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1.
iNFORMATION ON COMPONENTS
This module contains information regarding the drug substance manufacturer and US agent, excipients suppliers and manufacturers, container/closure suppliers and manufacturers, manufacturer’s certificate of analysis and suppliers’ certificate of compliance. Information on the components used in the manufacture of the ANDA batches has been included in other sections of the eCTD hierarchy, as follows:
1.1 Drug Substance Manufacturer and US Agent Information for Product Name 
Table 1.
Drug Substance Manufacturer and U.S. Agent Information for Drug Product

	Name/Address/Contact
	Responsibilities
	DUNS/FEI
	Date of last FDA Inspection and Outcome
	Type II DMF

	Name
Address
Contact Person

Name: XXX
Designation : XXX
Tel.: XXX
Fax: XXX
Email : XXX
	Please take same information mentioned in section 3.2.S.2.1
	FEI # XXX
DUNS # XXX
(Refer to Module 3.2.S.2.1 - Appendix 1 for Details)
	DD Month Year
EIR received with “Outcome”

Voluntary Action Indicated (VAI)”
	DMF # ######
(For a copy of the DMF LOA, please refer to Module 1.4.2 – Appendix 1)


<Please mention the outcome in respective EIR. Here for example mentioned as VAI>
<Please make sure that drug substance manufacturer and US agent information table should be same as section 3.2.S.2.1>
<Please make sure that drug substance lot information table should be same as section 3.2.S.4.4>
< Please mention the API lot used in ANDA batches in the In-vivo Bioequivalence (BE) Study.>
1.1.1
US Agent Information

US Agent Information for the DMF is provided below. 
Table 2.
U.S. Agent Details Information

	Contact Details Information

	US Agent Name and Address
	

	Contact Person Name
	

	Designation
	

	Telephone
	

	Fax
	

	Email
	

	DUNS
	


The drug substance lots used in the manufacturing of the ANDA submission batches are provided in table below. For batch analysis data, please refer to Module 3.2.S.4.4. 
Table 3.
Drug substance lots used in the manufacturing of the ANDA submission batches
	Drug substance lot Used in ANDA Batches
	ANDA Batch#



	Manufacturer 

(Drug Substance ) Lot No.
	Company Name’s Receiving #
	

	
	
	Batch # 1

	
	
	Batch # 2

	
	
	Batch # 3

	^ API Batch #XXXX (ANDA batch XXXX, Strength) was used in the In-vivo Bioequivalence (BE) Study.


1.2 Compendial Excipients used in Finished Product
Company Name’s specifications meet, at a minimum, the requirements identified in the current USP/NF monograph, as applicable. All specifications will be revised in accordance with any compendial updates and submitted to the application accordingly. 
<Note: The information in this section should be same as per section 3.2.P.4.4>
Table 4.
Compendial excipients used in Finished Product
	Excipient Names/ RM Code
	Manufacturer
	Supplier
	Lot Numbers
	Used in ANDA Batches
	Comply with USP/NF

	
	
	
	Supplier
	Company Name
	
	

	Excipient 1 

[Material Code.: XXXX]
	Company name

Address
	Company name

Address
	
	
	Strength
	Batch # 1
	

	
	
	
	
	
	
	Batch # 2
	

	
	
	
	
	
	
	Batch # 3
	

	Excipient 2

[Material Code.: XXXX]
	Company name

Address
	Company name

Address
	
	
	Strength
	Batch # 1
	

	
	
	
	
	
	
	Batch # 2
	

	
	
	
	
	
	
	Batch # 3
	


1.3 Non-Compendial Excipients

Company Name specifications for the non-compendial excipients are based on the manufacturers’ specifications. All specifications will be revised in accordance with any updates incorporated by the manufacturers and submitted to the application accordingly. The non-compendial excipients are also subjected to reduced testing as per the Vendor Qualification Program described above for compendial excipients.
Table 5.
Non-compendial excipients used in Finished Product
	Excipient Names 

(with Grade)
	Manufacturer
	Supplier
	DMF No.*
	Lot Numbers
	Used in ANDA Batches

	
	
	
	
	Supplier
	Company Name
	

	Excipient 1 

[Material Code.: XXXX]
	Company name

Address
	DMF#
	
	
	Strength
	Batch # 1

	
	
	
	
	
	
	Batch # 2

	
	
	
	
	
	
	Batch # 3


*Please refer to Module 1.4.2 for the DMF Letter of Authorization of capsule shell.
<Note: Please ensure about the information provided in this section should be same as provided in section 3.2.P.4.4>
1.4 Container Closure System Supplier and Manufacturer

The following table includes information of the packaging components, used in ANDA Submission Batches of Product Name.
Table 6.
Packaging components used in ANDA Submission Batches of Finished Product Name
	Packaging Component
	Specification Package

(Company Name Part #)
	Test Data Package
	ANDA Batch(es) 
	Company Name Retest period

	Type
	Size
	
	Company Name
Lot #
	Manufacturer 
Lot #
	
	

	
	
	
	
	
	Batch # 1
	

	
	
	
	
	
	Batch # 2
	

	
	
	
	
	
	Batch # 3
	


<Note: Please ensure about the information provided in this section should be same as provided in section 3.2.P.7>
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