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PART A — Risk Management
The company HELM AG has requested marketing authtidn in France for the product PRIAM TOP (forntigia
code: HAG 300 04 F), containing 250 g/L tebuconaot use as a fungicide.

The risk assessment conclusions are based on thenation, data and assessments provided in Ratigsir
Report, Part B Sections 1-7 and Part C, and whgpeoariate the addenda for France. The informatitata and
assessments provided in Registration Report, PartIBde assessment of further data or informatismequired at
national registration by the EU review. It alsolimes assessment of data and information relatirgRIAM TOP

where that data have not been considered in theduléw process. Otherwise assessments for theusafeof

PRIAM TOP have been made using endpoints agretittiiU review of tebuconazole.

This document describes the specific conditionsisé and labelling required for France for the tegi®on of
PRIAM TOP.

Appendix 1 of this document provides a copy ofEnench decision.
Appendix 2 of this document is a copy of the dpafiduct label as proposed by the applicant.

Appendix 3 of this document is a copy of the |¢Hpof access.
1 DETAILS OF THE APPLICATION

1.1 Application background

The present registration report concerns the etialuaf HELM AG’s application to market PRIAM TORHAG

300 04 F) in France as a fungicide (product usesrideed under point 2.3). France acted as a zoapp®&teur
Member State (zRMS) for this request and assesse@pplication submitted for the first authorisatiof this
product in France and in other MSs of the Soutkene.

1.2 Active substance approval

Tebuconazole

Regulations Commission Implementing Regulation (Bld)540/2011 of 25 May 2011 implementing Regulation
(EC) No 1107/2009 of the European Parliament andhef Council as regards the list of approved active
substances.

Commission Implementing Regulation (EU) No 921/2@1425 August 2014 amending Implementing Regulation
(EU) No 540/2011 as regards the conditions of aygdrof the active substance tebuconazole.

Specific provisions of the Regulation were as fola
PART A

Only uses as fungicide may be authorised.

PART B

For the implementation of the uniform principlesragerred to in Article 29(6) of Regulation (EC) N&07/2009,
the conclusions of the review report on tebucorgzahd in particular Appendices | and Il theredffiaalised in
the Standing Committee on the Food Chain and Ankieallth on 28 October 2008 shall be taken into acto

In this overall assessment Member States must pdigplar attention to:

— the operator and worker safety and ensure thaditons of use prescribe the application of adésjpersona
protective equipment;

— the dietary exposure of consumers to the tebumedtriazole) metabolites

— the protection of granivorous birds and mammals lzerbivorous mammals and must ensure that theitaors

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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of authorisation include, where appropriate, riskgation measures.

— the protection of aquatic organisms and must enghat conditions of authorisation include risktigation
measures such as buffer zones, where appropriate.

The Member States concerned shall request the salomiof further information to confirm the risksassmen
for birds and mammals. They shall ensure that tidier at whose request tebuconazole has beended!in this
Annex provide such information to the CommissiorSiiyAugust 2011 at the latest.

The Member States concerned shall ensure that dhien submits to the Commission further infornaati
addressing the potential endocrine disrupting pitegeeof tebuconazole within two years after themibn of the
OECD test guidelines on endocrine disruption derahtively, of Community agreed test guidelines.

An EFSA conclusion is available (EFSA Journal 2012(1): 3485).

A Review Report is available (SANCO/171/08 — reyd Beptember 2008 [Inclusion]; SANCO/171/08 — &v.
11 July 2014 [Conditions of approval]).

1.3 Regulatory Approach

The present application (2012-1163) was evaluatddrance by the French Agency for Food, Environiieand
Occupational Health & Safety (Ansé#) the context of the zonal procedure for all MemBtates of the Southern
zone, taking into account the worst-case usesk(&isvelope approact’)- the highest application rates over the
Southern Zone. When risk mitigation measures wepessary, they are adapted to the situation incEran

According to the French law and procedures, specdnditions of use are set in the decision letter.

The French Order of 12 September Z0p@vides that:

unless formally stated in the product authorisattba pre harvest interval (PHI) is at least 3 days

unless formally stated in the product authorisatibe minimum buffer zone alongside a water body iis;

unless formally stated in the product authorisattba minimum re-entry period is 6 hours for fielses and 8 hours
for indoor uses.

Drift reduction measures such as low-drift nozaes not considered within the decision making pseda France.
However, drift buffer zones may be reduced undenescircumstances as explained in appendix 3 ohbHwe-
mentioned French order.

The current document (RR) based on Anses’ assessaofetihe application submitted for this product iis
compliance with Regulation (EC) no 1107/26gnd French regulations.

The data taken into account are those deemed walliteither at European Union level or at zondloral level.
This part A of the RR presents a summary of esslesttientific points upon which recommendationstzased and
is not intended to show the assessment in detail.

The conclusions relating to the acceptability afkriare based on the criteria indicated in RegulatigU)
No0546/201%, and are expressed as “acceptable” or “not ackkgitin accordance with those criteria. In some
cases, the use may be considered “not finalisedéd@n the data submitted in the dossier, howeseision may
considers additional criteria.

1 French Food Safety Agency, Afssa, before 1 Jul0201

SANCO document “risk envelope approach”, Europ€ommission (14 March 2011). Guidance documenttten preparation and

submission of dossiers for plant protection proslacicording to the “risk envelope approach”; SANCIQA4/2011 rev. 5

®  http://www.legifrance.gouv.fr/affichTexte.do?cielfie=JORFTEXT000000425570

4 REGULATION (EC) No 1107/2009 of the European Ranent and of the Council of 21 October 2009 camiogr the placing of plant
protection products on the market and repealingCibDirectives 79/117/EEC and 91/414/EEC

® COMMISSION REGULATION (EU) No 546/2011 of 10 Jur#®11 implementing Regulation (EC) No 1107/2009thé European
Parliament and of the Council as regards uniforimciples for evaluation and authorisation of plardtection products

Applicant: HELM AG Evaluator: FRANCE
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Last, the French Order of 26 March 20 pdovides that :

- an authorization granted for a « reference » @pplies also for “linked” crops unless formallyteth in the
decision

- the “reference” and “linked crops are defined ipemdix 1 of this French order. .

Then, at FR level, possible extrapolation of sutedidata and corresponding assessment from “refefr@nops to

linked ones are assessed even if not clearly iegbriw/ applicant in the dRR, and a conclusion ished on

acceptability of intended uses on those linked €rdthe aim of this order, mainly based on EU doautnmn

residue data extrapolatidnis to supply minor crops with registered PPP.

Then, GAPs table (§2.3.) and decision may incluskswon crops not clearly intended by applicant.

The decision, as duplicated in Appendix 1, takse &ito account national provisions, including oadl mitigation
measures.

1.4 Data Protection Claims

Where protection for data is being claimed for infation supporting registration of PRIAM TOP, itinglicated in
the reference lists in Appendix 1 of the RegistratReport, Part B Sections 1-7.

15 Letter(s) of Access

The applicant has provided the supporting data acuinent K; the ownership of the data is indicatedhie
reference lists in Appendix 1 of the RegistratiogpBrt, Part B Sections 1-7. A copy of the lettegpnccess is
reproduced in Part A, Appendix 3.

2 DETAILS OF THE AUTHORISATION

2.1 Product Identity

Product name (code) PRIAM TOP (HAG 300 04 F)

Authorisation number 2150253

Function Fungicide

Applicant HELM AG

Composition 250 g/L tebuconazole

Formulation type (code) Oil-in-water emulsion (EW)

Packaging High-density polyethylene (HDPE) (1, 5, 10, 1200 2 820 litres)
2.2 Classification and Labelling

2.2.1 Classification and labelling under Directive 99/4%C

Physical hazards -

http://www.legifrance.gouv.fr/eli/arrete/2014/3/26RG1407093A/jo
SANCO document “guidance document:- Guidelinesamparability, extrapolation, group tolerances dath requirements for setting
MRLs": SANCO/ 7525/V1/95 - rev.9

7
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Health hazards Xn Harmful
Environmental hazards N Dangerous for the environment
Risk phrases R41 Risk of serious damage to eyes
R63 Possible risk of harm to the unborn child
R51/53 Toxic to aquatic organisms, may cause lengrtadverse effects in the

aqguatic environment

Safety phrases S26 In case of contact with eyes, rinse immediatétly plenty of water and see
medical advice

S36/37/39 | Wear suitable protective clothing, glosed eye/face protection

S61 Avoid release to the environment. Refer to igp@tstructions/safety data
sheet

2.2.2 Classification and labelling in accordance with Reglation (EC) No1272/2008

Physical hazards -

Health hazards Reproductive toxicity category 2

Serious eye damage Category 1

Environmental Aguatic Chronic 2

hazards

Hazard pictograms

Signal word Warning
Hazard statements | H361d Suspected of damaging the unborn child.
H318 Causes serious eye damage.
H411 Toxic to aquatic life with long-lasting effect
Precautionary For the P phrases, refer to the extant legidation
statements —

Supplementary
information (in
accordance with
Article 25 of
Regulation (EC) No
1272/2008)

See Part C for justifications of the classification and labelling proposals.

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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2.2.3 Other phrases in compliance with Regulation (EU) N&47/2011

The authorisation of the preparation is linkedgoofessional uses only to the following conditions:

SP1 Do not contaminate water with the productocdontainer (Do not clean application equipmeiat ng
surface water/Avoid contamination via drains framfiyards and roads).

Spe 1 To protect groundwater/soil organisms do not anipiyor any other product containing
tebuconazole more than once per year on wintesaridg cereals.

Spe 1 To protect groundwater/soill organisms do not anipi_gor any other product containing
tebuconazole more than twice per year on grapeyimies grape).

Spe 3 To protect aquatic organisms, respect an upspdalyﬁelr zone of 5 metres to ;urface water bddids
including a permanent vegetative buffer strip ofétres to surface water bodies for spring cereals
and grapevines (wine grape).

To protect aquatic organisms, respect an unsprayer zone of 20 metres to surface water bdd|es

SPe 3 . . . . : .
including a permanent vegetative buffer strip of@&res to surface water bodies for winter cereals.

2.2.4  Other phrases linked to the preparation

Wear suitable personal protective equiprifemefer to the Decision in Appendix 1 for the distai

Re-entry periotl: 24 hours

Pre-harvest intervit Cereals (barley, oats, wheat, Wine grape: 14 days
triticale): 35 days

Other mitigation measures:-

Include any request for modification(s) of the ditabel: -

The legal basis for this Etre Il Article 11 of the French Order of 12 September 2006 concetthia marketing and use of products

encompassed by article L. 253-1 of the rural dtiu is, plant protection products/pesticides]

The legal basis for this Htre Ill Article 11 of the_French Order of 12 September 2006 conceithia marketing and use of products

encompassed by article L. 253-1 of the rural ddu is, plant protection products/pesticides]

If a tractor with cab is used, wearing glovesimlyapplication is only required when working witte spray mixture

% The legal basis for this iSitre | Article 3 of the French Order of 12 September 2006 concgrttie marketing and use of products
encompassed by article L. 253-1 of the rural ddu is, plant protection products/pesticides]

2 According to the French Order of 12 September62@MHI| cannot be lower than 3 days unless speltjfistated in the assessment and

decision.

10
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2.3 Product uses

Please noteThe GAP Table below reports the intended uses pepby the applicant and possible extrapolatiooraling to French Order of 26 march 2014 (highlighte
in green), evaluated and concluded as safe usEsabge as zRMS. Those uses are then granted ind=ran

When the conclusion is "not acceptable” the intehdse is highlighted in grey and the main reasaef®rted in the remarks.

When an use is “acceptable” with GAP restrictiadhe, modifications of the GAP are in bold.

GAP rev. 1, date: 2016-08-26

PPP (product name/code) PRIAM TOP (HAG 300 04 F)

Active substance tebuconazole Conc. of a.s.: 250 g/L
Applicant: HELM AG professional useX]
Zone(s): southern EU

Verified by MS: Yes

Crop and/| Zone Product code F| Pests or Formulation | Application Application  rate  pgPHI Remarks:
or G | Group of pests treatment (days)
situation or | controlled
|

@ (b)| (c) U] (m)

Type| Conc. | method | growth number| interval kg water |kg

ofas [kind stage &| min between as/hL |[L/ha [as/ha
season max applications
(d-f) | (@) (f-h) 0] (min) min min min
(k) max max | max

Applicant: HELM AG Evaluator: FRANCE

Date: 26/08/2016




P

[

Part A HAG 300 04 F (PRIAM TOP) Registration Report —

National Assessment - Country — FRANCE Page 9 of 30 Southern Zone

Barley, Southern HAG 300 04 F Puccinia EW [ 250 |[Tractor |BBCH 3079 21 0.0833( 150 - | 250 28 Not compliant (risk to

wheat, coronata, mounted |(at - 300 groundwater, resistance

triticale, Rhynchosporium sprayer, |infestation 0.166

oats secalis, broadcas|beginning o

Fusarium  sp., ground (warning)
Puccinia directed

recondita f. sp. spraying

tritici, Puccinia

recondita,

Barley, France HAG 300 04 H Puccinia EW | 250 |Tractor- |BBCH 3079 21 0.0833| 150 - | 250 35 Application rate  of

wheat, coronata, mounted |(at beginnin - 300 product : 1 L/ha

triticale, Rhynchosporium sprayer, |of infection 0.166

oats secalis, broadcas|or warning) Number of treatment

Fusarium  sp., ground- reduced, to protec|

Puccinia directed groundwater and  tq

recondita f. sp. spraying reduce resistance risk.

tritici, Puccinia

recondita, PHI adjusted to reflec
the supporting residue
trials.

Vineyard | Southern HAG 300 04 F Erysiphe necator| EW | 250 ([Tractor |BBCH 55-79 14 0.01 —( 300- | 100 14 Not compliant (risk to
mounted |(at 0.033 | 1000 groundwaters)
sprayer, |infestation
broadcas|beginning o
ground  (warning)
directed
spraying

Vineyard | France HAG 300 04 H Erysiphe EW | 250 |Tractor- |BBCH 5579 14 0.01 —| 300- | 100 14 Application rate o

(Wine necator mounted |(at beginnin 0.033 | 1000 product : 0,4 L/ha

grape sprayer, |of infection

only) broadcas|or warning) Number of treatment
ground- reduced, to protec|
directed groundwater and  tq
spraying reduce resistance risk.

[

Wine grape only.

Applicant: HELM AG
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Remarks:  (a) For crops, the EU and Codex classificationsh(bshould be used; where relevant, the use (i) gl/kgorg/L
situation should be describeglg. fumigation of a structure) () Growth stage at last treatment (BBCH Monograptgwth Stages of Plants, 1997,

(b) Outdoor or field use (F), glasshouse applicai®) or indoor application (1) Blackwell, ISBN 3-8263-3152-4), including whereaehnt, information on season at time of
(c) e.g. biting and suckling insects, soil borretts, foliar fungi, weeds application
(d) e.g. wettable powder (WP), emulsifiable concaet(EC), granule (GR) (k) The minimum and maximum number of applicati@sgible under practical conditions of use
(e) GCPF Codes - GIFAP Technical Monograph No 8919 must be provided
(f) All abbreviations used must be explained () PHI - minimum pre-harvest interval
(g) Method, e.g. high volume spraying, low volumeaying, spreading, dusting, drench (m) Remarks may include: Extent of use/economicoirgmce/restrictions

(h) Kind, e.g. overall, broadcast, aerial sprayingy, individual plant, between the plants - tyfie o
equipment used must be indicated

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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3 RISK MANAGEMENT
3.1 Reasoned statement of the overall conclusions také@maccordance with the Uniform Principles

3.1.1 Physical and chemical properties

The formulation PRIAM TOP (HAG 300 04 F) is an oikwater emulsion (EW). All studies have been peried
in accordance with the current requirements. Thpeagance of the formulation is a clear liquid vatklight yellow
tint and an odour similar to amines. It is not @gdle and has no oxidising properties. It has &igeition
temperature of 265 °C and no flash point belowltbiéing point of 110°C. In aqueous solution at 1d%ution, its
pH is 7.54 at 20 °C. Stability data indicate a Eliét of at least 2 years at ambient temperatHi®RE). Its
technical characteristics are acceptable for anf@Vulation.

The formulation is not classified for the physicakemical aspect

3.1.2 Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of actsudstance in the formulation are available andiasdid.

3.1.2.2 Analytical methods for residues

Analytical methods are available in this dossied alidated for the determination of residues dutmnazole in
plants (acidic matrices, cereal and dry products fatty products), food of animal origin, soil, wat(surface and
drinking) and air.

To update the dossier:

According to the definition proposed in EFSA conclgion, an analytical method and its ILV to allow the
determination of tebuconazole, hydroxyl-tebuconazel and their conjugates in foodstuffs of animal orim
(muscle, fat, liver/kidney, eggs and milk).

A certificate of supply for the radiolabelled intemal standard used in the analytical method for the
determination of tebuconazole in soil.

A confirmatory method for the determination of tebuconazole in soil, as the original method is not hirdy
specific.

The active substance is neither toxic nor veryddnénce no analytical method is required for thermeination of
resides in biological fluids and tissues.

3.1.3 Mammalian Toxicology

3.1.3.1 Acute Toxicity

HAG 300 04 F (PRIAM TOP) containing 250 g/L tebuarmale, has a low acute oral and dermal toxicitys hot
irritating to rabbit skin, but causes irreversieléects on the eye. It does not induce dermal Ssation. Due to its
physico-chemical properties, no acute inhalatiehwe&as required.

Considering the classification of the non-activgrédients, the active substance and the resulecute toxicity
studies, PRIAM TOP (HAG 300 04 F) requires the tolagical classification shown in Section 2.2 ahove

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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3.1.3.2 Operator Exposure

The product is intended to be used on barley, wheiatale, oats and grape vineyards as a fungicid

Estimations of potential operator exposure havenhaelertaken for tebuconazole using the list ofrided uses
(refer to GAP table above) and the BBA model, tgkinto account a protection factor of 90 % for therking
coverall.

The estimates were compared with the following dieten the approval of tebuconazole or studies mhediin this
dossier.

EU End-points and endpoints used in this risk aseeat for tebuconazole

End-Point Active substance agreed endpoints

Dermal penetration Concentrate: 1.2 %

Spray dilutions: 25.5 %

Based ornin vitro study using human skin

The study was carried out with the current formalatsee KIIIA 7.6.2/01
AOEL 0.03 mg/kg bw/d

1 year dog, (Safety Factor 100), supported by agreéntal mouse study (SF
300) (EFSA Scientific Report (2008) 176, 1-109)

According to the model calculations, it can be ¢oted that the risk for the operator using PRIAMAT(HAG 300
04 F) is acceptable with the use of coverall (9(f6tection factor) and without other personal prove
equipment.

The following personal protective equipment areomamended by applicant:
Operator
° For mixing/loading

- Nitrile gloves certified EN 374-3;

- Working coverall 65 % polyester / 35 % cottorinimum 230 g/m?; with water-repellent treatment;

- Long-sleeved apron, Category Il Type PB3 wowerothe coverall proposed above [not proposed by th
applicant];

- Goggles or face shield certified according to E66 standard with frame marking 3 [proposed by the
applicant and according to the classification].

° For application _ Downward spraying (cereals)

If application with tractor with cab

- Working coverall 65 % polyester / 35 % cottorinimum 230 g/m?; with water-repellent treatment;

- Disposable nitrile gloves certified EN 374-2 hetcase of an intervention on application equipmeut
not inside the cab. In the case of an interventiorapplication equipment, it should be noted tHaves
should be worn only outside the tractor cab ancestafter use outside the cab

If application with tractor without cab

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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- Working coverall 65 % polyester / 35 % cottorinimum 230 g/m?; with water-repellent treatment;
- Disposable nitrile gloves certified EN 374-2 lretcase of an intervention on application equipment
- Goggles or face shield certified according to B3% standard with frame marking 3.

° For application _ Upward spraying (grape)

If application with tractor with cab

- Working coverall 65 % polyester / 35 % cottorinimum 230 g/m?; with water-repellent treatment;

- Disposable nitrile gloves certified EN 374-2 hetcase of an intervention on application equipmeut
not inside the cab. In the case of an interventiorapplication equipment, it should be noted tHaves
should be worn only outside the tractor cab antestafter use outside the cab.

If application with tractor without cab

- Protective coverall category Il Type 4 with liho

- Disposable nitrile gloves certified EN 374-2 dgriapplication and in the case of an intervention o
application equipment;

- Goggles or face shield certified according to E8% standard with frame marking 3.

° For equipment cleaning

- Nitrile gloves certified EN 374-3;

- Working coverall 65 % polyester / 35 % cottorinimum 230 g/m?; with water-repellent treatment;

- Long-sleeved apron, Category Il Type PB3 wowerathe coverall proposed above [not recommended by
the applicant]

Goggles or face shield certified according to B standard with frame marking 33.1.3.3

3.1.3.3 Bystander Exposure
Bystander exposure to HAG 300 04 F was performedraing to the EUROPOEM II. Based on this calcolatiit

is concluded that there is no undue risk to thedmger after incidental short-term exposure to H¥XB 04 F.

3.1.3.4 Worker Exposure

Workers enter treated areas after treatment far giop maintenance activities or harvesting; estonaof worker
exposure was calculated according to EUROPOEM d&sd8l on this calculation, it is concluded that éhisrno
unacceptable risk anticipated for the worker waagioves and working clothes, when re-entering sropated
with HAG 300 04 F

If the worker has to perform tasks on the treategs, the following PPE are recommended:
- Working coverall 65 % polyester / 35 % cottorinimum 230 g/m?; with water-repellent treatment.
- Nitrile gloves certified EN 374-3 (if in direcbntact with the treated crop);

3.1.4 Residues and Consumer Exposure

3.1.4.1 Residues

Primary crop metabolisms were sufficiently inveategl to define residue of tebuconazole for enforrerand risk
assessment in crops under consideration.

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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Regarding the magnitude of residues in grapesfficisat number of residue trials are availablestapport the
intended GAPs in Southern Europe. These data allaweestimate the expected residue concentratiorthed
relevant plant commodities, and to confirm thatMigL exceedance will result from intended uses.

As only 6 northern trials conducted with a SC folation are available to support the intended GAPBrance, 4
comparative trials between the SC and the EW faaitianis are required in post-registration. Moreotegse trials
have to be conducted in the northern zone at tieadied GAPs in order to complete the data package.
Regarding the magnitude of residues in cerealsffecient number of residue trials are availablestpport all the
intended GAPs in Southern Europe, except in Frdoicevhich the uses are proposed only for a PHI ®fdays
instead of 28 days. These data allowed to estirtiseexpected residue concentrations in the relepéanit
commodities, and to confirm that no MRL exceedanitieresult from intended uses.

The effects of processing on the nature of tebunmlearesidues have been investigated. Data on fteet ef
processing on the amount of residue have been seldmind considered for risk assessment.

Residues in succeeding crops have been sufficiemtBstigated, it is very unlikely that residuedlwe present in
succeeding crops. Nevertheless, the studies omatiuee and magnitude of tebuconazole residuegatiooal crops

indicate that triazole derivative metabolites migkt of concern in rotational crops. Noting thatsthenetabolites
may be generated by several pesticides belongirtetaroup of triazole fungicides, EFSA recommetigg a

separate risk assessment would be performed for §DMrotational crops as soon as the confirmatata d
requested for triazole compounds in the framewdrRegulation 1107/2009 have been evaluated andnarge
methodology on the risk assessment of triazole camgs and their triazole derivative metaboliteavigilable.

Considering dietary burden and based on the intkndes, no significant modification of the intakaswcalculated
for livestock. Further investigation of residuesnas| as the modification of MRLs in commoditiesarfimal origin
is therefore not necessary.

- Four comparative residues trials using EW and SC fonulations, conducted in northern Europe
according to the proposed GAP, to demonstrate thegeivalence of these two formulation types.

3.1.4.2 Consumer exposure

The toxicological profile of tebuconazole was ewdd at EU level, which resulted in the proposalAbi (0.03
mg/kg for tebuconazole) and ARfDs (0.03 mg/kg febuconazole) that were considered in the framehisf t
evaluation.

Chronic consumer exposure resulting from the useggsed in the framework of this application walswated for
active substance. Based on EFSA PRIMo (rev2), ébramd acute exposures were considered as acoeitalall
groups of consumers.

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment of thenfdation has been evaluated according to the requints of
Regulation (EC) No 1107/2009. Appropriate endpofndsn the EU review were used to calculate PECsttier
active substance and its metabolites for the irgdnase patterns. In cases where deviations fronEthegreed
endpoints were considered appropriate (for examplen additional studies are provided), such dewiatiwere
highlighted and justified accordingly.

The PEC of tebuconazole and its metabolites in saiface water and groundwater has been assessedliag to
FOCUS guidance documents, with standard FOCUS sosrta obtain outputs from the FOCUS models, drad t
endpoints established in the EU review or agregddérassessment based on new data provided.

The results for PEC soil and PECsw for the activestance and its metabolites are used for the xicotogical
risk assessment.

For the intended uses on cereals, PECgw valuedeloav to the trigger value of 0.1 pg/L for tebucoole
(maximum value below 0.001 pg/L).

For the intended uses on cereals, PECgw for thabubte 1,2,4-triazole were above the trigger df @g/L for one
scenario (maximum value of 0.283 pg/L) at leasic&imetabolite 1,2,4-triazole is considered awvagieaccording

to the document SANCO/221/2000, mitigation measwere provided, considering one application per.y&a
these conditions, PECgw for the relevant metabdliged-triazole are below the value of 0.1 pg/L ddirscenarios
(maximum value of 0.091 pg/L). No unacceptable risk groundwater contamination is expected when
tebuconazole is applied no more than once a yeaeals.

For the intended uses on grapevines, PECgw fomtitabolite 1,2,4-triazole were above the trigged.dafpg/L for
one scenario (maximum value of 0.137 pg/L) at le8gice metabolite 1,2,4-triazole is considerededsvant
according to the document SANCO/221/2000, mitigativeasures were provided, considering two apptinatper
year. In these conditions, PECgw for the relevaatatmolite 1,2,4-triazole are below the value of @gtL for all
scenarios (maximum value of 0.091 pg/L). No unatatdp risk of groundwater contamination is expeatdten
tebuconazole is applied no more than twice a yearapevines.

Based on vapour pressure, information on volatibsafrom plants and soil, and [y calculation, no significant
contamination of the air compartment is expectedte intended uses.

Use on cereals
SPel: To protect groundwater do not apply this or ay other product containing tebuconazole more than
once a year on cereals.

Use on grapevines
SPel: To protect groundwater do not apply this or ay other product containing tebuconazole more than
twice a year on grapevines.

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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3.1.6  Ecotoxicology

3.1.6.1 Effects on Terrestrial Vertebrates

The risk assessment for birds and mammals is daoig according to the ‘EFSA Guidance Document ik R
Assessment for Birds and Mammals (268@nd considering the EU agreed endpoints of telamuia.

The TER values, calculated for recommended scesjaalbexceed the trigger values of 10 for acusk &nd 5 for
long-term risk, indicating that the risk to birdsdamammals is acceptable following use of PRIAM TERG 300
04 F) according to the proposed use patterns.

3.1.6.2 Effects on Aquatic Species

The risk assessment for aquatic organisms is camig according to the Guidance Document on Aquatic
Ecotoxicology (Sanco/3268/2001) and consideringBbleagreed endpoints of tebuconazole, its metawofit,2,4-
triazole, HWG 1608-pentanoic-acid and HWG 1608dae) and data on the formulation HAG 300 04 F.

The TER values using worst-case PECsw values fa6 1380 04 F, tebuconazole and its metabolites (dria4ole,
HWG 1608-pentanoic-acid and HWG 1608-lactone) ecdbe relevant triggers, indicating that the riglkaguatic
organisms is acceptable following use of PRIAM T(BIAG 300 04 F) according to the proposed use padter

-winter cereals, 2 applications: 20 metres bufterezcombined with a 20-metre vegetative buffepstri
-spring cereals, 2 applications: 5 metres bufferezcombined with a 5-metre vegetative buffer strip
-grapevines, 3 applications: 5 metres buffer zaralined with a 5-metre vegetative buffer strip.

3.1.6.3 Effects on Bees and Other Arthropod Species

The risk assessment for bees is carried out acwprii the Guidance Document on Terrestrial Ecotiaigy
(Sanco/10329/2002) and considering the EU agreddants of tebuconazole and the formulation HAG 8a-.

All hazard quotients for PRIAM TOP (HAG 300 04 Fjdatebuconazole are less than 50, indicating tieatisk to
bees is acceptable following use of PRIAM TOP (HA@ 04 F) according to the proposed use pattern.

The risk assessment for non target arthropodsrisedaout according to the Guidance Document ESCQRand
considering the endpoints of the formulation HA® 32 F.

The in-field foliar HQ values are below the triggealue indicating that the risk to in-field nondat arthropods
following use of PRIAM TOP (HAG 300 04 F) accorditigthe proposed use pattern is acceptable.

3.1.6.4 Effects on Earthworms and Other Soil Macrarganisms

The risk assessment for earthworms is carried adording to the Guidance Document on Terrestrial
Ecotoxicology (Sanco/10329/2002) and considerirgg B agreed endpoints of tebuconazole, metabdlli@s4-
triazole, HWG 1608-pentanoic-acid and HWG 1608dae) and the formulation HAG 300 04 F.

The acute and chronic TER values for HAG 300 OteBuconazole and metabolites are greater thamiggets of
10 and 5 respectively, indicating that the riske&wthworms is acceptable following use of PRIAM TGBRAG 300
04 F) according to the proposed use pattern.

Tebuconazole is not expected to pose an unacceptaklto other soil non-target macro-organismofaing the
recommended use of HAG 300 04 F, and no soil nggetanacro-organism studies are required.

3.1.6.5 Effects on organic matter breakdown

The risk of PRIAM TOP (HAG 300 04 F) to soil micavganisms was evaluated by comparison of no-effect
concentrations, derived from laboratory tests, \RECs.

The no effect levels exceed the relevant PECs salndicating that the risk to soil micro-organisimsacceptable
following use of PRIAM TOP (HAG 300 04 F) accorditigthe proposed use pattern.

¥ European Food Safety Authority; Guidance DocunoernRisk Assessment for Birds & Mammals on reqfresh EFSA. EFSA Journal
2009; 7(12):1438. doi:10.2903/j.efsa.2009.1438.ilabée online:.www.efsa.europa.eu

Applicant: HELM AG Evaluator: FRANCE
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3.1.6.6 Effects on Soil Non-target Micro-organisms

The risk of PRIAM TOP (HAG 300 04 F) to soil micavganisms was evaluated by comparison of no-effect
concentrations, derived from laboratory tests, \WRHCs.

The no effect levels exceed the relevant PE&lues, indicating that the risk to soil micro-angsms is acceptable
following use of PRIAM TOP (HAG 300 04 F) accorditigthe proposed use pattern.

3.1.6.7 Assessment of Potential for Effects on OthHon-target Organisms (Flora and Fauna)

The risk assessment for non-target plants is chroet according to the Guidance Document on Teaiabst
Ecotoxicology (Sanco/10329/2002) and considerirgaihdpoints of the formulation PRIAM TOP (HAG 3001©).
The application of PRIAM TOP (HAG 300 04 F) doed wause unacceptable effects on non-target tealestr
plants.

3.1.7 Efficacy

Considering the data submitted:

The efficacy of PRIAM TOP (HAG 300 04 F) is congiele acceptable;

The selectivity of PRIAM TOP (HAG 300 04 F) is cadered satisfactory;

The risk of negative impact (yield, quality, tramghation processes, propagation, succeeding caoie;ent crops)
is considered negligible.

On cereals, the risk of resistance developing peapng is considered high for SEPTTR, ERYSGR ariRIRGR.
To reduce the selection pressure on the targebgathand considering that it is a treatment irasidis of
disease complex (including SEPTTR, ERYSGR and PYRN®e number of applications per season and
per crop of PRIAM TOP (HAG 300 04 F) must be reséd to one per year and per crop, for all uses on
wheat and triticale.

On grapevine, the risk of resistance developingppearing is considered moderate for UNCINE. Thaber of
applications per season and per crop of PRIAM TBRQE 300 04 F) must be restricted to two (non-contee
applications) per year and per crop, for all usegmpevine (because of complex of diseases). Gherontext of
resistance to chemical groups in French vineyatts applicant must provide specific efficacy trids in
situations where the level of resistance of powderymildew to tebuconazole was characterised and
corresponds to the monitoring data, to determine wéther the efficacy of the product used solo is matained
at a sufficient level in these conditions.

3.2 Conclusions arising from French assessment

Taking into account the above assessment, an adtion can be granted as proposed in AppendixCbpy of the
product decision.

3.3 Substances of concern for national monitoring

No information stated.

3.4 Further information to permit a decision to be madeor to support a review of the conditions and
restrictions associated with the authorisation

3.4.1 Post-authorisation monitoring

All authorisation holders of triazole-containingoducts must put in place dedicated monitoring fa televant
metabolite 1,2,4- triazole in groundwater, befarmmer 2017.

3.4.2 Post-authorisation data requirements

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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The French decision requests the submission ofaghbrisation confirmatory pieces of informatiofthin 24
months:

- An analytical method and its ILV to allow the det@nation of tebuconazole, hydroxyl-tebuconazole Hreir
conjugates in foodstuffs of animal origin (musdd, liver/kidney, eggs and milk).

- A certificate of supply for the radiolabelled intef standard used in the analytical method foid#termination
of tebuconazole in soil

- A confirmatory method for the determination of tebmazole in soil, as the original method is nothhig
specific.

- Four comparative residues trials using EW and S$@iitations, conducted in northern Europe accorttnte
proposed GAP, to demonstrate the equivalence séttweo formulation types.

- Specific efficacy trials in situations where thedkof resistance of powdery mildew to tebuconazals been
characterised and corresponding to the monitorind eontrol data, to determine whether the efficafy
PRIAM TOP (HAG 300 04 F) is maintained at a su#fiui level in these conditions.

3.4.3 Label amendments (see label in Appendix 2):

The draft label proposed by the applicant in appednay be corrected with consideration of any md@ment
under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.
The label shall reflect the detailed conditionpugtited in the Decision.

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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Appendix 1 — Copy of the French decision

ZE N anses {, }

Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d'autorisation de mise sur le marché

d'un produit phytopharmaceutique

Vu les dispositions du reglement (CE) N° 1107/2009 du 21 octobre 2009 et de ses textes
d'application,

Vu le code rural et de la péche maritime, notamment le chapitre Ill du titre V du livre Il des parties
législative et reglementaire,

Vu la demande d'autorisation de mise sur le marché du produit phytopharmaceutique
PRIAM TOP
de la société HELM AG

enregistrée sousle  n°2012-1163

Vu l'avis de TANSES du 22 mai 2015,
Vu la décision du directeur général de I'’Anses du 6 aodt 2015,
Vu le recours gracieux formé par la société HELM AG,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France
pour les usages et dans les conditions précisées dans la présente décision et ses annexes.

La présente decision abroge et remplace la décision du 6 aoGt 2015 et s’applique sans préjudice des
autres dispositions applicables.

Avertissement :

Le non-respect des conditions décrites ci-dessous peut entrainer le retrait ou la modification de
I'autorisation ainsi que toute action incluant des poursuites judiciaires.

PRIAM TOP
n°2150253 Page 1sur7

Evaluator: FRANCE
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Liberté + Egalité » Fraternité
REPUBLIQUE FRANGAISE

anses ., }

Informations générales sur le produit

Nom(s) du produit

PRIAM TOP

Type de produit Produit de référence

HELM AG
; : Crop Protection_Regulatory Affairs Europe/USA

Titiais Nordkanalstrasse 28, 20097 Hamburg,
Allemagne

Formulation Emulsion de type aqueux (EW)

Contenant 250,0 g/L - tébuconazole

Numeéro d'intrant 987-2012.01

Numéro d'AMM 2150253

Fonction(s) Fongicide

Gamme d'usages

Professionnel

L'échéance de validité de la présente décision est fixée a douze mois a compter de la date
d'expiration de I'approbation de la substance active. A titre indicatif, dans I'état actuel du calendrier
d'approbation des substances actives, I'échéance de |'autorisation est fixée au 31 ao(t 2020.

Le dépét d'une demande de renouvellement conformément a l'article 43 du réglement (CE)
1107/2009, dans les trois mois suivant le renouvellement de |'approbation de la substance active,
prolonge de plein droit I'autorisation de mise sur le marché aprés son arrivée a échéance de la durée

nécessaire pour mener a bien I'examen et adopter une décision sur le renouvellement.

La présente décision peut étre retirée ou modifiée avant cette échéance si des éléments le justifient.

A Maisons-Alfort, le 26 pout 2016

PRIAM TOP
n°2150253

e

Frangoise WEBER

Directrice générale adjointe des produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)
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Liberté » Egalité » Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

Le titulaire de I'autorisation peut mettre sur le marché le produit dans les emballages :

Emballage Contenance
Bouteille Polyéthyléne haute densité 1L
) , 5L
Bidon Polyéthyléne haute densité
10L
120 L
Fat Polyéthyléne haute densité
220 L
Cuve Polyéthyléne haute densité 820 L
Classification du produit
La classification retenue est la suivante :
Catégorie de danger Mention de danger
Toxicité pour la reproduction, H361d : Susceptible de nuire au feetus
catégorie 2
Lésions oculaires graves/irritation oculaire, H318 : Provoque des Iésions oculaires graves
catégorie 1
Dangers pour le milieu aquatique - Danger H411 : Toxique pour les organismes aquatiques,
chronique, catégorie 2 entraine des effets a long terme
Le titulaire de l'autorisation est responsable de la conformité de la fiche de données de sécurité
avec la classification retenue ci-dessus, et de ses éventuelles évolutions.
e |
PRIAM TOP
n°2150253 Page 3 sur7
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Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit
Délai de rentrée
24 heures en cohérence avec |'arrété du 12 septembre 2006.

Protection de lI'opérateur et du travailleur

Il convient de rappeler que I'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections
collectives constituent la premiére mesure de prévention contre les risques professionnels, avant la mise
en place de protections complémentaires comme les protections individuelles.

En tout état de cause, le port de combinaison de travail dédiée ou d'EPI doit étre associé a des réflexes
d'hygiéne (ex : lavage des mains, douche en fin de traitement) et a un comportement rigoureux (ex :
procédure d'habillage/déshabillage). Les modalités de nettoyage et de stockage des combinaisons de
travail et des EPI réutilisables doivent étre conformes a leur notice d'utilisation.

Pour I'opérateur, porter

Dans le cadre de pulvérisation a l'aide de pulvérisateurs portés ou trainés a rampe ou
pneumatiques ou des atomiseurs

¢ Pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m2 ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier a manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée ;
- Lunettes ou écran facial certifié¢ norme EN 166 (CE, sigle 3).

¢ Pendant I'application - Pulvérisation vers |le bas (céréales)
Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m2 ou plus avec
traitement déperlant ;
- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant
la phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a I'extérieur de la cabine et
doivent étre stockés aprés utilisation a I'extérieur de la cabine.
Si application avec tracteur sans cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m2 ou plus avec
traitement déperlant ;
- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant
la phase de pulvérisation ;
- Lunettes ou écran facial certifi€ norme EN 166 (CE, sigle 3).

e Pendant l'application - Pulvérisation vers le haut (vigne)
Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage d'au moins 230 g/m2 avec

traitement déperlant ;

PRIAM TOP
n°2150253 Page 5sur7
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REPUBLIQUE FRANGAISE

- Gants en nitrile certifiés EN 374-2 a usage unique, dans le cas d'une intervention sur le matériel pendant
la phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a I'extérieur de la cabine et
doivent étre stockés aprés utilisation & I'extérieur de la cabine.

Si application avec tracteur sans cabine

- Combinaison de protection de catégorie Il type 4 avec capuche (non revendiquée par le notifiant) ou
Combinaison de travail (revendication notifiant) ;

- Gants en nitrile certifiés EN 374-2 & usage unique pendant I'application et dans le cas d'une intervention
sur le matériel pendant la phase de pulvérisation.

e Pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m2 ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier 8 manches longues) de catégorie Ill et de type PB (3) & porter par-dessus la
combinaison précitée ;
- Lunettes ou écran facial certifié norme EN 166 (CE, sigle 3).

Pour le travailleur, porter

Une combinaison de travail (cotte en coton/polyester 35%/65% - grammage d'au moins 230 g/m2) avec
traitement déperlant et des gants en nitrile certifiéss EN 374-3 dans le cas d'un contact direct avec la
culture.

Respect des limites maximales de résidus (LMR)

Les conditions d'utilisation de la préparation, compte tenu des bonnes pratiques agricoles critiques
proposées pour chaque usage figurant dans la liste des usages autorisés, permettent de respecter les
limites maximales de résidus.

Protection de I'environnement (milieux, faune et flore)

Protection de l'eau

- SPe 1 : Pour protéger les eaux souterraines, ne pas appliquer ce produit ou tout autre produit a base de
tébuconazole plus de deux fois tous les ans sur vigne.

- 8Pe 1 : Pour protéger les eaux souterraines, ne pas appliquer ce produit ou tout autre produit a base de
tébuconazole plus d'une fois tous les ans sur céréales d'hiver et de printemps.

- SP 1 : Ne pas polluer I'eau avec le produit ou son emballage. Ne pas nettoyer le matériel d'application
prés des eaux de surface. / Eviter la contamination via les systémes d'évacuation des eaux a partir des
cours de ferme ou des routes.

PRIAM TOP
n°2150253 Page 6 sur7
Applicant: HELM AG Evaluator: FRANCE

Date: 26/08/2016



Part A HAG 300 04 F (PRIAM TOP) Registration Report —
National Assessment - Country — FRANCE Page 25 of 30 Southern Zone

7
E{ l

Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

Protection de la faune

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 meétres comportant
un dispositif végétalisé permanent non traité d'une largeur de 5 métres en bordure des points d'eau pour
les usages sur céréales de printemps et vigne.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 20 métres
comportant un dispositif végétalisé permanent non traité d'une largeur de 20 métres en bordure des points
d'eau pour les usages sur céréales d'hiver.

Exigences complémentaires post-autorisation

Le titulaire de l'autorisation doit mettre en place un programme de suivi et transmettre a I'Anses un bilan de
ce suivi selon les demandes citées ci-dessous.

A défaut de transmission de ces données dans les délais impartis & compter de la date de la présente
décision, la présente décision pourra étre retirée ou modifiée.

Récurrence

Détail de la demande post autorisation Délai (mois) (mois)

Une méthode et sa validation inter-laboratoires pour la détermination 24 -
du tébuconazole, de I'hydroxy-tébuconazole et leurs conjugués dans
les denrées d'origine animale (foie, rein, lait, ceufs, muscle et
graisse) ;

Une attestation de fourniture sur demande du standard interne
utilisé dans la méthode de détermination du tébuconazole dans le
sol ainsi qu'une méthode de confirmation pour cette méthode non
hautement spécifique.

Des essais d'efficacité spécifiques dans des situations ol le niveau 24 -
de résistance de l'oidium au tébuconazole a été caractérisé et
correspond aux données de suivi et de contréle afin de déterminer si
l'efficacité de la préparation est maintenue a un niveau suffisant
dans ces conditions.

4 essais de comparaison des formulations EW/SC conduits dans la 24 -
zone Nord de I'Europe et a la BPA revendiquée sur vigne

Afin de s'assurer du respect de la valeur seuil réglementaire du 24 -
1,2,4-triazole dans les eaux souterraines, il conviendra de mettre en
place, par l'ensemble des pétitionnaires commercialisant des
produits a base de triazoles, une surveillance dédiée de ce
métabolite.
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Appendix 2 — Copy of the draft product label as prposed by the applicant

PRIAM® TOP

SYSTEMIC FUNGICIDE

Compuosition
250 gL Tebuconazole

Farmulation
EW — ermulsion in water

Met Content: 1L - B20L

Batch a®.........

Reyistration Owner :

HELM AG

Nordkanalstrasse 28

D-20097 Harmburg (Allermagne)
Tel.: DD40 40 23750

| Distribué par —-—---——-————— -

CAREFULLY READ THE LABEL BEFORE USE

Mode of action

FRIAM® TOF is an organic triazole biocide that is effective against wood decay Tungi. Tebuconazole is 8 systemic
Tungicide with preventive, curative and ersdicant action against a wide range of pathopens on cereals, cisesed
rape and wine. Tebuconaznle belongs o the growp of Tungicides known ag sterol demethylation inhibitors. This
active ingredient acts as an inhibitor of steral biosynthesis at the 14 a-demethylase step.

Registration n®:
USES TABLE
AL THORIZED USES RAIE OF USE HUMBER OF PRE-HARVES
BPFPLICAIIONS INIERVAL
Oat - Crown rust {Puccinia coronats) 10Lina 2 20 day=
Bariey — Leaf biaich {Rtynohosoporium secalis) 10L/ na F 28 days
Wheat — Fusariosis {Cusarium sp.} 100/ ha 2 28 days
wiheat — Brown Ruest {Puccinf recomdita’) 16L ha 2 20 dary=
Viheat - Yeliow Rust [Puccinia sintfomis) 10Lna z 28 days
Triticzbes — Brown Rust {Puccini recondita) 10L/ na F 28 days
Wine — Powdery mildew (Lincirula necator) avina 3 14 days

Fon wae in cergals respect a buffer zone of 10 m in combination with 10 m oue-off neduction
For use in grapeving respect a 10 m bulfer zone .

Use this product only in accordance with s labeling and in ling with Good Agricultural Fractices. PRLAM™ TOP
used in accordance with its labeling has no effect on vinicaton, transfermation processes and wine organoleptic
guality.

Maziriurn Residue Limits [MRL) availatle for consultation on the wed st : hitpole-ghy.aghiculture gouy. T

PREFPARATION

Tharoughly shake te pack before use. Add the required quantity of PRIAMT TOP to the half-flled sgoay tank with
the agitation System i operation amd then fill to the required level. Contitwe agitation at all times dwing Spraying
and stoppages witil the tank is completaly ermpty. Spray inmediataly after mising.

AUTHORIZED USES

Oat - Crown Rust {Putcinia soronata)

Rate: 1.0 L productha [Le. 250 g aitha)

Application wolume: 150 — 300 lha

Nurmnber of applications: 2 applicabons: 18t application at nfestation beginning or waming. Mot befwe BECH 30
(e than O leaves uifrided). 2™ apaboation wied re-infestation occwred, 2-4 weeks later. Not after BECH 79,

Barley — Leaf blotch {Rhynchosoporiun secalis)
Rate: 1.0 L productha (Le. 250 g aiha)

Applicant: HELM AG
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Application volume: 150 — 300 Uha
Murnber of apphcatons: 2 applications = 15t application &t infestation beginning or warning. Not befere BECH 30
[Aree than O leaves unfided). 2™ appheation when re-infestation cocured, 2-4 weeks later. Not after BBCH 79.

Wieat — Fusariosis {Fusarium sp.)
Rate: 1.0 L productha (ie. 250 g aiha)

Application wolume: 150 — 300 Uha

Nurnber of appications: 2 appications at 35CH 61-65 (Mowering) at warning.

Wheat — Brown Rust [Puctinia recondita)
Rate: 1.0 L productha (i.e. 250 g aiha)

Application volume: 150 — 300 Iha

Murnber of applications: 2 apphcations: 182 application at mfestation beginaing or wanming. Not before BSCH 30
[mere than O leaves unllded). 2™ apphication when re-infestation cccured, 2-4 weeks later. Not after SSCH 79,

Wheat — Yellow Rust {Puseinis skrifformis)
Rate: 1.0 L producta (i.e. 250 g aiha)

Application volume: 150 — 300 Una

Murnber of applications: 2 apphications: 18t spplication &t nfestation beginning or warming. Not befere BECH 30
[Ahare than O leaves unfoided). 2™ appheation when re-infeststion otcuned, 2-9 weeks later. Not afer S5CH 79.

Triticale — Brown Rust {Puccinia recondita)

Dose: 1.0 L product’ha (i.e. 250 g aiha)

Application volume: 150 — 300 I'ha

Number of applications: 2 apphications: 18 application at infestation beginning or wanming. Not before BBCH 30
(e than 8 leaves unfoided). 2™ apaication when re-infestation cctured, 2-4 weeks later. Mot aftler 83CH 7.

Vine — Powdery mildew {Uneinuwla necafor)

Rate: 0.4 L productha (ie. 100 g aiha)

Application volume: 300 — 1000 ha

Nurnber of appications: 3 appications at BBCH 55-79, at inflestation Deginning or warming

In ordar to achisve a better protaction it is possible to associats PRIAM® TOP with a contact product in
cass of high disease pressure

APPLICATION
Use sufficient water 1 ensure thonough coversge of vines. Increase spray wolume &8 vine growih increases.
Considering the substance active distribution, one application on each side of each row g recommended.

COMDITIONS
On wine, do Aot apply wider fegh temperstures. Tebusonazole charsotenstios i vine sonfar a igh resistancs o
washing. Froen 1 howr after application, rain fes ne efect anymaone on PRISMT TOP.

TREATMENT PROGRAM
PRIAM™ TOP achieves a high lewel of efficacy apaingl powdery mildew on leaves and grapewine. Apply in &
preventive spmEy scheduls. Make the fist application before bloom and confinue applications using spray interals
of up te 21 days in low to moderate pressore. Use a 14 deay sgray mterval when dSease pressune s Severa
FPRIAM® TOF iz a sterol demethylation inhitator (DMI) fungicide. 1T may be spplied in & tank-mix o alternated
[Evary .nﬂ‘ih‘ apray apphcation) with & non-DMI fungicide a3 a resistance management strategy. Tank-mixing
PRIAM™ TOP with other DMI fungisides i not recommandad. The following practices e essental to mmintain
effectivenass of PRI&AM® TOP:

- Apply fungicides at label rate

- the tatal number of tebuconazole apokcations should not esceed that mndicated on e label. The

exclugive repeated use of tebuconazok based fungicides must be svoided.
- Apply Tungicides during good conditions Tor spraying

STORAGE
Stove in original containgr, keep container tightly closed in a dry and wellventilated place. Store in a place
Euthized pesong onty and keep away Trom Tood, drink and anifmal leedingstulls.

COMPATIBILITY

When used in misture with another compound, the longer pre-hareest interval must be respected and the safety
inatructions for the move toxic produdct must be followed. In case of intoxication infonm the physician of the nature
of the mixture.

RESPONZABILITY

Wha use this product is responsible for any damage derivating Tiam wsing it in & manner that is inconsistent with
the label. The respect of the recommendalions above is essential to ensure the efficacy and to avwoid damage 1o
crogs peogke and animals.

CLASSIFICATION
Toscologee Xn — Hanmiful
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Errvirorniment: N — Dangercus for the environment

RIZK PHRASES

R 41 — Rk of seridus damage to eyes

R B3 — Poasible risk of harm to the unbom child

R 51/53 — Towic to aguatic onganismsa, may cause long-term adverse effects in the aguatic environment.

SAFETY PHRASES

5 28 - In cage of contact with eyes, ringe immediately with plenty of water and seek medical advice
5 35 — Thig material and its container must be dispogad of in & safe wany

E 3E/37/39 — Wear suitshle protective clothing, gloves and eyefface protection

5 57 — Use appropriate container to aweid environmental contarmination

561 - Avoid release to the envirenment. Refer to special instructons! Safety data sheels.

To aveid risks b man and the environment, comply with the instructions for use

MEDICAL INFORMATIONS
In casa of intoxication call a phyeician immediataly.
Call 8 poison control centre immediately

Applicant: HELM AG Evaluator: FRANCE
Date: 26/08/2016
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Appendix 3 — Letter(s) of Access

TDMG

Triszole Derivate
Metabolite Group

Sth September 2013

Anses - DPr - UG Amm
253, av. du Général Leclere
24700 Maisons Alfort
France

SUBJECT: Letter of Aceess to TDMG owned datn on triseole metabolites

This letier is being submiticd on behalf of the Trazole Dermmtive Metabolile Group
(“TDMG™) camprised of BASF SE. Bayer CropScience AG, Dow AgroSciences LLC.
Isagro 5.p.A. and Syngenta Crop Protection AG.

TDMUG hereby agrees that the protected file of studies and study summaries on the triazole
metabolites 1,24 trinzole, tringole alanine, trinzole acetic acid and trinzole lactic acid as
listed in Appendix | A and | B, ovned by TDMG and either submitted in support of the Step 2
EL registration of the active substance TEBUCONAZOLE or under peneral evaluation in the
EU, may be refemed to by you in order to support:

Helm AG
MNordkanalstmsse 28
[-20097 Hamburg
Cermany

for their plant protection product:
PRIAM TOP

containing 250 g/l Tebuconazole
inan EW formulation

The right to refer to the data package is subject to the following restrictions:
I. The right of referral is solely granted to Helm AG and is not transferable to any further
companics or other legal or natuml entities.

2. Reference to the duts package can only be made for the registration of Tebuconaznle as an
agrochemical.

BASFSE Bayer CropScience AG Dow Aprnofciences LLC  bagro SpA.  Syngents Crop Protection AG

- /e
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3. Specifically excluded from the right of referral are the use of the datu in the context of the
Biocides Directive 98RTEC and Commission Regulation 18962000,

4. The right of refermal gives access to the file of data on 1,2,4-trinzole us environmental
metabolite of parent triezole active ingredients.

5. Helm AG is not authorised to receive any copies of the data package nor is it authorized to
inspect or view the data package or any specific documenl in whole or in part filed with the
authoritics

6, This suthorisation is valid only for such duration ot there is a valid agreement between
Helm AG and TDMG.

Oin behalf of the TDMG

Yours sincerely,

l@“—( 99&(/( «(épjuiw C Lo

Helmut Schenk
Chairman of the TDMUG, Global Registration Manager

Bayer CropScience AG

BCS AG-RED-GRA-RASM
Allred-Mobel-Str. $0

[3-4078% Monheim

Phone: +49 (032173 38-3114
E-Mail: helmut schenk@hayver.com

S e

BASF SE Huyer CropSelonoe AG Dow Agoschemess LLC  hagro SpA. Syngenta Crop Prosection AG

pape 2
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