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1 CONCLUSION

The product Pesguard ® Gel is a read y to use bait for use by pr ofessionals against
cockroaches .

The efficacy package provided demonstrates that Pesguard ® Gel is effective against
Germa n cockro aches ( Blattella germanica ), Brown banded cockroaches ( Supella
longipalpa ), Oriental cockroaches (  Blatta orientalis) and Americ an Cockro aches
(Periplaneta americana ) both as nymphs and adults. The g el should be applied as a
number of spots of approximately 4 mm diameter (eachspot comprisi ngapproximately
0.032g of bait).

The information on compositi on, p hysicaland chemicalpr ope rties andanalytical methods
is acceptable. The product contains 0.513% technical clothianidin and0.507% technical
pyriproxyfen , is stable for 2 years at ambient temperat ures and is not sensitive to
elevatedtemperatures  or humid ity . The pr oductshould however be protectedfromfrost
and stored away fromdirect sunlight

Withregard to physicaland chemical hazards, Pesguard ® Gelis not classified.
The content of the active substances can be monitor ed using a valid ated HPLC - UV
metho d.

Based on the human healt hrisk as sessment, no advers e health effects are expected
afteruse of Pesguard ® Gelin accordanceto the intended use.

It ¢ anbe concludedthatthe use of Pesguard ® Gel as prop osedpres ents an acceptable
risk totheenviro nmen t.
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2 ASSESSMENTREPORT
2.1 Summa ry of the  product assessment
2.1.1 Adminis trative information
2.1.1.1 Identifier of the product
Identifier Country (ifre levant)
Pesguard © Gel European Union
Pesguard ® Gel was orig inally referredtobyt  he experimental formulation kn own as
X-7472-14.Thiswas laterchanged to a “regis trationcode number
2.1.1.2 Authorisation holder
Name and address ofthe Name Sumitomo ChemicalAgro Europ eS.A.S.
au thorisation holder Address |Parc d'Affair esde Crécy
10A Rue de la Voie Lactée
693 70 Saint Didier au Mont d'Or
France
Pre - submission phase 14 December 2015

started on

Pre - submission phase
concluded on

26 Januar y 2016

Authorisation number

Date of the authorisa tion

Ex piry date ofthe
author isation

2.1.1.3 Manufacturer(s) ofth e

pr oduct

Nam e o f manufacturer

McLaughlin Gorml ey Ki ng Company (MGK)

Address of manufacturer

7325 Aspen Lane North
Minneapolis

MN 55428

United States

Location of manufacturing
sites

4001 Pe avey Road
Chaska

MN 55318

United States

7325 Aspen Lane North
Minne apolis

MN 55428

United States
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2.1.1.4 Manuf acturer(s) of the active substanc e(s)

Active substance (E) - 1- (2-Chlor 0-1,3-thiazaol -5-ylmethyl) -3-methyl -2-
nitroguanidine (Clothianidin)
Name of manufacturer Sumitomo Chemical Company, Ltd
Address of manufactu rer 27-1, Shinka wa 2- chome
Chuo - ku104 - 8260
Tokyo
Japan
Location of manufactu ring Oita Works
sites 2200, Tsurusak i
Oita City 870 -0106
Oita
Japan
Active substance Pyriproxyfen
Name of manufacturer Sumitomo Chemical Co. Ltd.
Address of manufacturer 27-1,Sh inkawa2-chome
Chuo - ku104 -8260
Tokyo
Japan
Location of manufacturing Misawa Works,
sit es Aza- Sabish irot aira
Oaza- Misawa, 033 -0022
Misawa
Aomori
Japan

2.1.2 Product composition and formulation

NB: the full composition of the productaccording to Annex| Il Ti tle 1 shoul d be provided
in the confident ialannex.

Does the producthave  thesame identity and comp ositiona sthe product evaluated in

connectionwith the approvalfor listing of the active substan ce(s) onthe Union list of
approved activesubstance  sund erRegulati on No. 528/2012?

Yes [

No X

2.1.2.1 Identity of the active subs tance

Mai n constituent(s)

ISO name Clothianidin

IUPAC or EC name (E) - 1- (2-Chloro -1,3-thiazol -5-ylmethyl) -3-methyl -
2- nitroguanidine

EC number 433-460-1

CAS number 210880 -92-5

Ind exnumberin A nnex VI of 613-307-00-5

CLP

Mini_mum purity / content 950 g/ kg
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St tural f I
ruc turalformula TO )
Faw .
CH3 Cl
S
HN \
CH> \ N
Main constituent(s)
ISO name Pyriproxyfen

IUPAC or EC name

2-(1-methy I-2-(4-
phenoxyphenoxy)ethoxy)pyridine

EC number 429 -800-1
CASnumb er 95737 -68-1

I ndex numberin Annex VI of 613-303-00-3
CLP

Mi nimum purity / content

970 g/kg (sum ofisomers; racemate)

Structural formula

2.1.2.2 Candidate(s) for substitution

Clothianidi nis considereda candidate forsubstitutionasiit f ulfil s tw o ofth e PBT criteria :

- persistenta ndtoxic.

The Assessment Report  , however, states “eventhoug htheT-criterion aswellasthe P-,
vP- criterion are fulfilled the active substanceclothianidin  isneitherPBT - norvP/vB -
candidateastheBandv  B-criteri a are n ot fulffilled.

onwas carried out. Howeve r,fromt he
, thereis no evidence forendocrin

No specifictest forpotentialendocrine disrupti
available CMR studies andthe repeated dose studies
disruptionorfor CMReffects ”.

e
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2.1.2.3 Qualitative and guant itat ive inf ormation on the composition of the
biocidal product
Common IUPAC name Function CAS EC number |[Content
name nu m ber (%)
Clothianidin 3-[(2 -chloro -1,3 - |Active 210880 -92-|433-460-1 [0.526
thiazol - 5- substance 5 (TGAI)
yl)methyl] -2-
methyl - 1- Pure:0 .5%
nitrogua nidine
Pyriproxyfen 2-(1-methyl -2- |Active 95737 -68-1(429-800-1 |0.515
(Sumilarv) (4- substa nce (TGAI)
phenoxyphenoxy)
et hoxy)pyridine Pure: 0.5%
Aceticacid Ethanoic a cid Non-active |64-19-7 200-580-7 (0.3
substance
Potassium potassium(E,E) - [Non-active
hexa-2,4 - substance 24634 -61-5(246-376-1 |0.5
sorbate )
dienoate
Refertothe confidentialannexfordetails of the co -formulants

2.1.2.4 Qualit ative and quan

biocidal product family =~ 2

Not applicable

2125

The active sub stance manufacturerforcl
Sumitomo Chemi calCompany LT D, Oita Works, 2200 Tsu
Oita, Japan . Thissourceis equivalent basedonthe

Information on

technical

(case BC-WD030793 -37).

The active s ubstance manufacturerfor
Ltd., MisawaWorks, Aza

titative

- Sabishirotaira, Oaza

equivalen ce

information on

the comp osition of the

ot hia nidin is Sumitomo Chemical Company Ltd.,
rusakiOi taCity, 870 -0106

equivale nce assessmentby EC HA

Pyripro xyfenis Sumitomo Chemical

This is the referencesource forPyriproxyfen.

-Misawa, Misawa, 033

2.1.2.6 Inform ationonth e substance(s)ofconcern

Acetic acid and

health and Environment . Please referto 2.1.2.3 with regard to

potassium sorbate

Company
- 0022 Aom ori, Japan .

are considered substance s of concern forh uman

formulation. For otherinformation, please refertoth

e confident ialan nex.

their content in the

2.1.2.7 Information on endocr ine di srupting properties
An ass essme nt of the endocrine disruption is presented in section “Assessment of
effects” f or huraspedhteadnd in section “Effects

forthe envir onmen talas pectand/o rthe confidentialannex.
Forthe active substances clothianidin and pyriproxyfenno ED assessment is required
becausef oractive substanceswhich have beenapproved, the EUassessmentshould be

Page 8
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followed. The Assessment Reports forcl othia nidin (2014) and pyriproxyfen (2012) both

state that these active substances would not be considered as having endocrine

disrup ting prope rties .

For two co-formulants an ED alert was identified .However, forbothco
concludestha t we havet o awaitthediscussi onsat EUlevel.

for more specific information.

-formulants CANL
Seeth e confidential annex

In conclusion , basedonavailable informa  tion, it is not possibl etoconclude whetherthe
tiesb efore the e xpiration
ofthelegaldeadlineinth e BPR andtherefore the process willbe concluded at the post

non - active substance should be considered to have ED proper

authorisationstage .Oncethe conclusionregarding ED properties of

is available, the applicant must infor m the eCA. If
authorizationshallberevis  ed.

2.1.2.8 Typeof for mulation

these co-formulant s

needed, the conditions of

RB Bait (ready for use)

2.1.3 Hazard and precautionary statemen ts

Clas sification and labelling of the products ofthe product according tothe

Regulation (EC) 1 27 2/200 8

Classi ficati on

Hazard category Skin Sens. 1
Aquatic Chronic 1

Hazard statement H317: May cause anallergic skin reaction.

H410: Very toxic to aquat ic life withlong lasting effects.

Labelling
Hazard Pictogram

GHSO07: excla mation mark GHS09: env ironment
Signa lword s War ning
Hazard statements H317: May cau seanallergic skin  reaction.

H410: Very toxic to aquatic life withlong lasting effects.
Precautionary P273: Avoid release to the environment.
statements P280: Wearpr otectivegloves.

advice/attention.
P391; Collect spillage.

P302+H3 52: IFON SKIN: Wash withpl ent y of
P333+P313: If skin irritationorrasho ccurs: Get medical

P501: Di spose ofcontents/containerto...

wa i
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Note

UFI: G690 - 10HC - HOOS - 64C4

In line with CA document CA  -May15-Doc.4. 4 all P-
statemen ts thatare triggered by CLP needtobein cluded.
However, if P - statementsare triggered, but considered not
applicable forthe product thantheycanbe omitted.

The following P-statementsare omitted :
- P261, as the productis a geland the a
form ulants are not volatile.

- P272 and P362+2364 asthe gelis applied by syringe,

no contamination of work clot hingis anticipated

- P321 is also triggered by H317. However, it is
indicatedthathisis hig  hly recommended only in exceptional
caseswhere specific treatment is known and required. This
is not applicable for Pesguard Gel.

ctivesorco -

2.1.4 Au thorised

2.1.4.1 Usedescr iption

use(s)

Table 1.Use#1 - ProfessionalUse - RTUBait

Product Type

Productt ype 18: Insecticides, acarici
controlot hera rthropods

des andprod ucts to

Wherere levant, an
exact description of
the authorised u se

Insec ticide

Targetor ga nism
(including
dev elopment stage)

Blattellagermanica — German cockroach — nymphs and
adults

Supe lla longipalpa - Brown banded cockroach - nymp hsand
adults

Blat taorientalis — Orientalcockroach — nymphsand adults
Periplaneta american a — Americancock roach - nymphs and
adults

Field of use

Indoor

In cracks and crevices, or in concealed locations inaccessible to
humans or domestic animals:

behind refrigerators, cupboards and shelves, under kitchen
appliances, in electrical control boxes, wids and ducting and under
bathroom fixtures etc.

Application method(s)

Bait application (RT U)
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Applic ationrate(s) and Pesguard® Gel should be applied asa number of spots of
frequency approximately 4 mm diameter (each spot comprisi ng
approximately 0.032g of bait). Inc asesof heavy infest ation,
where larger cockroachspecies are prese nt (B.orient alis or
P. americana ),inareast hatarepa rticularlyd irty orc luttered
orwhere alternativesou  rces of foodcannotbeent  irely
eliminated the higherappl icationrate (e.g.2ins tead of1l
spot perm2 in case of a light infestation) should be used.

The maximum number ofannualapplications is11.

Infesta tion |Recommended applicationrate (number
level ofdmmd iameters pots (approximately
0.032g ofbai typer m?)

Light 1-2
Medium 3-6
Heavy 6 - 10
Category( ies)ofusers Professional
Packs izesand 30g PP syringe
packaging mater ial HDPE Screwtopca p

2.1.4.2 Use-specific instructions foruse

Seethe generaldi rections foruse

2.1.4.3 Use-specificrisk mitig ation meas ures

Seeth ege neral directions foruse

2.1.4.4 Where speci fic to the use, the part iculars of likely direct or indi rect
effects, fir st aid instructions a nd emer gency measures to protect the
environm ent

Seethe general directionsforuse

2.1.45 Where specifi ¢ to the u se, the inst ructions for safe disposal of the
product and its packaging

Seet he gener aldirectionsforuse

2.1.4.6 Where specificto the use, the conditi ons of storage and shelf -life of the
product undernorma | conditi ons of storage

Seethegeneraldi rectionsf or use
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2.1.5 Genera | dir ections for use

2.1.5.1 Instructionsfor use

Always read the label or leaflet before use and respectallthe instructions provided.

Do notex pose baitdropsto  sunlight or heat (i.e radiator ).

The pre -filled plast icreser voircontaining Pesguard® Gelis inten ded foruse withthe
plun ger provided or a specific bait appl icationdevice commontothe pest control
industry. Referto  themanu facture r's instru ction sfordirections onthe use of the
applicator.

Injectth e baitintocracksandc revices,vo id spaces, or in concealedlocation s
inaccessib leto human s ordomestic animals  where insects may live, feed and breed.

Suc h areasare generallywa  rnv damp and dark ( behind refrigerators cupboards and
shelves, underkitchen applianc es,inelectrical controlboxes, voidsand ductingand

under bathroomfixtures etc ).l nspectionortra ppingto confirminfestationi S

recomm ended prior totreatment . Ensure thatany alterativefood sourcesar e
removed a ndcon centratethebaitpl aceme ntsasindiv idualspot s atcockro achactivity
sites . The productshould only be applied to areas inaccessible to children and pet S.

Do notapply Pesguard ® Gel where it willcom e int oc ontac t withwaterori n ar eas that
are ro utin elycleaned. Typically , cockroacheswilld ie af ewhours af terasinglefeedo n
Pesguard ® Gel. Ininfestedpre mises, deadcockroacheswi Il normally be see nwithin24
hours of treatme nt.

Remove thecap from thenozzle,touchtheto pto thesur faceto be treated, andpush
downontheplung er. Replacet hecapont hedispenserafter trea tmentiscompleted.

The bait willadheretonon -greasy or non-dusty surfa cesandwillremain  pliable and
palat ableto cockroaches as longasitis visibly  pre sent.

Treat edarea s shouldbe visually inspectedafter 1-2weeks. W hereinitia linfestation
was heavy asecond Pesguard ® Gel app lication may be required if the firsttreatme nt
hasbeen consumed andlive cockr oachesar e still pre sent.

A second visual inspectiono fbaitplac ementsisrecommended?2 -4w eeks afterthe
initial treatment. Reapplywhenbait isno longervisibly present,ac  cordingtothe level
of inf estation (light, medium or heavy) . Replace bait before itisc ompletelyconsum ed
tokee p cockro achesfromretur ning.

Inform the registration holderif the treatmentisin effective .

Spills andresiduesc ontainingthe productneedto be removed as chemicalwaste.

Care should be takento avoid dep ositinggelontoexpo  sed surfaces. If gel contacts an
expose dsurface, remove gelwitha paper towel and cleant he areawithdisposable wet
wipes .

During follow- upvisits, inspec t bait place me ntsa ndre - apply whe nnecessary.

Do notpl acebaitinlocationsthat  areroutinely washed,asbait will be removed by

washing. Do notusethisprod uctinoronelec trical equipmentwhereapossibilit vy of
shockhazardex ists. Avo idcontac twithtextlesand clothing, as bait may stain.

2.1.5.2 Risk mitigation measures

Wearprotective chemic  alresistant gloves during product handling phase (glove material
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tobe specifiedbytheau thorisation holderwithinthe productinformation).

Do notapplyba itin area s where repellent insecticideshave beenusedwith out
thoroug hly cleaning the surface withdisposable wetwipes
Do notapplyrepellen t insecticidesaftera pplicationof theba it.

Do not apply directly onor nea rfood , feedordrinks , oron surfaces orutensils likely to
be in direct contact with food, feed, drink sand animals

Avoidpla cinggelonfabricsorc arpetssince itmay stain some abs orbentmaterials. To
preventsta ining, exposedb aitshouldbecle anedupimm ediately with disposable wet
wipes .

Cleaning materials must be disposed of to solid waste.

2.1.5.3 Particulars of likely di rect or indirect ef fects, first aid instructions a nd
emerg ency measures to protect the environ ment

Likely dir ector indirect effects

No a dv erse effects expectedwhe  nusedasdirected.

Descriptio noffirstaidmeasure s

Skin contact: Remove contami natedclo thing immediately a nd wash skin with soap and

wat er. Get medicalattentionifirr  itationpersi stsaft erwashi ng.

Eye contact: If symptoms oc cur; rinse with water. Remov econtactlenses ,ifpresen t

and easytodo.Call a POISON CENTRE ora doctor.

In gestion: | f swallowed: Ifsymptomsoccurcalla POISON CENTRE or adoctor.

If inhaled: not applica  ble.

Most importa nt symptoms and effects, both acuteand delayed

Eyes: Mayc ause temporary eyeiritati on.

Emergency measuresto protectthe environ ment

Avoid release of the product tothe environment

2.1.5.4 Instruct ionsfor safe disposalofthe producta nd its pa ckaging

Only p asson empty containers/pack  agingforrecycl ing.

Dispos al of this packagingsh  ould at all times comply with the waste disposal legislation

and anyregi onallocalauthority requirements.

2.1.55 Conditions of storage and shelf -lfe of the product u nder normal

cond itions of storage

Protectfr om frost. Store awayfromd irectsunli ght.
Shelfl ife: 2years.
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2.1.6 Other informat
2.1.7 Packaging of the biocida | product
Ty pe of Size /v olume Material of Type and | ntended user Com patibility
packaging of the the material of | (e .g. of the produ ct
packaging p ac kaging closure(s) professi ona |, with the
non - proposed
profes sional ) packaging
materia |Is
(Yes/No)
Syringe 309 Polypropyl ene | Screwtop Professional Yes
cap (HDPE
witha UV
blocker
additive )

2.1.8 Documentation

2.1.8.1 Data submittedin r

Product

Please refe rto thereferencelist cont

Active Su bstance

A new study ( _) has been conducted

[**C]- Pyriprox yfeninactivateds

elation toprodu cta pplicati on

wit hinbo ththe prod uctdossierandthe act

2.1.8.2 Accesstodo cumentat ion

The app licantisthe datah
therefore notrequired.

2.1.8.3 Similar

The pre-submissio n concluded thatthe product will

conditi ons of use

the Union, inac cordance withArtic le43(1).

2.2 Assessmen

Pesguard ® Gel was original ly referredto by t
. Thiswas later changedtoa “registration codenumber

221

Pleaseref erto02.1.4.1

Inte nded use(s)as a

pplied

for by the a

ainedin Annex3.1.

olderofthe product and active data. Alet

t of the biocidal product
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Pesguard © Gel

PT18

2.2.2 Physical, chemical and techni

Some studie s withinthis section are perf orme dwith _ which isa development code for

cal pro perties

Pesguard ® Gel. The comp osition of

the formulat ionsisi dentical.
Guideline and Pur ity of the test
Property substance (% Resul ts Reference
Method
(w /w)
Physicalstat e at20°Cand EPAOPPTS830.630 3 Solid
101.3k Pa (PhysicalStat €) revision 0
Purity: 0.504 %
clothianidin; 0.487 %
py riproxyfen
eC Aremark
The app licantindicatedthe pro  ductisa gelatinous  solid, whichisa more acc  urate descript ionthan whatwa sre portedi nt he stud y

. Photos of the p
and couldb eregardedasa past

Formally, the GLP claim
Althoughthe repo
manufacturer.
was tested andthe activ

rt states that

roductinclu dedinthe
e.

lot# GLP2953 wasused,

sis withinthe

acceleratedsto

thi s

Colourat 20°C and 101.3kPa

EPA OPPTS 830.6302
(Color)

rage stability conf

ofthisrepor t cannot beacce pted asthe test item identi ficati onis incomplete. Abatchn
i s stinlhean aldesigriationfort
AsGLPis not a requir ement,t hee CAconsidersthat thest udycanbe acceptedasthe study
e substance content

irmthat the pro

umb eris mis sing.
he testitemand not
clearlyindi cated whatproduct

duct is gel- like

that of the

sEec ified ranie.

revis ion0

Purity : 0.504 %

clot hiani din; 0.487 %
pyrip roxyfen

Odourat20 °Cand101.3 kPa

EPAOPPTS830.6304
(Odor)

Tan

revision 0O
Purity : 0.504 %
clothianidin; 0.487 %

pyripr oxyfen

Acidity/ alkalinity

EPAOPPTS830.70 00
(pH)

Chickenmeal, dog fo

od odour

revision0
Purity : 0.504 %

The product pHis 4.88at
water

5% in

111
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- Pur ity of the test
Property Gl A substance (% Resul ts Reference
Method

(w /w)
clothianidin; 0.487 %
pyrip roxyfen

eCAremark

The productisa solid for pur posesofthee valuatio nand isnotdilu ted in water during use.Adet erminationofthe pHis therefore not

required accordingt
Normally, a 1%

othe BPRguidance.

The applicanthas

prov ide d dataona 5% disper
dispersion shouldbet ested —the testat 5% is therefore expectedto

Relative density/bulk density

EPA OPPTS 830.7300
(Density/ Relative
Density / Bulk D ensity)

sion, whi ch canbe considered as
resultina (slightly) lower pH.

supplementar .

revision 0

Purity : 0.504 %
clothiani din; 0.487 %
pyripro xyfen

The productspec ific g ravity at
16.5 °C is 1.062g /cm?3

F

eCAremark

The m eth od usedis based onadding the product toa 50mL

Therefore,the

re portedvalue is p robably comparable to

pour density is not considered necessary.

The m eth odusedis equivale

ntt o CIPACMT3/ OECD1009.

graduated cylinder, follow

ed by packing/ shakingtoreduce airbubbles.

atap density. Thestudycanbea ccepted consider ingthe productis gel

-like. A

Storage stability test — —
accele ratedsto rage

CIPAC MT 46.3

(storage stabilit  y)

Cockroachb ait —
(Lot
no.DAT - 041415A)
0.5% clothian idin
0.5% pyriproxyfen

The baitw asfoundto be stable
after storageat54 °Cfor2 weeks
in its o riginal packaging( PP
syringes) .

Theacti veingred ientco ntentw as
guantifiedusingva lidate d
analyti calmet hodref.

with slight
modific atio ns. The concentra
of bo th clothianidinand
pyriproxyfen remained constant
with1 .61%and -0.39%change,
respectively.

tion

F
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- Pur ity of the test
Property Cllls Sl substance (% Resul ts Reference
Method W )

Guideline No. 830 -63
17.830 - 6320

Themeanw eightchan geafte r
storagewas -0.2%.

The prod uctpa ckaging( PP
syringe) remain ed unchanged.

The colourofthebaitc  hang ed
slightly butin  subsequen t efficacy
testsusing aged bait the bait was
found tope rformsa tisfactorily

()

Basedup ontheresu lItsof this
studythebaitcanbe expected to
be st ablefo r2 years.

re vision 0

Purity : 0.504 %

clot hianidin; 0.492 %
pyri proxyfen

The b ait was found to be stable

aft erstorageat54 °Cfor 2wee ks
in glassandin commercial PP
syringe (se e section2.1.7fo r
details) .

The active ingredient cont
guan tifiedus ingvalidated
analytica | methodref.

respect ively.

ent was

Clothianidin
Initial  0.504%
2w 0.492% (-2.4%)in glass

Page 17



The Ne therlands Pesguard © Gel PT18

Pur ity of the test
substance (% Resul ts Reference
(w /w)

Guideline and

FAre]pE Method

2w 0.501 % (- 0.6%) in syringe
Pyripro xyfen

Initial 0.489%

2w 0.479% ( - 2.0%)in glass

2w 0.468% ( -4.3%) insyringe

The mater ialstoredat 54°C
becamedarkerin colour.

Appearance:

Initial: Tangela tinous solid

2w: Tangelatinou s solidwith
slightd iscolor ationa nddarkening

in sample mater ial, stor ed ing lass.
2w: Tangelatinous solid, stored

in syringe

Evaluation ofthec ontainers
showednosig nsof corrosi on.

eCAremark

The appearancechanges duringsto rage atelevatedtemp  erature s. Consideringthe productis  abait,thism ay affe ctthepala tability of the
formulation. The applic  ant hasther efore pro vided efficac y data (_,evaluat ed inthe effi cacysection2.2. 5.5) ,whichs hows
the productiss tillef ficaciousdespitethecolour change compared toaf reshsample . Therefore,the eCA does not consider limi tations of
the st orage conditi ons necess ary.

In stability studies,the pHis normally repor ted,butforthis non-flowingpro duct, notdiluted duringuse,pH dataisnotstri ctly requir ed.
It wasthere forenotin cludedinthe stability studies. Seealso the eCAremark underthe entryac idity/alkalinity

The analiti cal methodused in the study _ isam odified vers ionofthemethod reportedi n theanalyticalmethods ection

( ). Themethod was modified as the lab did not ha veidentical equipmen t available. Modificati onswere report ed in detall :
a 150m m colummwasu sedinstead ofa100mm column (bot hC18), flowrate waslowere dfrom2tol.5mL/min, a lower amount of
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- Pur ity of the test
Property Cllls Sl substance (% Resul ts Reference
Method W )

int ernalstandard was used and the sample concentrationwas
andj udging th e chromatograms ofth

on theselectivit yofthe method

times shifts which may reduce separation or
chang ed (20g sampleto 1g IS in 70m

which lowers the reliability of the stu

acceptable deficiency inthis ca

Se.

L ac etoneto 10g samp

slightlyred uced. The modification sarenot expected to havea major effect

leto0.1g

dy. Consider ingther esultsareco nfirmed by

e validatio n study,there are nosub

causeinterf erences. However,ast heratiob etweensa mpleand the internalstan dardwas

,the linear ity shouldha ve been report ed,
,thisis consideredan

IS in 50mL acetone)
the stud y

stance sthatmayha ve retention

Storage stabil itytest —long-
term storage atamb ient
te mperature

Guideline No. 830 -63
17.830 -6320

revision 0

Purity : 0.496 %

cloth ianidin; 0.504 %
pyriproxyfen

Evaluat ion of theactivein gredient
conte ntof

Revision 0 throughoutthestu dy
shows no signs of degradation at
roomt emperature (t he %
differenc eforclothianidin storedin
both glassand plastic ( PP)
syringes was - 2.4%a nd -4.8%
after24m onths,and for

pyriprox yfen itwas -0.4%and -
4.6%, r espectively).Noch angesin
the appear anceofthe material
were observed. Evalu ationofthe
containers sho wed no signs of
corrosion.

Theroo mtempera ture samples
were anal ysedafter3 ,6,12,and
24 mon ths ofst orage. Ateach
inspectioninte rvaltheconta iners
were inspecte dforany signs of
corrosiona nd weightloss. A
physi calobs ervationoft he test
substa nceinthe clearglass
containers wasmade. Theroom
temperature wasanaver age of

F
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Guideline and Pur ity of the test
Property Method substance (% Resul ts Reference
(w /w)

21.4°C.
Humi dity was not recorded
bec ausethetest substancewas
not being storedin  permeable
containe rs.
The an alyticalmethod used was
valida ted underGLP - 2953.

eCAremark

More det ailedinf ormationontheactive substancec ontentwasavailabl e:

t Clothianidin | Change Pyriproxyfen Change

0 0.496 n/a 0.504 n/a
3m, g lass 0.486 -2.02 0.518 2.78
3m, PP 0.483 -2.62 0.509 0.99
6m, glass 0.500 0.81 0501 -0.60
6m, PP 0.486 -2.02 0.489 -2.98
12m, glass 0.522 5.24 0.520 3.17
12m, PP 0.487 -1.81 0.475 -5.75
24m, glass 0.484 -2.42 0.50 2 -0.40
24m, PP 0.472 -4.84 0.481 - 4.56

The appli canthasin dicatedtheinfluenceof  humidi tywasnotte sted.Consider ingthe productis gelatinous with asignif icantwater

content,t heinfluence ofhumidityis exp ected to be negligible.

In stab ility studies,the pHis normally reported ,butforthisn on-flowingpro duct, notdiluted duringuse ,pHdataisnot strictlyr equired.
It wastherefo renotincludedinthe  stability studies. Seealso theeCAremarkundert he entryac idity/alkalini ty.

Pesguard ® Gelhas a shelf - life of 2yearsin ~ PPsyringes, the proposedcomm ercialpackaging. Palatabili ty datawithfre sh andaged
samples is evaluatedinthee  fficacy s ection. Both agedsampl esafte raccelerate d(2weeksat5 4°C)and real-timestora ge (2 years)were
tested.
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- Pur ity of the test
Property Cllls Sl substance (% Resul ts Reference
Method W )

Storage stabilitytest  — low
temperatur e stability testfor
liquids

Thelabel states,"Pro tectfrom
fros t", therefore, no further testing
is requir ed.

Effects oncont entofthea ctive
substance and tech nical
characte risticsofthe biocidal
product - light

Guideline No. 83 0-63
17.830 -6320

revision 0

Purity : 0.49 6%
clothianid in; 0.504 %
pyr iproxyfen

The pr oductwas foundtobe
stabl efor 2 years whensto redin
both glassjarsand plastic ( PP)
30c c syrin ges.

The packagingissemi -transparen t
and storedunder ambientlight
whichis notr epresentative for
direct sun light. Therefore ,the
stora ge conditionsinclude the
conditionthattheproductis tobe
stored away fromdirect sunlig ht.

F

Effectson contentofthe active

Guideline No. 830-63

Evaluationofthe activeingredi ent

substance and technical 17.830 -6320 revi sion0 content of

characterist icsofthebio cidal Purit y: 0.496 % Revision 0 throughoutthe study

product —tem perature and clothianidin; 0.50 4% showsno signs of degra dationat

humidity pyriprox yfen roomtemper ature. Theroom
te mper aturewasanav erag e of
21.4°C.
Humid ity wasnot recorded
becausethetes tsubstancewas
not being storedinpe rmeable
contai ners.

eCAremark

The ap plicanthasi ndicatedthei
content, theinfluenceof humidi

nfluence of hum
tyi s expe cted tob e negligible.

iditywasno t tested. Conside ringthe pr oduc t isgelatinous wit hasignificantwa ter
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- Pur ity of the test
Property Cllls Sl substance (% Resul ts Reference
Method
(w /w)

The active substa ncewas provento be stable at accelerated conditions(2w eeks at 54°C).
Effectsonco ntentofthe active Guidelin e No. 830 - 63 Evalua tionoftheact iveingredi ent F
substance andtechni cal 17.830 -6320 revision 0 content of
characteristics of the biocidal Purity : 0.496 % Revision 0 throu ghou tthe study
produ ct - reactiv itytowards clothianidin; 0.504 % shows nosigns of degradationat
containerma  teri al pyrip roxyfen roomtemp erat ure. Noch angesin

the appearance ofthe materi al
were observed. Evaluation ofthe
PPconta inersshowed no signs of
corrosion .

Wettabil ity

Notrele vant. Theproduct isa
gelatinous solid and willnot be
mixed with water.

Suspensibility , sp ontaneity and
dispe rsionstabilit y

Not relevant. Theproductisa

gelatin ous solidand will not be
mixed wi thwater beforeuse . This
endpoi nton lyneedsto be
addressedforp rodu ctsthatform
SuSp ensions upon  use.

Wets ieve analy sis and dry sie ve
test

Notrelevan t. Theproduc tisa
gelatinous solid. This data

requireme nt is only va lid for
wettab le powd ers,sus pension
concentrates,wa terd ispersible
granules, aqueousc apsule
suspensions, di  spersible
concentrates,su spo-emulsi ons,
watersolu ble granules andwater -
soluble powder s.

Enulsifiability, re - emulsifiability

and emulsion sta bility

Not releva nt. The productisa
gelatinous solid. Thisda ta
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- Pur ity of the test
Property Cllls Sl substance (% Resul ts Reference
Method W )

requirement iso nly valid for
emulsifi able product s.

Disinteg rationtim e

Notrelev ant. Theproductisa
gelatinous sol id. Thisdata
requirement is only relevant t o}
waterdispe rsible solids.

Particle si ze distributi on,content
ofd ust/fines, attrition, friabili  ty

Notrelevant.  Theproduct isa
gelatinou ssolid. This data
requi reme ntisonly validfo r
powdersand granules.

Persistentfoaming

Notrelev ant. Thepro ductisa
gelatinous solid. This data

req uirement is only valid for
productsthatarea ppliedin water.

Flowability/Po urability/Dust  ability

Not relevant. The productisa
gelatinoussolid. Flowabilityand
Dustability are only valid f or
granularm aterials. Pou rabilit yis
only valid fors uspension
concentrates,cap sule suspensions
Or suspo - emulsions.

Burning rate — smoke
genera tors

Notr elevant. T hep roductisa
gelatin oussolid. Th e productwil
not generate smoke.

Burning completeness — smoke
gener ators

Notr elevant. The productis a
gelatinousso lid. The productw il
not generate smoke

Composi tionof smoke  — smoke

generators

Notre levant. Theproduc tisa
gelatin oussolid. The productwill
not generatesmo  ke.

Sprayi ng pattern — aerosols

Not relevant. T heproduct isa
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Pur ity of the test
substance (% Resul ts Reference
(w /w)

Guideline and

FAre]pE Method

gelatinous solid. The product is
not an aerosol.

Physicalco mpatibility - - Notrele vant . Theprod uct isnot -
intendedto be usedin con junction
with any otherbiocidal products.

Chemical com patibility - - Notre levant. The product is not -
inte nded tobe used in conjunction
with any otherbiocidalpr oducts.

Degree of disso lutionand - - Not applicable . The product isnot |-

dilution stabi lity diluted before use.

Surface tension - - Notrele vant. Thepro ductis a -
gelat inous solid.

Viscosit y - - Notreleva nt. Theproductis a -

gelatinous solid.

Conclusio nonthep hysi cal,chemi cal and technic alp roperties ofthepr od uct

The phy sicalchemistry dataconfirmthat the product is a gelatin ous solidwhic hista nincol our withach ickenmeal, dog foododour. The
producthasa pH of4.88at5%inw aterandas pecificgravit yof1.062 g/c m*at16.5° C. Thebaitwasshown to bestablef ollowing
storage at ambient temperature for2 years in PP. Packagingmat erialis sem -transpar entan d shouldtherefo re be prote ctedfromdirect
sunlight.

The product is not heat sensitive (stable for2weeks at 54 °C), b utl owtemperatu restab ilityw asnot investigated. Therefore, storage
conditions should indicat e the product shouldb e pro te ctedfromfro st.

Storage con ditions: Protectfromfrost. T heprodu ctistobe storedaway fromdirect sunlight . Shelf -life 2years.
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2.2.3 Physical hazards an d respe ctive ¢ haracteristics
For purposes of classificationand| abellin g,the product isassessedas asolid . Alt houghthe produc tcontains water,itdoesno t flow,even
whenheated to50 °C.
e Purity of thet est
Property Guideline and Method subs):ance %W W) Re sults Re ferenc e
Explosi ves EPA OPPTS 830.6316 Non - explosive F
(Explodabili ty) revision 0
Purity : 0.504 %
clothianidin; 0.487%
pyriprox yfen
In addition, based onareview of F
the pro duct co-formulants, as
none of the mar e classified as
expl osiv e, the productdoes not
require to be classifiedas an
explosive ac cordingtoRe gulation
(EC) 1272/2008.
eCA remark

The study _ does not containinformation

830.6316is notdescrib  edw ithinthe testreport.Th erefore,the studyisnot

The produc tdoesno t containan y potential ly explosive compounds : none oftheco
basedon thei nformation available, the functionalg roup srelating toexplosive p
testsandcrit eria,dono t seemtobe presentin the formulation
explosive as part of the substance
ofthe explosive properties

eva luation, it is notexpect edthatcloth
of the product

Basedo nth eabove,t hee CAconsidersthatthe productdoes notneedtobe classif
1272/2008.

onw hatb asistheprod uctis notc onsidere dexplosive. Te stme thodEPAOPPTS
ac ceptable.

-formula nts orth e active subs tances are c lassifie d and
roperties,as definedina ppendix6 oft he UN man ual of

, withone e xception:cl othi anidin. Asthissubst ancewasc onsiderednot
ianidin doesnot needtobe considered further for assessment

ieda s anexplosivein th

e sense of Reg ulation (EC)

Flammable gases - -

Not applic able to asolid product.

Flammabl e aerosols - -

Not appl icable toa solid product.
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Propert Guideline and Method FUILT @ BlC2i O Re sults Re ferenc e
perty substance (% (w /w )

Oxidisi ng gases

Not applicableto asolid prod uct.

Gasesunder pre  ssure

Not applicable toa solid pro duct.

Flammable liquids

Not applicabl etoasoli dproduct.

Flammable sol ids

EPAOPPTS830.631 5
(Flammabi lity)

revisio n0

Purity : 0.50 4%

clot hianidin; 0.48 7%
pyriproxyf en

Non - flammable

F

eCArema rk

Thestudyw as performed
allows the conclusionthe f

Asitis possibletodebatewheth
be expected basedonthe composition of the product.
the productisnote xpected tohav e aflashpoi nt belowits boi

ina comparable waytoECAl10a ndtheUNt est method. Therefore,the study
ormulat iondoes not need to beclassi fiedasafla mmable solid.

eragel may b e aliquid i nstead,theeCA considersthatt
Althoug hthe pro duct contains minor( <<1%) amounts

ling point.

isconsidereda cceptable. It

he outcome oft he flammability studyisasm ay
of flammable constitue  nts,

Self-reactive substances and
mixtures

None ofthe componen ts ofthe
product are classified as self -
reactin g substan ces. Experience
int heuseofthe product doesnot
indic atet hat theproductwill self -
react.

Pyrophoric  liquids

Not applicabletoa gelatinous solid
product.

Pyrophoric sol ids

None of the componentsofthe
product are classi fiedas

pyrophor ic. Experienceinth e use
ofthe productdoesnotindica te
that the productwill be

pyrop horic.

Self - heating substances and
mixtures

Forpurposesof classific ationand
labe lling, the p roductisconsid ered
tobe asol id as itis agelatinou s
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Property

Guideline and Method

Purity of thet est
substance (% (w /w )

Re sults

Re ferenc e

solid which does not flow, even
whenheatedto50 °C.
Classificationasas elf- heating
subs tances hould be c onsidered.
The gelatinous mass does not
havealargesur faceand is

the refore not expectedt o be liable
tos elf- heating . Consideringits
unique phy sical state , low surface
area and composition ,theproduct
doesnotneed tobe classifiedas
self - heating .

Substa nces and m ixt ures which
in contactwit hwateremit
flammable gases

None ofthe compon entsofthe
product are know ntoemit

flamm able gas esw hen in contact
withwater. Experienceinthe use
ofthe pr oduct doesn otindicate
thatt he pr oductwillemit

flammab le ga s whenin contact
withwater . Theproducti tselfal so
contains water.

Oxidis ing liquid s

Oxidising solids

EPAOPPTS 830.6314
(Oxidising or Reducing
Action)

Not applicab letoagelati noussoli d
product.

revision 0

Purity : 0.504%

cloth ianidin; 0.487 %
pyriproxy fen

No oxidisin g proper ties

In ad dition, basedona review of
the pr oductc o-formu lants, as
none of themare classified as
potentially oxi disin g compounds,

—
F
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Purity of thet est

substance (% (W /w ) Re suits Referenc e

Property Guideline and Method

the p roduct does notr equiredto
be classifie da s oxidising according
to Regulation(EC) 1272/20 08.

eCArem ark
The study does notconta ini nformationo nwhat basist he productis not considered oxidising. Testmethod EPA OPPTS 830.6314 s not

describe dwit hin thetestrepor t. Therefo re, the studyisnotaccepta ble.

However, theprod uctdoes not containany pot entially oxidising compound s: noneoftheco -formul ants or t he active substances are
classified andbasedonthei nform ationavailable,t hefunc tiona Igroupsrelating to oxidisi ng properties, asdefinedin  appendix6 of the

UN manual of testsand criteria, donots eemto be presenti nth e formulatio n.The eCA considersthatthe productdoes notneedto be
classifieda s oxidisingin the sens e of Re gulat ion (EC)1272/2008
Organic peroxides - - Followingar eviewofthe -

components ofthe productit can
be co ncludedt hat the product
doesnot containan yorgan ic

pero xides.

Corrosive to metals - - The productis considere dasolid -
forthe purposesofclassi  fication
and labelling, forwhich  no
appropriate testmethod is

available. The productisa

gelati nous gelwhi ch doesno tflo w,
evenwhenhe atedto

approxi mately50 °C.It is therefore
not possible totest the product
using the exis ting UN test method
asth is methodis intende dfor
liquids. The eCA therefore accepts
t hat a study is not required

Auto - ignition temperatures of - - Not applicableto asolid product. -
pro ducts (liquids and gase s)
Relat iv e se If - ignition - - Therecomme nded testmethodfor |-
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Purity of thet est

substance (% (W /w ) Re suits Referenc e

Property Guideline and Method

temp erature for solids determinin g relative se If-ignition
tempera tur e accordingto

Guidance onthe BPR: Volume |

Parts A+B+C, Ver sion 2.0May
2018,isU N Test N.4, asdescribed
in Section33.3.1.60fth e UN-MTC.
Section33.3 .1.6.3make sclear
that thisproce dure is applicable
only topowd ersandgranu les.
Therefor e,no suitable methodis
available for determining the

relative self - igniti ontempera ture
of a gelatinoussolidandt hestudy
canbewaivedon thegroundsthat
itis nottechni callyfeasible.

eCA remar k

Thejustificatio nisacc eptable toth e eCA, althou ghit is notedthatno full information is available on the individual constituents . Also
considering the composition of the product,themajor  compo nentsarenotex pectedtoh aveanauto -ignitionte mpera tur e of potential
concern. The main con stituentisw atera nd asthe productis a bait, it containsa significantamount of food stuffs ,wh ichdon ot self-
ig nite .

Dust ex plosion hazard - - Not app licabletoagelatinou ssolid |-
pro duct.

Conclusiono n the ph ysicalhazards andresp ective charac teristcsof thepr odu ct

Following a review of the components of the productit ca nbe concluded thatthe product isnotexplosiv e,flammable or oxidising.

The productdoesnot requirecl assificationunderRegu latio n (EC)No 1272/200 8 forph ysical hazard s.

Page 29




The Ne therlands Pesguard © Gel PT18

2.2.4 Methods ford ete ction and identification

Analytical methods forthe analysis ofth eproduct assuch including theactivesub  stan ce,impurities andres id ues
Analyte (type Analyt ical | Fortif ication Line arity Specificity Recovery rate (%) Limit of Reference
ofa.malyte € .9- [ method rang e /Numbe r Range Mean RSD quantification
active of measurem ents 9 (LOQ) or other
substance) limits
Clothianidin HPLC-UV 05% 0.0050 -1.00 No interfere nce [98.2 — [ 99.0% 078, A N/A -
o2 = A
5 replicates mg/ml;r < = 100.2 -
0.9998938;
8 points
Pyriproxyfen HPLC-UV 0.5% 0.005 0-1.25 No inte rference 965 — | 97.5%, A10.6 9, A N/A r
. mg/ml;r 2= 098.1 A
5 replicates
0.99 99835;
8 points
Methods for substa nces of con cern
The su bstances of concernp resentinthe formu lation cannot be formed during storage. Therefore, no analytical meth ods are re quired.

A Calculated by the eCA

eC A remark

The analytica | meth odprovidedisb asedonrev ersedphase HPLC -UVwith int ernalstandardisat ion(dib utyl phthalat e), equipped witha C-
18 column and detection at 290nm. The mobile phases are aceto nitri leandwat er,used in a gradient. Sample p reparationinvolves
dissol vingin acetone, centr ifugation, sonicationandfiltratio  nprior to analysis.

Astheac curacy wasde termnedbase don5 replicates, itis possible to calculate a %RSD from the recover yexp eriments, whichis then
used toevaluates yste m precision. The%RSD (~ 0.8% ) determnedthi swaymeets the Horwitzcriterion( maxi mum %RSD at1%tar get
analyt e is 2.68% accordingto SANCO/ 303 0/99revision4). Itis noted by the eCAthat the range nor indivi dual recov erieswe re reported.

Therefore, the eCAhasrecalculatedt he individualrecoveri esand%RSD fromthe raw datainclu ded in the report.

Specificity was addresse d usingthea ppropr iat echromatograms . Linearity graphs were forcedthrough zero, w hich isformall y not
allowed. However, judging the plots, the effectise  xpecte dtobe minor an dtherefore acceptedasaminor def iciency by the eCA(sl ope

for clot hianidin: y=7871610x ;slop e pyriproxyfen:y = 3342658x).
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The methodis considered adequate lyva lidatedto determi ne the activesubstance contentinthe formulation Pesgu ard ® Gel.

Concl usiononth e methods forde tection and ide ntif ication of theprod uct

A method of analysis employ ing HPLC- UV is provided for the determination of the active subs tance s, clothia nidinan dpyr iproxyfen, inthe
produ ct. Themethodisful ly validatedinaccord ancewithS ANCO/3030/9rev .411/0 7/00 .

Metho dsofanaly sisfor the determna tionof cloth ianidi n in soil, water,airand  food/feed of plant origin have previou slyb eenevalua ted at
EU lev el and acce ptedforinc lusionto AnnexlofD irective 98/8/EC. Met hodsformo nitoring residue sin bodyfluids andtissues, and

food /f eed of anim al origin are notn ecessary,as theintended uses willnot result in significant re sidue s whenthe labelinstru ctionsare
followed (s toreawayfromfood,be verage sandpetfood ).

Methods of analysisforth edeterm inat ion of pyriproxyfe nresidu es in soil, w aterandair have p rev iously been evaluated at EUleveland
acceptedforinclusion toAn nexlof D irective 98/8 /EC. Metho dsformonit oring residuesinbody  fluid s and tissues,a ndfood/fee dof plant
and a nimal or igin arenotnecessary ,as the intendeduse swillnotre sulti nsignificant residueswhenthelabelinstructions are followed

(store awayfro mfood, bever ages andpe t food).
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2.2.5 Efficacy against target organ isms

2.25.1 Functionan d field of use

The product Pesguard ® Gel is an insecticid e (PT18) containing 0.5% clothiani din
(neonicotinoid ) and 0.5% pyriproxyfen (insectgrowthregulator) f oruse by profes sionals
again st cockroaches .

2.2.5.2 Organi sms to be controlled a nd pro ducts, organisms  or objects to be
protected

Organis ms to be controlled: F or the ¢ ontrol of Ger man cockroach es ( Blatt ella
germanica ), Brown banded cockroaches ( Supella longipalp a), Oriental coc kroaches
(Blatta orientalis )and Ame ricanCockroaches( Periplane taamericana ) bo thas nymph s
and ad ults.

Products/O rgan ismsto be protect ed: General hygiene.

2.2.5.3 Effectson target organisms,including unacceptable suffering
Ingestionof Pesguard® Gel results inknoc kdown and mortality.

2.2.5.4 Mode o f action, including ti me delay

Clothianidin  belongs to the chemical class of in  secticides known as ne onicotin oids or
chlor onicotinyls, which int erferewith the nicotinic acetylcholine rec eptors at the post -
synapticmembr ane. The compound acts agonisticall y oninsectnicotinic acetyl choline
receptor slocatedi n thecentralnervoussy stem. Cloth ianidinhas aninse cticidaleffe cthy
contact andin gestion (systemic insecticide).

Pyriproxyfenis aninse  ctgrowt hregulatorand actsas ajuvenile hormone analogue (or
mimic ), interrupt ingth einsectmorphog enesis. It prevents(dependingupo nth e time of
applicat ion)egg hatc hing, me tamorphosisof larva einto pupae, and pupae into adult S.

The time delay for efficac y to begin depe nds ont he developmental stage of the
cockroachesatthet imeof application. Initialacti vitynormally takesappr oxim ately 2 4
hours,as clothia nidin isa sl owactingcont actan dingestionactive substance, and the
visual effectsof  pyripro xyfen onlybeco meappar entw hen a growth -stage chan geoccurs
in atreated insect(orfailureto change,le adingtodeath).
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2.2.5.5 Efficacy data
Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)

Function and

Field of use Test Te.St Test methOd’ . Test system/ . Te st results: effects Refe renc e

envi saged subs tance organism (s) concentr at ions applied / expos ure time

PT18 American Laboratory ¢ hoicet rial Table 1: Efficacy ofcoc kroach baits against American cockroaches ( Periplaneta -

P esguard ® (i dentical to Cockroach _ _ americana ) exposedto threedi fferentbaittreatments (avera  getstandarder ror,n= 5).

Professional |Pesguard ® (Perl_planeta - C ockroach gel baits testedin the stud y: Valuesinboldindi cate wheremortality exceeded90 %. -

Cockroac h Gel|P rofessional americana ), 1)* cockroachgelb ait(0.5 0% D (0.5% clothianidin +0.5% pyripro  xyfen)

Bait Cockroac hGel |Brown -Band ed clothianidin+0.50% pyr  proxyfen) ay Alive Knockdown Moribun d Dead -
Bait) Egﬁkrgﬁ;h 1 400482 9.0 2.9 44055 1 70258 [
containing |On§ipalpa) 2)control: onlyrat chow 2 20.045. 5 11.042 9 41.0156 28.0+5.6
0.5% wiw Laboratory , , 3 140 +43 6.0:29 23 044 57.0£5.1
clotohlan idin + culture d adult |- Testme_thod : a.renachmce -test bioassay 2 8 0434 00 +24 11,024 720+ 3.4
0.5% W"?’ males faggma ':(VQfO?] d rat Ch‘l?W) 5 5.0z 16 5.0:2.2 10.0 22 80.0% 5.2
pyriproxyfen 2 colc_: rtoac es;p etrreptlcaIE- ) 6 4.0+2.9 4.0+1.9 9.0+2.9 83.0+6.4

- 9 fe plicalespertreatmentper species 7 3.022.0 3.0:2 .0 6041 9 88.0t5 6
8 1.0+1 .0 4.0+4.0 4.0+1.9 91.0 +438
I
Arenasurface:( 584x4 0.6x2 2.9cm
=2374.2cm?=0.23 m?floora rea) Day : Untr eated
Alive Kno ckdown Moribund Dead
Dosage:0.3+ 0.03 g 1 100.040.0 0.0+0.0 0.0+ 0.0 0.0+0.0
This application amountw as selected(high 2 1000+0.0 0.0+0.0 0.0+ 0.0 0.0+0.0
labelrate)toensu rethat a suffici entamo unt 3 99.0+10 0.0+0.0 0.0+0.0 1.0+1.0
of baitwas availableatt he startofthestudy 4 97.0+2. 0 2.0+2.0 0.0+0.0 1.0+1.0
to meetthe consumption needsofallth e 5 96.0+20 1.0+1 0 0.0+0.0 3.0+1.2
cockro aches. Prelimin ary w orkindicate dthat 6 93.0+12 3.0+ 1.2 1.0+1.0 3.0+1.2
prov isioninga loweram ounto fb aitw ould 7 94 0+10 20+l 2 0.0+0.0 40+ 1.0
result ininsuf f|C|e_ntfoodach|S|t|on by the 3 95 0+l 6 00400 10+1.0 40+ 1.0
cockr_oaches, Ieagmgt o uncontrolle d o 9 95.0416 0040 .0 00% 00 5 0416
géﬁqerggsoggarll&/gr;atlonnn _bilyet ofood availability, 10 95.0216 0.0+00 0.0400 5 0+1.6
p foalism. 11 95 0+16 0.0% 0.0 0.0%0.0 50%1 6
| 12 95.0+16 0.040. 0 0.0+0.0 5.0+1.6
Environmental conditions P.americana: 21-24 |Efficacy of wasdemonstra tedwith 91% mon alitywithinei ghtday sin
°C,64-78% RH A mericancockroache s.
Environmental conditio ns S.longipa Ipa: 22 -25
°C,51-60%RH Table 2 : Efficacyo fcockroa chb aitsagainst brown band edcockr oaches ( Supella
long ipalpa ) exp osed tothreedif ferentba it treatments (averagetx standarderror,n=5).
Valuesinboldindic atewheremortali tyexceeded90%
Day (0.5% clothian idin + 0.5% pyriproxyfen )
Alive Kno cked -down Mo ribund Dead
1 7.0+ 25 1.0+1.0 0.0+0.0 92.0+3. 0O
2 3.0+2.0 0.0+0.0 10+1.0 96.0+2.9
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
Function and
Field of use Test Te_st Test method, . Test system/ . Te st results: effects Refe renc e
envi saged subs tance organism (s) concentr at ions applied / expos ure time )
3 3.0+2 .0 0.0+0 .0 1.0£1.0 96.0+2.9
4 2.0+1.2 0.0+0.0 0.0+0 .0 98.0+1.2
5 0.0+0.0 0.0+0.0 0.0+0.0 100.0+ 0.0 -
6 0.0+0.0 0.0 +0.0 0.0+0.0 100.0+0.0 -
7 0.0+0.0 0.0+0.0 0.0+0.0 100.0+0.0
Figures initalicshavebee nadded , as theywereomitte dfromth eoriginalre port. -
Day Untreated (onlyratcho  w) -
Alive Knocked -down Moribund Dead
1 99.0+10 0.0+0.0 0.0+0.0 1.0£1.0
2 97.0£2 .0 1.0+1.0 0.0+0.0 2.0+2 .0
3 94.0+1. 9 0.0+0.0 0.0+0.0 6.0+1 .9
4 92 .0+20 0.0+0.0 0.0+0 .0 8.0+ 2.0
5 92.0+20 0.0+0 0 0.0+0. 0 8.0+2.0
6 91.0£19 0.0+0.0 0.0+0.0 9.0+1.9
‘ 7 91.0+19 0.0+0.0 0.0+0.0 9.0+1.9
Efficacy of wasdem onstratedwith  92% morn alitywithin one day in Brown
banded cockroa ches.
PT18 0.5% wiw German Laboratory trial /scre eningst udy Table 1. Morphological anddev elopmental stagedistributionof ~ cockroaches aliveat the
0O Us12gel pyriproxyfe n |cockmach ) 98 -day temin ationof the study.
bait matrix (iden ticalto | (Blattella Test design: ) P ercenta ge (SEM)ofindividu _als per cat egory
incorpor ating the germanica) a)25 cockro aches,4 -weekoldimmatur emale Treament Normal Noma | | Nomal Abnormal Abnormal Abnormal
0.5% py”tp”’?yfe“ a”d§54h“"’ee" °'d'muT“ f‘“;e“ema'e - Nymphs | adult I | adutt | | Nymphs adul t I adult |
: contentin cockroache s representing e approxima te p . ) : : N
pyri proxyf en Pesguar d® upperlimito fther eproductive output ofa Treatment (live) (live) (live) (liv e) (live) (live)
P rofe ssional single 0o theca,were usedperrep licate 1 050% 0.0b 0.4d 00e 72.0a 0.0c l6¢c
C ockroac hGel pyriproxyien (0.0) (0.4) (0.0) (4.6) (0.0) 0.8)
Bait) b)5r eplicate spertreat ment Treatment 16D 356a | 376a 00 ¢ 52bc 16 ¢
2: Dogchow | (1.2) (1.7) (2.9) (0.0) (2.4) (1.2)
C)l7 S o Mari x contai nin a0 50%wiw Treatment 484a | 140bc | 120cd 00c 4.0bc 3.2¢
by riproxyfen 9 3: Placebo (4.3) (3.2) (3.3) (0.0) (1.1) (1.2)
f ) . Treatment
Aim: toa ssessth e momhological abnoma lities . o
inducedb y dietaryex posureto pyripr oxyfen in ‘F".YOR;}rgs/gin ?’(é g)a 1(25)(3 l(ng‘); ((500(): 5('125’)‘: 6(2.04b)c
cockroach bait. placebo ’ ’ ’ ’ : ’
2.Dogcho w Treatment
Aim:tomeasuretheba  ckgr ound frequ encyof 5: 1D%PYR 36.4a 6.8cd 2.8de 00c 16.0a 18.8a
morphologic al abnormaliesun derastandard frass in ©.3) 15) 0.5) (0.0) 1.8) “4.5)
balan cedfeed ing regimesused successfullyin ‘[:I)'Ir:ca?gqgn -
M G Ks'c ockro ach rearing prog ram.
gprog 6. 10.0% 00b 0.0d 00e 33.6b 112ab 14.0ab
3. 0 U812Matri x (placebo) PYRfrassin (0.0) (0.0) (0.0) (10.1) (3.1) (3.7)
Aim:toassessd evelopm entalimpactand placebo
abnormaliiesas sociated withc ontinuous Treat ment 308 a [ 240b [ 228b 0c 3.6 bc 20c
dietary exposuretot heplacebo ma trixofthe 7. 100%PL (7.0) (4.4) (2.5) (0.0) (1.3) (1.6)
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
Function and
X Test Test Test method, Test system/ .
FiEklof S use subs tance organism (s) concentr at ions applied / expos ure time &St results: effects aSl

envi saged

cockroach bait.

4. 0U812Matr ix incorporating cockroach
faeces/fra ss (010 % w/w)collected froma dult
male cockro achesfedon ly withOU812Ma trix
with 0.50% w/w pyriproxyfen separat ely.
Aim:toassessthe mormp hological and
deve lopmentali mpactassociatedwi thlow
levelcoproph agyoff rasspelletsdepo sited by
cockro aches consumi ng 0.50% w/w
pyriproxyf en containingba it product.

5. 0U812 Matrix incorporating cockroach
faeces/fr ass(1.0% w/w)collected from adult
ma le cockr oachesfed onlywithOU812Mat rix
with0.50% w/wp  yriproxy fen separately.
Aim:toassesst hemo mphological and
developm entali mpactassociated withan
int ermediatelevel ofcopr ophagyoffrass
pelletsdeposited by cockroaches consumin g
0.50% w/wpy riproxyf encontaini ng bait
product.

6. OU812Matrix incorpora tingcockroach
faeces/frass (10. 0%w/ w) collectedfromadult
male co ckroachesfedon ly with OU81 2 Matrix
with0. 50% w/w pyriproxyfen separately.
Aim:to assessthemomhologica land
developm entalim pactassoci atedwith a high
levelofcoprophagyof frassp ellets deposited
by cockroaches consumin g05 0% w/iw
pyriproxy fencon tainingbaitpro duct

7.0U812Matrix incorpor ating cockroach
faeces (10.0%w/w )collectedfromadultm  ale
cockroachesfedon lywith OU812 Placebo
Matrix separately.
Aim: toa ssessth em omhologicala nd
developmenta limp act associatedwithahi gh
leve lofcoprophagy of frasspel lets deposited
by cockr oachesconsumingtheno treatment
(plac ebo) baitproduct. cockroaches c onsuming
the baitp roduct.

d) 1 cock roachs pecies

frass in
placebo

Different letters within a co lumn indicate
(SEM)=(Standarderroro fthe mean)

significan t differences (Tuke y ' s HBDQ.05).

The consumption offrasscontai ningpy riproxyfenhasa significant morphologicala nd
developm entalimpactbothon nymphs andadultc ockroaches alive.

Tabl e 2. Morph ologicalanddevelo pmental stagedistribution of c ockroaches tha tdied
duringthe98 -daydur atonofthestu dy.
P ercentag e (SEM)indi viduals percate gory

Normal | Normal | Normal | Abnormal A bnormal A bnormal
Treatment Nymphs | adult I | adult | Nymph s adult |l adult |

(dead) (dead) (de ad) (dead) (dea d) (dead)
Jreatment, g88a | 00a | 08a 6.8a 12 ab 8.4 ab
byriproxykn (7 .3) (0.0) (0.8) (3.4) (0.8) (3.0)
Treat ment 92a 20a 4.4a 04a 1.2 ab 1.2b
2: Dog chow (3.6) (1.6) (2.1) (0.4) (0.8) (1.2)
Treatm ent 6.4 a 24a 56a l6a 04b 20b
3: Placebo (2.7) (0.4) (2.0) (0.8) (0.4) 1.1)
Tre atment
4: 0.10% 5.6 a 5.6 a 20a 6.4a 3.2ab 48b
PYRfrassin (1.6) 4.2) 1.1) (2.5) (1.5) (1.0)
placebo
Treatment
5 1.0% 8.4 a 04a 04a 4.4a 2.4 ab 3.2b
PYRfrass in (6.9) (0.4) (0 .4) 1.5) (1.0) (1.6)
placebo
Tre atment
6: 10.0% 72a 0.0 a 0.4a 14.0a 5.6a 14.0a
PYRfrassin (5.3) (0.0) 0 .4) (7.3) (2.4) (3.9)
placebo
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
F:irgl::ji%? anL?se Test method, Test system/ Te st results: effects
envi saged concentr at ions applied / expos ’

Treatment

e)Are nasurfa ce: (33cmx19cmx10 7: 100%PL 52a 36a 20a 16a 04b 40b

6.771,6 cm?=0.68m ?floorarea) frassin 1.2) (2.6) (1.1) (0.8) 0.4) .7
placebo

f) Dosage : 0.75gperaren a

Different letters within a colum

(SEM)= (Standarde rrorofthe mean )

The cons umptionoffrass containing pyriproxyfenhas a significan
developme ntalimpactbothon

Table 3 . Emergenceofadul

femal e, normalandab nomal phen otypes).

tc ockro aches (combined categor y oflive, dead,

nindicate significa nt differ e nces ( THSH ePyx’ 0s05).

tmor phologicalan d

dead nymphs and adult cockroaches.

Treatment % Total Adult Eclosion
Treatment1l : 0.5 0%pyriproxyf en(PYR) 12 4c
Treatment 2: Dogchow 88.8a
Treatment 3: Placebo (PL) 43 .6b
Treatment 4: 0.10 %PYR frassinplaceb o 572 b
Treatment 5: 1.0% PYRfra ssinplacebo 50 .8b
Treat ment6: 10.0%PYRfrassinplacebo 45.2b
Treatment 7: 10.0% PLfrassinp lacebo 624 b

Different lette rs within a column indicate significant diffe

Table 4.  Frequenc y ofabnormal ph enotypeina dultcockroaches (combined categoryof

live,dead male,femaleabnormal phenotype).

rences ( TukePx'08 5HSD;

% Abno rmal Adult
Tre atment Phenotype
Treatmen t1: 0.50%pyriproxyfen 11.2c
Treatment 2: Dogchow 9.2¢c
Trea tme nt3: Placebo 9.6¢c
Treatme nt4: 0.10%PYR frassinpla cebo 19.2c
Tre atment5:  1.0% PYRfrassinplacebo 40.4ab
Treatment 6: 10.0%PYR frass inplacebo 44 8a
Trea tment7:  10.0%PLf rassinplacebo 10.0c

Different letters wit

hin a column indicat e signif icant difference s (Tuke y’ s H®&0.0 5).

Table 5. Frequencyof abnormalp henotypein immature cockroaches (combined
categoryofli ve,d ead abnormal phenotype).

% Abno rmal Immature
Treatment Phenotype
Treatment 1: 0.50%p yriproxyfen 78.8a
Tre atmen t2: Dogchow 0.4c
Treatment3: Placebo 16¢c
Treatment4: 0.10% PYRfrass inplacebo 6.4cC
Treatment 5: 1.0% PYRfrassin placebo 44c

Page 36

male,




The Ne therlands Pesguard © Gel PT18

Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)

F:;:L'Z? ant?se Test Te_st Test method, . Test system/ . Te st results: effects Refe renc e
envi saged subs tance organism (s) concentr at ions applied / expos ure time
Treatment6 : 10.0%PYR frassinplacebo 47.6b
Treatment 7: 10.0%P L frassin placebo 16¢
Different le tte rs wi thin a columnin dicate significant diff erences (Tuk ey’ s H $30. 05).
Tabl e 6. Normalized frequency of abnormal phenotype developm enti n German
cock roachesexp osedtovariousdie taryregimes.
Treatment % Abnormal Phenotyp e
Treatment 1: 0.50 %p yripr oxyfen 98.7a
Treatmen t 2: Dogchow 106 ¢c
Treatm ent3: Placebo 12.0c
Trea tment4:  0.10%PYRfrassinplacebo 27.1bc
Treatment 5: 1.0% PYRfrassin placebo 48 9b
Treatment 6: 10.0%PYRfrassinplacebo 99.6a
Treatment 7: 10.0%PLfrassin placebo 12.2c
Differe nt lett ers within a col um nindicate significant dif ferences(T uk ey’ s ROmDS).
_ satisfied th e req uirements of the TNsG, d emonstrating thati  n the 98 day study,
pyriproxyfen ingestion lead to only 0.4% cock roaches developing into normal adult males (and
0.0% into n ormal adult fema les), whils t all the other cockroaches either died or developed
abno rmall y (not develo ping to the next instar orbec oming sterile).
PT18 _ German Laboratory choicetrial Table 1. Efficacy ofcockroa chbaitsdepl oyedinachoicetesten vironment(average % -
P esguard ® (identic alto cockroach a)Co ckroachgelb aitstested inthestudy: mortalitySE _M).Valuesinbold i ndicate mortality 2> 90%.
Professional  |Pesguard ® (Blattella - icockroachgelbait (0.50% Average% _Mortality + SEM | I
C ockroach Gel |Professiona| |9€rmanica ) clothianid in+0.50% pyriprox yfen) Day _+D0L31C ho w Dog chow + Dog chow -
Bait Cockro ach Gel 1 9.0+ 257 0.0+0.0
Bait) Dogc howwasthe alterna tive food 2 503+3.5 2 0.3+0.33 -
containin g b) Testmethod:ar enachoice -test bioassay 3 793+4.02 0.3+0.33
0'5%.W/.W. (alternaI?v efo od:dgg chow) 4 950 + 1.69 0.3+0.33
clothianidin+ c)Expe_rl mentalde5|gn:compl etely 5 98.7 067 03033
0.5% wiw randomized block design 5 990 £ 0.68 032033
pyriproxy fen d) Replications:6 (50adu It male cockroa ches SEM=St andarde rrorofth; mean —
perarena or300 cockroachespert reatment) ,
which mimics a h'g? I nfestation of 74 German cockroachesfed rapidlyon cockro achbait int he study. Cockroachesexh ibited a
cockroaches in0.09m ) S - L
significant prefere ncet owards cock roachb ait overd ogchow.Therewas no po  sitional
Arenasurface: 33cmx 19cmx108cmel ear eﬁectass_ociated withrandomized bait plac ementss hownby thesimilar consumption
plast cshoeboxes=627cm  2=0.63m 2 floor observedlnthe_ control (dog chowonly) treatment . ) _
arena Mortality: D urlng.the‘course ofthe study, the untreated 90ntro|m0rtah tyrem ained onv
0.30%at thetermination ofthe studyonday14).T he experimental c ockroach bait
_providedaveryfastove rallefficacyag ainstGerman cockroache s. M ortality
Dosagerate: The appliedbaita ~ mount(0 .049 |reached95% onday4forco ckroaches exposed to
of baitperspo t) correspondstoalabel rate of
12 bait placements of 0. 48 g bait per
placement whic h is the recomme nded low
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
F:h?:jlo? and Test Test Test method, Test system/ Te st Its: effect Ref
e“relvi Os a ggze subs tance organism (s) concentr at ions applied / expos ure time estresults: ettects ete renc e
application rateforheavyin festations . This
bait applicat ion amount was selected to
provide sufficientamountofb aitfor atleas t a
singleini tialfe edingboutonthe bait fora ll
cockroaches present inthearena.P rovisioning
a lower amount of bait would result i n
insufficient foo d acquisit ion by the
cockroach es, leading to uncontrolled
experimental variationdue to food av ailabil ity,
competiti on and cannibalism.
Environme ntal conditions:25 °C,60% RH nd
11:13(L:D)regi me.
pPT18 C ockroach bait |German Laboratory ¢ hoicetrial -
o — cockroach Testdesig n: Table 1 : Consumption of cockroach baitandmousepe llet (=control)
C||Oﬂ1lanldln/N _ (Blat tell a -100male (1-2wold) cockroaches per -
ylar P— germanica ) replicate.
t . . . -
gc.g&alcv/\l\r;g Labor atory strai n|-5 replicatesper  tre atmentpers pecies Fresh Bait 0.307g (100%) -
clothianidi n |(Sumitomo), - 2 reatm ents. sample Mous epellet 0.000g (0%) )
and0.5% wiw orlglnalcljy Lo67 a) (freshsample) Clothianid inNylar Tota | food consumed 0.307g
i sourcedin 9 9 Bait 0.3299 (99%
pyriproxyfen) ¢ the vector  |0) (aged sample) 0-5%wiwi0 5% Aged % ¢ 0 )
identical to 2 wiw Mousepellet 0.0029 (1%)
® Control Res earch |-Arenasurf ace: (35 x26x 10cm = 9100cm sample
Pesguard . =0.91 m2floorarea ) Totalfoodco  nsumed 0.331g
Professiona | Bzil\t/grfsity of —Désage' 1g ofbait Control A N/A Bait N/A
Co‘ckroach Gel Science Malaysia |- Alter nativ efood: 1gofmousepel  let MousePeIIet_s Mousepellet 1.184g (100%)
Bait. (Usm) (Challeng e Diet) Tota Ifood consumed 1.184g

e Mortality mentreplicatest was at
correct edforthe nat uralmortalityusing
Control A,as follows:

C orrected Mortality (%) =[(M — Mc)/(100 -
Mc)] x100
M was percentage mortalityfor treatment

replicates,w hile Mcwas percentage mortality
obseredinControlArepli cate

« A mo u n fooddof rba it)consumedb y
cockroachesintreatment replicates were
adjusted for moistureloss usingfo llowing
formula :

Amount consumed=(Tot alweightloss in
treatm entxfinalwe ight inC ontrolB)/Initial
weightin ControlB

Environmen tal conditions:
RH.

24-28 °C,4 0-80%

Aged samples weretho se pre viously stored at 54°C for 2 we eks prior to
samples were ke ptunder ambient  room conditions until the experiment
Amount cons um ed (averageo f 5 replicates) wasthe  amount of bait
grams) afte r 7 days of exposu re. Am ount consumed is adjusted fo

the experim ent. Fresh

(foo d) consumed (in
rm oisture loss .

When the mouse pellet (the feeduse d to breed Germa n cockroaches in EHTC) was placed in the

same tray alongside with the as the challenge diet, German cockroaches

preferred to feed on the (100% and 99% of  total consumpti on), indica ting the

high pala tability of the , both forfresh and aged samples

Table 2 : Moisture Loss ofthe BatandFood(C  ontrolB)
Sample Weighto fBa it/Food*
Samp le condition Befo re Aft er Weight Loss™
_ Freshsam ple 1.002g 0.593g 0.409g (41% )
Aged sample 1.0729 0.638g 0.435g (41%)
MousePellets
(C hallenge Diet) N/A 1.143g 1.158g 0.0159 (-1%)

*Mean of 5 replicate s
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
Function and
Field of use Test Te_st Test method, . Test system/ . Te st results: effects Refe renc e
envi saged subs tance organism (s) concentr at ions applied / expos ure time
**p ositive values indicate loss of water from the bait or food (mous e pallet ).Nega tiv e value s
indi cate either no water loss, or the bait or food (mouse pallet) had gained weight by absorbing
moisture f rom the air
Table 3 : Accu mulative mort  ality
sample Sample Mortality (% )at various days aftertrea tment*
condition 0.25 1 2 3 4 5 6 7
_ Freshsa mple 77 96 99 100 |100 | 100|100 ] 100
Agedsample 78 97 1100 [100 |100 (100|100 {100
Control A
MousePellets N/A 0 0 0 0 0 0 0 0
(Challenge
Diet)
*Val ues w ere accumula tive kills (mort ality), which include d  eadand moribund cockroaches
Efficacy of b oth fresh a nd artificially aged bait was demonstrated at >95% mortal ity after 1 day
at an application r ate of 1 g per arenaof 0.09m 2
pPT18 Pesguard ® Gel |German Field trial in a multi -family public [Table1 : B.germani ca, cockroachpopulations numbers aftertreatment -
Pesguard® (containing cockroach accommodation (German cockroach) or -10. 5 +1 +7 +14 +30 +60 +70
P rofessional 0.5% wiw (Blattella res taura nts/bakeriesetc. (or ient alcockroach). days day days days days days days -
C ockro ach Gel clothi anidin germa nica) an d|l n Bayon ne( 64 area - France). Testproduct - Lowdose 524 |54.0 94 66 52 76 52
Bait and0.5% w/w |Oriental Testdesign: - . . . . . . . -
pyriproxyfen)  |coc kroac h - Thestickytrapswerep laced overnight at || Test product - Medium 64.0 161.6 |96 6.4 20 7.4 3.6 -
identical to (Blatta each testsite dose
Pesguard ® orientalis ) -A sitew asviableifithad a m  inimu mpre -|[Testproduct - High dose [1036 (1052 (14.2 (7.8 17.2 182 |116
P rofessional countofl6 -20Germancockroachesandior 10 Unt reated 466 50.6 48 508 50.8 482 4838

C ockr oach Gel
Bait.

orientalcockroac hes.

- Two pre -countswerema deatDay - 14 and
Day - 7: themeanofthesevalues gave the
pre - treatme ntinfestation| evel.

- 5untre ated sites

- 15trea tm ent sitesdivided into thre
offive:Low(maint enance)doseMedium(lig
infes tation)dose and High (heavy infestation)
dose

- 2 cockroach species

egro ups
ht

-Dosage: Th enumberof4 mm  diameterspots
(appr oximatively0.03 2 gof bait)applied per
m2i nrel ationtotheinfestatio n level:

Low:1 — 2spots

Medium:3 - 6spots

High:6 -10spots

Table 2:Percentageso freductionof

Blattella germanica’ populati onsafte rtreatm ent

+1 +7 +14 +30 +60 +70
day days days days days days
Testp roduct - Lowdose -4.3 82,7 88,2 96,2 91,9 96,1
Test product - Medium
dose 3,9 84,8 90,3 97,3 89,3 95
T est product - Highd ose 1,2 85,7 92,3 86 85,4 90,9
U ntreated -11,8 -1,9 -8,8 -10,3 -6,7 -9,8
Forlow dosetreatment >90%p opulatonreductionwas founda fter30days.For Medium
andhighdosetreatmen t >90% populatio nreductio n wasfoundafterl4day s.
Tabl e 3: B.oriental is,cockroachpopulations  numbers aftertrea tment
-105 +1 +7 +14 +30 +60 | +70
day s | day days days | days days days
Testproduct - Low dose 122 12.0 2.4 1.2 0.2 14 0.6
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
F:h?:jlo? and Test Test Test method, Test system/ Te st Its: effect Ref
e“relvi Os a ggze subs tance organism (s) concentr at ions applied / expos ure time € stresults: etrects ete renc e
o ) ) . Testp roduct - Medium 228 | 226 | 44 0.6 0.8 1.2 1.0
- Applic ation: Baitwas appliedund erthefridge, dose
underthe kichensink,undert ~ heovenandte 1lwororoguct - Highdose | 274 | 258 | 24 | 12 |10 | 10 |o0.4
water - heaterand onall cracks and cr evices
thatcanbea harboura geforcockroaches_ Untr eated 11.2 11.2 10.8 11.8 11 114 10.8
- The numberoftrappedcockro  ache's we re Tabl e 4: Percentagesofred ucti S;-\ofBIatT(;nentallﬂsllpo ulitls%nsafter:rggtmen +73
counted, (instar,a dultmalesandfema les).
day days days days days days
-Assessmentswereca riedoutl,7,14,30,60 Testprodu ct - Lowdose -1,9 83,1 91,9 98,8 90,4 96
and 70 days aftert reatment. Testprod uct - Medium
. Hose -1,3 81,2 97,6 96,7 94,7 95,9
The trial was conducte d from August to
Nov ember2 015 Testproduct - Highdose 6,2 91,8 95,9 96,7 96,2 98,6
U ntreated 2 53 -89 13 -3.7 31
Forhig hdosetre atment>90%populationr eduction wasfound after 7days.Forlowand
Medium dosetreatment> 90%popu lationr eductionwasfoun dafte r 14 days.
PT18 Cockroachbait |Am erican -
Pesguard ® - cockroach Laboratory choicet rial Table 1: Consumptionofcockroachbait and mous epellet
Professional _ (Penplaneta Test design: " Sample Sample Bait &mouse pell ets Amount -
Cockroach G el|(containing americana ) - 20 adu Itmale cockroaches perreplicat e. P Cond ition * P consumed 2
Bait 05% wiw - 5replicates pertre  atmentper species Bait 05929 (L _00%) -
clothianidin - 2rea tments: FresT Mousepellets 0.0009 (0%) I
and0.5 % wiw a) (fr eshsample) _ samp le Total foodcons umed 0.592 g
pyriproxyfen) b) (agedsamp le) Bait 0.613g (100%)
identic al to Age dsample Mousepellets 0.000g (0%)
Pesguar_d Total foodconsumed 0.613 g
gmfﬁss'o”haje | -Arenasurface:(35x2 6 x 10cm =9100cm [ Control A Mouse Bait N/A
ockroach e =0.91 m?floorarea) pellets(No rmal N/A Mousepelle ts 2.390g (100%)
Bait. Dosage:1go fbait Roachdiet) Total foodconsumed 2.390 g

Fresh+
artificially aged
bait

A lternativefood: 2gofmous epellet
Mortality in the tre
corrected for the
ControlA,as follows:
C orrected Mortality (
Mc)] x 100

M was perce ntage mor tality for treat
replic ates, whileMcwas percentage morta

atment replicate s was
natural morta lity using

%)= [(M — Mc)/(100 -

ment
lity

A ged samples werethosep

Freshsamples we

re kept underambientro
2A mount consumed (average o

(ingrams) after14 days ofexposure.

Whenthe mousepellets (th
placed inthe sametrayalongs

feedonthe
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)

F:.”‘TL'O? and Test Test Test method, Test system/ Te st Its: effect Ref
lelicor - use subs tance organism (s) concentr at ions applied / expos ure time € stresults: etrects ete renc e
envi saged

obs ervedinControlArep licate the _,bo thforfreshand agess ampl es.
¢« Amo unt food (or bait) consum ed by
cockroac hes in treatment replicat es were
adjusted.for moisture | oss using following |Taple 2: M oisture LossoftheBaitand Food (_ Control B)
formula : ) ) Weig ht of Bait /Food T
Amount consumed = (Total we ight loss in Sampl e Sam ple Weight
tre atment xfi nalweightin ControlB)/Initial Condition Before After Loss 2
weighti nC ontrolB | Fres hsample 20369 | 12849 | 07529
Environme ntal conditions: 24-28 °C,40 -80% Contol AN T on Agedsample 2.0359 1.299 ¢ 0.736 g
ontro ou sepell ¢ )
RH. (N ormal Roach diet) N/A 2.108g 2.2309 0.1229
Average of5re plicates
2 positive val uesindicateloss ofwaterfrom thebait orfood(mou sepellets).Nega tive
value sindicate ei thernowat er loss,orthebaitorfood (mouse pellets) had gai ned
weight byabsomingmoisturef  rom theair
Table 3:  Accum ulativemortalit _y
Sample Mortality at various days (%) B
Sam ple Cogg'“ 025 1 s |a|l s e | 78| o |1 ]|w2]1]iu
Fresh 0 24 | a7 | 61 |68 | 77 [ 80 | 82 |88 | 93 | 93 | 94 | 94 | 95 | 99
samp le
Aged 0 39 57 70 72 77 80 85 86 88 88 92 92 95 95
sampl e
Control A
Mouse
pellets NA 0 0 0 0 0 0 0 0 0 0 0 0 0 0
(Norm al
Roach diet)
! Valueswereaccumul ativekills (mor tality)of 5 replicate s, which incl ude deadand
moribund cockr oaches .
Efficacy of _againstAmericancoc kroach was demonstrated ,achieving
>90% mort ality withi n9 day afte rexposure tothefreshbait,and11daysto the aged
bait.

PT18 Pesguard® Gel|Am erican Field trial in a multi-family  public [Table 2 - Reduction (%)of Peripl anetaamericana _popul ationsnumbersa _ftertreatm ent -

Pesguard ® Gel Baitcon taini ng | cockroach accommodation or restaurants/bakeries etc. in

Bait 0.5% wiw (Periplane ta Bay onne( 64 area -France) +7 days +14 days +30 days +90 days -

clothianidi n+ |americana ) and Test product 26 .6 96 .0 88.9 92 .5
0.5% wiw brown -banded |Test design:
pyriproxyfen cockroaches - 5sticky trap s wereplacedovernightate ach || Untrea ted 2.2 30.8 -13 -4.0
(Supella testsite
longipalpa ) -A sitewasv iableifithad a minim umpre -|7apje2 - Reduction( %)of Supellalongipalpa popul ations numbersaf tert rea tment

countofl6 -20Americancockroaches
brown - banded cockroaches.

- Two pre-countswer e mad eatDay - 14 and

orlo0

| +7 days

+14d ays +30 days

+90 days
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)

F:ir:e(l::;(t))? ant?se Test Test Test method, Test system/ Te st results: effects Refe renc e
: subs tance organism (s) concentr at ions applied / expos ure time )
envi saged
Day - 7: theme anofthesevalue s gave the
prey—treatmen tinf esta tion level. 9 Test product 2.9 91.7 96 .7 81.1
- Suntreate dsites Untreated 10.2 -1.8 -8.5 -9.0
- 5tre atmentsite s o
: ;ggglznigﬁhspggig: ard™ Gel Pesguard ® gel demonstrated a good control ofthe Americanand bro  wn-banded
p cock roaches with > 90% populationre ductio nat14daysafte rtre atmentupto 30days
-Dosage:T henumberof5m mdiameterspot s after tre atmentfor S. longipa Ipa andupto 90 daysafter treatment for P.america na.
(appro ximatively0.0 5go fbait) applied per
m2inr elatio ntotheinfestat ionl evel:
« Amer i ociroacbes:2to6 spotsperm?
*Brown -banded coc kroaches:1 to2spotsper
m2
- Application:Baitwa sappliedunderthefrid ge,
undertheki tchensink,und ertheo venandthe
water - heaterandonallcrac ks and crevices
thatcanbea harbourageforcockroa ches.
- Assessments:7,14,30an d 90 days after
treatment.
-Theresultsweregiv enbya%reductio n at
eachassessment:
% reduction=((Pi -Pn)/P1)x100
Where Pi isthepre -trappin ginfestation level
(mean o f the -14 days and -7 days
assessments),and P nis the insectstrappedat
assess me nt number Thé nsame
assessmentsareconduc tedinthe untreat ed
(control)locations.
Date oftesting : September2016to Jan uary
2017.
Brown bandedcockroach:
multi -familypub licaccommodation buildings .
The heatingfort heentirebuilding is under
floor heating wh ich is controlled by the
apartment of fice and notby the indi vidual
resident s.
Ame ricancoc kroach:
infood storage roomsofrest aurants,bakeries
and butcheri s
PT18 Pesguar d® Gel [German . Field tria | in a multi -family public [Table 1- Reduction(%)ofc ockroach popul ationnum bers aftertreatment -
Pesguard ® Gel Baitcontaining |cockroa ch accomm_odation in Bayonne (64 area-France ) |
Bait 0.5% wiw (Blat tella Testdesig n: +7day s +30 days +60 days +90 days +120 days -
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
F:ir:e(l::;(t))? ant?se Test Test Test method, Test system/ Te st results: effects Refe renc e
envi saged subs tance organism (s) concentr at ions applied / expos ure time )
clothianidin + |germanica ) - 5 sticky trapswereplac edovernightateach Pes guard ® gel
05% wiw te st site bait 83.7 93.6 97.7 94.7 71.3
pyriproxyfen -Asitewasviableifi thad a minimumpr e-
countof16 -20Germanc ockroaches. Untreated -13.5 -2.8 -6.8 -19.1 -5.4
- Twopre -counts were madeatDay - 14 and
Day - 7:them eanoft hesevalues gave t he|Pesguard ® gelb aitdemonstrated  efficacy against Gemancoc ~ kroacheswith  >90%at 30
pre - trea tmentinfestation level. days after treament upt o 90day saftertreatme nt The efficacy dropped to 71.3%
- 5untreate dsites reduction of the cock machpopulation atl20day saftertrea tm ent
- 5 treatmentsites treatedwith Pesguard ® Gel
bait
-Dosage Pesguard ® gel: Thenu mberof5 mm
diameter spots(a pproxi mativel y 0.05 g of
bait) applied per m2 in relation to the
infest ationlevel:
Light:3 -6spots perm?,i.e27and34s potsin
the 10 m2treated (2apa rtments)
Heavy:6 -10spotspermsz,i.e. 50t052 inthe
10 m2treated (3 apartments)
- Application :Bait wasap pliedu nderthefridge,
under the kitchen sink,underthe ove nandthe
water-heatera ndo nallcracks and crevic es
thatcanbe aharbouragefor cockroaches.
- Assessments:7,30,60, 9 0 and 1 20 days
aftertreatmen t.
-Theresultswere givenb ya% reduct ion at
eac hassessment:
% reduc tion=((Pi -Pn)/P1)x100
Where Piisthep re-trapping infe station level
(mean of the -14 days a nd -7 days
assessments),andPnist heinsectstrapp edat
ass es s ment number “ rarhe
assessmentsw ere conducted inth euntr eated
(c ontrol)locations.
Date oftesting: AugusttoOcto ber2016 .
The h eatingfort hee ntirebuilding is under
floor heating which is controlled by the
apartment of fice and notby the indi vidual
residents.
PT18 Pesguard ® Gel|[Am erican Laboratory ch oicetrial -
P esguard ® Gel[Baitcontaining |cockroach Testdes ign:
Bait 0.5% wiw (Periplaneta - 30 cockroaches per replicate (10 adultm ale, [Table: Summary of mo rtalitydata attest end points of12 daysfor Germanc ockroaches -
clothianidin+ americana ) and |10 adult (non -gravid) female an d 10 [and20day sforAmericanandOrie ntal cockroaches
0.5%w /w Oriental advanced/ mature stage (4 -5" instar)
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Experimental dataon the efficacy ofthebiocid alpro duc tagainsttarget organism(s)
F:ir:e(l:y(())? ant?se Test Test Test method, Test system/ Te st results: effects Refe renc e
: subs tance organism (s) concentr at ions applied / expos ure time )
envi saged
pyriproxyfen cockro ach nymphs) . Pesguard ® gel | Pesguard® gel | Control
(Blatta - 4 replicatesper treatmentperspecies (fresh) (3ye araged)
Fresh and3 orientalis ) and |- 3 treatments: Blattella 1000 4.7
yearso Id German a) Pesguard® gel germanica 1000
pro duct cockroac h b) Pesguard ® gel,agedfor+ 3years 124
(Blattella d) Control (12da ys)
germanica ) Perlpl_ane ta 95.3 99.3 0.0
-Arena: 38x27x28 cm Americana
Dosage:1gofbait for GermanCoc kroaches (20days)
2 g ofbait for America Cockroac hes and || Blatta 1000 98.7 133
Oriental cockroaches . orientalis
(20 days)
Alternativef oodsource: branpelletsa nd a
wat ers ource Efficacy o fthe te stformulation was demonstrated,ac hieving >95 % mortality after
exposuretothe bait, bothforfreshand 3-yearagedsample.
Trial duration: 20 days for America
Cockroach esand Oriental cockroa ches.
12 daysforGerman cockroaches.
Environme nt al condi ti ons:
-12:1 2light darkregime
-temp:23 -30°C
-relative humidity:2 5-54% RH

Con clusionont

he efficacy of the product

The efficacypa ckage provided demonstra

bothasn ymphs and adults.

testhat Pesguard ® Gel is effective against

Germa n cockro aches ( Blattella germanica
bandedco ckroac hes (Supellalongipalpa ), Or ientalcockroache s(Blattao rientalis )and AmericanCo ckroaches ( Periplaneta americana )

), Brown
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2.2.5.6 Occurrence of resistance and resistancemanageme  nt

Pyriproxy fen
Pyriproxyfenis a juve  nile hormone analo gue (or mimic) andan Insect Growt h Regulator

(IGR) . It preven tsjuvenile -sensitive inse ctstages (lar vae/ymp hs) fromdevelopingi nto
adults and therefore rendering themunab letoreproduce.

Insect Growth Regulator s (IGRs) have a unigue mode of action, separate from most
other chemical in secticides. They are quite s elective in their mode of action and
pot entially act onlyon the targ et species.

Severalfeaturesofins  ectgrowt hregulators (IGRs) make themattractive asalte matives
tobro ad- spectruminsecticides .Be causetheyaremore sele ctive,theyare | ess harmful
totheenvi ronmentandmo re compatible withpes tma nagementsystems thatinclude
biological contraols.

Although t hey are rarely fatal for adult insects, IGRs can prevent reprod uction, egg -
hatch, and moult ing from one stage to th e next. Many IGR products ar e mixed with
otherinsecti cidesthatkil | adult inse cts,thereforere ducing the population of existing
adults, wh ilst also preventing any immature stages and egg s from developi ng into

adults.

Another adva ntage of IGRs is theirl ow toxicitytove rtebrates( i.e.people, petsorother
animals).

Due tothei run ique mode ofacti on, biochemicalinsectgrowthregul atorshav eplayedan
importantro le in integrated pestma nagement system s andasan effectivere sist ance
management tool.

Insectshave demons tratedapr opensityto developresist anceto insect icides. Broad-
spectruminsect icidesthatare used routinely will eventual lylosetheireffectven essdue
to resis tance. | nteligent and strategic use of IGRs sh ould reduce the likelihood o f
resistance deve loping.

Thereareindic ationsthatth ereisapossi bilityo fde velopmentofresi stanceto IGRs in
species specific tobiocid aluses(ashasbeensee nincropprotec tion).H owever, within

the PT18biocide use,th eriskis not consideredver vy high.
Clothian idin
Clothi anidinbelon gs tothe neon icotinoid chemicalcl ass.

Resistance and cross - resistance against neonicotinoids (chl oronicotinyls like

thiam ethoxam, ac etamiprid and imidacloprid), a group of insecticides  actingagonistically
oninse ctnicotinic ace tylcholiner eceptors(n AChRs)canocc ur inrelevant susceptible
pestsinEurope, particularly cockroaches 123,

Insect res istanc e has developed to  the neonicotinoi ds in a number of species , most
notably those of the orders Hemiptera (a phids, whiteflies, and plant hoppers) and
Coleoptera (be etles), but are also active against some Lepidopteran species. The
neoni coti noids are broad - spectruminsecticid es; theyare cons ideredless harmful to th e
environment (asnicot  inoidsoccurinawider ange ofplantspeci es).They arealsoof | ow

toxicityto vertebrates (i.e. people, companion animals or otheranimals)

Resistan cet otheneoni cotino idshasbeenconfi rmedin severali nsectspeciesimportant
in crop protection, such as Aphis gossypii . Whil st target site resi stance has been
confirm ed in some spe cies, such as Bemisia tabaci , (tobacco whitefly) and Myzus
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persi cae (Peach-potato aphid )the mechanismsforres istanceremain un elucidatedin
other s,suc has Leptinotarsadecem line ata.

In general, prec autio nsshouldbetak entor educethepossib ilityofin sectsdeveloping
resistance toneonicatinoid insecticides.

Wen, Z. and J.G. Scott. (1997). Cross-Resistance to Imidacloprid in strainsof german cockroach (Blattella germanica)
and House Fly (Musca domestica). Pesticide Science, 49 367-371.

2 Fardisi,M.,Gondhalekar, A.D., Scharf, M.E. (2017). Development of Diagnostic Insecticide Concentrations and

Assessment of Insecticide Susceptibility in German Cockroach (Dictyoptera: Blattellidae) Field Strains Collected From

Public Housing.Journal of Economic Entomology, 110(3), 2017,121071 1217
3 Ko AE, Bieman DN, Schal C, Silverman J (2016) Insecticide resistance and diminished secondary kill performance of

bait formulationsagainst German cockroaches(Dictyoptera: Blattellidae). Pest Management Science 72:1778i 1784

Res istance managem  ent

As part of theresistance  management associated with IGRs (su chas pyriproxyfen),IRA  C
(the Insecticide Resistance A ction Commit tee) ha s recommen ded that for non -crop
prote ction uses (such as t he PT18 uses) IGRs shou Id be used in mixture or co -
formulat ion with insecticides with ot her modes of action. Similarly, with the recent
occurrencei nthe USA of bed bug resistance toth e neonicotinoidgroupo fch emistry, and
datafrom theaboveme ntioneds tudies®?*mixture or co-formulat ion with other modes
of action would also seem pr  udent. T his is especial ly important, as p opulations of
cockroache s are already resistantto otherinse cticidemodes of action . Pesguard ® Gel
baitcombi nestwoofthemoste ffective non-pyrethroid mo des of ac tion, soit canbe
consideredthatthisp  roductf itswellwiththerecom mendationsof IRAC .Asparto fthe
biocide authorisation of pyriproxyfen, one o f the recommendations w  as: ‘To prevent
resistance the label should re commend a lternation of t he product w ith products
containing an active substan ce with a different mode of ac  tion’ Pesguard ® Gel bait
achievesthiswi thinaco -formulated productwith clot hianidin.

Sumitomo has a re sistance monit oring sc heme in place for th eir bioci dal products ,
monitoring fe edback from customers and literat ure publ ications, for their biocid al
products and mo nitoring of resistancet o Pesguard ® Gel bait will be carried ou t, once
product authorisat  ion isgranted .

2.2.5.7 Knownl imit ations

No limta tions on efficacyhave beenfoundw henthe productisusedacc ordingt otheuse
instructions.

2.2.5.8 Evaluation of the label claims

LABEL

Pesguard® Gel is effective against German cockroaches ( Blattella germanica ), Brown
bandedcockro aches( Supe llalongipalpa ), Orienta Icockroaches( Blatta orien talis) and

American Cockroa ches( Periplanetaamericana )bothasnymphsan d as adults.

Use instructions
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The pre -filled plastic reservoir containing Pesguard® Gel is intended fo r use with the

plunger pr ovid edor baitappli cationd evicescommont o thepestc ontrolindu stry. Re fer

to the manufacturer’ s i nsrtheusedfth oeapplidatorr Imidcttbee t i on s
bait into cracks and crevices, void spa ces,andotherlocation swhere insectsma vy live,

feed and breed. Suc h areas are generally w arm/damp and dark (e.g. behind or under

furniture or equipment) and inspection or tra pping to confirm infestation i s
recommen ded prior to treatment. Ensure thatany alternative foodsource s are removed

and concernt rate thebait placem entsas individualspot s atcockroa ch activity sites ( only

in areas inaccessible to children and pets).

Do notapply Pesguar d® Gel wherei t willcom e intocontactwithwateror in areas th at
are routinely cleane d. Typically, cock roaches will die afewhour s after a single feedo n
Pesguard ® Gel. In infested premises, dead cockroaches willnormally be seen within 24

hours oftrea tment.

Treated areas sho uld be re -inspected after1 -2 weeks. Whe re initial infestation  was
heavy a second Pesguard® Gel application may be required if th e first treat ment has
been consumed and live cockroaches are still present.

Remove the capfromtheno zzle,touchth etoptot hesurfacetobe treated, and push
downo ntheplunger. Replace the caponthedi spenser aftertreatmentis complete d.
The bait wi Il adher e to non-greasy or non -dusty surfaces and will remain pliable and
palatableto roachesaslong asitisvisi bly presen t.

A visual inspection of bait placements is recommended 2 -4 wee ks after the init ial
tre atme nt. Reapply when bait is no longer vis ibly pre sent, according to the level of
infestation. Replace bait before it is complet ely consumed to  keep cockroach es from
re turning.

Rate of application

Pesguard ® Gel should be appliedas a number of spots ofapp roximately4mm diame ter
(eac h spot compris ing approxima tely 0.032g of bait). In cases of heavy infestation,
where largercockro achesarepresen t,inareasth atare par ticularly dirty orcluttered or
where alte rnativesourcesoffood cannotbeentir elyeli minatedthe highera pplicati on
rat e should be used.

Inf es tation Recommended application rate [number of 4mm diameter spot S
level (approximately 0.032gofbai typerm 2]
Low 1-2
Medium 3-6
High 6 - 10

Efficacy against Blatell a ge rmanica

To demonst rat e efficacyagain st Blatel lager manica , three laborat orytestsandtwo field
testswere provided. Furthermore, a laboratory st udy withonlyp  yriproxyfenas anactive
substancewas provided to demonstratethe efficacyofthe IGR act ive substancein the
product to be authori zed. No simulat ed use t est is provid ed. However , the efficacy
guid ance statesthatsimulate  dusetestscanbewai vedifaro bustfield trialis prov ided.
TheeC Aconsidersthefieldtestsre  sults sufficienttobea ble towai vethesimu lated use
trial.

In the first laboratory te st (arenal/cho ice test, _) 95% mortality was
demonstrated afterd4daysatanappli cation rateofl12baitp lacementsof0.50g bait per
placementwhic histherecommendedlo w application rate for heavyinfestations. Inth e
second laborato ry test (aren a/choice test, h)efficacy of both fresh and

arti ficially agedbaitwasd emonst ratedat >95% mort  ality after 1 day at an application

rate of 1 g per arena of 0.09 m2 In the thir d laboratory test (palatabi lity t est,
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) -ificacy of bothfreshand +3 years aged bait was demonstrated at
100% m ortality after12 days.

In th e first field test (| || ) <fficacy of the produ ct was tested at three
infestationlev els and the claimedapplica tionr ate sfor thosele vels. Low (1 - 2 spots per
m2 (0.032 g of bait per spot)), medium (3-6 spots pe rm?) and high (6 -10 spo ts per
m?). Forlowinf estationtreatment>90% population reductio nwasfound after30da ys.
For medium and high infestationtreatm ent>9 0% popul ationred uction wasfo und after
14 days. Inthesecondfieldstudy ( | ) >°0% populationreduc  tionw as
observed after 30 days for all infestation levels and the corresponding claimed
applic ationrate s.

Evaluat ionof IGR study

In th e laboratory stud y with only p yriproxyfen ( _) developmental
abnormalities in nym phs were demonstrated by dieta ry exposure to pyr iproxyfen in

immature German cockroaches. T he bait productcontain  ingp yriproxyfe nat 0.5 %w /w
was the most effective in controlin g cockroaches by completely preventing the
development of the normal phenotyp einadult cockroaches.  As an abnormal phenotype
is indicative of reproductive inhibition i n German cockroaches th is result shows this
producttobeh ighly effect ive inc ontrollin g repr oductiv e potential of the cockroaches.

The development of abnormalimma ture phenotypewasnots ignifi cantly differenta mong
controltreatments (2, 3and 7) andth etwofeedingregimesc ontaining0.1a nd1.0%
w/w pyriproxy fenfr ass (6 .4 and4 .4%abnor malny mphalp henotype, treatment4and5,
respectively, P >0. 05, T u k e y 'llsPainiis8 OComparisons Test). However,
consump tion of a diet consisting of 10.0% w/w pyri proxyfenfrass ,treatme nt 6, provided
asignif icantincreas e (14% ) in the fre quencyofa bnorma I nymph al phenotypes (47.6%)
which was significantly different from oth er treatments (P <0.05, T u k e yHS® All -
Pairwise Comparisons Test).

Therefore,increasingth e dose of pyriproxyfen  containingfras sin the bait (Treatm ent5)
resulted ina signific antin crease inthe frequency of abnormal phenotype development
overthecont roltreatments(P  <0.05, T u k esMSD All - Pairwise Comparisons Test). From
afield controlp erspectivetheseresult s are evenmore imp orta nt considerin gthat one of
the most diffic  ult as pectso f cockroach controlis the high reproductive potential of the

target species.

Basedon all thepro vided efficac ydatait canbe concluded that Pesguard © Gelis
effectiveat appl icationrate sof 1-2,3-6 and 6-10s pot sof 0.0 32 g/m? againstli ght,
medium and heavy infestationsof  Blatellagermanica

According to the efficacy guidance alab test is required in w hich95% of the insects do
notdevelop tothe nexti nstar. Forthis product famly only on e suchtestis provi dedwith
Blat ella germa nicaandnot withtheothert argetspecies. However, thisproduct family is

not based solelyonanIG R buton a combinationo  f Pyrip roxfen and Clothianidin, which is no tan
IGR. The combinat ion ofthe two active s ubstancesis suffic ientto r educe the popu lation >80%,
either by just killing or by preventing developing to the next instar. Therefore, the eC A does not
considerit n ecessaryto show that at least 95% does not developin the nextin  star to auth orise
this pro duct famil y.

Efficacya gainst Supel la longipalpa
To demonstratee fficacyagainst Supellalongipalpa , onelaboratory testandone fieldtes t
were provided. No simu lat edusetestisprovided .However , theef ficacyguid ancestates
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that simulate d use test s can be wai ved if a robust field trial is provided. The eCA
considersthe fieldtestsre  sults sufficientto be able to wai vethesimu lateduse trial.

In the | aboratory test (are na/choic e test, _) 92% mortality wa s
demonstratedafterl dayatanapplicat ionrate of0.3+0.03 g (approx.9 -10spot s of

0.032 g/m ?2) whichis the recommended high applicationrate for heavy infesta tions. Thi s
applic atio n amountwasse lectedt oensurethatsufficien tamou ntofbaitwasav ailab le at
thestarto ft hestudytomeet thecons umpt ionneeds of alltheco ckroach es. Preliminary
work indicated that provisioning a lower amount of bait would res ultinins ufficien t fo od
acquisition bythec ockroaches,leadingto  uncont rolled experiment alva riation due to
food availability,co mpetition and cannibali sm.

In the f ield te st (_) efficacy of the product was tested with 5 mm
diameter sp ots (appro ximative ly 0.05 g of bait) per m2i n relation to the infest  ation
level, thatinth iscasewaslto2sp ots pern?(0.05 -0.10gofb ait) . Results showed
thatf orlow infestationtreatment , 96.7%populationreductionwas found after30 days.
Moreov er, after 90days 81.1 % populationre duction was still found .

Based on th e provided efficac y dat a it can be conc luded Pesguard ® Gel is effec tive
againsti nfestationso f Supella longipalpa .

Efficacy against Periplaneta americana

Todemonstrateefficacya  gainst Periplaneta americana, three laboratorytest s andone
field te st we re provided. No simulat ed use test is p rovided. However , the effica cy
guid ance st atesthatsim ulate dusetestscanbewai vedifarobu stfield trialis provided.
TheeC Aconsidersth efieldtestsre sults sufficienttobe abletowai  vethesimu lated us e
trial.

In the first labo ratory test (are na/ choice test, _) 91% mo rtality wa s
demonstratedafter8 days at an applicationrate of 0.3+ 0.03 g (approx .9-10spots of
0.032g/m 2) w hichi sth e re commended high applicationrate forhe avy infestations. This
applicationamountwass electedtoensure a suff icie ntamoun tofb ait was avai lable at
the start of the study to meet the consumptionneeds of allthe cockroaches. Pre limnary
work indica ted that provisioning alower amount of bait w ould resultininsufficien t food
acquisitionby thecockroaches,| eadingto uncontr olled experimental variationdue to
food availability, competition and cannibalism.
In the second laborator vy test (la bora tory /c hoic e te st, _) efficacy of bot h
fre shand artificially agedbaitwasdemonstr ate dat 95% mortali tyafter 13days daya't
an applicat ionrateof1g perarena of 0.09 m 2 with a palatability of 100% forbothfresh
and artif icially aged product . In the third laboratory test (palatability t est,
)effi cacyof bothfreshan d+ 3 yearsaged bai t was demonstrated at
>95% mortalit y after20days.

In the field test ( _) efficacy of the product was tes ted with 5 mm
diamet er s pots (approximatively 0.05 g of bait) per n? in relation to the infe  station
level, thati nt his casewas2t o0 6spots pern? (0.10 -0.3gof bait which correspondsto
amedium - high labelrateof3 -9spotsof0.032g). Results showedt hatforlo win festat ion
trea tment 92.5% population reduction was f ounda fter90days.
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Based on the provided eff icacy datai t can be concluded Pesguard ® Gel is eff ective
againstinfestationsof ~ Periplana americana

Efficacy against Blatta orientalis

To demonstrat e efficacy against Blattaorientalis ,one laboratorytes tand one field test
were provided . No simulat edu setestisprovi ded.Howe ver, the effic acyguid ance states
that simulate d use tests can be wai ved if a robu st field trial is provided. The e CA
considersthefieldt estsre sults sufficienttobe abletowai  vethe simu latedusetr ial.

In thefield test (_) efficac yofthe produ ct wastested atthreeinfestation
levels and the claimed application rates forthoselevels : Low (1 -2 spotsper m? (0.032 g
of bait per spot)), medium (3-6 spots perm 2) and high (6 -10 spots p erm?). For low
and med ium infestati on treatment >90% populati on reduction wasfoundafter 14 days
and lasted until the end of the observation period ( 70 days). For high infes tation
treat ment >90% population reduction was found after7 days upto 70 days.

In the laboratoryt est (palatabilit yt est, _)efficacy ofbo th fr esh and +3
years aged bait was demonstrated at >95% mortality after 20 days.

Based on the prov ided efficac y data i t can be concluded Pesguar d® Gelis effec tive
againstinfest atio nsof Blattaorie ntalis.

Shelf -life

Fortw ocockroachsp ecies (Blatel lage rmanica and PeriplanetaAmericana ),efficacyand
palatability of artificially aged bait wasdemonstratedin  efficacy studies

and _ Also, forthreeco ckro achs pecies( Blat ellagermanica, Periplaneta
Americana and Blatt aorient alis) efficacy and palatability wasdemonstrated for3 -year
old bait (| N

For the oth erclaimedcockro achspecies (Supellalongipalpa ),n o dataon
palatability/efficacyo ft heag edbaitwasp rovided.Asthep roductcont ainsa

preserv ative,thecl aimed shelf - lifeof 2yearsis acceptable forall claimed target species

in linew ithth e T echnicalAgreementsf orBiocides (section D.7 Shelf life of PT 18 bait
products) .

2.2.5.9 Relevant informa tion if the p roduct is intende d to be aut horised forus e
wit h other biocidal product(s)

The productis not intended to be used with otherbiocidal pro ducts.
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2.2.6 Risk assessment forh uman health

Studiesforacute oral anddermalto xicity,skinand eye  corrosi on/irritation  and skin
sensiti sationwere providedinw hich wastested. Pesguard ® Gel was originally
referredtobytheexper  imental formul ationk nown as . Thiswas laterchanged
t o a istratiengod e num . Inotherword s, (contain ing 0.5%

w/w c lothianidina nd0. 5% w/w pyriproxyfen) is identicalto Pesguard ©® Gel.

2.2.6.1 Assessmentofe ffects on Huma n Healt h

Skin corrosion and irritation

Summary table ofan imal studies on skin corrosion /i ri tatio n
Method, Species, Test Resul ts Remarks Referen
Guide line, Strai n, substance, Aver agescore (e.g. major ce
GLP Sex, Vehicle, Dose (24, 48,72h)/ deviati ons)
stat us, No/gr ou | levels, observ ations and
Reliabi lity p Duration of time point of
exposu re onset,

re versibility;

other adverse

local /s ystem ic

effects,

his topathological

findings
EPAOPPTS | Rabbits, | 05 ml,4h Not i rrita ting None -
870.2500 New exposure (0atal |
(Acute Zealand timepoints)
Dermal White, 3
Irritation) Females
OECD
Guideli ne
404 (Acute
Dermal
Irritation/
Corr osion)

No human dataar e availabl e.

Conclusionused in Risk Assessment T Skin corrosion andirr it ation

The productd oes not require classification for skinirritati on

accordingtoRegu lation( EC)No 1272/2 008 .

Value/ conclusion

Justificati on forthe
value/conclusi on

A primary skin irrit ationtest was conductedwith rabbitsto
determnethe potentia | for ||l to produceirit  ationaftera
single topicalapplic  ation.

0.5ml ofthetestsubstan ce wasa ppliedtothe skinofthree

he alt hy rabbi tsfor4 hours Following exposure, dermalirritation
was evaluated by the method of Draize etal. Noskin irita tion
was observed in two animals during the study. Within 30-60
minutes ofpatchremoval,0 ne treat edsiteexhib ite dvery slight
erythema. Theoverallin cidenceands everity of iritation
decreased withtime. Theaffected animal w as free of derm al
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irit ationb y 24 hours.

Note : study was conductedas required b
theregis tration at EPA.

y the USEPA tosupport

Classification of the
productac cordingto
CLP and DSD

Not classified

Eye irritation

Summary table of animal studies on s eriouse ye dama ge ande ye irri tation
Method, Species, Te st Results Rema rks | Referen
Guideline, Stra in, subst ance | Average score(24, (e.g. ce
GLP status, Sex, , Dose 48, 72h)/ major
Reliability No/group le vel s, observations and deviati ons
Duration time point of onset, )
of reversibility
e X posure
EPAOPPTS | Rabbits, 0.1 All scores for cornea, None -
870.2400 New ml/ animal iris and conjunctivae
(AcuteEye Zeala nd \;V;Le 0 at 24h, 48h and
Irritation) White, 3 '
OECD Females Not irrita tingto eyes
Guideline
405 (Acute
Eyelrri tat ion
/ Corrosion)

No human data are available.

Conclusionu

sedin Risk Assessme

nt 1 Eye irritation

Value/conclusion

The produc tdoesnotreq uire classifi cationforeye

according to Regulation (EC) No 1272/20

iritation

08.

Justificat ion for the
val ue/conclusion

A primary eye iritationtest was cond
determnet he poten tialfor
singl e instil lationviathe

Avolume of 0.1ml of the testsubs
healthy rabbits.
untreat edandservedasac
by them ethodof Draiz e et al.
observedinany treated eye during
illation, minimal conjunctivitis wa
s. The overallincid enceandseverity of irritat ion
Allanimals wer e free of ocularirritation by

right eye of three

te st substanceinst
three treated eye

decreased th ere after.

48 hours.

ocularroute.

ont rol.

uctedwithra bbitsto
top roduceirri tationfroma

tancewa sinstilledint o the
The lefteyerem ained

Ocularirrit ationwas evaluat ed
No cornealopacity oriritis was
thisstu dy. One houra fter

snotedfora

Note: st udywas conduct ed asre quired by the USEPAto support
the registration at EPA.

Classification ofthe
productacco rdingto

Not classified
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CLP and DSD

Respiratory tractirritat  ion

Datawa iving

Informat ion Respiratory tractirritation
requirement

Just ificatio n

Based on the calculationmethod descr
1272/ 2008/EC,noc lassificationforre
warrante d for Pesguard® Gel.
Furt hermo re, expo sure to humans
that thepro ductis agelat inousso lid.

are no component
iritationor acuterespir ationtoxicity
A study is not required, nor considered

Details of the pro  ductcompositionare presentedin S
softhe productclas sifiedforrespir atory tract

ibed in Annex | of Regulation
spirator y tractirrit

via inhalationis very unlikely given

anappr opriate use of animals.

ationis

ection2. Th ere

Skin sensitisation

Summary table ofanimal studies ons kinsensitisa  tion
Method, Species, Tes t Results Remarks Referen ce
Guidel ine , Strain, sub stance, |(EC3-valueor (e. g. major
GLP status, Sex , Vehicle amount of sensitised devi ations)
Reli abi lity No/group D , animal satinductio n
ose .
dose); evidencefo r
levels, i
) local or systemic
duration of S
exposure toxicity (timecou rse
Route of ofonse t)
expo sure
(to picallin tr
aderm al, if
relevant)
EPAOPPTS | Guinea 0.45 ml The produc tis None r
870.2600 pig; app lied consideredt o bea
(Skin Hartley; neat, 6h skin sensitiser .
Sensitisati on) |10 | and exposure,
OECD 10 1I topical
Guideli ne 406 application
(Skin
Sensitisa tion)

No human data are available.
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Conclusion used

inRisk Assessm ent i Skinsens itisation

Value/conclus ion

Skin sensitise r

Justification forthe

value /conclusion

Adermal sensiti sation testw as conductedwith guineapig sto
determine the potentia |for _to produce sensitisation
afterrep eatedto picalap plications.

The neattestsubstancewa stopicallya pplie dtotwenty healt hy
test guine apigs,onceeachwe ek fora three - weeki ndu ction
period. Twenty -eigh tdaysaftert he firstindu ctiondose,a
challenge dose of the test substance at its highest non-irritating
concent ration(HNIC, determined in the preli minar y irritation
screentobe 100% )wasappliedtoan aive sit eoneachgui nea
pig. Anaive controlgro up(tenanimal s) wasmainta inedunderthe
same environmental conditionsand treated withthe test
substanceatchal lengeonly. Approximatel y24and48 h ours after
eachinduct ionandchall enge dose,theanima Is were scored for
eryth ema.

Basedon theresult softhisstud vy, thetests ubstanceis
consideredtobeacontact  sensitiser . Thepo sitiver esponse
observedinthe historicalpositivecon trolvalidati onst udy with
alpha-He xylcinnamalde hy de, =95% (idd@#t)hetest |
syste mu sedinthisst udy.

Note: studywascon ductedasreq uiredby the US EPA to support
the registration at EPA.

NoteeCA :
Based onthe positive Buehlerstudy, Pesguard ® Gelis clas sifie d
with H317.

Classification ofthe
productacco rdingto

CLP and DSD

Skin Sens. 1;H317: Mayc auseanallerg ic skinreaction .

Respi rator y sensiti saton (ADS)

No data are available on humans.

Dataw aiving

Information
requirement

Respiratory sensitisa tion

Justificati on

Under Regu lation (E C)No 1272/ 200 8,in theabsence of data,
preparationsmay be classified for respiratory sensitis ation by

calcu lation. Section 3.4.3 of the Regulation state s thatc lassific ation
ofa product forse nsitisingeffectsis nec essaryifit containsatl east
one ingredient has been classifieda sa respiratory sensitise r andis
prese nt at orabovet heapprop riate generic concentration limit as
shownin Table 3.4.5an d forin dividual s who are already sensiti  sedto
the substance or mixture refer toTable3.4 .6. Deta ilsofthe product
compositiona re presentedinSection2 . Therearen o componentsof
the produ ct classified forrespiratory sensitisation. The productdo es
nott herefore require classificationf orrespiratorysensi tisation. A
stud yisnotrequ ired, nor considered an appr opriateuseo fanimals.
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Conclusion

used inRisk As sessment i Respi ratory se

ns iti sation

Value/conclusion

The product does not require c
sensitisati onaccordingto Regu

EPA.

Not e: study wasconduct ed asre quired by the
there gistrationat

lassific ationfo rrespiratory
lation (EC)No 12 72/2008.

US EPA to support

Justificat ionfort he
value/concl usion

Refer tothe table above.

Classificatio n ofthe
product accordingto
CLP and DSD

Not classified

Ac ute toxicity

Acutetoxicityb yoralro ute

Summar yt able ofanimalstu die sonacuteoraltoxici ty

Method Species , | Test Signs of Value Re marks Refere
Guideline Strain, substance tox icity LD50 (e.g. nce
GLP statu s, |Sex, Dosele vels |(nature ,onset, major
Reliab ility No/group Typ e of dura tion, devi ations)

adm inistra | severity,

tion reve rsibilit y)

(gavage, in

diet, other)
EPA OPPTS Rat, 5000 mg/kg There were no >5000 None -
870.1100 Sprague - bw in di et signs of toxicity. mg/kg
(Acute Oral Daw ley, The only bw
Toxicity); Female; observ ation was
OECD limit test, 3 reduce dfaecal
Guideline 425 animals volum e.
(Acute Oral
Toxicity: Up -
and-Down
Procedure);
GLP;
Reliab ility 1
No dataare availabl e on hum ans.
Value usedin the R isk Assessment i Acute o raltoxicity

Value

>5000 mg/kg bw

Justificat ion for
the selected

Limit doseshowedn osignsoftox icity.

value Note:st udywasc onductedasre quiredby the US EPA tosupportthe
registrati on at EP A.

Classification of Not classif ied

the product

accordingto CLP

and DS D

Page 55




The Nether lands

Pesguard © Gel

PT18

Acutet oxicityb yinhalatio n

No da taare availa ble.

Value usedin the R

isk Assessment i1 Acuteinhalat iontoxic ity

Value

The productdoes not require classification fora
accordingtoReg ulation(EC) No 1272/200 8.

cuteinh alation toxicity

Justifica tionfor
the selected

value

Based on the calculationm eth od describedin Annex
1272/2008/EC, noclassi ficationfora cuteinhalationtoxicityis
warrantedfor Pesguard® Gel.

Furthermore, e xposuretohuman s viainhalationis very
thatthep roductis agelatino us solid .

o f Regulatio n

unlikely giv en

Classifica tio n of

the product

accordingtoCLP

and DSD

Not classi fied

Data wa iving

In formation
requirement

Justification

Based o n the ca Iculationmethod describedin Ann
1272/ 2008/EC, noc lassification foracut einhalatio nt oxicityis
warrant ed for Pesguard ® Gel.
Furthe rmore, e xpo sure to humans v
that the produc tisa g elatinou ssolid. A study onacute toxicity by
inh alationis therefore not consideredn ecessary.

ex | of Regulation

iainhala tion is veryu nlikely given

Acutetoxi citybyder mal rout e

Summaryta ble ofanimalstudieson acu tedermalt oxicity
Method, Species, Test Signs of LD50 | Remarks Refer e
Guidelin e, [ strain, Sex, | substance, toxicit 'y (e.g.major | nce
GLP No /g roup Vehicle, (nature, deviations)
status, Dose onset,
Reliability levels, duration ,
Surfa ce severit y,
area reversib ility)
EPA OPPTS Rat, Sprague - | 5000 mg/kg Therewer eno | >50 00 | None
870.1200 Dawley, bw limit test ; signs of mg/kg
(Acute Male/Female; te st area 38 toxicity . bw
Derm al limit test, 10 cm? Irritation wa s
Toxicity); animals (51 ; noted fortw o
OECD 51) dosesiteson
Guideline Day 1 a nd the
402 (Acute animals all
Dermal gained wei ght.
Toxi city);
GLP;
Reliability 1
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No dataarea vailable on humans.

Val ueuse din the Risk Assessment T Acute dermal tox icity

Value >5000 mg /kg bw

Justification for Limit d oseshowe d no signsof toxicity.

the selected

value Note: studywasco nducted as requi red by the US EPA to support the

registrat ionat EPA.

Classificat ion of Not ¢ lassified
the product

accordingto CLP

and DSD

Informati  onondermal absorptio n

Value(s) used in the Risk A ssessment i Dermalabso rption

Substance Clothianidi n Pyrip ro xyfen

Value(s) 50 % 40%

Justificationfort he The valueus ed is the default The valueusedis thed efault

selected value(s) valueusedin theabse nce of value usedin the absence of
dataondermal ab sorptionfor data onde rmal abs orptionfor
water -based formulatio ns formulationsco nt ai ni ng
containing <5 %* and thatdermalabso rptio nis

notex pectedto exceedoral
absorption. **

*Dermal absorption valuavas changedluring the commentmphase to 9%, default br waterbased
formulationsc o nt a i nEFSAgIouthal 2617;15(6):4873

** Dermal ab®mption valudor pyriproxyfen wee sdected in accordance vth theEFSA Panel on Plant
Protection Products and ther Residues(PPR) Guidance on rmal Absorgion (EFSA Journal
2012;10(4):266. [30 pp.])

Available toxicological data rela ting to non - active substance(s) (i €.
substance(s) of concern)

In line with CAdocume nt “NdWl4-Doc.5.11 - SoCguida nc e _f i n g acett acid is
identified as a SoC as SCOEL values fo r this s ubstance are availab le. The Scientific
Committee on Occupationa  |Exposure Limits (SCOEL, June 2012) has recommend ed an
8-hourT WAof 10ppm (25mg/m  3) andST EL(15min) of 20ppm (50 mg/m 3) foracetic
acid.

Addition ally, Substancepot assiumsorbate isincluded in the Union List (Regulat ion (EV)
No 528/2012) forPT 8 and as the potassiumsorbate is prese nt>0.1%, th esubstance
complies with the triggers for substance of concern (add 2 of the SoCs guidance).

Exposur e these identified SoCs isofno concernwhenusin g the produ ct.Formore

detailedd iscussion, pleasebe referredto the confidentialannex ofthisPAR (section
3.6) .
Available toxicological data relating to a mixture

Not applicable

Others
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Endo crinedi sruption activity of active substances

Forthe active substances clothianidin and pyriproxyfennoED asse ssmentis required
becauseforact ivesubstances whichhavebeenapproved,the EUassessmentshould be
followed. The Assessment Reportsforcl oth ianidin (2 014) andpyrip roxyfen(2012) both
state that these active substances would not be considered as havin g endocrine
disrup ting properties

Endo crinedi sruption activityofnon - active substances

The Com mission Del egated Regulation(EU) 2017/2100spe cifyingth e scientificc riteria
for the determination of endoc rine - disrupting properties (EDcriteria) under Re gulation
(EU) No 528/2012 (BPR) es  tablis hesthat the ED criteria become applicable by 7 June

2018 forbiocide s (https:/www.ctgb.nl/onder werpen/hormoon _ -verstoorders ).
Accordingtothe E nd ocrine disruption criteria a sub stance shallb e consid ered as having
endocrine disrupting proper  tiesifit meetsall ofthe follow ingcriteria:

a)itsho ws an adverse effectin[an intactorganismorits p rogeny]/[non -target
organisms], whichis a change inthe morphology, physiology, gr owth,
developm ent, rep roduction orlife span of an organism, sys temor
(sub )populationthatresult  sinanimpai rment off unctionalcapa city,an
impairment of the capacityto compensateforadditional stressoran increase in
susceptibilityto otherinfluen ces;

b) it has an endo crine mode of action, i.e. it alters the f unction(s) ofthe
endocrine system

c)theadve rseeffect is a conseque nce ofthe endocrine mode of action.

From this criteria ED screening was performed by CA NL.
For two co-formulan ts anED alert wasid entified, however, for these co-formulant CA NL
conc ludest hatwe have toawaitthe d iscussions atEU level. Se e theconfid ential anne x

for more specific information.

In conclusion , basedonavailable information, it is notpossibl etoconcludewhetherth e
non- active substance should be considered to have ED prop ertiesb eforethe expiration
oft helegal deadlinei n the BPR andtherefore the process willbe concluded at t he post -
authorisationstage .Once the conclusionregarding ED properties of these co-formu lant s
is available, the applicant must infor m the eCA. If needed, the conditions of
autho rization shallber evised.
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2.2.6.2 Exposureassessment

Identification of ma
and substances of concern from its

in paths of human exp

osure towards
us e in biocidal product

active sub stance(s)

Summary table: releva ntpathsofhu man exposure
Primary (dir ect)expos ure Secondary (indirect) exposure
EXpo sure | |ndustri Pro fes sion |Non - In dustri | Prof ession |Gener |Via
path al use al use pro fession al use al use al foo d
aluse public
. - Negligi
In hal ation n.a. No n.a. n.a. Negligibl e ble n.a.
Dermal n.a. Yes na. n.a. Negligible Yes n. a.
Yes
Oral n.a. No n.a. n.a. No (toddl No
er)
List of scenari  0s
Summary table: sce narios
Scenar o | Scenario Primaryors eco nd ary exposure Expo sedgroup
number (e.g. Description of scenari o (eg.
mixing/ professionals,
loading) non-
professi onals,
byst anders)
1. Application [ Primary exposure — dermalcontactwith pro  duct during Professiona |
applicati on
indi re ct Secondary exposure — oral expo sure to a bead of
2. product due to hand -to-mouth transfer (infan ts and [ bystanders
eXpo sure
todd lers only)
Pesguard ® Gel containing0.05g/kg  clothianidi n and0 .05g/kg pyriproxyfen is intended

to be used as bait forthe controlof cockroaches. Theformulat
in a ready to useconta inerforusew ithba it applicat or gun commontothe pest control

indu stry.

Industrial exposure

Not Applic

able.
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Professional  exposure

Pesguard® Gel may be us ed as a spot or crack and crevice treatment to contr ol
cockroachesinno n-foodnon -feedareas (i.e.rubbish rooms, lavatories ,floordrains [to
sewers], entries an d vestibules, offices, lockerro  oms, ma chine rooms, boilerr  ooms,
garages, m op closets and st orage [after canning or bottling]). Food/fe ed areas (i.e.
areasforrece ivin g stor age,packing (canning,bot tling, wrapping, andboxing), storage

of prepared edibl e waste,and enclosed processing system s [mills, dairies, ed ible oils,
and s yrups], serving a reas). For Household Use ( i.e. in closets, basements , attics,
recreation rooms,living areas, kitchens,bath rooms, diningroo ms, pantries, food storage
shelving,w astereceptacles, etc.).Domesti c premi ses (i.e. foodhandli ngareas [i.e.f or
food processin g, storage and preparation ], food manufactu ring prem ises, commercial
kit chen s, res taurants,fo od stores,sup ermark ets,retail outlets etc. ). Public Buildings
such as hotels, restaurantsand other food h andling establishment s, hospitals, nu rsing
home s, heal th care facilities, motels, hotels, schools , day car e centres, correctio nal
facilities, zoos, theatres, etc. ). Com mercial and Industrial premises ( i.e. apartments,
military installations, garages ,labor atories, factories,w arehouses,food processing and
me at packing plants, food storage areas, shop s, petsh ops, workshops,airc raft , vehicles,
railwa y stock, boats , ship s,computer and electronic equipment facilities, sub-surface
utility systems [steanvele ctric/gas/datacabl etunnels,drain agesyst emsands anitary
sewers ] thatare not stormor runof fdrainag e systems, etc.).

The pr e-filled plasticr eservoirconta ining Pesguard ® Gel is intendedfor use with a bait
application gun common to the pest control industry. The cap is removed fromth e
dispen sernozzl e, the nozzle tipis placed onthe surface tobetre ated andthe plunger
pus hed do wn. Followin g application , the c ap is repla ced on the dispenser. Once the
contain er is empty it is disposed of fo llowing the label instructio ns, no cleaning
operatio ns are ne cessary.

The bait will adhere to non  -greasy ornon -dusty surfaces and wi Il remain pliable and
palatable to r oaches as long as it is visibly present. A visual inspe ction of bait
placementsisreco mmended 2-4weeksafterthe initialtreatmen t.
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Des cription of Scenario 1

It is unlikely that signific antamoun ts of Pesguard ® Gel will come into contact withthe
prof ession alapplicat or. The riskof inhaling volatilised ¢ lot hianidin or pyriproxyfenis
assumed tobe negligible cons ideringthelow vapourp ressureo f both clothianidinand
pyriproxyfen (1.3 x 10" Paat 25°Cand<1.33 x  10°° Paat22.81°C). Thus,levelso f
inha lationand dermal exposure to clothianidin and py riproxyfenfor professional
applicators underthese conditio nsareexpected tobeve ry lowor evennegligible.
However, asaprecautiona  ryapproa ch a reversereferen cescenariocanbeuse d.

The margin of saf ety hasbee ncalculatedtaking intoaccountthe A EL anddermal
absorption.

Exposu reis a ssumedtoresultfrom  dermal contact withthe product. The productmay
be applied throughout the working we ek, andas cockroa ches aren ot appearing

seasonal,the profe ssionalexp osure needstobe comparedtothe AEL long-term -

Given the sensitising  potenti alof Pesguard ® Gel, impermeable glov es shoul d be womn
whenhandling andusing the productapplic ationequ ipment.

Parameters Value

Clothianidin :0.5%

Applica tion Concentra tion Pyriproxyfen: 0.5%

. Clothianidin:  50%
Dermal abs orption . .
Tier 1 Pyriproxyfen: 40%

Clothianidin: 100%

Oral absorptio n Pyriproxyfen : 40%

Body weight* Adult: 60 kg
Tier2 PPE: Prote ctive gloves** 90%
* HEEG Opinion no.1 7: Defaulthum anfacto rvaluesfo ruse inexposure assessments for bi ocidal products.

** HEEG Opinion no.9 . Defaultprotectionfa ctorsforprotec tive clo thing and gloves. TM 12010, Ispra
27/01/2010

Calcu lationsf or Scenariol

Tier 1 (N o PPE)
Clothiani din
Witha default dermalabsorpt ionof 509%,theamountof  product whic h couldbe pres ent
ontheunprotec tedskintor eachthe long-term AELof 0.1 mg/kg bw/d for Clothianidin
canbe calculatedasfoll ows:

adult derma |
AEL body enetrato n conce ntration
(mg/k gid) | x| weight + | Pene - in bait % = m9
%
(kg)
0.1 60 50 0.5 2400
The applic ant indicates that a 4 mm bead could w eigh 0.032 g or 32 mg. The bead

would thus be:
32/4 = 8 mg/mm.

The 240 0 mg on unprotectedskinr  equired to reachthe AEL couldthusbeabea d of
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2400/8= 300 mm ( 30 cm) spread on the skin.

Pyriproxyfen

Wit h a dermal absorption of 40%, the amount of product whichcould be present on the
unprot ectedsk in torea chthe AELof0 .04mg/kg bw/d of Pyrip roxyf en canbe calcul ated
asfo llows:

adult dermal
AEL body enZtrrT;bn concentrat ion
(mg/kg/d) X weight + P % + in bait % = mg
(kg)
0.04 60 40 0.5 1200

The applicant indicat es that a 4 mm bead co uld weigh 0.032 g or 32 mg. The bead
wouldth usbe:
32/ 4= 8 mg/mm.

The 1200 mg onunprote ctedskinreq uiredtore acht he AELcouldthu sbe a bead of
1200/ 8=150 mm (15 cm) spreadon the skin.

Estimates of professional exposure with out the use of PPE are considered to  be
prote ctively low. However , since Pesguard® Gel is classified as a skin sensitise r an
exposu re as sessmentassumin g PPEis worn has been carried out

Tier 2 (With PPE [gloves 1)

Clothianidin

Giventhe dermal sensitisat ionhazard of Pesguard ® Gel, suitable prot ectivegloves
should be wornwhen handling the product applicatio nequipment. Ifitis co nside redthat
the pen etration of Clothianidinthrough p rot ective glovesis 10%, the operatorwould
needtoget 24 000 mg (or 24 g)ofbio cidalproductontheo utside of the gloves and this
would need toremain onthesurfa ceuntilth eactive hadmgratedth rough thege land
penetrated theglove.

Thiswouldme an abeadof 3000 mm ( 300 cm)would be required spread on the outer
surface oftheglovestoreach  the A EL.

Pyriproxyfen
Giventhe dermal sensit isationhazard of Pesguard ® Gel, suitable protective  glove s
sho uld be worn when handling the product applicatio n equipment. If  itis consideredthat

the penetration of Pyriproxyf enthroug hprotective glovesis  10%, the operatorwoul d
needtoget 12000 mg (or 12 g)ofbiocid alproduct ontheoutsideofthegl oves andt his
would need toremain on the surface untilth e activehadmg ratedthroughthe geland
penetratedtheglove.

Thiswould mean abeadof1l5 00 mm ( 150 cm) would be requiredspread on the oute r
surfaceofth e glovesto reachthe AEL.

Non - pro fessi onal exposure

Pesguard ® Gel is not foruse by non - profe ssionals.
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Exposure of the general public

Scenario 2

Descrip tionof Scenario 2

As an inf ant ortoddlercould be expos edby po kingthe ir fing ertips into treated areas
(i.e. crack s, crevi ces) followed b y oralin take, exposure via hand-to-mouth transfer
cannot fully be excluded. Therefore , a reverse refer ence scenario is included f or
accidental exposure. In a very worst -case exp osure scenario for hand-to-mouth
exposure , as aninfant (6 m onts-1yearold) picksup a bead of prod uct, and the full
amount of the productis orally absorption (i.e.100%orala bsorption . Considering the
lowerdermal absorptionv  alues(i.e. 50%forc lothianidin 40% for py rip roxyfen ), dermal
exp osure by dermal cont actorvia hand -to-mouthb ehavio ur, whic h consi stsof 90%
dermal exp osure and 10% of the dermal exposure considered for oral ex posur e, is
therefore coveredbythi s scenario forall age groups

The risk of inhaling  dried residues of clothianidin or pyripr  oxyfen is consider ed to be
ne gligibl e con sideringthe low vapourpr  essure of clot hianidin andp yriproxyfen (1.3 x
10°1° Pa at 25 °C and <1.33 x 10 "° Pa at 22.81°C , respectively ). The natu re of the
product composition (adherentgel)an ditshigh moisture ¢ ontent also contri bute s to
maintainthep roductpli ableand not drying o ut tooqui cKkly .

Therisk ofani nfantand a toddler is a ssessedusingareverse reference appr oach, to
assess how may beads of product could be orally expos ed to before  exce eding the
AELshort -term . Onebea d of pr oductis 32 mg

Parameters Value

Tier1 Conc entration active perbead of 32¢g Cloth ianidin: 0.16 mg
product Pyrip roxyfen: 0.16 mg
Oral absorption Clothianidin: 100%

Pyriproxyf en: 40%

Body weight* Infan t: 8kg
Toddler: 10kg

* HEEG Opinio n: Default hum an fact orvalu esforuseinexpo sureasse ssmen tsforbi ocidal products.

Calculationsf or Scenario 2

Summaryta ble:systemic expo sur e from non-professio naluses

Clothianidi _n Pyr iproxyfen

Exposure descri tor
P P Infant Toddler Infant | Toddler

Maxima | systemic
exposure via oral route 0.25 mg/kg bw/day 0.12 mg/kgbw/d ay
(AEL short-term )

Maximal i ntake dos e
(mg) 0.25 x8 x1=2[0.25 x10x1= [0.12 x8x 25 =] 0.12 x10x 2.5
AEL x bw x correctio n mg 2.5 mg 2.4 mg = 3 mg

factor oral abso rpti on
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Concentration activein

bead 32 05%= 0.16
one bea 32mgx 05% = 0.16 mg mg x ° Mg

Number of beads of
product that ca n be
consumed before 2/0.16 = 12.5 2.5/0.16 = 15.6 2.4/ 0.16 = 15 3/0.16 =18.8
exceeding the AEL short-
term :

Furtheri nformationan dcon sider atonsonscena riol

No furtherinformatio  n or considerationsare required for this sc enario asestimated
levels of exposur e using precaution aryassum ptionsdem onstrate acceptable margin s of
safetyfor clothianid inand pyriproxyfen

Combinedsce nario s

The productcontai nstwoactive substances,t he combined effect should be considered.

As the exposure scenariosarebo  thbased onreverserefere ncecalcu lations,t hey canno t
be evaluat ed by summing uptheris kindic es(aswouldbeinac cordance with mixtur e
toxicity evaluatio nasincludedinBPR guidan ce).

However, based onthe reverse referenc ecalculation forthe protect ed (glov es, dueto
sensiti sing prop erties of product) professional use rcan be exposureto 12g - 24 g
(pyriproxyfena ndclothianid in,respectively)of prod uctonthe outside ofthe g lov es and
this would need to remain on the s urface until the actives had migra ted through the
pasteandp enetratedthe glove.

As the included phot ograph (Figu re 2.2.6.3 /01) representing 4 g of apaste p roduct
shows quit a lot o f product, it is considered that a professional operator would be
unlik ely to get thisamount of a p aste formulationonthe irgloves during thea pplicatio n
of thegelbai t by dispensing gun.There fore ,itis concluded thatnoadve rse effect sare
expected tothecombinedexposureto bot hactives substances when applying Pesguard®
Gel.

Basedonthereve rser eferencescenario forin fant and toddlers . Consideri ngthe worst -
case outcome of t he assessm ent (for infants), an inf ant can consume 12.5 - 15
(clothianidin  and pyriproxyfen , resp ectively) beads of product before  exceeding the
AELshort -term. Considering theintendeduse, The product isappliedby i nject ing the
baitinto crac ksandcr evices, voids pacesandotherlocationswh ereinsects m ay live,
feed and breed, exposure of the ent ire surfacearea ofthehandis considered unlikely.
Such areas are generally war m/damp and dark (e.g. behind or u nder fu miture or
equipmen t) andn oteasily accessible. Furthermore, intheintende d useisindica ted that
productshouldo nlybeappli edtoa reasinaccessibletochildrenand pets. Considering
the outcome of the calculationsand the intende dus e, noadvers e effectsare expected
after the combine dexposuretob othactivesubstancesforinfants ortoddlers by indirec t
exposure duetouse of  Pesguard® Gel.

Monitoring dat a
Not re quired as estimated le vels of exposure us ing precautio nary assumption s
demonstrat e acceptablem argin of safetyfor clothi anidinandpyri proxyfen .

Dietary exposure

No food, drinking  waterorl ivestockexposure is foreseen as the product should not be
applied to are as where food utensils or food p reparation su rfaces may beco me
contamina tedandshould onlybe appliedto areas inaccessibleto pets.
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The following sentencesare included i ntheinst ructionofuse:
1 Ensurethatan yaltemativefoodsources arerem ovedand concentratet he bait
placements as individual spots at cockr oach activit y sites (only in areas
inaccessibletoc hildrenandpet s).

1 Do not apply directly on or nearfoo d, fee dordrinks, oron surfaces or utensils
ik ely to be in direct contactwith food, feed, drinks and animals . Moreov er, the
following sentencesar e included inther isk mitigationmeasu res:
Considering the se instructions an d risk mitigation measures, dietary expo sure is

foreseent obenegl igible.

Esti matingtransfer of biocida | activesub stances intofood sas a result of
prof essionalan d/orind ustrial application(s)

No f ood or livesto ckex posureisfores een astheproduct should not be appliedto areas
where fo odutensilsorfoo dprepara tion surfaces maybecome contaminated an d should
only beapp liedtoa reasinaccessibleto pets.

Estimating transfer of biocidal active substancesint ofoo dsas aresult of non-
professiona luse

Pesguard ® Gel is not foruseby n  on- professionals.

Exposure associa ted with production, formulation and disposa | of the
biocidal product

Production and formula tion are addressed under other EU leg islation ( e.g. Directive
98/24/EC) and not repeated under Regulation 528/2012 (this principl e was agreed at
Biocides Te chnical Meeting TMI06).

Asthe product is appliedd irectly fromthe containeranddispose dofoncee mpty, th ere
is no cleaning operation  toconsider.

Agg re gated exposure
Not applicable.

2.2.6.3 Risk characterisation for human health

Reference values to beused in Risk Char ac terisation of clothianidin
NO AEL , | Correction for
Reference Study (LOAE L) AF oral absor ption Va lue
Professionaluser
OEL | - | - I - | -
No n- pr of essional user
Pharmacology 0.25 mg/kg
AELshort -term StUdy, mouse 25 mg/kg 100 n.a. bw
90-day dog,
supported by
AELmedium -term | 90-day rat and Zgwrlrdmg;kg 100 n.a. O.bzwr;\ggkg
embryoto Xxicity y y
rab bit
2-yearrat, 9.7 mg/kg 0.1m g/kg
AELiorg -tem sup portedby 2 - bw/ day 100 n.a. bw/day
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gen.r at
* Pharmacology 0. 25 mg/kg
ARID study, m ouse 25 mg/kg 100 n.a. bw
2-yearrat,
ADI* supportedby 2 - 9';\/\/732@ 100 na. O.kZ)LWr;\dgékg
gen.rat y y

! Please explain backgroun  dand reason for assessment factor.
* The ADla nARfD are notrel evant forthisproductriskchar acterisation,asn oproduct residuesare expected

in food orfeed

Referenceva luesto be usedi nRisk Characterisati onofpyri  proxyfen
NOAEL . | Correc tionfor

Reference Study (LOAE L) AF oral ab sormpt ion Value
Profes sionaluser
AELmediumiiong - } 10 mg/kg 0 0.04 mg/kg
term 1-year dog bw/da y 100 40% bw/day

30 mg/k
AELghor -tem 28-day rat bvﬁaf 100 40% 0.12 mg/kg bw
Non - pr ofessional user
AELsecondary } 10 mg/kg 0 0.04mg /kg
exposure 1-yeard og bw/day 100 40% bw/day
AELme dium/long - _ _ _ _ _
term
ARfD - - - - -
ADI - - - - -

! Please e xplainbackgro und and reason forassessme ntfactor.

Risk for industri al users
Not applicab le.

Risk forprof essional users

Therisk assoc iatedwithdi rectuse ofth e produ ct Pesguard ® Gel is consideredto be very
low or even neg ligible. Given the dermal s ensitisation h azard of Pesguard ® Gel
prof essional use rs are r equired t o wear suitable prote ctive glov es when handling the
product.

However , as a precau tionary a pproa ch using a reverse refer ence scenario and
consideringanoperato  rwearinggloves, itwasde monstratedtha ta bead of 3000 mm of
clothianidi n or 1500 mm pyrip roxyfen spread on the glove s could lead to predicted
exposure atthe AEL,whicha Ithough appli cator guns canbe messyt ools, is unlikely fora

trained prof essionaloperator following goodhy giene practice.

If it is considered t hat the p enetration of clothi anidin and pyriproxyf en through
protect ive gloves is 10%, the operat or would need to get about 12 g - 24 g
(pyriproxyfe nandclothianidin , respectively) of productonthe outside of theglov es and
this would need to remain ont he surface u ntilthe actives had migrated through the

paste andpene tratedtheglove.

The follo wing photogra ph represents what 4 g of a paste prod uct looks like (using
toothpaste astherepresentat iveprodu ct).

Figur e2 .2.6.3/01
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Thisappearstobequ itea lotof product anditi s consideredthatap rof essionaloperat or
would be unlikely to gett hisamount of a paste form ulati on on theirgloves d uring the
applicationofthegel  bait.

Risk charac terisatio n fromcomb ine dexposureto sever al active
subst ances orsub stances of concer nwithin a biocidal p rod uct

As the on ly scenario considered to res  ult in exposu re to profess ional users has been
esti mated using areverse referencec alculationnocomb ined expo sure assess mentis
possible. Howe ver, giventhe large MoSpresented forScena rio 1 it is considere dt hat
combinedex posurepresentsa verylowri skwithlarge MoStothea dult.

Risk f ornon - profe ssionalusers

Pesguard ® Gel is notforuseby non - professi onals.

Ris k f orthe general publ ic

Pesguard ® Gel is appli ed by in jectingt hebaitintocracksa nd crevices,void spaces and
other locations wh ere insects m ay live, feed and breed. Such areas are generally
war m/damp anddark (e .g.behindoru nderfu mitu re orequipmen t) The product should
only be appli ed to areas inaccessible to children and pets. Howev er, as an inf ant or
toddler could be expos ed by po king the ir finger tips int o treated areas (i.e. cracks,
crevi ces)followedby o ralintake ,exposu re via hand-to-mouthtr ansfer cannot fully be
exc luded . Therefore ,a reverserefer ence scenario isincludedf oraccidentalexposure.In

a very worst -case exp osure scenario for han d-to-mouth exposure , as an infant (6
monts -1 year old) picks up  a bead of pr oduct, an d the fullamo unt of the pro duct is
orally absorption (i.e. 100% orala bsorption . Considering the low er dermal absorption
values (i.e. 50% for ¢ lothianidin 40% for pyrip roxyfen ), dermal ex posure by dermal
contactorvia hand -to-mouthb ehavio ur, whichconsi stsof 90% der mal exposure and
10% ofthe dermal exposure  considered for oralexposur e,is therefore covered by thi s
scenario forall age groups
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The ris k of inhaling dried residues of clot hianidin or pyri proxyfen is assumed to be
neg ligible considering  the low vapourpressur e of clothianidina nd pyriproxyfen (1.3 x
10'°Pa at 25° C and <1.33 x 10 5 Pa at 22.81°C , respectivel y). The nature of the
productc ompositio n(a dherent gel)anditshi ghly moist ure content alsocontributet o
main tain the produc tpliableandnot drying outtoo quic kly .

Therisk ofani nfantand a toddler is assessedusingareversereference appr oach, to
assess how may beads of pr oduct could be orally exposed to bef ore exceedin gthe

AELshort -term.

Systemic effects
Systemic AEL
Task / . . Acceptable
Scenario Tier NOA EL ma/kg Margin of Safety esiie)
mg/ kg bw/d bw/d

Clothianidin

Number of beads of pro duct
Scenario 2 L 9.7 0.1 that ca n be Yes
(I nfant) consumed before exc eeding the

AEL short-term : 12.5

Number of beads of produ ct
Scenario 2 that can be

1 9.7 0.1 . Yes

(toddler) consumed before exceedingthe

AEL short-term : 15.6
Pyriproxyfen

Numbe r of beads of product
Scenario 2 1 10 0.04 that can be Yes
(Infa nt) consumed before exceeding the

AEL short-term : 15

Number of beadsof p roduct
Scenario 2 1 10 0.04 that can be Yes
(toddle 1) consumed before exceedingthe

AEL short-term : 18.8

Local Effects
The pr oduct is classified as
Therefo re,risk character

isation forlocal effects is

presentedin thetable bel
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Locad effects
Haz ard Exposure Risk
. Additional . Frequency .
Hazard SEEE relevant Who is ESlEs, POEEL and duration PEEIE | Relev antRMM Conclusion  on
te rmsof PT uses, exposure . degree of .
Category hazard exposed? of potential & PPE risk
C&L . . proce sses route exp osu re
informa tion expo sure
Prim ary expos ure
Allmeasurest o
elimina te
exposureas much
as possible, such
When applying as:
th e product Personal
Frequenc y:1 pr otecti ve
time everyl -2 )
week equi pment :
Duration: few Gloves
m inutes ,
Recomm end ed The fol lowing P -
application sta tements are
rate (number ) ) Acceptable:
of 4 mm Exposure included in the
Applying . below or . o
H317 - Ski Profe ssional and diameter s F;ZB similar to | 22° Negligible exposure
High [ -=Kin - 18 rotessiona ins pecting Skin (app oxima tely brief P280: Wear
sensitisation user ; 0.0 32g ofbait) .
(visually) erm2) is contact prot ective P-stateme nts
the baits dp it with RMM | relat edto H317 on
ependenton and PPE. gloves the label
infesta tion P302+P352 IF
level:1 -2
spots per m2 ONSKIN :Was h
for light,3 -6 with plenty of
spots pe_rm2 water/...
formedium
and 6 -10 spofs P333+313: If
perm?2 for skinirritaton  or
. heavy rash 0 ccurs:
infestat ion . .
Get med ical
advice/attention
Packaging

minimis ingri sk
for exposure :
syringe with
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plunger
Secondar y exp osure
Allmeasu res to
eliminate
exposure as much
as po ssible, such
as:
Exposure | |apelling,
below or instruct ions for
— use:
Slm_”a rio * Do not apply bait
an infant to areaswhere
ortoddler food utensils or
exposed by food pr eparation Acceptable:
] surfaces may
poking becom e o
Touching their conta minated. Negligible exposur e
treat ed fingertips * Care should pe
surfacesorvia | - Laek[?onstit?na\é gf:;j Labeling ,
. H317 - Skin General . hand -to- ) ”
High sensitisation 18 public NA Skin mouthtransf er | treated onto exposed instru ctionsfo r
(in fantor areas(i.e . surftactes. Ifgel use:
toddler contacts an . D
) cra cks, exposed surfa ce, . Baltsh(.)ul d be
crevices) re move ge land inaccessible or
followed by wa sh expose d removed from
i surf aces. expose d surface s
oral intake * Do n ot place
throu gh treatmentsin
hand -t locations where
and -to- ro utine cle ansing
mo uth oper ations may
trans fer transferdil uted

baitto food or
food preparation
surfaces.

* Do nottreat food
pre paration

surfa ces.
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Conclu sion

The AEL is neithe rrea chedno r exc eeded by the estimatedexposures .Thelocalr iskis
considered accep table in the view of  negligible exposur e. Pesguard ® Gel applic ation
demonst rate s accept able margins of safety (MoS).

Risk forc onsumers viaresidue s infood
No food, dri nking water or livestockexposure is foreseenas theproducts hould not be

applied to areas where food utensils or food prep aratio n surfa ces may become
contamin at edandsho uldonly be applied to areas inaccessible to pets.
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Risk cha racterisation from comb ined exposur e to several active
substances or sub stances of co ncernwit hin a biocidal product

The product contains twoact ive su bstance s, thec ombinede ffect shouldbeco nsidered.
Asthe exposure scenarios are b othbased onreverse referencecalculations ,the ycannot
be evaluation by summing up the ris k indices (as would be inaccordance to mixture
toxicity evaluationasincl  udedinBPR g uidance) .

Howeve r, bas ed onthere verse referencecalculationforthe prote cted (glo ves, due to
sensitising properties of product) professional user can be exposure to 12g - 24 ¢
(pyrip roxyfenandcl othi anidin, respectively)of productonth e outsideof theglov es and
this wou ld need t o re main on the surface until the actives ha d migrate d throught he
paste and penetrated  the glove.

As the included photograph (Figu re 2.2.6.3/01 ) represe nting 4 g of a paste product
shows , and consideringthat ~ theproduct is applied by dispensin g gunand while wearing
gloves, itis concluded that noadvers eeffectsa reexpectedtothecomb ined exposur eto
bothactivessubstanceswhen applying Pesguard ® Gel.

Basedont her everse referencescenarioforinfant a nd toddlers. Consideri ngthe wo rst -
case outco me of the assessment (for infants), an inf ant can consume 12.5 - 15
(clothianidin  and pyriproxyfen , respectively) beads of product be fore exceedin g the
AELshort -term. The product isappl ied byi nject ingthebaitin tocracksandcrevices |, void
spac es and ot her locations wh ere insects may live, feed and breed, exposure of the

entire surface area  of the ha nd is considered unlikely. Such ar eas are gener ally
warm/d amp and dark (e.g. behind or u nder fu mitu re or equipmen t) and not easily

accessible. Furthermore, intheintende d useisindicatedthat productshouldo nly be
applied to areas inaccessible to child ren and pets. Considering the outc ome of the

calculation sandtheinte ndedus e,noadver seeffectsaree xpecteda fterthe co mbined
exposureto both active substan cesforinfan tsortoddlersbyindirect exposure due to

use of Pesguard © Gel.

2.2.7 Risk assessmen t for anim al health

No food orlivestockexposureis  foreseenas theprodu ctisnotinte nded to beappli edto
are aswherefo odutensi Isorfood pre parationsurfac esmaybecome contaminated and
should only be appliedto areasinaccess ible to pets.

2.2.8 Risk ass essme nt fo r the en vironment

Pesguard ® Gel (containin g 0.5% w/w ¢ lothianidi n and 0.5% w/w  pyriproxyfen) i s a
readytousegel product fortheco ntro | of cockroache s. Spotsof gelbaitare injected
into cracks and crevices where the i nsects may live. Each spot consists of
approximately 0.032 g bait and 1 -2 spots per m 2 are appli ed for mainten ance
treatments uptoamaximum of6 -10spots perm ? forhe avy infestation s.

Both clot hianidin and pyriproxyfen have been assessed under the EU Review
programme and de tails oft he evaluationsareincludedintherespect ive Assessme nt
Reports 2. Anewst udy (_) wassu bmittedi nwhichtheb iodegradation

1 Assessment Repo rt — Clothi anidin, ProductTy pel 8(Insecticides, Acaricidesan  d
Productstocontrolot  her Arth ropods),June 2014
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of [*C]- pyripr oxyfen under aerobic conditions in activated sludge was de termined

according to OEC D 314B. This study is not included in the Assessme nt Report of

pyriproxy fen(2012). Thestudyisconsi deredreliableand theresult sof the study are
usedin th e exposureas sessment performed forPes guard Gel.

No othernewdata are submitted overand above thoseevalua tedund erthe EUreviews
fortheacti vesubstance s.

Theuse s evaluatedin the Assessment Reportsdiffertoth  ose proposed for Pesgua rd ®
Gel. Althou ghbothcloth ianidin and pyriproxyfenwere evaluated as PT 18 , useinan imal
houses was considere d; therefore, a new environmental risk assessment has been
performed for the proposed use.

2 Assessment Report — Pyriproxyfen, Producttype 18 (Insectici des, a caricidesand
productst o control othera rthropods),21 Septembe  r2012
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2.2.8.1 Effectsa ssessmentonthe environ ment

Inf ormat ionr elating tothe ecotoxicity o fthe biocidal productwhich is
sufficient to e nable adec ision to be madeconcerni ng the classi ficatio n

of the productis required

The PNECs ag reedforc lothianidinan dpyriproxyfenu ndertheirEUre viewsand det ailed
in their respec tiveAss essmentRepor tsarepresentedinTable2.2.8.1 -1. No furthe r
ecotoxico logydataare submitted.

Table2.2.8. 1-1:Ag reedPNECs for clothianidinan dpyriproxyf  en
PNEC Clo thianidin Pyriproxyfen
(fromAR, 2014 ) (fro m AR, 20 12)
PNECstp 100 mg a.s ./L 10mg a.s./L
PNECaquatic, freshwater 0.08 ug a.s./L 3nga.s./L

(continuous exposure)

PNECsediment, fr eshwater

0.34 g a.s./kgwwt

1.4 pg a.s./kgwwt

PNEC{erres trial

1.8 pg a.s./kgwwt

l.lpga.s./kg wwt

PNECoraI, b irds

*

19 mg a.s./kg diet

PNECoraI, mamm als

6.7 mg a.s./kgdiet

PNECsee 14. 6 pg a. s. *kK

nectar/p ollen**

*The log Kowof clothianid inislow (<1)w thlowestimated BCFsin fish
L/kg). Theriskof  bioaccumulation
assessmentwas not performed

(0.78 L/kg) andearthworms (0.9
was ther efore assessed aslowin the Asses smentReport anda quantitative
. The change in use pattern does not a Ite rthis conclusion.

** Clothianidinhasshown  to be highl ytoxicto Bees both by oral and contact exposure.The4 8-hourL D50 for
oraltoxicit y was 0 g/B&3CGurren tly, thereisnoassess mentconceptavailableh  owto derive a PNEC for
Bees. As clothianidinis a systemic insecticide, it is taken up from soil by plants and e xposure to Beesvia
nectarandpollenis  possible. Therefore,as afirststep,the effectvalue hastoberecalculated intoa
concentrationin  pollen/nectar. The data from the oral exposure test can be transformed to mg a.s./kg

nectar/pollen using the information givenin the publication included in . There, itis state dthatadoseof0 .016
Mg a Beeiséquivalentto6l 5 pg a.s./ kg sucrose solution. From this
0.0038 pBeea.wsa.s/ equi valent to 146 pg a.s./ kg sucrose = 14

As a firstapproach, an assessme ntfactorof 10is  appliedto derive the PNEC  gee, resu Itingin a PNEC ge. 0f14.6
pg a.s./ kg nectar/ poll en.

*** Exposure of  Bees and other beneficial arthropods is considered insignificant. Therefore, a

PNECadd,terrestrial was not calculated in the Assessme nt Report of pyrip  roxyfen.

i
q

A number of metabolites w ere considered relevant in both the soil and aquatic
metabolism studies with clothianidin and pyriproxyfen. Forclothianidinthe metabolites

MNG and TZNG were detected in soil metabolism studies at res pective maxima of
10.7% and 9.1% AR and the metabolite TMG was detected in sediment in the
sediment/water study ata maximum of 22.9% AR.

No risk characterisationis performed for the metabolites of clothianidin as their

ecotoxicitywas foundto be farb elowthe effectva lue of the parent (please referto
Table2.2.8.1 -2forthe PNECs of the metabolites).
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For pyriproxyfen the metabolites 4 - OH- Pyr (water 4.8% AR, sediment 14.8% AR),
PYPAC (water 23.6% AR, sediment 7.6% AR) and DPH - Pyr(water11.8%AR, sedi ment
4.3% AR) were detectedinthe sediment/waterstud y. The metabolites4 - OH-Pyrand

PYPAC were also detected in the soil metabolism study at respective maxima of 6.3%
AR and 8.6% AR.

Therelevant eco toxico logical metabolites of pyriproxyfenin waterare 4 - OH- Pyr,PYPAC
and DPH - Pyr.

4 2 OH- Pyriproxyfe n was the only ma jor (>10%) metabolite in sediment. No toxicity
dataforthis metabolite are available, fortherisk it is assumed that 4 - OH-Pyriproxyfe n
hasthe same charact eristic sasthe parent.Fortha tmatteracombineda ssessment
was performed using a combined degra dation rate in the STP resulting in combined
PECs for the receiving compartments . Inlaboratory incubated soil, the maximum level

of the main degradation product PYPAC inany of the investigated soils exceeded 5%

AR at two consecutive time points in soil

The PNECs for the metabolites of clothianidin and pyriproxyfen are given in Table
2.2.8.1 -2.

Tabl €2.2.8.1 -2:PNECs for the metabolitesofclothianidin and pyriproxyfen
PNEC Metabolites of Clothianidin
(fro mAR, 2014 )
MNG (soil) TZNG (soil) TMG (sedi ment)
PNECireshwater 0.100 mg/L* 0.057 mg/L* 0.05 mg/L*
PNECsediment 0.124 mg/kg 0.387mg/k g 0.34ugkg wwt f
Wwi** Wwi**
PNECerestrial 0.0042 mg 0.0083 mg 1.8 l.lg/kg wwt *F
a.s./kgwwt * a.s./kgwwt *
PNEC Metabol ites of Pyriproxyfen
(from AR, 2012 )
4- OH - Pyr *** PYPAC DPH - Pyr
F)NECaquati(:Y freshwater 027 “’g/L 30 ug/L 5 1 ”g/L
PNECscdiment, freshwat  er 0.015 m/kg wwt ) -
PNECierrestrial ) 14.5 ug/kg wwt 114 p.g/k g wwt
*PNECs not calculated in AR, socalcul  ated using AF of 1000 and acute endpoints in A R for acute

studies with fish, Daphnia and algae for each metabolite

** PNECsin sediment and terrestrial not detailed in the AR. PNECs hav e therefore beenc alculated
using the equilibrium part itioning method and assuming Koc-values for MNG of 21 mL/g , TZNG of
276 mL/g , PYPAC of20 .7 mL/g and DPH -Pyrof 1110 ml/g.

***  These PNECswere notused. For the risk ass essment pyriprox yfenand4 -OH-Pyr was
combined

FfPNEC not gi Cekironoinus ehdpoint isfromas pikedwater study and no Koc for TMG is
availa ble. Therefore worst -case assumpt ion of equivalent toxicity to the p arentwas made.

*PNEC not givenin AR. Calculated based on data summarised in CAR using AF of 50 (2 long -term
end -points, earthw orms and soi Imicro -organisms)

** In AR PNEC for clothianid in is consider ed to apply
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Endocri ned isruption (ED) activity of non - active substances (ENV)

The toxicological endocrine disruption assessment with respect to human health is
presentedinthe EDsection of human toxicology. This sectiondesc ribesthe EDscreeni ng
for environmentally related iss ues (seebelow).

As also discussed in Section 2.2.6.1 (Endocrine disruption activity of non - active
substances) ED criteria bec ame applicable by 7 June 2018 for biocides
(https//imww.ct  gb.nl/onderwerpen/hormoon -verstoorders ). Theproduct Pesguard ©® Gel
contains the active substances clothianidin and pyriproxyfen, a s well as va rious co -
formulants. For the activesubstances  clothianidinan dpyriproxy fen no ED assessment is
required becauseforactivesu bstanceswhich havebeen approved, the EU assessment
should be followed. The Assessment Report s for clothianidin (201 4) and pyrip roxyfen
(2012 ) both state that these active su bstances would n ot be consi dered a s having
endocrine disrupting properties.

There are indication sofendocrine disruption  for two co-formulant s (seeSection?2.2.6.1)
For these co-formulant s CANL concludes to await the discussionsat EU level. See the
confide ntialanne x for more specifi cinformation.

Secondary ecological effect e.g. when a large proportion of a spec ific
habitat type is treated (ADS)

Not relevant.

Foreseeable routes of entry int o the enviro nmentont he basis of the use
envisaged

The p roductisintend ed foruse indoors the reforethere willbe no direct exposure of the
environment. However, accordin g tothe ESDforPT18there could be exposure of the
STPviawaste -waterafte rwet washingof thetreat edareaandsubsequentexposureof
surfacewaterand agric ultur alland afte rspreading of sewagesludge.

Further studies on fate and behaviour in the env ironment(ADS)

Summary table on further studies on fate and behaviourin the en vironment
Method, Comp artment | Durat ion | Temp concent ra- | Half - Re- Re-
Guideline, [°C] tion life, marks |ference
GLP status, DT, [d]

Reliability
OECD Activated 28days [22+2 °C|0.01 mg/L 0.0529 [See IUCLID
Method Sludge in the solution of days in |below [10.2
314B, GLP, dark [py ridyl - biotic
reliability 1 2,6 -14C] sludge
pyr iproxyfen | 149

daysin

abiotic

sludg e
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Conclusion usedinRisk Assessment 1 Further studies on fate and behaviourin

the environment

Value/conclusion

[pyridyl - 2,6 -'*C]Pyriproxyfeninthe bioti ¢ sludge sys temunderwent
primary biodegradationto tentr ansformationprodu ctsandapolar
region and underwent significant ultimate biodegradation

(conversionto *CO,)by63.1% AR overthecourseofthe28  -day
study. The overallmaterial balance average d95.0%AR i nthe
biotic and 111.9% AR in the abiotic solu tion.No significa nt
degradation occurredinthe abiotic sludge. The calulatedhalf - life
ofthe parent [pyridyl - 2,6-*C]pyri proxyfenwas determinedto be
approximately 0.0529 days in the biotic slu dgeand 149 daysinthe
abiotic sludge.

Justificationfor the
value/conclus ion

The biodegra dationof [pyridyl - 2,6 -'*C]pyriproxyfen was studied at

a concentration of approximately 0.01 mg/L a nd a temperature of

22 + 2°C for 28 days in activated sludge. Act ivated sludg e samples
were analyzed at time zero, and 0.16 7 (4hours), 1,2, 3,7,14,21
and 28 days afterdosingto determine primary and ultimate
biodegradation.

At each sampling interval, the aqueoussludge samples were

extracted and analyzed by liquid scintillati oncounting (LSC) and

high performance liquid chromatography wit  hradiochemical

dete ction (HPLC/RAM) to evaluate primary degradation. Analysis of

14CO0O2 trapping solutions was made to evaluate ultimate
biodegradation. Dissolved organic carbon (D OC) measurem ents
were also made to evaluate ultimate biode gradation of the

referencesubstan ce.

[pyridyl - 2,6 -*C]Pyriproxyfen underwent both primary and ultimate
biodegradation overthe courseof the 28 - day study. Mass balance
of the biotic sludge system rangedfrom 88.5t0100.9% ofthe
applied radioactivity (% AR). Massbalance oftheabiotic sludge
systemranged from104.3t0 116.6% AR.

Ultimate biodegradation (conversionto CO2) occurred at 63.1 and
1.1% AR in the biotic and abiotic activated sludge testsoluti ons,
respectively.

Three regions of radioacti  vityandapolarr egion wereobser ved in
the HPLC analyses of the biotic sludge in addition to the parent
peak and are summarized in the table below. No single peak>10%

AR wasmeasuredintheregio nmarkedas ‘ ot her s’ . pddlb
was greaterthan8%A R in the polarreg ion of therepre sentative
samples (Day 1 and 14) by the HPLC analysis using a Hydro -RP

column for the separation of small polar molecules.
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Sample & Degradation in the Biotic Sludze Solution (% of AR)
Day Pyriproxyfen Polars FYPAC DFH-Fyr 4OH-Fyr Others*
0 a7 WD ND D KD ND
0167 104 B 3 59 e 318
1 13 19.6 43 g1 47 363
3 ND 18.7 ND 43 34 %]
7 13 320 XD ND 11 111
14 ND 333 XD D KD 18
11 ND 158 13 D 1% 7
8 ND 4 ND ND KD 173
* Mo single peak =10% AF. was measured in the razion desiemated ‘others™
WD =Hot Detected or <0.1 3% AR
Sample & Degradation in the Abjotic Sludge Solution (% of AR)
Day Pyriprozyfen Polars PAPAC DFH-Pwr {-0H-Fyr (ithers
0 1163 KD KD ND KD D
0147 116.6 ND KD ND ND ND
1 114 ND KD ND ND ND
3 1125 KD ND ND ND ND
7 112 ND ND WD WD WD
14 106 36 KD ND KD 17
1 103.4 KD XD ND ND 12
bi} 103 KD XD ND KD D

ND =Hot Detected ar <01 % AR

No major regions of radioactivity wer eobservedi nthe HPLC
analyses of the abiotic sludge ina dditiontothe par ent peak. The
DT50 and DT 90 values were calculated with the non -linearkinetic
software, CAKE using the SFO model. The overall primary
biodegradationhalf  -life after 28 daysin the biotic slud ge was
calculatedto be 0.0529 days. The elimi nationrateconsta nt, ke,
was 13.1 days-1.

The DT 90 value for the biotic systemwas 0.176 days. No significant
degradation occurred in the abiotic sludge. The half - life after28
daysinthe abiotic  sludgewas calculatedtobe 149 days. The
elimnation rat e constant,ke,wa s0.00467days -1.TheDT90value
for the abiotic systemwas determined to be 494 days. T he kinetic

values are presented below:

) DT DTy Rate Constant 1 1
Test Matrix (Daxs) Dave) (k. dar ) i r
Biotic Activated Sludee 0.0529 0.176 13.1 6.14 0.9992
Abiotic (sterile) Sludze 149 494 0.00467 0.947 0.9361
The DOC depletionin the ethylene glycolreference controlwas

97.6% by Day 1, t hus e x detieeoftlietegt t he
(reaching 70% or  gre ater DOC depletion within 14 days). T his rapid
degradation of the reference substance confirmed the presence o f
an acceptable microbial community and confirmed systeminteg rity.
The eCA has the following comments:

The sludge biodegradab ilitytest with '*C labelled pyriprox yfenwas
conducted accordingtothe OECD314B  guideline “ Bi odegr ad
activat ed Theresdlitgaereliable andshow veryfast

degra dationofth etestitem

Some minor remarks on the study and report
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- Thec oncentration of sludge was 3000 mg/ L (24 g ofdry
weight sol idequivalents in 8L) withinthe limts of 2500 -
4000 mg/L subscribed in OECD 314B guidance.

- Moremeasurem entsthefirstda yanddire ctaft er additionof
thetestsubstanc e are recommended forrapid degrading
compounds .

- One metabolite,4 ’- OH-Pyr, is above the 10% Good
recoverieswere obtained, averag € 95.0 %AR and111.9 %
AR forthe biotic and abiotic test.

Degradationrateco nstantwas deter mined with software CAKE and
the DT50of 0.0529 day was obtained via SFO fit forthe biotic test.

Very fast degradation was best fitted with an SFOfit.

A combine d degradationrate andDT50 forpyri proxyfenand4 - OH-
Pyr was derive dandsetat 0.107/h at20°C (DT s is 0.27 d)

Leaching beha  viour (ADS)
Leachingtestsare not relevanttoth e proposeduse underPT18.
Testing for distribution and dissipation in soil (ADS)

No furtherdataond istributionand dissipa tioni n soil are submitted.

Testing f ordi stributona  nd dissipation in water an d sediment (AD S)
No furtherdata on distributio n and dissipati onin waterand sediment are submitted.
Testing fordis  tribution and dissipation in air ( ADS)

No furtherdata ondis tribution and dissipation inair are submitted.

If the biocidal product is to be sprayed near to surface waters then an
ov erspr ay st udy m ay berequired to assess risks to aquatic organismsor
p lants under field conditions (ADS)

Not relevant.

If th e bioc idal product is to be spra yed ou tside or if poten tial for large
scale for mation of dusti s given, then data on overspray be havio urma y
be required to assess risks to bees and non - target arthropo ds under

field conditions (ADS)

The productisnotinte  ndedt obe sprayedoutsideanda large scaleformation of dust
will not occur. Clothianidin is, however, a neonicotinoid and ther efore pote ntial
exposure of Bees hasbeenconsidered viathesoilroute . Emission to soil is included
due to STP -sludge applica tion.

As clothianidinis a syste  mic in secticide,itis takenupfromsoilby pl antsandexposur e
to Bees via nectar and pollen is possible, as stated in the Assessment Report for
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Clothianidin 3. There is currently no harmonized scenar io available and theref oret he
assessmenthasbeenbase dona comparisonoft he PNECgee and the highe st PECsi. As
a worst -caseapproach,itwasassu medt hatt he concentrationinnectar and pollen is
equivalenttothecon centrationinsoil, i.e.a 100% u ptake of clothianidinf  roms oil by
plantsanda 100% tr  ansfer in nectarandp ollen occurs.

2.2.8.2 Exposure assessment

Gene ralinformation

Assessed PT PT 18

Assessed scenarios Crackand crevice treatment — heavy infestation (wor  st-case)

OECD emissi on scenariodocument (E ~ SD)f orinsecticides,
acaricides andp rodu ctstocontr ol otherarthropodsfor
householdand pr ofessionaluses, 17 July 2008

=510 ) Uizt Technical Agre ement sforBiocides. European Chemicals
Agency,Reportno. ECH A-17-R-19-EN, Helsinki, Finland,
August 2017.
Expos ure calculated usingthewo  rst -case a ssumptionf or
Approach heavy infestation,i.e . 10spotsperm 2, eachspotcomprising
of approxi mately0.0 32 g bait.
Distributionin the Calculated base donGuidanceforBPRIV/B (2017)an d
environment SimpleTreat 4.0with 3.1 setting
None performedas PEC  porewater Calculated using the
Groundwatersimulat  ion equilib rium partitionin g method and guidance fromAHEE
2019 metabolitesingro  undwater are <0.1 pg/L
Confidenti alAn nexes No

Production:No

) Formu lation No
Life cycle steps assessed
Use:Yes

Service life: No

Remarks None

3 AssessmentR eport — Clothianid in, ProductType 18 (Insecticides, Acaricidesand
Products to cont rolother Arthropods), Octob er 2014
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Emission estimation
Worst - case assessment forcrackand crevicetr eatment (heavy infestation )
Input paramet er s for calculating the local emis sion
Inpu t Value | Unit Remarks
Scenario: Heavy infest  ation
Application rate of er
Ipp' 0.032 ap S
bioci dal pr oduct spot
Concentration of
active substance 0.5 % wiw S
in the product
D
The defaultforhouse s is 1. Th e def ault forlarge buildingsis 3.
Forthe la tter, avalueof lwasusedint hisas sessment,
althoughthis should be 3. One could argue that the 10 spots per
Number of m? already suggestsaworst -casevalu eandthatanad ditional3
applications per 1 d-l applicationsis overly  cons ervati ve, b ut since the 3 application
day per buil ding perday perbu ildin gis EU agreed, thisvalue  should be used.
An increase from 1 to 3 would resultsin a 50% increase ofthe
ove rall emiss ionforthisproduct (hous es+large build ings). This
increase isnotexpect edto changeth e outcome of this
assessment (seefinalR Qtable).
Number of gel
. g 10 Spots/m? | S
points per me ter
Fraction emitted 0 - D
to air
Fraction emitted 0 - D
to applic ator
Fraction emitted 1 - D
to trea ted surface
Area treated with 2 m?2 D
product (hous e) Targe ted spot application
Area treated with 9.3 m?2 D*
produc t (larger Crackandcrev ice/spot
building)
Cleaning efficiency 0.03 - D
(Fce)

S= set; D =default

;*Based on ECHA WG-I1I-2018 Item 7.

3e: Generictreat ment areas assigned to

each specif ic pest (f ollow up of WG -1-2018)
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Calculationsforthew  orst -caseassessmentforcracka ndcre vice treatm ent (heavy

infestation)

Based on the above assumptions the calcu lated re lease to wastewater for ea ch
householdis 0. 096 mg/d and for each large buildi ng is 0.44 6mg/ d.

According to the ESD each STP catchmen t con sists of 10,000 individuals each
producing 2 00 litres of wastewater per day in 4000 households and 300 larger

buildin gs.

Asaworst -caseitw as assumedthat3t o 11 applicationsperyearwould b e mad e and
thus a simultaneity factor of 0.815%was used toa ccountforsimultaneousdai  lyuse .
Takingt hese assumptions into accountresultsin the following daily emis sion of
wastewatertothe STP.

Res ulting local emi ssionto relevantenvironmental co m part ments

Local emission (Elocal compartmen  t)
[k g/d] (eachactive)

Com partment Remarks

STP 4.22E -06 -

Fate and dist  ribution in exposed environmental com partments

Ide ntification of releva nt receiving compartments bas ed onthe exposu re
pathway
Fresh - | Freshwater | Sea- | Seawater . . Ground -
. . STP| Air Soil Other
water | sediment water | sediment water
Crackan d
crevice Yes* |Yes* No No Yes |[No |Yes* |Yes* No
heavy
infestati on

*indirecte xposure
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Clothianid in - Input parameters for cal culating the fat e and distribution i n the
environme nt
Input Val ue Unit Remarks
Molecular weig ht 249.7 g/mol
Melting point 176 .8 °C
Vapourpressu re (at 20°C) 3.8E-11 Pa
Wat ersolubility (a t 20°Cand pH 4) 304 mg/L
Log Oct anol /wate rpar tition
coefficient (pH7) 0.905 Log 10
Organic carbon/wat  erpar tition 160 L/kg
coefficient (Koc) (arithmetic)
Biodegradability Not Readil y biodegradable Allinputst aken
d (wors t-case
DT so for biodegradationi ff twhol from the
tso ordlo e%r_a atlonlns urf ace 1453 a wt o STso t Assessmentreport

waterandse dimen ?z’fc‘)*m a1 for clothianidin

— October2014
DT so for hydrolys isin surface water stable - (October )
DTso forphotolysisinsurffacew  ater | 23.4 g é?,il)lat'tUde

429.8 d (geomean
DT so fordegradati oninsoil field DT50 at
12°C)

DT s fordegrada tioninair (24 - 2.8 hr

hour s- mean - daycon centr ation of
5x10° OHradicalcm %)

Pyriproxyfen - Input parame tersf orcalculating the fate a nd distribution in the
environment
Input Value Unit Remarks
Molecul arweight 321.37 g/mol
Melting point 48-50 °C
Boiling point 318 °C
Vapo urpre ssure (at 22.81°C) 1.33E -5 Pa
Watersolubility (at 20°C and pH 7) 0.101 mg /L
Log Octanol/wat erpartition
coefficient( pH7) 4.86 Log 10
Organic carbon/water  partition
coeffici ent( Koc) 21175 L/kg (mean) All inp uts taken
Biodegr adabi lity Not Readily biodegrada ble fromt he
DT s for biodegradation insurface 123 d (geomean at Assessmentreport
water ' 12°C) for pyriproxy fen
Septe mber 2012
DTso forbiodegradationin  sediment | 34.2 géggfmea” a t | (Sep )
DT s forh ydrolysisin surfface  water | Stable -
DTso for ph otolysisinsurface water 5 d
. . 14.8 d (geomeanat
DTso for degradationinsoi | 12°C)
DT 5o for degradationinair 24 - 0.307 d

hours - mean - dayconcent ration of
5x10 °> OHradicalcm 3
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Rate constantforbiodeg

radationin

Inputsta kenf rom

sTP oM I
(OECD 314B stud y)
Metabolites of Pyriproxyfen - In put parameters for calculating the fate and

distribution in the environment

Input Value Unit Remarks
4 &OH - DPH -
Pyr # Pyr PYPAC
Molecularweight 337.4 245.3 167.2 g/mol
Vapourpressure (at 105E-7 | 1.77E-4 | 7.77E-2 | Pa
25°C)
Water Solubility  (at
. 1.4 - 65000 /L .
25°C) M All inputs
Henr y ' scohseanw (at 3 ., | taken from
- - 20E-4 | Pam® mol
25°C) the
Organic carbon/water L/k Assessment
partitioncoe fficie nt 2598 9620 * 20.7 (rr‘gan) report for
(Koc) pyriproxyfen
DTso for biodegr adati on 59 . d 51 d (geomean | (September
in surfacewater *® : T at 12°C) 2012)
DT so for biodegradation d (geomean
in sediment 24.9 n.d. 255 at 20°C)
iaT;;iflgf biodegradation 65.4 n.d. 129 | d(at12°C)

# For compar ison purposes

Obtained from Document |IB of
?  No experimentally determined
$  Obtained from Document l1A of

only

Me t abolites in STP and subsequent

AsdiscussedinSection2.2.8.1

study on biodegrada
conducted.

In the stud vy, thr ee metaboliteswere found
ia 4- OH-pyriprox yfenintoDPH -PYRand eventually
(4 - OH-Pyr) havethesa me fate
f the parenta nd the

transformation goesv
Considering that
and toxicological proper
metabolite .

further studies

. 4’-OH-Pyr was com bined with
the CAR.
value is available .Value of the parent usedin the CAR.
the C AR.

aquatic enviro

pyriproxyfenand hydroxypyriproxyfen
ties, the half -life was derivedforthe sumo

nm ent
onfateand behaviou
tionin activated sludge of the active substance

the p arent in the risk assessment.

r,an OECD 314B

pyri pro xyf en was

: 4- OH-Pyr, DPH- Pyr and PYPAC. The
into PYPAC.

Combined Pyriproxyfen and4 -OH-Pyr - Inputparameter for calculating the fate
anddistri butionin the environment
Value Unit Remarks
. o Inputsta kenf rom
Rate constantforbiodeg radationin 0.107 h-1 (20°C) _

STP

(OECD 3 14B s tudy)
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Calculated fate and distributioninthe S TP
Percentage [%]
Combi ned
Compartment Clo thianidin Pyr iproxyfen Remarks
and4 -OH-PYR’

Air 3.86E-11 0.05 (0.004) Calculated with
Water 98.0 21.98 (2.65) Simple Treat
Sludge 1.96 64.24 (51.10)

Degradedi n STP 0 13.72 (46.28)

" Breakdown in the STP is calculated using Simple Treat 4.0 with 3.1 settings usingthe inputd ata, half -life

value, temperature.  Valu es between brackets is th e resulting distribution based o n th e OECD 314B test.

Thefir st metabol ite of concernis consequently DPH - Pyr.

Forthe calculationofthe metabolite PECsins urface water,iti s assumedthatthe entire
fractionof pyriproxyfen thatis degradedinthe STP (13.7 2%)resultsinthefor  mationof
DPH- Pyr,i.e.:

Mass_ _,
Elocal, ... -, = Elocal . . o.... . %F, . ® f, % e
water THP water_ Parent ETP degraded fz_;l Mﬂssmp:mwmpm

Symbo | Descript ion Unit

Elocal water tp localemissionrate oftr  ansformation product [kgd 1]

Elocal water parent  l0Cal emission rate of parent substance [kgd 1]

FstP, de graded fractionof parent  substance degradedin STP [-]

f, formatio.n fra.ction oftran sformation prod uct set -]

to 1 as first tierworst case.

Mass motartp molecular mass of transform  ation product [g mol %]

Mass molararent Molecular mass of parent subs tance [g mol %]
Since no information is available on the distrib utionbetweenwater,s edimentan d
sludge, it is assumed that all mass goesto wate r(effluentSTP). The amount of
metabo |l it e was derived fr om(4t2d eg/db)accerdingtos r el eas e

aforementioned equation.

The metabolitec oncentrations inth eefflue nt(PEC srp) were calc ulatedby apply inga
volume of 2000 m3/d. The PECforsurfac e waterwas derived by applying the di lution
factorof tenand corrected for sorption onto suspended matter. DPH- Pyr and PYPAC
were consideredintherisk assessment. No sediment PECs are calc  ulat ed,becaus eboth
PECs and PNECs for the metabolite s are based on equilibrium partition ing, whichw ould
resultin simlar PEC/PNECr atios forthe waterand sediment comp artment.

Thestudyondeg radationinsoil (Section  2.2.8. 1)indicatesthatthe metaboli tes4’- OH-
Pyr, DPH - Pyr,and PYPA C are formedin soil.  Forthecalcul ationofthe PEC values ofthe

metabolites insoil, it is assume d that theapplied STP sludge only ¢ ontains the parent
pyripro xyfen andno metabolites . Inaddi tion,the metabolitesareles shydropho bicth an
the parent and thereforeare less likely to settle inthe slu dge.Hence,theme tabolite
formationin soil is consideredto be more important thanthe metabolite formationin t he

STP sludge formetabolite leve  Isinsoi |.

Forthe cal culationo fthe PECvalues of the metabolitesin soil, AHEE 2019 guidance was
implemented usingth e concentrationin sludge  of the paren t asstartingpoint  multiplied
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withthe molar weight ratio and formationfraction .Asawor st-caseapproachformation
fractio nis setat 1.

Concentrationsingroundw  aterhave been calculated inaccorda nce withthegui dance
and the parameters used are statedelsewhere inthe PAR.

Calcul ated PEC values

Sew agetr eatmentplant (STP)

PECsTP
[mg/L]
Clothianidin 2.07E -06
Pyriproxy fen including 4-OH-PYR 4.64E-07
Aqua tic comp artment
PE Cw ater PECsed
[mg/L] [mg/kg wwt]
Clothiani din 2.07E-07 8.81E -07
Pyriproxyfen including 40H-PYR 4.50E-08 2.07 E-05

Terrestr ial compartment

PEC. after 10sludge ap plicationsisbase donthed egradationrateofc loth ianidi nin s oil
(DT 50=42 9.8d) an dth eleachingrateo n agricultu ralsoils (k=0.00048), whic hlea dsto an
accumulation factor (Facc) of 0.47. PEC s is thec oncentrationin soil afterasi ngle
sludge a pplication. Thelo ng-termso il concentrationsafter  10ye ars of sludge appli cation
are p resentedasthei nitialconc entration (immediatel yafte rthe last sludge application)
and asthe T WA concentration (30 days afterthe last sludge applicati on). Because the
PNEC is based onstudies withasingle exposure, the TWA PECisnotused in fur ther
calculations.

PECinitial _0 PECsoil_10 after 10 PECsoil_10 after
sludg eapp licat ions 10 sludge applications
PECinitial PE CTtwaA30d
[mg/kg wwt] [mag/kg wwt] [mg/kg  wwt]
Clothianidin 1.54E-07 2.8 8E-07 2.79E -07
Pyrip roxyfen including 4’-OH-PYR 4.91E-06 4.91 E-06 4.91 E-06
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Nontar getarthropods (Bees)

In line with the CAR for Clothianidin 4 asclot hianidinisa systemicinse cticideandhas
beenshowntob ehighlyto xic to Bees, arisk assessment for Beeswasperfo rmed. As
currently no harmonized scenarioi sava ilable, the assessmen twasbasedona

comparisonofthe PNEC  see and the PEC soi. As a wors t-caseapproac h,itwasass umed

that the concentrationin nect arand pollenis eq uivalent tothe concentrationinsoil , i.e.
a 100% uptake of clothian idinf roms oil b yplantsanda 100%t ransferinnectarand
pollen occurs. Forthe assessment, the highest PECsoil value was used.
PECgee
[mg/kg  wwt ]
Clothianid in 2.88E-07*
Pyriproxy fen n/a

*Based on PECsoilafter10 s ludge applications.

Groundwater
PECaw
[Hg/L]
Clothianidin 9.49E-05
Pyriproxyfen including 4’-OH-PYR 7.05E -06

PECs for the metabolit es of p yriproxyfen in t he various compartments have been
calcul ated by ad justing the relevant PE C for the parent co mpoun d forthe maximum
observedfraction formedinthe relev antc ompar t mentinthe environmentalfate studies

and the molecularweight ratio of pare ntandmetab olit e:

PEC metabolite = PEC parent * Fij * ( molecu lar wei ght metabol ite/mole cular weight
parent).
Summary table of calculate dPEC value sfor the metabolites of pyrip roxyfen
PYPAC DPH - Pyr

PECwate r (mg/L) 1.51E - 08 2.18E-08

PECsoil (m g/kgwwt) 3.89E - 06 3.34E - 05

PECgw (ug/L) 7.71E - 03 1.69E - 03

Primary and secondar Yy poi soning

Primary poisoning

Primary poisoningis not expectedfor theintendeduse. Hencet hepr oductmeetsthe
standards forthe risk to birds a nd mam mals .

Secondary poisoning

4 Assessment Report Clothianidin, Product -typ e 18 ( Insecticides, Acaricides andProd ucts
to controlotherArthropod  s), Octobe r2014, Ger many
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The risk o f bio accumulatio n and subsequently seconda ry poisoning for clo thianidin is
consideredtobe negligible basedonthe low Log Kow (0.9 05) and calculated BCFs (B CF
fish 0.78 L/kg wwt  and BCF earthworm0.9 L/kg wwt).

Conc entra tions infis h and earthwormswere  calculatedfor pyriproxyfen. PEGComaipred awor fOr
the aquatic environment wa s based on a me asured BCF of 581 L/kg wet fish, the

bio magnificationfactor(BMF = 2) forcompoundswit h alogK ow between 4.5 and5, and
the PECwater (3.42 E-08 mg/L) . The PE Cforwor m- eatin gbirds and mammals was based
on a BCF of 870 L/kg wwt calculated fromt heactives ub st a ncgKow, thedPECsoil
TWA30d (2. 51E-6mg/kgwwt) ,andanequ ilibrium partitio ning -derivedconcentra tionin
porewater (6.72 E-06 mg/ L).

The PEGoral, predat or IN €arthworms and fish for pyriproxyf enare given below.

Sum marytable ofresid uesinFisha ndE arthworms  forpyriproxyfen

PEC oral, predator
[mg/ kg wwt]
Fish 5.23 E- 05
Earthwo rms 5.51E-03
2.2.8.3 Riskcha racterisation
Sewagetre atment plant (STP)
Summa ry table on calculated PEC/PNEC value S

PEC/PNEC sT1P

Clothian idin <0.0a
Pyripr oxyfen <0001
Conclusion : The PEC/PNEC ratios forboth active substa nces are significantlybel owon e

demonstratinga n acceptablerisktoS TP microo rganismsfor both compound s.

Aquatic compartment

Summary tabl e on calculated PEC/PNEC value s

PEC/PNE Cwater PEC/PN ECsed PEC/PNEC seawater PEC/PNEC seased
Clothianidin 3.0003 3.0003 n/a n/a
Pyripro xyfen 0.015 0.015 na na
including 4’-OH-Pyr

n/a — not applicable .

PEC/PNEC rati os have also been calculatedfort he major metabolites of pyriprox yfen
(detec tedat>10 %) inthe water and/or sediment phasesinthe environmental fate
studies). ThePEC/PNECratios are given below.
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Summary table on calculat ed P EC/PNECval uesfo rthe m eta bolitesof pyriproxyfen
PEC/PNEC  water PEC/PNEC sed PEC/P NECseawat er PEC/PNEC seased

PYPAC <0.001 n/a n/a n/a

DPH-Pyr <0.001 n/a n/a n/a

n/a — notap plic able

Conclus ion: PEC/PNEC ratios for clothia nidin, pyriproxy fen and m etaboli tes of
pyriproxyfen are below 1 demon strating an acce ptable risk to the ag uatic
compartment

Terrestrial compartment

Calculated PEC/PNEC val ues

PEC/PNEC soil

Clothian idin <0.001
Pyriproxyfen including 4’-OH-Pyr 0.04
Calculated PEC/PNEC val ues

PEC/PNEC soil

PYPAC <0.001
DPH-Pyr <0001

Nontarge tarth ropods (Bees)

The highest PEGswi value was used to ass ess the ris k of clothianidi n to Bees.
Pyriproxyfen is not arelevant substanceforNTAassessment. T he highestPEC i value

is 4.68 E-06 mg/kg w et wt soil. This correspon ds to 4.68 E-03 pg/kg wet wt. As
descri bedi n the sectio n Calculated PECvalues thisval uewasdire ctlycomparedto the
PNECgee (PNECgee 0f 146 pyg a. s. / kg nect ar/ poll en)

The calculated PEC/PNECvaluesforbe esarebelowone (<0.001) ,ther efore,it canbe
concludedthatsewage sl udge applicationcont aminatedw ith clothianidinto agricultural
land will pose no risk to Beesexposedtocloth ianidin via nectarand pollen.

both active substances are belo w one
oth compou nds. The risk of

Conclusion : The soil PEC/PNEC ratios for
demonstrati ng an acceptable risk to soil organisms for b
clothianidin to Beesis acceptable.
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Groundwater
The PECgw for clothia nidin and pyriproxyfen and metabolites DPH - pyr and PYPAC are
9.49E-05 pg/L an d 6.72 E-06 pg/L, 1.69E-03 and 7.71E -03 pg/L, respectively . All are

significantl y below the thres hold of 0.1 pg/L and thus the risk to groundwater is
consideredto be low.

Primar y and secondary poisoning

Primary poisoning

It is expected that bird s and mam mals are not dir ectly exposed to (residues of)
Pesguard ® Gel as the producti s usedindoo rand the secondaryexposure is only possible
in case the STP sludge is spread on agricu ltural soil as a fertilizer.

Secondary poi soning

Sum marytableons econdary poisoning forpy rip roxyfen

Scenario PECoral, predator (M g/kg wwt) PEC/PNEC
fish-eating birds 5.23E - 05 <0.001
fish -eating mammals 5.23E - 05 <0.001
worm -eating bird 5.51E-03 < 0.001
worm -eating mammals 5.51E-03 <0.00 1

Conclusion: The risk o f bioaccumulation and subs
clothia nidinis considered
BCFs (also<l). PEC/PNECSs forpyripro
acceptableris kfors econdary poisoning of bird

Mixtur e toxicity

The pr oduct contains twoac

to be neglig ible basedonthe low Log

according to the Transitional Guidance

equently secondary po isoning for
Kow (<1) and calculated
xyfen are significantly below 1 demonstrating an
s and mammals.

tive substa nces a ndthereforea mixture toxicity assessment
on mixture toxicity assessment for biocidal

products for theen vironme nt (ECHA 2014)is required

Screening step

Screening Stepl:l dentificationofthe  concernede nviron mentalcompartments

It is possible that all compartments for which PECs have been
exposedtobothactivesub  stances.

calculated may be

Screenin g Step 2: Identification of relev antsubstances

The on ly substanceswith inthe productthatf  ulfiithec riteri a given in Section 3.2.2 of
the ECHA guidance are the active substances clothianid inand pyriproxyfen, both present
in the form ulation at a conce ntratio nof0.5%w/w.

Screenin g Step3: Screenonsy nergisticinteract ions

Clothianidinan d pyriproxy fenar e different classesof chemical s having differing modes of

action. Clothianidin i s a neonicotinoid insecticide and acts agonis tically on insect
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nicotin ic acetylcholine receptors located in the centra | nervous system. Whereas
pyriproxyfen is aninse ctgro wthregulatorandacts as ajuvenile hormone analogue (or

mimic), interruptingthe insect morphogenesis. It prevents (depending upont het ime of
applica tion)egg hatching, metamo rp hosis of larvaeinto  pupae, and pupae intoadult.

Based on the differ ing mo des of action synergism is considered unlikely and no
synergistic effectshave bee  nreported. Neither substance fulfils any of thecriteriagive n
in Se ction 3.2.3 of the ECHA gu idance. Synergistic e ffects are therefo re considered
unlikel y.

Screeni ngste p

Significant exposure of environmental compartments? (Y/N) Y

Number of releva nt substances>1? (Y/N)Y

Indicationforsy nergist ice ffects forthe productoritsconstituen ts inthe literature?

(Y/N)N

Tiereda pproach

Largeamount s of dataa reava ilable forbothactive substances. The datasets are not

identical therefore the EC

perfo rmed fo r all c ompartments. However, the
ECHA guidance was adaptedi
any compartments which may be of concern
assessment hasbe enp erforme dfora Ilcompartments.

Tier 1 . PEC/PNEC summation

HA guidance recommends that a Tier 2 assessme
osed in the

assessment scheme prop

nt is

n orderto target the highertierrisk assessmenttowards

and an initial conservative Tier 1

Tierl
Compartme nt | RQ RQ RQ product Acceptable Remarks
clothianidin pyriproxyf en risk for the
environment?
(Y/N)
Surface water 3.00E - 03 1.5E-02 1.8E-02 Y
Equilibrium
partitioning
method used
Sedime nt 3.00E - 03 1.5E-02 1.8E-02 Y to define
PNEC for
bothactive
substances
STP <0.001 <0.00 1 <0. 001 Y
Soll <0.001 0.004 0.004 Y
Clothianidin
only, Bees
Bees <0.001 - <0.001 Y are not
expose d to
pyriproxyfe n
Groundwater <0. 001 <0 .001 <0.00 1 Y
Secondary Only
poisoning of i <0.001 <0.0 01 v pyriproxyfen
birds and ' ' relevant for
mamma Is secondar y
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poisonin g
assessment.
Conclusion : Based onthe conservative Tier 1 assessmentabove, anaccep table riskis

mpartme nts ,forbe es andforseconda ry poisoning of birds and

forrelevantemi ssion sources)

Uses of a.s./b.p.

within 1 PT

§ Part 1 has to be checked
for all PTs affected

* a) aggregate only compartments and consider only PTs where overlap in time and space exists
b) if production or formulationis within Europe, add a qualitative description of the respective environmental exposure e.g. in CAR

Decision tree on need for estimation of aggregated exposure

No aggregated
exposure

Other Annual tonnage| Biocide

yes
regulatory —> of a.s. for —> {useof a.s. < 10%
areas biocide use of total?
required
no
no/unknown
Part 18 l
Part 2 l Uses of a.s./b.p. Other a.s. affected
Different user within >1 PTs Main constituent
categories of a.s. is part of
Same a.s./b.p. in othera.s.
l or different PTs
l or

Wide dispersive
use

a.s. is relevant
metabolite

l or Overlap
e of other a.s.,
in time and nd vice vers:
Multiple b.p. space?
for same purpose
or
l or v

Different
use/service life/waste
scenarios

Differenta.s.
form the same
elevant metabolit

No aggregated
exposure estimation
required for a.s./b.p.

Aggregated
exposure estimation
required for a.s./b.p.*

Figure 1: Decisiontree onthe need for estimation of aggregated exposure

Descripti on:
Clothianidin

and pyriproxyfen a
1107/2009 ¢ oncering the plac

according to the
n products on the

Regulation No.
mark et.

re also authorized
ing of plant protectio

Clothi anidin and pyriproxyfen are mainly used in biocidal products in the EU. These

products are used in diff erent areas, theref

products.

Decisionste ps:

Otherregulato ryareas (?):
Biocide use of a.s.

<10

Dif ferent usercategories

Overlapin time and space
No aggreg atedexposure es

Conclusion:

Conclus ion: No agg regated exposure e stimation required based o

analysis .

ore the re is no ov erlapping use of t he

Yes

%? No

(?):Yes
(?): No

timation required

n the decisiontre e
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Overallc onclusion on the riska ssessment forthe environmentof the product

Based on the above assessmentit can be concluded th at the use of Pesguard ® Gel as proposed
presentsan acceptableriskto the environment.

2.2.9 Measur es to pro tectman, animals and the envi ronment

Pleasere ferto summary o fthe productassessment (SPC) andto the relevantsectionsof
the assessmentreport.

2.2.10 Assessment of a combination of bi ocidal products

Not relevant as Pesgua rd® Gelis notintendedto be used with other products therefore
no combinedasses sment isnecessa ry.

2211 Comparative assessment

22111 Background

Under Article 23(1) of Reg  ulation528/2012 Member Stateseval uating biocidalpro ducts
contain inga nactive substance thatis a candidate for substitution (CfS) in accordance
with A rticle 10(1)are required to performa comparative assessment.

Pesguard ge | contains the candidate f  or substitution Clothia nidin in com bination with
Pyrip rox yfen (whic his not acandidateforsubsti  tution).

The approachin the mostrece ntly endorsedEU guidan ce onthe comparative
assessmentof the biocidal productwasused. In| ine withthis NoteforG  uidance, the
comparative assessment  wasbegunwiththe  screeningph ase ( Annex7.1ofguidance
docu me nt) to identifywhetherthe diversity oftheactivesu bstanc es - mode of action
combination in authorised biocidal products, is adeq uate.

22.11.2 Screening phaseo f comparative as sessment

Thefirst stepincomparativ. eassessment isto performan assessment of th e existing
chemicaldiversityinauth  orised biocidalp roduct stominim ise the occurrence of
resistance.

2.2.11.2.1 Intendeduse of the biocidal productand propertie s of active subs tances

Article 23(3 )andthe Notefor Guidance focusthe comparativeassessmenton the uses
specified inthe application ofthe biocidalp roduct ,asther equirementfora comparative
assessmentis products  pecific.

Table 1: Intended uses of the biocidal product

Product Ty pe PT 18 - Insectic ides,acar icidesa ndproductsto
controloth er arthropods.

Where relevant,anexac  tdescription Insecticide
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of the au thorisedu se

Target organism  (including, where
relevant) development stage)

German cockroach (Blatt ellagermanica )-
Brown banded cockroac h (Supella longipa Ipa)
Americancockroach  (Periplanetaamericana )
Orientalcockroac h (Blattaorienta lis)
Development al stages: Adults/nymphs

E R

Field(s) of use

Indoor

Application method(s)

Bait applicati on (RTU)

Catego ry(ies) of users

Professional

Assho wnin tabl e 1,the biocidalproduct Pesguard  gel, containing Clothianidin and
Pyrip roxyfen ,isinten dedfo ruseasa baittocontrol 4 cockroachspeciesby professional

users indoors.

2.2.11.2.2 Chemical diversit y oftheactive substances - modeo faction combinatio n
in autho risedbi ocidal products

The IRAC (I nsecticide Resistance Action Committe e) has providedi nforma tiononth e
potentialforresistance; which has also been derived from experienc e with plant

pro te ctionproducts

Asageneralrul e (CA-Mayl5 -Doc.4.3 .a-Final) threedi fferentandindependentac  tive

substance/mode of action combinati
adequate.

onsare neededto considerthatd iversityis

Tocheckwhether three ormore of these combinationsare alread y authorized Pes guard
gelis compar edwithotherautho rizedprod uctsin PT18against cockroaches.  According
tothe information available tothe NL CAvia the EC HAwebsite , thereare 66 biocidal
products againstcock roaches (asof November1l ™ 2019 )author isedinthe EU under
Product Type 18( Insecticides,ac aricidesa ndprodu ctstocontrolotherarthr opods) of
the Biocidal ProductsDirecti  veandBiocidalP roduct sRegulati on (including Mutual
Recognitions and Same Pr  oductauthorisations).

These products are basedon 17 different activesubs tances with6diffe rentmodes of
action(basedonthelIRAC clas sification of Mode of Action).

However ,whenspecifying furth erforpro ductsagainst Brownbanded Cockroaches

(Supel la longipalpa ) for useindoor by

professi onalsonly 13 productsare authoris ed,

basedon 5 diff erentacti vesubst anceswith 2 different M odes of Action .

Pesguardgelcontains2  active substance s.The modeofa ctionof Clothia nidinis one of

the 2 MoAwhich are already authorised

(seetable2) . However, Pyripro xyfenhasa

differe nt mode of actiona nd assuch , Pesgua rd gelprovided the third active
substance/mode of action combina tionneededfora dequat ediversit y of biocidal products

against atarget species

Table 2: Mode ofaction for PT18 in

se cticidal activ e substancesi nbio cidal

products autho risedfor Profess ionalsagainst Brownbande d cockroaches.
Active List Mode ofact ion( IRAC )
substance

Imida cloprid / 4.a. Neonicotinoid Nicotinic acetylcholine receptor

Clothia nidin (NACHR)competi ti ve modulator

Bind totheace tylch olinesiteon nAChRs,
causing arange of symptoms from
hyperexc it ationto lethargy and paralysis.
Acetylcholineis the major excita tory
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neurotransmitterin the insectcentral
nervous system.

Fipronil 2.b. Phenylpyrazole s GABA gate dchloridecha  nnel
blockers

Block the GABA-activated chloride
channel, causing hyperexc itationand
convulsions.GABAis thema jor inh ibitory
neurotra nsmitteri ninsects.

Pyriproxyfen 7.c. Pyriproxyfen Juvenile hormone Mimics

Applied inthe pre - me tamorphic instar,
these comp oundsdisrupt andp revent
metamorp hosis.

The specified useforP esguardgel in thisapplication is Cockroach bait for profes sional
use.

In additionto  Imidacloprid andFipronil , it canbeseenthat  Clothia nidinin combinat ion
with Pyriproxyfen is a key alternativ eact ivesu bstance combinatio n,providing a non-
phenyl pyrazoles , partly non-neonicotinoid choice ofalternativ e for use as Coc kroach bait
againste.g Brow nbanded Cockroachesfor Professionalsto avoidresistance.

Therefore, the NLCA conclude sthatthereisnotanad equate chemical diversityandin
line wit h Article 23(3)(b)an  d accordingto the Note forGuidan ce nof urtherinv estigation
is needed atthispoint. As such,thecompar ative assessme ntfo r Pesguard gel canbe
finalisedatthesc reeningstageandtheapp lic ationtaken forwardto product

authorisat ionin accordance with Article 23(6) of BPR.
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3 Ann exes
3.1 List o fstudies for the biocidal product
Author Year Title laboratory Rep ort Legalen tit y [Reportdate End po int names GLP Published/ Data
no. ow ner Unpubl ish ed |Prot ect ion
Claimed
- - Bio - efficacy ev aluation of Sumitomo - Efficacy datato No Unpublished Yes
cockroach gel baitsag ainst Chemical support these
male American (U.K.)Plc claims.0 06
cock roaches (Choice test
method)
- - _ Prima ry Skin Sumitomo - Skin irritation/ Yes Unpublished Yes
I rri ta tion in Rabbits Chemical corros ion
(U.K.) Plc
_ - _ Primary Eye Sumitomo - Eye irritation ﬁNO Unpublished  [Yes
Iritation in Rabbits Chemical
(U.K.) Plc
I - - Sumitomo e Skin sensit isatio n Yes  |Unpublished |Yes
Sensitiza tion Testin Chemical
GuineaPigs - Buehler (U.K.) Plc
Method
) e Sumitomo e Acute toxicity: oral No Unpublished  |Yes
Toxicity - Up-And-Down Chemical
Procedure InRats (U.K.)Plc
I ) 2 aNE Sumitomo e Acute to xicity: demal |No Unpublished  [Yes
Toxicityin Rats Chemic al
(U.K.) Plc
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Author Year Title Testing laboratory Rep ort Legalen tit y [Reportdate End po int names GLP Published/ Data
no. ow ner Unpubl ish ed |Prot ect ion
Claimed
I B | -0 coratory bioassay to Sumit om o e Efficacy data to Yes Unpublished  [Yes
deter mine the efficacy of X Chemical supportthese
against (U.K) Plc claims.001 (Supella
brown banded and longipal paand
American cockroaches Periplaneta
ame ricana), Hos tetler
(201 5) TNsG PT18
I B °ocuct Chemisty and Sumitomo e Acid ity, alkalinity _ Yes Unpublished  |Yes
Character ization of Chemical JeffriesD.A.  (2015)
(U.K.) Plc
I 2ooicaisup port for Sum itomo e Methods ofdetection [Yes Unpu blished  [Yes
h Chemical and
(U.K.) Plc identification_Jeffries
D.A. (2016)
I B |- od uct Chemisty and Sumit omo e Appearance (at20°C |No Unpubl ished |Yes
Characterization of Chemical and 10 1.3kPa)_
(U.K) Plc Jeffries D.A. (2015)
Relat ive density
(liquid s) and bulk, tap
density (solids) _
JeffriesD.A . (2015)
Explosives (4.1) _
JeffriesD.A. (201 5)
Flam mability solids
(4.7)_Jeff riesD.A.
(2015)
Oxidising solids
(4.14)_Jeffries D.A.
(2015)
- - Accel erate d Storage Sumito mo - Storage stability tests|No Unpublished Yes
Stability Study of Chemical (Mahidon M., 2015)
Cockroach Bait Sample (U.K.)) Plc
(
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Author Year Title Testing laboratory Rep ort Legalen tit y [Reportdate End po int names GLP Published/ Data
ow ner Unpubl ish ed |Prot ect ion
Claimed
I B 0ctcminaton of  the Sumi tomo e Additional infor mation|Yes Unpublished  |Yes
Biodegra dability of Chemical on envir onm ental fate
[14C]Pyriproxyfeni n (U.K.) Plc and
Activated Sludge Based on behaviour_ M clLaughli
OECD Method 3 14B nS.P. (2015)
I B (Gio-<ficacy evaluation of Sumitomo e Effi cacy data to No Unpublished |Yes
cockroachgel baitsag ainst Chemical suppor tthe se
Germancoc kroaches (U.K) Plc claim s.004 (Blattella
(Choi ce te stme thod) germani ca), Serit
(2015) TNsG PT18
] - Field trial investigating the Sumitomo e Efficacy datato No Unpu blished  [Yes
efficacy ofanlinsect icidal Chemical (UK) suppor t these
bait treatmentt o control Plc claims.00 4 Field trial
Germanand Oriental (Blattella germanica
cockroaches and Blatta orientalis)
Serrano (2015)_TNsG
PT18
B B o: copmental Sumitomo e Effica cy da tat o No Unpublished  |Yes
ab normalities induced by Chemical suppor t these
py riproxyfen containing (U.K) Plc claims.002 (Blatt ella
cockroachba itinnymph al germanica), Suranyi
Germancockr oaches, (2015a)_TNs GPT18
Blattel la germanica
I B (cvoratory efficac Sumito mo e Efficacy data to No Unpublished  |Yes
evaluation of h Chemical support these
againstGerman (U.K) Plc claims.003 ( Blattella
cockroaches, Blattella germani ca), Suranyi
germanica (2015b)_TNsG PT 18
I B e vialinve stigatingthe Sumito mo e Efficacy datato No Unpublished  [Yes
effi cacy ofaninsecticida | Chemical supportthese
baittreat mentto control (U.K) Plc claims .00 7_Field
American and brown - Study_Supella
banded cockroaches longipala pa and
Peripalneta
Americ ana_Serrano
(2017 a) TNsGPT18
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Author Year Title Testing laboratory Rep ort Legalen tit y [Reportdate End po int names GLP Published/ Data
no. ow ner Unpubl ish ed |Prot ect ion
Claimed
I B el vi alinvestigating  the Bl [sumitomo B cfficacydatato No Unpublished  [Yes
efficacy ofaninsecticidal Chemical supportthese
baittreatment to control (U.K) Plc claims.00 8_Field
German cockroach es Blattella
germanica_Serrano
(201 7b)_TNsG PT18
I B | :vora tory bioassay to Bl sumitomo e No Unpublished  [Yes
deter mine the palatability Chemical
and effi cacy of an (U.K) Plc
insecticidal b ait against
cockroach species
B B (stoave st abilit Bl [sumitomo B  [storage stabiliy Yes Unpublished  |Yes
Evaluation of _ Chemical tests - accelerated
(U.K)Plc
- - Storage Stability - Sumitomo - Sto rage stability tests  |Yes Unpu blished Yes
Evalua tion of Chemical _long -term
(U.K.) Plc
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3.2

3.3

3.4

3.5

Output tables from exposure a ssessment tools

New i nformation on the acti ve subst ance

The proposed PARand IUCLID includes a new study assessi ng

biodegra dability of pyriproxyfeninac tivateds ludge (O ECD314 B). Astudy
summary and thestudy reportare containedwithinboth  the produc t IUCLID
dossiera ndt he active substance  IUCLID dos sierforPyriproxyfen

Res idue behaviour
Not applicable.

Summaries of  the efficacy studies (B.5.10. 1-xx)
Pleaserefe r tolUCLID Section6.7 andsectio n 2.2.5 .5 ofthe PAR.
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