX #

	U.S. Agent Appointment Letter
	See Appendix XX

	cGMP Certificate – API Manufacturer Name 
	See Appendix XX

	Debarment Certificate – API Manufacturer Name
	See Module 1.3.3 

	cGMP Certificate – Contract Testing site (if applicable) 
	See Appendix XX

	Debarment Certificate – Contract Testing site (if applicable)
	See Module 1.3.3 

	Residual Solvent Statement
	See Appendix XX

	Benzene Free Statement
	See Appendix XX

	Key Starting Material Declaration
	See Appendix XX

	Polymorphism Statement
	See Appendix XX

	Isomerism Statement
	See Appendix XX

	TSE/BSE Statement
	See Appendix XX

	Genotoxic Impurity Statement
	See Appendix XX

	Metal Catalyst / Elemental Impurity Statement
	See Appendix XX

	GDUFA Self - Identification for FY <enter current FY> – Snapshot from FDA Website
	See Appendix XX

	GDUFA Self - Identification for FY <enter current FY> – Contract testing site – if applicable - Snapshot from FDA Website
	See Appendix XX

	GDUFA Facility Fees - FY <enter current FY> Confirmation 
(Copy of FDA Form 3794)
	 Refer to Appendix 5  of Module 1.1.2 <Please update number once section 1.1.2 finalized> 

	GDUFA Facility Fees - FY <enter current FY> Confirmation 
(Copy of FDA Form 3794) – Micronization/sterilization
	See Appendix XX

	GDUFA – Type II DMF Fee Confirmation
(Copy of FDA Form 3794)
	 Refer to Appendix 4 to Module 1.1.2 <Please update number once section 1.1.2 finalized>

	Complete Assessment Confirmation Snapshot from FDA Database for DMF # XXXXX
	See Appendix XX

	Statement of current FDA Inspection Status -  (EIR 1st Page)
	See Appendix XX


Appendix 1  XXXXX as per above table 
Appendix 2 XXXXX
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