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I.  OBIJET ET DOMAINE D’APPLICATION / OBJECTIVE SCOPE

Ce rapport présente les résultats de stabilités du Détergent Désinfectant Sols et Surfaces, F3302 (RD0202E94) du lot
2521N1744.

Cette étude a été conduite sur un lot industriel pour vérifier la stabilité du produit a +54°C (+2°C) pendant 2 semaines
et a +40°C (+2°C) pendant 8 semaines.

Des résultats conformes aux spécifications ainsi qu’une variation de la teneur en substances actives de +10% par
rapport aux valeurs du TO permettent de revendiquer une stabilité du produit de 2 ans a température ambiante.

This report presents the stability results for the product Detergent Disinfectant Floor and surfaces F3302 (RD0202E94),
batch 2521N1744.
This study is designed on industrial batch to verify the stability of the product at +54°C (+2°C) for 2 weeks and at +40°C

(+2°C) for 8 weeks.
Conform results to the specification and a substance active variation of £10% from TO value allow to claim a product

stability for 2 years at ambient temperature.

Il. DOCUMENTS DE REFERENCE / REFERENCE TEXTS

OECD ENV/JM/MONO(2015)32 : 15 dec-2016 Guidance document for storage stability testing of plant protection
and biocidal products — Guidance used in support of pre-registration data requirements for plant protection and
biocidal end-use products. Series on testing & assessment No.223, series on Biocides No.10.

L'ECHA : Guidance on the Biocidal Products Regulation Volume I: Identity of the active substance/physico-chemical
properties/analytical methodology — Information Requirements, Evaluation and Assessment. Parts A+B+C Version
2.0 May 2018.

CIPAC MT 46.4 accelerated storage procedure.
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. RESPONSABILITES / RESPONSIBILITIES

Cette étude de stabilité a été conduite par le laboratoire de chimie analytique de la société Sodel située a LISIEUX
(14100), le dosage des substances actives a été sous-traité chez DEFITRACES.

This stability study has been managed by the analytical chemistry laboratory of Sodel company located in LISIEUX
(14100), the quantitation of active substances was outsourced to DEFITRACES.

Etape / step Responsabilités / Responsibilities

Stockage de I'échantillon / Sample storage Service R&D / R&D department

Technicien Chimie Analytique / Analytical

Anal I’échantill S I lysi. . ..
nalyse de I’échantillon / Sample analysis Chemistry Technician

Rédaction du rapport de stabilité / Edition of stability | Responsable Chimie Analytique / Analytical

report Chemistry Manager
Vérification du rapport de stabilité / Verification of Responsable Enregistrements BPR / BPR
stability report Registrations Manager

Directeur Scientifique et Stratégie Produits /

A I'é 0] I ibilit
pprobateur de 'étude / Overall responsibility Scientific Director and Products Strategy

RSTAB2022032_F3302_V1
Formulaire FM4.45 —v2 Rapport final d’étude Page 4 sur 11



Formulaire FM4.45 v2

Sudel

HYGIENE - DESINFECTION - SURODORANTS 11

Rapport final d’étude

IV. DEROULEMENT DE L'ETUDE/ TIMELINE OF STUDY

» Produit fini/ finished product

Type de produit
Product type

Détergent Désinfectant Sols et Surfaces / Detergent Disinfectant Floor
and Surfaces
Biocide / biocide

Code formule
Formula code

F3302 (RD0202E94)

Numéro du lot
Batch number

2521N1744

Type de formulation
Formulation type

Liquide concentré a diluer 0,25% et 0,50% / Concentrated liquid to
dilute 0,25% and 0,50%

Type et Volume du contenant
Packaging Type and Volume

Flacon doseur de 1L / 1L dosing bottle

Matériau du contenant
Packaging Material

PEHD naturel flacon 1 L doseur (CT0136) et obturateur LDPE 2020 a
trou (FEO082) / Flask 1L natural HDPE and hole shutter LDPE 2020
(FE0082)

Type de fermeture
Closure type

Bouchon 1L PP blanc (FE0042) / Cap 1L PP white (FE0042)

Date de fabrication du produit
Manufacturing date

06 juin 2022 / 06 June 2022

Péremption
Shelf life

2 ans /2 Years

Date du certificat d’analyse
Certificate of analysis date

Non applicable / Not applicable

Début de I'étude
Start of study

15 juin 2022 / 15 June 2022

Fin de I'étude
End of study

29 juin 2022 pour la condition +54°C / 29 June 2022 for +54°C
condition
25 aolt 2022 pour la condition +40°C / 25 August 2022 for +40°C
condition
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» Substances actives matiéres premieéres

Substance active

Active substance N-(3-aminopropyl)-n-dodecylpropane-1,3-diamine

Numéro interne de la substance active

MP0114
Internal number of active substance

N° CAS de la substance active

Active substance CAS number 2372-82-9

Lot de substance active

Active substance batch 671HHO71 et/and 671HH072

Fournisseur de la substance active

.. . NOURYON
Origin of active substance
Substance active Chlorure de Didecyldimethylammonium (DDAC) / Didecyl-
Active substance dimethylammonium Chloride (DDAC)
Numéro interne de la s'ubstance active MPOO47
Internal number of active substance
N° CAS de la substance active

7173-51-5

Active substance CAS number
Lot 'de substance active 82278669
Active substance batch
Fournisseur de la substance active ARXADA

Origin of active substance

Chlorure d'Alkyl(C12-C16)diméthylbenzylammonium/
Quaternary ammonium compounds, benzyl-C12-16-
alkyldimethyl, chlorides (ADBAC)

Substance active
Active substance

Numéro interne de la substance active

Internal number of active substance MP0160

N° CAS de la substance active

Active substance CAS number 68424-85-1

Lot de substance active

Active substance batch -101039-2302

Fournisseur de la substance active

.. ) THOR
Origin of active substance
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V. PROGRAMME DE STABILITE / STABILITY STUDY PROGRAMME

2. Condition, fréquence des essais et nombre d’échantillon stockés / Condition, frequency of testing and
: number of samples incubated

Nombre de flacons
stockés / No of
bottles incubated

Période en semaines

Condition de stockage / storage condition ..
ge/ g / Period in weeks

+54°C (+2°C) 0-2 1

+40°C (x2°C) 0-2-4-6-8 4

Cette étude est d’une durée de 2 semaines pour la condition +54°C (+2°C).
This study is conducted up to 2 weeks for condition +54°C (+2°C).

Cette étude est d’une durée de 8 semaines pour la condition +40°C (+2°C).
This study is conducted up to 8 weeks for condition +40°C (+2°C).
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VI.  ESSAIS DE STABILITE / STABILITY TEST

Etude de stabilité +54°C (+2°C) formule F3302 lot 2521N1744/ Stability study at +54°C (+2°C) Formula F3302 batch 2521N1744

Essai / name of test M,\;Z:izz/ Spécifications / Specifications TO (initial) 2 ser:vz:?r;;s /2
Contréle du conditionnement (ou du packaging) / Packaging control
Aspect du
conditionnement et Aspect intact, étiquettes non décollées et
étiquettes / Visuelle / Visual lisibles / Appearence intact, labels no Complies Complies
Apparence packaging peeled and legible
and labelling
Ete'zr?chelte du ’ . leference du r30|ds e_ntre TO et chaque From the TO value
conditionnement / Pesée / weigh point de contréle / Difference between / o
sealing packaging the weight at TO and at each time point -0.04%
Fonctionnement du
systeme de
distribution du Interne / Internal Visuel / Visual Complies Complies
produit / distribution

system of product
Tests physico-chimique

s et analytiques / physico-chemical test and analytical results

Liquide, limpide Liquide, limpide
Aspect / Apparence - - . . .
R . . Liquide, limpide vert odeur citron / vert odeur citron / vert odeur citron /
at 20 °Cand 101,3 Visuelle / Visual A P AP
KPa limpid liquid green lemon odour limpid liquid green limpid liquid green
lemon odour lemon odour
pH MM4.47 10,2 — 10,8 UpH 10.2 UpH 10.4 UpH
Indice de.refr.act.lon MMA4.46 ' 1.35.68—1.'3578 . 13568 1.3569
/ Refractive indice (sans dimension / dimension less)
Masse volumique / MM4.42 1.002 - 1.006 g/mL 1,004 g/mL 1.005 g/mL
Relative density
Valeur nominale / Nominal value 1.476 % 1.478 %
1.530%
Dosage du DDAC / MM4.64 (m/m/(w/w)
Assay of DDAC Par CPG / by GC

From the nominal

+10% par rapport a la valeur du 70 / From the TO value

value
+10% from TO value 3.6% 0.1%
N Valeur nomlnzaLeO{)gom/na/ value 2512 % 0477 %
Dosage de 'ADBAC b CLHi’ /b /' y ;
/ Assay of ADBAC ar y (m/m (W w) From the nominal
HPLC + 10% par rapport a lavaleur duTO / value From the TO value
+10% from TO value +0.5 % -1.4%
Dosage / Assay of - Valeur nomlr;afs/ggom/na/ value 6.590% 6.220 %
N-(3-aminopropyl)- . ) ;
n-dodecylpropane- Par CLHP / by (m/m/(w/w) From the nominal
L HPLC + 10% par rapport a la valeur du TO / From the TO value
1,3-diamine value 0
+10% from TO value +2.0% -5.6%
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Etude de stabilité +40°C (+2°C) formule F3302 lot 2521N1744 / Stability study at +40°C (+2°C) Formula F3302 batch 2521N1744
) Méthodes / PP L o 2 semaines / 4 semaines / 6 semaines / 8 semaines /
Essai / name of test Methods Spécifications / Specifications TO (initial) 5 weeks 4 weeks 6 weeks S weeks
Contrdle du conditionnement (ou du packaging) / Packaging control
Aspect du
conditionnement Aspect intact, étiquettes non
et étiquettes / Visuelle / | décollées et lisibles / Appearence . . . . .
Apparence Visual intact, labels no peeled and Complies Complies Complies Complies Complies
packaging and legible
labelling
Etanchéité du Différence du poids entre TO et
conditionnement / Pesée / chaque point de contrdle / / From the TO value From the TO value From the TO value From the TO value
sealing packagin weigh Difference between the weight at -0.01% -0.03% -0.04% -0.05%
&P EIne T0 and at each time point
Fonctionnement
du systéme de
distribution du Interne / . . . . . . .
oroduit / Internal Visuel / Visual Complies Complies Complies Complies Complies
distribution

system of product
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Etude de stabilité +40°C (+2°C) formule F3302 lot 2521N1744 / Stability study at +40°C (+2°C) Formula F3302 batch 2521N1744

. Méthodes / g s . — 2 semaines / 4 semaines / 6 semaines / 8 semaines /
Essai / name of test Methods Spécifications / Specifications TO (initial) > weeks 4 weeks 6 weeks S weeks
Tests physico-chimiques et analytiques / physico-chemical test and analytical results
Liquide, limpide vert Liquide, limpide vert Liquide, limpide vert Liquide, limpide vert Liquide, limpide vert
Aspect / Apparence ] L N . : o 8 S ; oo 8 S 8 oo
B Visuelle / Liquide, limpide vert odeur citron / odeur citron / limpid odeur citron / limpid odeur citron / limpid odeur citron / limpid odeur citron / limpid
at 20 °Cand 101,3 . L L o R oo Lo
kPa Visual limpid liquid green lemon odour liquid green lemon liquid green lemon liquid green lemon liquid green lemon liquid green lemon
odour odour odour odour odour
pH MM4.47 10,2 - 10,8 UpH 10.2 UpH 10.4 UpH 10.3 UpH 10.4 UpH 10.3 UpH
Indice de réfraction /| 114 46 _1.3568-1.3578 1,3568 1.3568 1.3571 1.3571 1.3570
Refractive indice (sans dimension / dimension less )
Masse volumique /
Relative density MM4.42 1.002 - 1.006 g/mL 1.004 g/mL 1.005 g/mL 1.005 g/mL 1.005 g/mL 1.004 g/mL
Valeur nominale / Nominal value 1.476 % 1.457 % 1.536 % 1.487 % 1.466 %
0/
Dosage du DDAC / MM4.64 1.530%
A DDAC Par CPG / by (m/m/(w/w)
ssay of Ge +10% par rapport 3 la valeur duTO/ | From the nominal value From the TO value From the TO value From the TO value From the TO value
+10% from TO value -3.6% -1.3% +4.1% +0.7% -0.7%
Valeur nominale / Nominal value 2512 % 2.492 % 2.520% 2.479% 2.528%
0/
Dosage de 'ADBAC / MM4.75 2.500%
A ADBAC Par CLHP / (m/m/(w/w)
ssay of by HPLC +10% par rapport 3 la valeur duTO/ | From the nominal value From the TO value From the TO value From the TO value From the TO value
+10% from TO value +0.5% -0.8% +0.3% -1.3% +0.6%
Valeur nominale / Nominal value 6.590% 6.180 % 6.270 % 6.310% 6.310 %
D(gsjf:: I(OAiiay ;f :‘ MM4.77 6.459%
o propy 15 | ParctHp/ (m/m/(w/w)
odecy Propane- 720 by HPLC +10% par rapport 2 la valeur du T0 / From the nominal value From the TO value From the TO value From the TO value From the TO value
diamine +10% from TO value +2.0% -6.2% -4.9% -4.3% -4.3%
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ViIl. CONCLUSION DU RAPPORT D’ETUDE DE STABILITE / FINAL STABILITY REPORT CONCLUSION

L’étude STAB2022032 décrite dans ce rapport a été réalisée sur un lot industriel de la formule F3302 (RD0202E94).
Cette étude a été réalisée sur le lot 2521N1744 a +54°C (+2°C) en condition accélérée sur 2 semaines et a +40°C (+2°C)
en condition accélérée sur 8 semaines. Les résultats obtenus correspondent aux spécifications du produit et sont en
accord avec les résultats obtenus durant la conception.

Les résultats de cette étude montrent que le produit testé est stable a 54°C (+2°C) pendant 2 semaines et a +40°C(+2°C)
pendant 8 semaines. En effet, les tests de conformité visuelle et les résultats des analyses physico-chimiques en fin
d’étude sont conformes aux spécifications du produit. De plus, la variation de la concentration des substances actives
(DDAC/ADBAC et N-(3-aminopropyl)-n-dodecylpropane-1,3-diamine)) est inférieure a 10%, ce qui est conforme aux
exigences du guide de 'ECHA. Les conditions de stockage normales proposées pour le produit sont donc: 2 ans a
température ambiante.

Selon le guide I'ECHA Vol 1 les données générées par I'étude de stabilité accélérée indiquent que le produit biocide
peut étre considéré comme stable 2 ans a température ambiante.

The study STAB2022032 described in this report was performed on a pilot batch (batch: 2521N1744) of the formula
F3302 (RD0O202E94).

This study was achieved on the batch 2521N1744 at +54°C (+2°C) in accelerated condition for 2 weeks and at +40°C
(£2°C) in accelerated condition for 8 weeks.

The results observed during the stability study are in accordance with the results obtained during the design step.

The results obtained indicate that the product tested is stable at +54°C (+2°C) for 2 weeks and at +40°C (+2°C) for 2
weeks. Indeed, the visual conformity tests and the physical chemical tests at the end of the study are compliant to the
product specifications. In addition, the variation of the active substances (DDAC/ADBAC and N-(3-aminopropyl)-n-
dodecylpropane-1,3-diamine)) content are below 10%, which is in accordance with ECHA Vol 1 guideline. The normal
storage conditions proposed for the product are 2 years at ambient temperature.

The results obtained on active substance are in accordance with ECHA Vol 1 guideline. The accelerated storage data
generated indicate that the biocidal product will be considered stable for two years at ambient temperature.

Fin du Rapport

End of Report
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I.  OBIECTIV $I| DOMENIU DE APLICARE

Acest raport prezintd rezultatele privind stabilitatea produsului Detergent dezinfectant pentru pardoseli si suprafete F3302
(RD0202E94), lotul 2521N1744.

Acest studiu a fost condus pe un lot industrial pentru a verifica stabilitatea produsului la +54°C (+2°C) timp de 2 sdptdméni si
la +40°C (+2°C) timp de 8 sdptdméni.

Rezultatele conforme cu specificatiile si o variatie a substantei active de £10% fatd de valoarea TO permit revendicarea unei
stabilitdti a produsului timp de 2 ani la temperatura ambiantd.

il.  TEXTE DE REFERINTA

OECD ENV/JM/MONO(2015)32: 15 dec-2016 Document orientativ pentru testarea stabilitatii la depozitare a
produselor fitosanitare si biocide - Ghid utilizat in sprijinul cerintelor privind datele de preinregistrare pentru
produsele fitosanitare i biocide destinate utilizarii finale. Seria privind testarea si evaluarea nr. 223, seria privind
biocidele nr. 10.

ECHA: Orient#ri privind Regulamentul privind produsele biocide, Volumul I: Identitatea substantei active/proprietatile
fizico-chimice/metoda analitica - Cerinte de informare, evaluare si apreciere. Partile A+B+C Versiunea
2.0 Mai 2018.

CIPAC MT 46.4 procedura de depozitare accelerata.
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Il.  RESPONSABILITATI

Acest studiu de stabilitate a fost condus de loboratorul de chimie analiticd al societétii Sodel, situat in LISIEUX (14100), iar

cuantificarea substantelor active ¢ fost externalizatda lo DEFITRACES.

Etapa Responsabilitati

Stocarea probei Departament R&D

» . Tehnician chimie analiticd
Analiza probei

Redactarea raportului de stabilitate Manager chimie analiticd

Verificarea raportului de stabilitate Manager Inregistréri BPR

i " ire iintific si st e €
Réispundere generald Director Stiintific si strategie produs

RSTAB2022032_F3302_V1

Formular FM4.45 - v2 Raport final de studiu Pagina 4 din 11




Formular FM4.45 v2

g@del Raport final de studiu

IV. DESFASURAREA STUDIULUI

} '.:-'I'l'.."r-".fll']:l[
Tipul produsului Detergent dezinfectant pardoseala si suprafete
Biocid

Codul lei

adutformule: F3302 (RD0202€E94)
N i Jui

umdrul lotului 2521N1744
Tipul formuldarii Lichid concentrat de diluat 0,25% i 0,50%

Tipul si volumul ombalajului
Flacon dozator de 11

Materialul ambalajuiui Flacon de 1 1 HDPE natural si obturator cu orificiu LOPE 2020
(FEQ0B2)

Tipul inchiderii

AUl Capac alb PP 11 (FE0042)

Data de fabricatie: i s
06 iunie 2022

Perioado de valabilitate .
2 ani

Data certificatului de analizé
Nu este cazul.

Data de inceput a studiului R
15 iunie 2022

29 junie 2022 pentru conditia la +54°C
Data de final o studiului 25 qugust 2022 pentru conditia la +40°C

RSTAB2022032_F3302_V1
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» Substantele active ole materiilor prime

Sugistauiice N-(3-aminopropil)-N-dodecilpropan-1,3-diamind

Numdrul i { ef acti
umdrul intern al substantei active MPO114

Numdrul CAS al substantei active 2372-82-9

Lotul substantei octive 671HHO71 5i 671HHO72

Furnizorul substantei active

NOURYON
Substantd activd Clorurd de didecildimetilamoniu (DDAC)
Numdrul int | substantei active
u intern al substantei acliv MP0047
Numdarul CAS al subst f active
Lt al substantei activ 7173-51-5
Lotul substantei active
relaed 82228669
Furnizorul substantei active
izorul substantei a ARXADA
Substantd activd Compusi de amoniu cuaternar, benzil-C12-16-

alchildimetil, cloruri (ADBAC)

Numdrul intern al substantei active
L i MP0160

Numdrul CAS al subst facti
umdaru al substantei active 68424-85-1

Lotul j ]
otul substantei active C-101039-2302

Furnizorul substantei active
. Feh Aty THOR

RSTAB2022032_F3302_V1
Formular FM4.45 - v2 Raport final de studiu Pagina 6 din 11




Formular FM4.45 v2

SOdel Raport final de studiu

V. PROGRAM DE STABILITATE

5. Conditia, frecventa testelor si numarul de probe incubate ' E
Nr. de
Conditii de depozitare Perioada in flacoane incubate
sdptdmdni
+54°C (£2°C) 0-2 1
+40°C (£2°C) 0-2-4-6-8 4
e ;

Acest studiu are o duratd de 2 séptdmani pentru conditic +54°C (+2°C).
Acest studiu cre o duratd de 8 séptémani pentru conditia +40°C (+2°C).

RSTAB2022032_F3302_V1
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VI.  TEST DE STABILITATE

Studiu de stabilitate la +54°C (+2°C) Formula F3302 lot 2521N1744

) Metode =N . 2 soptaméni
Denumirea testului ' Specificatil T0 (initial)
Controlul ambalajului
Aspectul ambalajului Vizual
si ptichete Aspect intoct, etichete nedeziipite §i
lizibile Conform Conform
:;‘I ;:‘:L;iﬁ::{::ﬁ;la greutate D:feregm dintre gr{e:mte a‘:r ?;D sila / De la valoarea TO
ambalajul iecare punct de contro
Hecares -0,04%
Functionarea Intern
sistemului de
distributie ai Vizual Conform Conform

produsului

Teste fizico-chimice sl rezultate analitice

Aspecitui la 20°C si

Lichid limpede, de culoare verde, cu

Lichid limpede, de
culoare verde,

Lichid limpede, de
culoare verde,

204,3%Pa Vizual miros de lGmdie cu miros de cu miros de liméie
famidie
pH MM4.47 10,2-10,8 UpH 10,2 UpH 10,4 UpH
indice de refractie ; -1.
e e MMA4.46 1336812078 1.3568 1.3569
(faré dimensiune)
ensitate relativa MM4.42 1,002 - 1,006 g/ml 1.004 g/ml 1,005 g/ml
Voloare nominald 1,476% 1,478%
1,530%
Dozarea DDAC MM4.64 fiv/w) vl
1e G De la valoarea
de 6C + 10% de la valoarea TO neminalé De la valoarea TO
0,1%
-3,6%
Valoare nominald
2,512% 2,477%
o AN MM4.75 2,500%
Fosoree AR de HPLC (w/w) De la valoarea
+ 10% de la valoarea TO nensinald De la valoarea TO
-1,4%
+0,5% :
Valoore naminald
Jazarea N-(3- 6,590% 6,220%
a;‘:ni;tr;:mﬁ’“ MM4.77 6,459%
: de HPLC (w/w) D
13- ; e la valoarea
dodeml‘pro‘pan 13 + 10% de la valoarea TO inald De la valoarea T0
+2,0% !

RSTAB2022032_F3302_V1
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Vil. CONCLUZIA RAPORTULUI DE STUDIU DE STABILITATE

Studiul STAB2022032 descris in acest raport a fost efectuat pe un lot pilot (lot: 2521N1744) al formulei F3302
(RD0202ES4).

Acest studiu a fost realizat pe lotul 2521N1744 la +54°C (+2°C) in conditii accelerate timp de 2 sdptdmani si la +40°C
(£2°C) in conditii accelerate timp de 8 sdptdmani.

Rezultatele observate in timpul studiului de stabilitate sunt in concordantd cu rezultatele obinute in timpul etapei de
proiectare.

Rezultatele obtinute indicé faptul cé produsul testat este stabil la +54°C (£2°C) timp de 2 sdptdmani si la +40°C (+2°C)
timp de 2 séptémdni. Intr-adevdr, testele de conformitate vizuald si testele fizico-chimice de la sférsitul studiului sunt
conforme cu specificatiile produsului. In plus, variatia continutului de substante active (DDAC/ADBAC si N-(3-
aminopropil)-N- dodecilpropan-1,3-diamind)) este sub 10%, ceea ce este in conformitate cu ghidul ECHA Vol. 1. Conditiile
normale de depozitare propuse pentru acest produs sunt de 2 ani la temperatura ambiantd.

Rezultatele obtinute pentru substanta activd sunt in conformitate cu ghidul ECHA Vol. 1. Datele de depozitare acceleratd
generate indicd faptul c& produsul biocid va fi considerat stabil timp de doi ani la temperatura ambiantd.

Sfdrsitul raportului

RSTAB2022032_F3302_V1
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Subsemnata, BUMBACEL MONICA, traducator autorizat pentru limba engleza si franceza, in temeiul
autorizatiei nr. 37756, eliberata de Ministerul Justitiei, certific exactitatea traducerii efectuate din limba franceza si
limba engleza, in limba romana, ca textul prezentat a fost tradus in intregime si ca, prin traducere, inscrisului nu i-
au fost denaturate continutul si sensul.




