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Subject: Art. 43 CMS product renewal Scab 80 WG

Dear Board,

On behalf of Sharda Cropchem Espana S.L., we hereby submit the Art. 43 renewal application 
of Scab 80 WG (15329 N), a fungicide based on Captan 800 g/kg. The Netherlands is CMS 
for the application, as the Czech Republic will act as zRMS.

This submission contains all required documentation prescribes by the Guidance Document 
on the Renewal of Authorisations according to Article 43 of Regulation (EC) No 1107/2009 
(SANCO/2010/13170 rev. 14).

In the submission folder a zonal notification form is included, as well a list of all concerned 
member states and a CoCh report.

The applicant wishes to request extension of the dossier evaluation, as Category 4 studies are 
still running at the time of application. The official request for Cat. 4 studies and postponement 
of the zRMS dossier evaluation is included along with a signed statement and a list of new 
studies, including the cat.4 justification and expected timelines.

Signed statements on compliance of the renewal conditions, GAP and composition are also 
included, as well as all documents required for national registration in NL. (Application Form 
G, NL GAP, WG).

Dutch GAP and WG include the most recent updates after 24001824 NLWG application due 
to changes in the active substance renewal of captan.

Due to the proposal of Category 4 studies, Sharda has requested the Czech Republic to 
postpone the evaluation of the renewal dossier until all proposed Category 4 studies are 
finalized. The dRR Parts A, B and C including national addenda are therefore not yet included 
in this submission. Please see the included Statement Cat 4 studies for more information.
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