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Background

The original source of triforine technical grade active ingredient, “Technical FUNGINEX
(Triforine)” (Registration No. 20333), was first registered in 1987.

Purpose of Application

The purpose of this application is to replace the registered German site with the new Indian site
and to amend the specifications.

Chemistry Assessment

Common Name: Triforine
Chemical Name: N,N’-{piperazine-1,4-diylbis[(trichloromethyl)methylene]} diformamide

Technical Active Ingredient FUNGINEX (triforine) has the following properties:

Property Result

Colour and physical state white to light brown crystal
Nominal concentration 99.15%

Odour N/A

Density @ 20°C 1.55 g/cm?®

Vapour pressure @ 25°C 8 x 10' mPa

pH 5.57-8.33
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Property Result

Solubility in water @ 20°C 9 mg/L

n-Octanol/water partition log K,, =2.2
coefficient

The chemistry requirements for Technical Active Ingredient FUNGINEX (triforine) have been
completed.

Health Assessments

The active ingredients produced at the registered and new sites of manufacture of Technical
Active Ingredient FUNGINEX (Triforine) are chemically equivalent. Therefore, the health risk
profile of Technical Active Ingredient FUNGINEX (Triforine) is expected to be similar to that of
the original registered source and no toxicological data were required.

The food residue risk profile of Technical Active Ingredient FUNGINEX (99.15% triforine) is
expected to be similar to that of the original registered source.

Conclusion

The PMRA has completed an evaluation of the subject application and has determined that
Technical Active Ingredient FUNGINEX (Triforine) is eligible for registration.
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