Section A2

Identity of Active Substance

Subsection
(Annex point)

2.1 Common name
(I1A2.1)

2.2 Chemical name
(I1A2.2)

2.3  Manufacturer’s
development code
number(s) (ILA2.3)

2.4 CAS-No and EC
numbers (IIA2.4)

2.4.1 CAS-No
Isomer 1
Isomer n

2.4.2 EC-No
Isomer 1
Isomer n

2.4.3 Other

2.5 Molecular and
structural formula,
molecular mass
(I1A2.5)

2.5.1 Molecular formula

2.5.2 Structural
formula

2.5.3 Molecular mass

2.6 Method of
manufacture of the
active substance
(I1A2.1)

Section A2

2.7  Specification of the
purity of the active
substance, as
appropriate

Dichlofluanid,
commercial names: Preventol A 4-S, Euparen

TUPAC name: N- (Dichlorofluoromethylthio) -N’, N'- dimethyl - N-
phenylsulfamide;

CAS name: 1,1-Dichloro-N-[(dimethylamino)sulfonyl]-1-fluoro-N-
henylmethanesulfenamide

1085-98-9

214-118-7

CIPAC No. 74

CoH11C12FN202S2
/SOZ—N(CH3)2
(O~
S—CC|2F

333.2 g/mol

Identity of the Active Substance

Official
use only




(IIA2.7)

2.8  Identity of
impurities and
additives, as
appropriate
(IIA2.8)

2.8.1 Isomeric
composition

2.9  The origin of the
natural active
substance or the
precursor(s) of the
active substance
(I1A2.9)

See separate form sheet (Section A2.8, identity of impurities)

n.a.

n.a.

Date

Materials and methods

Conclusion

Reliability
Acceptability

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency
as to the comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

20/07/2006

2.2 The CAS Name should be :

Methanesulfenamide, 1,1-dichloro-N-[(dimethylamino)sulfonyl]-1-fluoro-N-
phenyl-
as this is the official name in the CAS database.

2.7 The sentence regarding Preventol A 4-S is confusing. To clarify: Preventol A
4-S is the preparation that is placed on the market, and contains the _ of
the technical dichlofluanid (minimum purity -) magnesium oxide (to
prevent hydrolysis back to DMSA), white mineral oil (dust binding agent) and
silicon dioxide stabilise the active, minimise dust and aid the handling of the
dichlofluanid.

2.8 The Identity of the Impurities and Additives are given in a tabular format in
the Confidential Annex. Although some impurities are above 1g/kg (ie 0.1%
w/w) the UK CA does not consider it necessary to discuss them separately. as
they were an intrinsic part of the studies carried out on dichlofluanid. Hence
study results and conclusions include any effects from the impurities.

Five batch analysis (SBA) of the technical active substance and a stabilised form
of the active ingredient was conducted.

The results for the SBA were used to establish a typical batch purity for
dichlofluanid and state a minimum percentage purity of dichlofluanid in the
technical active substance (Euparen) and the stabilised active substance
(Preventol A 4-S).
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Remarks UK CA agrees with the applicant’s summary and conclusion.

COMMENTS FROM ...

Date Give date of comments submitted

Results and discussion  Discuss additional relevant discrepancies referring to the (sub)heading numbers
and to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Conclusion Discuss if deviating from view of rapporteur member state
Reliability Discuss if deviating from view of rapporteur member state
Acceptability Discuss if deviating from view of rapporteur member state

Remarks
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