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	GENERAL MANAGEMENT OF DRUGS AND BIOLOGICALS
Technology Evaluation Management for Synthetic Drug Registration



Form of information relative to registration documentation
Information of the registration applicant company
Corporate Name: 
Good Manufacturing Practice Certificate: (Inform the Resolution number and Publication Date in DOU)
Name of the person in charge for process in the company: 

Contact phone: 

Person in-charge’s e-mail:  
Skype Contact or Skype for Business: 
Information on the product
Claimed presentations: 
When applicable, inform the diluent registration number: 
Completion instructions
· Complete all the fields with the updated requested information as per last addition, if any, to the process;

· In items not applicable to the drug purpose of registration, fill out with NA;
· Attach the file in the Datavisa using the format “Word Document”.
Formulation
The table bears up to three drug concentrations and, if the company has claimed a higher number, fill out with separate sheets.
	
	
	
	Strenght 1 – Insert text
	Strenght 2 – Insert text.
	Strenght 3 - Insert text

	Drug/ Excipients
	BNN
	Function in formula
	Unit formula

	Proportion %

	Standard Formula

	Unit formula

	Proportion %

	Standard Formula

	Unit formula

	Proportion %

	Standard Formula


	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


Active Pharmaceutical Input (API)
	API Namen and BNN
	Requires API registration by RDC 57/2009 and respective INs?
	Main Drug manufacturer’s company name

	Company name of additional API manufacturer(s)


	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text


Descriptive Table for the Development and Manufacturing of API
In the case of products with more than one API manufacturer, fill out a table for each manufacturer.

In the case of associations, fill in a table for each API.
Inform all companies or units involved in each of the steps listed below. If there are different companies, inform the link / relationship between companies.

	
	Unit name and address
	GMP Resolution (DOU publication) , if applicable

	API synthesis from the starting material
	Insert text
	Insert text

	Analytical method development
	Insert text
	Not applicable

	Quality control
	Insert text
	Not applicable

	Stability studies
	Insert text
	Not applicable


1 – General data
In the case of products with more than one API manufacturer, fill out one line for each manufacturer.

In the case of associations, fill in one line for each API.
	API name and BNN
	Drug Manufacturer’s Corporate Name
	Drug manufacturer’s address

	Version and Date of DMF Open Part
	Process / record page
	Contact (name, phone/fax and e-mail of responsible person for DMF on API manufacturer company)

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


2 – API quality control specifications
In the case of products with more than one API manufacturer, fill out one line for each manufacturer.

In the case of associations, fill in one line for each API.

Code of the internal document that contains the updated specifications (drug manufacturer): Insert text
Code of the internal document that contains the updated analytical methods (drug manufacturer): Insert text
Code of the internal document that contains the updated specifications (finished product manufacturer): Insert text
Code of the internal document that contains the updated analytical methods (finished product manufacturer): Insert text
	Test

	Drug manufacturer
(Insert text) 

	Process / Record page
	Finished product manufacturer
(Insert text) 

	Process / Record page

	
	Specification

	Specification reference

	
	Specification

	Specification reference

	

	Description
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Solubility
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Identification
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Melting point
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Polymorphs evaluation
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Loss on drying
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	pH
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Residue on Ignition (sulphated ash)
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Heavy Metals
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Specific optic rotation or enantiomeric impurities
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Assay (dry base or anhydrous)
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Particle size distribution
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Residual solvents
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Microbial limits
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Bacterial Endotoxins
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Sterility
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


3 – Validations / Verifications of the analytical methods
In the case of products with more than one API manufacturer, fill out one line for each manufacturer.

In the case of associations, fill in one line for each API.

	Test
	Drug manufacturer

(Insert text)

	Process / Record page
	Finished product manufacturer

(Insert text)

	Process / Record page

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text


4 – Inclusion or Updating of official compendium
Present the critical evaluation about the inclusion or the changes happened in the monograph of the active pharmaceutical input in the official compendium referenced in its most updated version compared to that used at the protocol time. This critical evaluation should include the impact, or not, of the inclusion or changes in the specifications and what is the company’s action relative to the fact.
	Critical evaluation

	


Excipients

1 – Quality control references of the excipients
	Excipient
	BNN

	Specification reference
	Residual solvents
	Process / Record page

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


2 – Information relative to EET
	Excipient
	Country of origin
	Process / Record page

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text


2 – Inclusion or Updating of official compendium

Present the critical evaluation about the inclusion or the changes happened in the monographs of the excipients in the official compendium referenced in its most updated version compared to that used at the protocol time. This critical evaluation should include the impact, or not, of the inclusion or changes in the specifications and what is the company’s action relative to the fact.

	Critical evaluation

	



Production Report
Complete a form for each claimed drug concentration
1- Responsibilities
When there are more than one company or manufacturing site involved in the drug production, inform in the table below the steps and their responsibility:

	Production step
	Company in-charge’s corporate name
	Process / Record page

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text


2- Flowchart
Present a summary in form of production process flowchart with indication of the steps that have in-process control, listing the same with their respective acceptance criteria:
[image: image1.png]



2 – Batch information
	Intermediate product

(Insert text.)
	Batch
	Date of manufacture/validity
	API Batch
	API Manufacturer
	Bacth size
	Process / Record page

	
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


	Strenght 

(Insert text)
	Batch
	Date of manufacture/validity
	API Batch
	API Manufacturer
	Bacth size
	Process / Record page

	
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


3 – Information on the equipment
	Equipment
	Identification number

	Minimum capacity
	Maximum capacity
	Only complete for solid Pharmaceutical forms
	Process / Record page

	
	
	
	
	Principle of working (class)
	Design 

(subclass)
	

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


Finished Product
Complete preferably one single form with all the claimed concentrations for the drug, only discriminate in which any data refers to any specific concentration
	Company name, address and manufacturing site of main manufacturer
 
	Company name, address and manufacturing site of additional manufacturer


	Insert text.
	Insert text


Descriptive Table for the Development and Manufacturing of Finished Product
Inform all companies or units involved in each of the steps listed below. If there are different companies, inform the link / relationship between companies.

	
	Unit name and address
	GMP Resolution (DOU publication)

	Intermediate product
	Insert text
	Insert text

	Finished product
	Insert text
	Insert text

	Primary packaging
	Insert text
	Insert text

	Secondary packaging
	Insert text
	Insert text

	Diluent production
	Insert text
	Insert text

	Pharmaceutical development
	Insert text
	Insert text

	Analytical Methods development
	Insert text
	Insert text

	Quality control
	Insert text
	Insert text

	Stability Studies
	Insert text
	Insert text


1 – Quality control specifications of the finished product
Code of the internal document that contains the updated specifications (finished product manufacturer): Insert text
Code of the internal document that contains the updated analytical methods (finished product manufacturer): Insert text
Code of the internal document that contains the updated specifications (importer): Insert text
Code of the internal document that contains the updated analytical methods (importer): Insert text
	Test

	Finished product manufacturer
 (Insert text) 

	Process / Record page
	Importer
(Insert text) 

	Process / Record page

	
	Specification

	Specification reference

	
	Specification

	Specification reference

	

	Description
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Identification
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Volume or weight determination
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Uniformity of Dosage Units
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Disintegration
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Hardness
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Water content
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	pH
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Particulate matter
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Assay
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Dissolution
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Impurities/ Related substances
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Enantiomeric Purity
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Residual solvents
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Sterility
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Bacterial Endotoxins (Sterile Products) Or Pyrogens
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Microbial enumeration test
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Preservative content
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


2 – Verifications/ validations of the analytical methods
	Test
	Drug product manufacturer
 (Insert text)
	Process / Record page
	Importer
(Insert text)
	Process / Record page

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text

	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text
	Validation/ Verification report Nº: Insert text
	Insert text


3 – Inclusion or Updating of official compendium


Present the critical evaluation about the inclusion or the changes happened in the monographs of finished product in the official compendium referenced in its most updated version compared to that used at the protocol time. This critical evaluation should include the impact, or not, of the inclusion or changes in the specifications and what is the company’s action relative to the fact.

	Critical evaluation

	Not Applicable



Stability studies
Accelerated study
Storage conditions of the finished product: Insert text
Temperature or humidity condition used: Insert text
Tests performed: Insert text
Process pages / Record: Insert text
Analytical methods (Inform analytical methods code if they are different from those presented in Quality Control) : Insert text
	Strength 
	Batch number
	Batch size
	Manufacturing date
	Primary package
	API Manufacturer

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


Long-term study
Storage conditions of the finished product: Insert text
Temperature or humidity condition used: Insert text.
Tests performed: Insert text.
Process pages / Record: Insert text.
Analytical methods: (Inform analytical methods code if they are different from those presented in Quality Control): Insert text
	Strength 
	Batch number
	Batch size
	Manufacturing date
	Primary package
	API Manufacturer

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


Study after reconstitution/ dilution 

Storage conditions of the finished product: Insert text.
Temperature or humidity condition used: Insert text
Tests performed: Insert text
Process pages / Record: Insert text
Analytical methods: (Inform analytical methods code if they are different from those presented in Quality Control): Insert text
	Strength 
	Batch number
	Batch size
	Manufacturing date
	Primary package
	API Manufacturer

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


In-use stability
Storage conditions of the finished product: Insert text.
Temperature or humidity condition used: Insert text
Tests performed: Insert text
Process pages / Record: Insert text
Analytical methods: (Inform analytical methods code if they are different from those presented in Quality Control): Insert text
	Strength 
	Batch number
	Batch size
	Manufacturing date
	Primary package
	API Manufacturer

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


Photo-stability
Storage conditions of the finished product: Insert text.
Temperature or humidity condition used: Insert text
Tests performed: Insert text
Process pages / Record: Insert text
Analytical methods: (Inform analytical methods code if they are different from those presented in Quality Control): Insert text
	Strength 
	Batch number
	Batch size
	Manufacturing date
	Primary package
	API Manufacturer

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text

	Insert text
	Insert text
	Insert text
	Insert text
	Insert text
	Insert text


� Inform unit of measurement.


� Include only for solids pharmaceutical forms.


� inform unit of measurement.


� inform unit of measurement.


� Include only for solids pharmaceutical forms.


� inform unit of measurement.


� inform unit of measurement.


� Include only for solids pharmaceutical forms.


� inform unit of measurement.


� Complete the address with the following standard: Address: .............../Location:......................../State/Province:......................../Country:..................../ Zip Code:....................


� Complete the address with the following standard: Address: .............../Location:......................../State/Province:......................../Country:..................../ Zip Code:....................


� Complete the address with the following standard: Address: .............../Location:......................../State/Province:......................../Country:..................../ Zip Code:....................


� The list of tests in the specifications is not exhaustive. Use the blank lines to include the tests unlisted in the table;


� Enter the drug manufacturer’s Corporate Name.


� Enter the drug manufacturer’s Corporate Name.


� Include the acceptance criterion, as per the company’s current document


� Enter the official compendium with its respective version or, if internal, analytical method validation report identification.


� Include the acceptance criterion, as per the company’s current document


� Enter the official compendium with its respective version or, if internal, analytical method validation report identification.


� Enter the drug manufacturer’s Corporate Name.


� Enter the drug manufacturer’s Corporate Name.


� Inform the BNN of all the components, including in the case of mixtures/ commercial products.


� Only complete if there are intermediate products such as, for example, pellets and pre-mixture, etc.


� If two or more equipment parts with identical specifications have been used in different process steps, include the identification number of all.


� Concerning the batch used for the demonstration of safety and efficacy demonstrated through pharmaceutical equivalence, bioequivalence and clinical studies, as appropriate


� Only mention the manufacturers for whom documentation has been submitted as provided in the current post-registration standard.


� The list of tests in the specifications is not exhaustive. Use the blank lines to include the tests unlisted in the table;


� Enter the drug manufacturer’s Corporate Name.


� Enter the drug manufacturer’s Corporate Name.


� Include the acceptance criterion, as per the company’s current document


� Enter the official compendium with its respective version or, if internal, analytical method validation report identification.


� Include the acceptance criterion, as per the company’s current document


� Enter the official compendium with its respective version or, if internal, analytical method validation report identification.
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