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1. MANUFACTURER(s) (Product Name)
The following cGMP facilities as mentioned in Table 2 were used during manufacturing, packaging and testing of the ANDA batches of Product Name and are proposed for post-approval commercial activities.
Table 1
U.S. Agent and Applicant Information 
	Applicant

(ANDA Holder)
	Company Name:
Company Address:
Contact Person Details:

Person Name:
Designation:

Mobile Number:
E-mail:

Fax #:

For cGMP Certification, Refer to Appendix 1
For Debarment Certification Refer to Appendix 2

	U.S. Agent Information
	(if applicable)

Name:
Contact Person:
Designation:
Company Name:
Company Address:
Telephone #:

Fax #:

E-mail:
For US Agent letter, Refer to Appendix 3.


Note # 1:-

For raw materials test functions need to define only full release testing site function on primary release testing site. If we are testing any specific test outside or other than manufacturing site for those raw materials, those test name need to be listed in particular in those facilities only. 

Note # (2):

If the testing site used for ANDA batches and Commercial batches are different for Excipient/API/IP and FP; add clarity in below Table 2 and ensure to have appropriate method transfer report in-place in respective 32S43 or 32P53 validations module.

Note # 3
Include Site(s) that is developing analytical methods and performing method validation.

Whenever multiple sites are involved for API/IP/FP method development and Validation site; brief function and method list can be given in the Table 1 followed by cross referring in Module 32S43 or Module 32P53 respectively. Module 32S43/32P53 should have further breakdown and clarity for sites, methods, method development by DMF/in-house or USP and validation details accordingly.

Note # 4
Facilities utilized to manufacture ANDA batches and proposed for commercial batches needs to be added in 32P31 module. If Commercial mfg site are different than the ANDA Mfg site; 356h form will have only commercial mfg site details.

Note # 5
Testing sites that generate release data or stability testing data only to support registration batches and proposed for commercial batches required to be listed in 32P31 module. If commercial testing site are different than the ANDA testing site; 356h form will have only commercial testing site details.

Note # 6
Include all facilities used for storage of the stability samples. 

<NOTE: The snap-shot of FDA’s Self-Identification database can be included in case when there is no self-identification compliance letter of applicable FY is available.> 

<NOTE: As per FP QOS template, please include the “Quality Agreement Exist?” information in the below table.>
Table 2.
Facilities used in ANDA Submission Batches and Proposed for Future Commercial Batches
	Company Name/ Address
	DUNS/FEI#
	Detailed Responsibilities
	cGMP, Debarment & Self-ID Compliance Certification
	Date of Last FDA Inspection and Outcome

	Company Name 

Address
Contact Person Details:

Name, 

Designation:

Phone (O): 

Fax Number: 

Email: 
	FEI #

DUNS #

	xxxxx
	For cGMP Certification, refer to 
Appendix XX
	Inspection Date duration 

Type of Inspection 

(NAI/ VAI/OAI)
EIR is available on Site
<or note and Provided as attachment.>
Facility is ready for inspection.
Note: Please confirm from respective site that facility is ready for inspection or not and mention here 

	
	
	
	For Debarment Certification, refer to Appendix XX
	

	
	
	
	For Self-ID compliance Letter, Current FY 20XX refer to Appendix XX
	


Note: Please note that all facilities associated with the manufacturing, packaging and testing for both drug substance and drug product were only

listed in the Form 356h submitted in this ANDA. packaging material testing facilities were listed in this module only.
As per the FDA Guidance “Identification of Manufacturing Establishments in Applications Submitted to CBER and CDER Questions and Answers, Section III (3) General Questions/Answers - Question- 3; Company Name has not added any excipient testing facilities as part of ANDA submission as no excipients are considered critical for this drug product formulation”. 

Company Name confirms to the Agency that Company Name has adequate testing/controls in place to determine if the excipient meets established acceptance criteria per 21 CFR 211.84.
Table 3
Outside Contract Facilities for ANDA Submission & Proposed for Future Commercial Batches
	Company Name/ Address
	DUNS/FEI#
	Detailed Responsibilities
	cGMP, Debarment & Self-ID Compliance Certification
	Date of Last FDA Inspection and Outcome

	Company Name 

Address
Contact Person Details:

Name, 

Designation 
Phone (O): 

Fax Number: 

Email: 
	FEI #

DUNS #

	
	For cGMP Certification, refer to 
Appendix XX
	Inspection Date duration 

Type of Inspection 

(NAI/ VAI/OAI)
EIR is available on Site
<or note and Provided as attachment.>
Facility is ready for inspection.
Note: Please confirm from respective site that facility is ready for inspection or not and mention here 

	
	
	· 
	For Debarment Certification, refer to Appendix XX
	

	
	
	· 
	For Self-ID compliance Letter, FY 20XX refer to Appendix XX
	

	Note: Please note that all facilities associated with the manufacturing, packaging and testing for both drug substance and drug product were only listed in the Form 356h submitted in this Original ANDA. Excipients and Container/Closure testing facilities were listed in this module only.


Table 4
Facilities used in ANDA to Perform the One-time Testing *
	Company Name/ Address
	DUNS/FEI#
	Detailed Responsibilities
	cGMP, Debarment & Self-ID Compliance Certification
	Date of Last FDA Inspection and Outcome

	Company Name 

Address
Contact Person Details:

Name, 

Designation 
Phone (O): 

Fax Number: 

Email: 
	FEI #

DUNS #

	
	For cGMP Certification, refer to 
Appendix XX
	Inspection Date duration 

Type of Inspection 

(NAI/ VAI/OAI)
EIR is available on Site
<or note and Provided as attachment.>
Facility is ready for inspection.
Note: Please confirm from respective site that facility is ready for inspection or not and mention here 

	
	
	· 
	For Debarment Certification, refer to Appendix XX
	

	
	
	· 
	For Self-ID compliance Letter, FY 20XX refer to Appendix XX
	

	* This facility was used to perform the one-time testing as described in above table and will not be used for the proposed commercial batches of Product name. Based on the FDA’s current expectations as defined in FDA’s guidance, Identification of Manufacturing Establishments in Applications Submitted to CBER and CDER Questions and Answers, these facilities are not part of the Module 1.1.2 – Form 356h for above listed functions.


Note : Add section and details about the Facilities involved in the Manufacturing of Drug and Device Components of Combination Product and other summary for the Device manufacturer ISO/GMP/21 CFR 820 compliance details as applicable to ANDA
Table 5
Sites Involved in the Research and Development Activity.
	Company Name and Address
	Function

	Company Name 

Address
	xxxxx


Table 6
Facilities Used in the ANDA to Perform Bioequivalence study

	Company Name/ Address
	DUNS/FEI#
	Detailed Responsibilities
	Date of Last FDA Inspection and Outcome

	Company Name 

Address
Contact Person Details:

Name, 

Designation 
Phone (O): 

Fax Number: 

Email:
	FEI Number: xxxxx
DUNS:

xxxxxx
	XXXXX
	Inspection Date duration 

Type of Inspection 

(NAI/ VAI/OAI)
EIR is available on Site
<or note and Provided as attachment.>
Facility is ready for inspection.
Note: Please confirm from respective site that facility is ready for inspection or not and mention here

	This facility was used to perform the one-time testing as described in above table and will not be used for the proposed commercial batches of Product Name. Based on the FDA’s expectation from recent deficiencies, these facilities are not part of the Module 1.1.2 – Form 356h for above listed functions.


Table 7
Facilities Used in the ANDA to Perform One Time Characterization Study (if applicable)
	

	Name of Facility 
	

	Address 
	

	Contact Person, Designation 
	

	Contact information
	

	Test performed
	

	

	Name of Facility 
	

	Address 
	

	Contact Person 
	

	Contact information
	

	Test performed
	


<The applicant may draft the Annexure section as per the specific submission requirements.>
Appendix 1 XXX XX XXX

Appendix 2 XXX XX XXX
Appendix 3 XXX XX XXX
Appendix 4 XXX XX XXX
Appendix 5 XXX XX XXX
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