Confidentiality Level D


Attachment

Form 1 (Application Form)

Month/Day/Year

To: Society of Industrial Technology for Antimicrobial Articles

　
Applicant

Address (In the case of corporate body, location of principal place of business )

　Name (in the case of corporate body, name of institution or company and name of representative)

　In compliance with the "7. Voluntary Specifications for Quality and Safety", I apply the listing of the following antifungal agents in the Positive List.

(The product name of antifungal agent shall be described.)

Form 2 (Antifungal Agent Positive List Entry Sheet)

	Antifungal agent

Product name/Trade name
	

	Registration applicant (member) information

	*

	Applicant (company) name
	

	
	Address
	

	
	Name of responsible person
	

	
	Department to which the person belongs
	

	
	Contact address
	Address
	

	
	
	Telephone and Fax
	

	Product content

	
	Chemical name of the effective
 ingredient of the antifungal agent 1)
	Select and describe the chemical name or the middle classification name in the classification table of antibacterial agents and antifungal agents in the Labeling and Terminology Provisions, or not disclose.

	*


	Nonproprietary name of the
 effective ingredient 1)
	- Select and describe the nonproprietary name or the major classification name in the classification table of antibacterial agents and antifungal agents in the Labeling and Terminology Provisions.

	
	Blending concentration of the
 effective ingredient 3)
	

	
	CAS No. 3)
	

	
	JCSCL No. 3)
	

	
	Applicable international and national laws

1 Regulation (substance for which notification is specified or indication is mandatory, etc.)

2 Registration (domestic and foreign inventory, etc.)
	

	
	Information such as usage results
inside and outside Japan
	

	Effect of product

	*
	Microbial species
	Bacterial strain No.
	Test results

	
	Aspergillus niger
	　
	　

	
	Penicillium pinophilum
	
	

	Information on restriction of product use 4)

	*
	I
	Recommended amount to
be added (highest
acceptable compounded
amount)
	

	
	Supporting data:

	
	II
	Maximum blending
amount according to each
use condition
	Use condition
	Conditional amount to be added (Conditional maximum blending amount)

	
	
	
	
	

	
	
	
	
	

	
	Supporting data:

	
	III
	Prohibited use application
	

	
	Supporting data:

	Safety/environmental impact information

For the compounding antifungal agent consisting of more than one antifungal ingredient, the safety test must, as a rule, be conducted using compounding ingredient. However, when the blending of  each effective ingredient is judged to be less likely to cause chemical change or increasing toxicity, the safety test shall be permitted to be conducted using each effective ingredient. In this case, however, the basis of the determination must be submitted. The method of determination shall be under the chemical structure, biological test and the investigation results with literature etc. concerning cases of human beings.

	*
	Acute oral toxicity
	

	*
	Primary skin irritation
	

	*
	Mutagenicity 2)
	

	*
	Skin sensitization potential
	

	
	Higher carcinogenicity test, genetic toxicity
	

	*
	Aquatic toxicity
	

	
	Octanol/water partition coefficient and solubility to various solvents
	

	
	BOD/COD
	

	
	other ( )
	


Items specified by * are the required items and others are optional items.
Note 1) It is desirable that the name of effective ingredient is indicated using either the chemical name or nonproprietary name.

2) When the result of the mutagenicity test is positive, the safety must be verified in its higher carcinogenicity test.

3) Three items in the product content information (blending information of the effective ingredient, CAS-No. and JCSCL number) may be specified as non-disclosure information by the applicant after examination.

4) At least two items of the information on restriction of product use: Information on restriction of use I (maximum blending amount), II (maximum blending amount appropriate to each condition or use), III (prohibited use application) must be indicated. However, item III (prohibited use application) must be inevitably indicated.
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