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zRMS comments:
The text highlighted in grey was provided by the ZRMS.

0 Product background, regulatory context and GAP information
0.1 Introduction
0.1.1 Reason for application

This application follows the data requirements for the active substance laid down in Regulation (EC) No.
283/2013 or 544/2011 and the data requirements for the plant protection product laid down in Regulation
(EC) No. 284/2013 or 545/2011.

The application is for an authorisation of a new generic plant protection product VOLKETE MAX
according to Regulation (EC) No. 1107/2009 in Poland. SAP09I is a SC formulation containing 480 g/L
Spinosad to be used as insecticide. This application is based on the data package and assessments of the
reference product Dossier of SPINTOR 480 SC; registered in Poland since 2003 (No. R-18/2003 of 12
September 2003), and currently with registration No. R-47/2018wu of 19 October 2018, pursing article 34
of Regulation (EC) 1107/2009 after the period for data protection for SPINTOR 480 SC data package has
expired.

The applicant Albaugh TKI d.o.o0. is part of the task force “Spinosad 48% SC JDDA”
Members of the Task Force “Spinosad 48% SC JDDA” details:

ASCENZA PRODUCTOS PARA AGRICULTURA, S.A.U.
Parque Empresarial Tactica

c/Botiguers 3, planta 4

46980 Paterna (Valencia)

Spain

INDUSTRIAS AFRASA, S.A. (now Albaugh TKI d.o.0.)
Grajski trg 21

SI-2327 RACE

SLOVENIA

LAINCO, S.A.
Avda. Bizet, 8-12
08191, Rubi (Barcelona)

Spain
0.1.2 Details of zZRMS(s) and concerned MS
Table 0.1-1: Overview of zZRMS and ¢cMS
ZRMS, product name and authorization no. (if (if relevant) Concerned MS, MS’
relevant) product name and authorization
number (if applicable)

Central zone Poland -
VOLKETE MAX not available (first registration)
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ZRMS, product name and authorization no. (if
relevant)

(if relevant) Concerned MS, MS’
product name and authorization
number (if applicable)

Ireland
VOLKETE MAX registration on going

Belgium
VOLKETE MAX registration on going

Southern zone |Greece
VOLKETE MAX 14889

Portugal
VOLKETE MAX registration on going

Portugal
VOLKETE AV02189

Greece

VOLKETE 14891

Cyprus

VOLKETE 4108

Bulgaria

VOLKETE registration on going
Spain

VOLKETE ES-01817

Italy

VOLKETE registration on going

Spain
VOLKETE MAX registration on going

0.1.3 Regulatory history of the active(s)

0.1.3.1 Spinosad

Table 0.1-2: Summary of regulatory history of CAS No: 168316-95-8
Status

Approved in EU Y

Original Inclusion Directive

Commission confirmed in its Decision
2000/210/EC

RMS NL

Date of Approval (or most recent renewal) of Active Substance 01/02/2007

(date of Regulation to be applied)

Current expiration of approval 15/03/2025(te-be-extended) 31/10/2026
Low risk substance or Candidate for Substitution? N

Issues that need to be considered as part of the EU approval are listed below.

In this overall assessment Member States must pay particular attention to:

=  On the basis of the proposed and supported uses (as listed in Appendix II), no particular issues
have been identified as requiring short term attention from the Member States

The SANCO report for Spinosad (SANCO/1428/01 —rev. final — 14/07/2006) is considered to provide the
relevant information on the evaluation or a reference to where such information can be found.
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Table 0.1-3:

Information on minimum purity of spinosad

EU agreed minimum purity from Inclusion Directive
or Implementing regulation

(if different) Minimum purity of active substance
used in the product / information on available
equivalency report *, **

minimum purity of active substance: 850 g/kg
with 50-95% spinosyn A and 5-50% spinosyn D g/kg
technical product.

minimum purity of active substance: 960 g/kg
Equivalence report available: Y
RMS: NL

* Since EU approval new studies on the active substance have been performed (e.g. new manufacturing site, new
specification) and as a result the purity of the active substance has changed (see Part C).

**_ If the specification of the active substance is different to that used as reference specification for EU approval then please
refer to the equivalency document from the RMS.

0.1.4 Regulatory history of the product (if relevant)

Not relevant as the product has not yet been authorised.

0.2 ZRMS conclusion

Section 1, 2 and 4. Identity, physical and chemical properties and further information
The three-year shelf life is accepted.

Section 3. Efficacy

The applicant changed the GAP table after the commenting period, because of the ecotox. risk assessment
and asked for re-evaluation according the changed GAP table. A new evaluation was made according the
changed GAP table. Uses no.: 5253;4:5 1, 1b, 2, 2b, 5 are acceptable; Uses, 3, 3a, 4, 4a are accepted
with reservation/ further restriction; uses la, 2a, 5a, 5b, 5c are not accepted in the GAP table of the
Efficacy Section (B3).

Section 5. Analytical methods
Methods for residues were provided in the dossier for the authorization of the product SPINTOR 480 SC
and they are valid for the product SAPO9I.

Section 6. Mammalian Toxicology

Not classified for human health, only EUH208 - Contains 1,2-benzisothiazol-3(2H)-one. May produce an
allergic reaction.

Operator protection (only vehicle mounted): Low vegetables — workwear, Orchards — workwear and

protected hands

Worker  exposure:  workwear, Harvest and Maintenance (Brassica) and  Orchards
(Searching/reaching/picking) — gloves, Orchards (Maintenance/thinning) — gloves and re-entry period of
11 days

Resident/Bystander: Low vegetables 2-3 m buffer zone, Orchards 5-m buffer zone

Section 7. Metabolism and Residues

The application is for authorization of the plant protection product SAP09I, based on the authorised
product SPINTOR 480 SC in Poland since 2003 (Registration no. No. R-18/2003 of 12 September 2003),
and currently with registration No. R-47/2018wu of 19 October 2018, pursing article 33/34 of Regulation
(EC) 1107/2009 after the period for data protection for SPINTOR 480 SC data package has expired.

Head Cabbage

The data submitted shows that no exceedance of the MRL of 2 mg/kg for cabbage (STMR 0.015 mg/kg,
HR 0.17 mg/kg) will occur.

The intervals between applications should correspond to the one in the residue studies, i.e. 10 days.

Cauliflower, broccoli
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The data submitted shows that no exceedance of the MRL of 2 mg/kg for cauliflower (STMR 0.01 mg/kg,
HR 0.02 mg/kg) will occur.

The intervals between applications should correspond to the one in the residue studies, i.e. 10 days.
According to the guideline SANTE/2019/12752 Rev.02, the extrapolation from cauliflower to broccoli is
not possible. It is possible to extrapolate from 4 trials on cauliflower + 4 trials on broccoli to whole
subgroup of flowering brassica. However, the applicant did not provide any residue studies for broccoli.

There is insufficient data to confirm that the applicable MRL for broccoli is not exceeded.

Onion, garlic, shallots

The data submitted shows that no exceedance of the MRL of 0.07 mg/kg for onion (STMR 0.002 mg/kg,
HR 0.05 mg/kg) will occur.

The calculated using the OECD calculator indicates a higher value than the current MRL. However, the
MRL in force was calculated for MRL setting, based on the same data as that provided by the applicant
(EFSA Journal 2012;10(3):2630). Additionally, it should be noted that residue studies were performed
with 4 applications at a dose of approximately 0.096 kg as/ha and the intended GAP applies to a max. 3
applications at this dose (max 1 appl. at dose 76.8 g as./ha in the new proposed by the applicant GAP).
According to the guideline SANTE/2019/12752 Rev.02, the extrapolation from onion to garlic and
shallots is possible. The data submitted show that no exceedance of the MRL of 0.07 mg/kg for garlic and
shallots will occur.

Leek

The data submitted shows that no exceedance of the MRL of 0.2 mg/kg for leek (STMR 0.065 mg/kg, HR
0.17 mg/kg) will occur.

The calculated using the OECD calculator indicates a higher value than the current MRL. However, the
MRL in force was calculated for MRL setting, based on the same data as that provided by the applicant (
EFSA Journal 2012;10(3):2630). Additionally, it should be noted that residue studies were performed
with 4 applications at a dose of approximately 0.096 kg as/ha and the intended GAP applies to a max. 3
applications at this dose (max 1 appl. at dose 76.8 g as./ha in the new proposed by the applicant GAP).

Apple, pear, wild apple, quince

The data submitted shows that no exceedance of the MRL of 0.3 mg/kg for apple (STMR 0.04 mg/kg, HR
0.12 mg/kg) will occur.

According to the guideline SANTE/2019/12752 Rev.02, the extrapolation from apple to pear, wild apple,
quince is possible. The data submitted show that no exceedance of the MRL of 0.3 mg/kg for pear, wild
apple and quince will occur.

Honey

Studies indicating residue levels in crops with melliferous capacity are currently required. For the
intended GAP for SAPOQII this applies to apples, pears, crab apples and quinces. However, the proposed
uses exclude the flowering phase (BBCH limited to: before BBCH 59 and after BBCH 70). It can
therefore be concluded that for the uses proposed in the intended GAP, residue studies in honey are not
required.

Estimation of the chronic and acute exposure provided in EFSA Journal 2021;19(2):6404 covers residue
results adequate for this dossier.

During the first peer-review and approval of the active substance an ARfD was not deemed necessary.
However, in the framework of the renewal of the approval of spinosad an ARfD of 0.1 mg/kg bw was
proposed (EFSA Journal 2018;16(5):5252). It is noted that this value has not yet been formally adopted
by the European Commission. Nevertheless, the proposed ARfD of 0.1 mg/kg bw was used in the
estimation of the exposure. Chronic and acute exposure calculations were performed using revision 3.1 of
the EFSA PRIMo. Based on these calculations, EFSA concludes that no risk to consumers was identified.
Nonetheless, EFSA underlines that these conclusions were reached while considering residues of only
spinosyn A and D, and it may need to be reconsidered pending revision of the residue definition for risk
assessment as proposed by the peer review in the framework of the renewal.

The new GAPs proposed by the applicant are less critical than those previously assessed. No additional
assessment is required.
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Section 8. Environmental Fate

In accordance with proposed pattern use, an exposure assessment for the formulation of CHR/F/CYNIL
750 WG was submitted.

The mitigation measures were proposed, and final decision will be made in ecotoxicological section.

Section 9. Ecotoxicology

considered-unaceeptable-forall propesed-uses of SAPOIE
During the commenting process, the Applicant introduced modifications to the proposed use pattern of
SAPO9I (Volkete Max). Additional risk assessment was performed for mammals and soil organisms.

Acceptable risk for non-target organisms was demonstrated for following uses:

- Useno. 1, 2 (cabbage, broccoli, cauliflower) application rate:
e 3x0.1L/ha (3 x 48 ga.s./ha), interval: 10d, BBCH 10-49
e 2x0.16 L/ha (2 x 76.8 g a.s./ha), interval: 10d, BBCH 20-49
- Usesno. 3, 4, 7 (onion, leek, garlic) application rate:
e 1x0.15-0.16 L/ha (1 x 72-76.8g a.s./ha), BBCH 40-49
- Uses no. 5, 6 (pear, wild apple, quince) application rate:
e 1x0.3L/ha(1x 144 g a.s./ha) BBCH >70
e 2x0.225L/ha (2 x 108 g a.s./ha) BBCH >70, interval: 10d
e 2x0.225L/ha (2 x 108 g a.s./ha) BBCH 40-59 (1%'appl.) / BBCH>70 (2™ appl.), interval:
10d

Uses to be considered safe on the basis of EU methodology:

1b, 2b - cauliflower, 3a, 4a, 6a, 6b, 6¢c, 7a

Uses to be considered non-safe on the basis of EU methodology:

Al-evaluateduses 1, la, 2, 2a, 2b — broccoli, 3, 4, 5, 5°, 5a, 5b, 5¢, 6,6’ 7
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Appendix 1 ALL intended uses

GAP rev. 1, date: 2024-Jan-01

PPP (product name/code): SAPO9I / Spinosad 480 SC Formulation type: SC @9
Active substance 1: Spinosad Conc. of as 1: 480 g/L ©
Applicant: Albaugh TKI d.o.o. Professional use: X
Zone(s): Central @ Non professional use: ]
Verified by MS: yes
Field of use: insecticide
1 2 3 4 5 6 7 8 9 10 1 12 | i3 14
Use-|Member |Crop and/ F, |Pests or Group of pests Application Application rate PHI |Remarks:
No. |state(s) |or situation Fn, |controlled — - (days)
© Fpn Mthod Timing / Growth Max. Mln. kg or L product/ |g as/ha Water cgg
(crop destination / G, |(additionally: developmental /Kind |stage of crop & number |interval ha a) max. rate per|L/ha safener/synergist
purpose of crop) Gn, |stages of the pest or pest group) season a) per use | between a) max. rate per  |appl. . per ha
Gpn b) per applications |appl. b) max. total |min/ ®
or crop/ (days) b) max. total rate  |rate per max
I season per crop/season  |crop/season
Zonal uses (field or outdoor uses)
Deserate
O-02-Eha
Pioris ; Residues:
t 1 Yeungcaterpillars )96 ‘
Hcad cabbage Artogeiarapae ay32 a)0:2 2400- between
+ PE E Spray | ‘firstdamages 710 b)288 3 .
[BRSOL] [PIERRA] by32 b)0.604 600 applications
3 . ; BBCH 1049 192 hould
BARABR} correspond-to-the
ol .
days:
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0,102 Liha
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7 -

|

Unacceptable risk for soil
organisms

R EEE

Remarks
table
heading:

Remarks
columns:

(2)
(b)

©

—_

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kg or g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when relevant, the

use situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use,
Gpn: professional and non-professional greenhouse use, I: indoor application

Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type
of equipment used must be indicated.

(d)
©

®

— \O o0

11

13
14

Select relevant
Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
given in column 1
No authorization possible for uses where the line is highlighted in grey, Use should be crossed out
when the notifier no longer supports this use.

Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
application

The maximum number of application possible under practical conditions of use must be provided.
Minimum interval (in days) between applications of the same product

For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
kg or L product / ha).

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions



