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1. Statement of subject matter and purpose for which the report was prepared 

This report was prepared in accordance with the guidance document SANCO/10597/2003 rev. 9 (Guidance document on the assessment of equivalence of technical materials of substances regulated under Regulation (EC) No 1107/2009). 

The rapporteur must indicate in the table below which case has been examined

	Technical material from a new/different manufacturer
	

	
	

	Data from industrial scale production vs pilot scale production.
	

	
	

	Change in the manufacturing process, and/or manufacturing location.
	


2. SUMMARY, EVALUATION AND ASSESSMENT OF DATA (Dossier Documents J, K-II and L-II)

SECTION A: Identity of the active substance (Annex IIA 1)

a.1 Name and address of applicant(s) (Annex IIA 1.1)

Name of the person responsible for the submission of the dossier:

Contact:

Telephone: 

Facsimile No:

E-mail: 

a.2 Common name and synonyms (Annex IIA 1.3)

ISO : 

a.3 Chemical name (Annex IIA 1.4)

IUPAC: 

CA: 

a.4 Manufacturer’s development code number (Annex IIA 1.5)

XXXXX

a.5 CAS, EEC and CIPAC numbers (Annex IIA 1.6)

CAS: 

EEC/EINECS No: 

CIPAC No: 

a.6 Molecular and structural formulae, molecular mass (Annex IIA 1.7)

Molecular formula:

Structural formula: 

Molar mass: 
a.7 Manufacturer or manufacturers of the active substance (Annex IIA 1.2)

XXXXXXX

Contact point: 

Telephone: 

Facsimile No:

E-mail:

Location of the plant for the active substance:

XXXX

a.8 Method or methods of manufacture (Annex IIA 1.8)

XXXXXXXXX 

a.9 Specification of purity of the active substance (Annex IIA 1.9)

Minimum purity: 

A.10 Identity of isomers, impurities and additives (Annex IIA 1.10)

XXXXXX

a.11 Analytical profile of batches (Annex IIA 1.11)

XXXXXX

SECTION B: ANALYTICAL METHODS

b.1 Analytical methods for the determination of pure active substance in the active substance as manufactured 
(Annex IIA 4.1.1)

Specificity:

XXXXXX

Linearity:

XXXXXX

Accuracy:

XXXXXX

Precision

XXXXXX

B.2 ANALYTICAL METHODS FOR THE DETERMINATION OF SIGNIFICANT AND/OR RELEVANT IMPURITIES IN THE ACTIVE SUBSTANCE AS MANUFACTURED (ANNEX IIA 4.1.2)

Specificity:

XXXXXX

Linearity:

XXXXXX

Accuracy:

XXXXXX

Precision

XXXXXX

3. Tier i: EVALUATION OF CHEMICAL EQUIVALENCE
1. ASSESSMENT OF CHEMICAL EQUIVALENCE

	
	Reference source

(clearly defined, in cases where more than one exists)
	Different Source
 
	

	
	Certified values (g/kg)
	Certified values
(g/kg)
	

	Active substance
	
	
	

	
	
	
	Variation

	Impurity 1
	
	
	

	Impurity 2
	
	
	

	Impurity 3
	
	
	

	…
	
	
	


2. CONCLUSIONS AND RECOMMENDATIONS

Include consideration of need for Tier II assessment.

4  TIER II: TOXICOLOGY & ECOTOXICOLOGY

1. ASSESSMENT OF EQUIVALENCE

2. CONCLUSIONS AND RECOMMENDATIONS

5.  OVERALL CONCLUSION ON EQUIVALENCE

Give details of reference source, including location (e.g. DAR) and summary of TIER I and TIER II assessment

	Technical material equivalent following Tier I assessment?
	

	
	

	Technical material equivalent following Tier II assessment?
	


6. REFERENCES RELIED ON

A. Identity (Annex IIA 1.1-1.11)

	Author(s)
	Annex point/ reference number
	Year
	Title

Source (where different from company)

Company, Report No

GLP or GEP status (where relevant)

Published or not
	Owner

	
	
	
	
	

	
	
	
	
	


B. Methods of analysis (Annex IIA 4.1.1 & 4.1.2)

	Author(s)
	Annex

point/

reference number
	Year
	Title

Source (where different from company)

Company, Report No

GLP or GEP status (where relevant)

Published or not
	Owner

	
	
	
	
	

	
	
	
	
	


4.1. TOXICOLOGY AND METABOLISM (Annex IIA, Point 5)

	Author(s)


	Annex point/ reference number 
	Year
	Title

Source (where different from company), Report No

GLP or GEP status (where relevant)

Published or not
	Owner

	
	
	
	
	

	
	
	
	
	


4.2. ECOTOXICOLOGY (Annex IIA, Point 8)

	Author(s)


	Annex point/ reference number 
	Year
	Title

Source (where different from company), Report No

GLP or GEP status (where relevant)

Published or not
	Owner

	
	
	
	
	

	
	
	
	
	


SUMMARY OF THE TECHNICAL EQUIVALENCE

Technical note:
The compilation of the evaluated sources and the results of the assessment provide useful information for the Member States. In order to facilitate the data input in the existing table on CIRCA ("Equivalent sources and compliance checks"), the respective data should be provided in the given format. For this purpose an Excel file is embedded in the template of the report on equivalence that should be filled in accordingly and should be included in the report placed on CIRCA.

[image: image2.emf]SANCO_10597_Tabl e Equivalent sources and compliance checks


� Manufacturer / Manufacturing plant: xxxx (cf. (addendum x to) Vol.4 of the DAR, dated xxxx)


� Manufacturer / Manufacturing plant: xxxx (cf. A.7)
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Tabelle1

		Active substance		New/Old		Submission		Status		Date of Annex I inclusion		Deadline for Step 1 submission		Deadline for RMS/DMS report		Deadline for Step 1 evaluation		RMS		Source		Min. purity (g/kg)		Production Site (Address)		Production Site as in DAR (Y/N)		Equivalent (Y/N)		Data Protection covered (Y/N)		Evaluation		Remark






