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Infection prevention. Everywhere,

Specificatii tehnice

Conformitate chimica si normativa

Chimie
Medipal® 3in1 utilizeaza o noua combinatie chimica, amestecand efectiv doi

compusi dezinfectanti, DDAC si Triamina, pentru a produce un dezinfectant
extrem de eficace, cu spectru larg, eficient impotriva sporilor.

DDAC (a 4-a generatie Quat)

Compusii de amoniu cuaternar (Quats) suntdezinfectanti
eficienti si utilizati pe scara larga. Omoara microorganismele
prin perturbarea interactiunilor intermoleculare si disocierea
bistraturilor de lipide. A 4-a generatie de clorura de didecil-
dimetilamoniu (DDAC) a fost dezvoltata pentru o activitate
biocida imbunatatita, detergenta mai puternica si un nivel
de toxicitate mai redus fata de cele 3 generatiji anterioare.

Triamina (dezinfectant amfoteric)

Triamina este un compus care contine trei amino grupuri
(N-(3-Aminopropyl)-N-dodecylpropane-1,3-diamina)
actionand ca un disruptor de celule. Este eficient impotriva
ambelor tipuri de bacterii, gram pozitive sigram negative
si Impotriva virusilor capsulati, cum este Hepatita B
(HBV). Are toxicitate scazuta, nu pateaza, nu este coroziv
si combina proprietatile detergente cu cele dezinfectante.

Respectarea reglementarilor

Medipal® 3in1 este conform cu ultimele standarde EN oferind
timp scurt de contact, care este practic in utilizarea reala.

EN16615 Noul stndard european pentru dezinfectanti chimici si antiseptice (cunoscut si ca testul 4 campuri)

Primul standard european (EN) care vizeaza mai de-
graba eficacitatea efectiva a stergerii decat a solutiei
extrase utilizata in testele anterioare.

Testul este conceput pentru a reprezenta mai bine
eficacitatea servetelelor utilizate Tntr-un mediu real.

EN16615 solicita realizarea:

* 5log (99.999%) reducere pentru bacterii
* 41log (99.99%) reducere pentru levuri

EN16615 este o metoda riguroasa de testare
cantitativa pentru evaluarea activitatii bactericide si
levuricide pe suprafete neporoase cu actiune de
stergere mecanica.

testul de stergere 4
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Pentru a i testa eficacitatea, servetelul trebuie sa
stearga patru campuri de test a cate 25 cm?intr-o
succesiune de la cdmpul de test 1 la 4, cu primul camp
inoculat, apoi se sterge Tn ordine inversa incepand
de la campul de test 4 la 1. Obiectivul EN 16615 este
de a demonstra eficacitatea, precum si absenta
contaminarii Incrucisate.

EN14885 specifica standardele EN cu care produsele trebuie sa fie conforme pentru a-si dovedi proprietatile antimicrobiene.

Aceasta ofera indicatji privind metodele de testare a dezinfectantilor aplicabile in functie de utilizarea
preconizata, precum si definirea clara a notiunilor de bactericid, virucid, sporicid si levuricid.

Recomanda timpul de contact care este practic in utilizarea reala si care trebuie luat in considerare n timpul
testarii. In testele de faza 2 si faza 3 produsul trebuie sa treaca testul la tipul de contact recomandat pe eticheta

produsului.
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3 |n1 \hps ot Caracteristici si beneficii

Wipes

Servetelele de curatare si dezinfectare Medipal® 3 inl beneficiaza de o mare eficacitate anti-
microbiana cu timp scurt de contact. Servetelele noastre combina chimia noastra duala biocida cu
materialul nostru Tritex pentru a oferi performante clinice excelente. Au fost proiectate sa fie delicate

cu suprafetele.

noul test european EN166151n 1 min

Cu ré;a re DeZinfec;ie
eficienta In 1 minut
Detergentul puternic indeparteaza Bactericid i
eficient murdéria de pe surprafata. Tuberculocid
Contine detergent biodegradabil. EN16615
EN13727

EN13697

EN14348

Activitate virucida*

EN14476

Levuricid

EN16615

EN13624

EN13697

Activitate sporicida Sporicid
dovedita in 1 minut
conform EN 14885:2015 EN 13704

*Norovirus, Hep B, Hep C, HIV, Coronovirus (MERS), Influenza (HLN1)

Gata de utilizare
Féré PHMB Delicat cu suprafetele

Scamosare redusa

TRITEX® un material pentru servetele avansat

Fara alcool

Solutie excelenta de retentie, previne scurgerea lichidului la baza flaconului.

Solutie eficienta de eliberare, asigura transferul uniform al dezinfectantului pe suprafata.
Rezistenta ridicata in ambele directii, chiar ude.

Scamosare ultra scazuta pentru a reduce foarte mult riscul contaminarii si infectiilor incrucigate.

Made in

UK




DISINFECTANT Gama de produse
3inT Wipes

Servetele
Tip ambalaj Cantitate Dimensiuni (mmjiss mm) Cod
— - Pachet 200 250 x 200 S522110MPCE Cu
Pachet 50 200x 175 S524110MPCE TEHNOLOGIE
Galeatd 3 litri 350 250 %225 W522110MPCE
@j Rezerva pt. galeatd 3 litri 350 250x 225 Q522110MPCE
g Flacon 2 litri 240 195 x 165 ‘W520110MPCE
"
B
) Rezervd pt. flacon 2 litri 240 195 x 165 Q520110MPCE
Accesorii
— Suport pt. flacen 2 |, cu montaj pe perete Mote adezive detasabile Curat
5/cutie Clean Cantitate: 4 x 250
Metal vopsit ———— Dimensiuni: 70 x 80
X49110 BN 004
Suport pt. pachet, cu montaj pe perete ) Mote adezive detasabile Murdar
10/ cutie DIFTY Cantitate: 4 x 250
Metal vopsit —————  Dimensiuni: 70 x 80
X40110HP B fo00s

Banda indicatoare “Sunt curat”

@ 12 role/cutie

Hértie adeziva
EDD1

Promisiunea Medipal®:

Calitate, Eficacitate, Inovare si Rentabilitate

Suntem aici pentru a discuta cerintele dumneavoastra. Va rugam sa ne contactati la:

+44(0)1455 555 700 | info@palinternational.com | www.medipal.co.uk



mailto:info@palinternational.com
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Medipal Sumar teste de eficacitate

Infection prevention. Everywhere.

31 ipes

Servetelele dezinfectante Medipal® 3 in 1 nu contin alcool si sunt destinate curatarii si Nwucidy,
dezinfectarii suprafetelor dure non-poroase ale dispozitivelor medicale non-invazive si ale
echipamentelor din mediile de asistentd medicala. Servetelele dezinfectante Medipal® 3 in
1 s-au dovedit a distruge cele mai multe micro-organisme, cum sunt bacteriile, virusii si
sporii. Suprafetele vizibil murdare trebuie sa fie curatate inainte de dezinfectare.

Servetelele au fost testate Tn mod independent conform unor standarde europene (EN)
conform EN 14885:2015, inclusiv conform noului test european EN16615:2015 (4-field test).

Bactericid Virucid
Organism Timp de contact Norma de testare Organism Timp de contact Norma de testare
, EN13727 Limited virucidal** 1 min EN14476
Acinetobacter baumannii 1min .
EN13697 Full virucidal** 2 min EN14476
EN16615* ** As defined according to EN14476:2015
EN1276
Enterococcus hirae 1 min EN13727 poricia
EN13697
EN14561 Bacillus subtilis 1 min EN13704
EN1276 .
Escherichia coli - ESBL 1 min Bacillus cereus L min EN13704
EN13697 _
EN13727 Clostridium sporogenes 2 min EN13704
Klebsiella pneumoniae NDM1 .t Clostridium difficile 1 min EN13704
(CRE) EN13697
) EN13727
MRSA 1 min .
EN13697 Tuberculocid
EN16615* Organism Timp de contact Norma de testare
EN1276 Mycobacterium terrae 1 min EN14348
Pseudomonas aeruginosa 1 min EN13727 Mycobacterium avium 1 min EN14348
EN13697
EN14561 . .
EN16615¢ Levuricid
EN1276 Organism Timp de contact Norma de testare
*
Staphylococcus aureus 1 min EN13727 EN16615
EN13697
EN13697 Candidaalbicans 1 min
EN13624
EN14561
EN14562
EN13727
VRE 1 min
EN13697

*1 minut pentru urmatoarele produse
W621110MPCE, Q621110MPCE, S629110MPCE,
S622110MPCE, S522110MPCE, S524110MPCE

*5 minute penru urmatoarele produse
W624110MPCE, W520110MPCE, Q520110MPCE,
W522110MPCE, Q522110MPCE

Utilizati dezinfectantii in conditii de siguranta. Cititi intotdeauna eticheta si
informatiile despre produs fTnainte de utilizare. Numai pentru uz profesional.

Suntem aici pentru a discuta cerintele dumneavoastra. Contactati-ne la:

+44(0)1455 555 700 | info@palinternational.com | www.medipal.co.uk 3inl_ETS V2 02.17
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PROIECT DE ETICHETA - Flacon cu 240 servetele de 195 x 165 mm

Medipal 3 : 1 DISINFECTANT
Infection prevention. Everywhera, In WI p e s

Medipal 3 in 1 Disinfectant Wipes
sunt destinate curatarii si dezinfectarii

suprafetelor dispozitivelor medicale din _* CURATA Cu tehnologie ¥ Féré alcool
mediile de asistenta medicala si de » DEZINFECTEAZA  TRITEX
ingrijire. * SPORICID v'Fard PHMB

INDICATII: Pentru dezinfectarea suprafetelor dure ale dispozitivelor medicale non-invazive.
INSTRUCTIUNI DE UTILIZARE:

A se purta manusi de protectie. Utilizati un servetel pentru a dezinfecta suprafata. Pe suprafetele foarte
murdare, poate fi necesara mai mult de o stergere.

ELIMINARE: Servetelele si ambalajele se vor elimina in conformitate cu legislatia locala.
DEPOZITARE: A se pastra ambalajul inchis etans atunci cdnd nu sunt in uz. A se pastra in loc uscat si
racoros.

SUBSTANTE ACTIVE:

N,N-Didecyl-N

N-Dimethylammonium Chloride — 6,4 g/Kg

N-(3-Aminopropyl)-N-dodecylpropane-1,3-diamine — 5,31 g/Kg

PROPRIETATI MICROBIOLOGICE:

Medipal® 3 in 1 Disinfectant Wipes respectd urmatoarele norme europene de eficacitate antimicrobiana:
Bactericid: EN 13727; EN 13697; EN 16615 — 1 minut
Levuricid: EN 13624; EN 13697; EN 16615 — 1 minut
Fungicid: EN 13624 — 1 minut

Micobactericid: EN 14348 — 1 minut

Virucid: EN 14476 — 1 minut

Sporicid: EN 13704 — 1 minut

Pentru mai multe informatii privind anumite microorganisme,
consultati fisa tehnica.

AMBALARE SI DIMENSIUNI: DEPOZITARE ELIMINARE

Flacon cu 240 servetele de 195 x 165 mm >
X || €A
v,

R

MACERATE

CLASIFICAREA AMESTECULUI

Pictograme de pericol:

CAPAC FLACON ETICHETA
Cuvant de avertizare: Pericol h n A‘
Pericole deosebite asociate preparatului LE LE t‘-‘l-
si recomandari privind siguranta:
Fraze de pericol: PP HDOPE PE
H315: Provoaca iritarea pielii
H319: Provoaca o iritare grava a ochilor
H412: Nociv pentru mediul acvatic cu efecte pe termen lung c €
Fraze de precautie:
P102: A nu se ldsa la indemana copiilor 0086

P280: PurtatiAménusi de protectie

P302+352: IN CAZ DE CONTACT CU PIELEA: Spalati cu multd apa si sdpun.

P305 + P351 + P338: IN CAZ DE CONTACT CU OCHII: Clatiti cu atentie cu apa timp de mai multe minute.
Scoateti lentilele de contact, dacd este cazul si dacd acest lucru se poate face cu usurintd. Continuati sa clatiti.

COD PRODUS: W520110MPCE Notificat sub nr. / la Ministerul Sanatatii

Producator: Pal International Ltd. Clasa IIa conf. Directiva 93/42/CEE modificata
Adresa: Bilton Way, Lutterworth, Leicestershire, LE17 4JA, United Kingdom
Tel.: + 441455 555 755 Fax: + 441455 555 700,
http://www.palinternational.com, Email: info@palinternational.com _—
Importator si distribuitor: S. KARIMED PARTENER S.R.L. Data expiraril:

Adresa: Bd. Dimitrie Cantemir, nr. 9, bl. 7, sc. 1, Ap. 5, S4, Bucuresti Nr. lot:

Tel./Fax: 031.410.23.88, Email: office@karimedpartener.ro Fabricat in Marea Britanie
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Fisa tehnica de securitate Medlpal

Infection prevention. Everywhere.
Versiunea: 3.0 | Data reviziei: 25.07.2017
Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si2015/830

Medipal 3 in 1 Disinfectant Wipes

SECTIUNEA 1: IDENTIFICAREA SUBSTANTEI/AMESTECULUI S| COMPANIEI/INTREPRINDERII

1.1 Identificarea produsului
Denumire produs: Medipal 3 in1 Disinfectant Wipes
Cod produs: Q, S &W 520, 522, 524, 621, 622, 624, 629
Utilizarea substantei/amestecului: Curatare si dezinfectie
Tip substanta: Amestec

1.2 Utilizari relevante identificte ale substantei
sau amestecului si utilizari contraindicate

Utilizari identificate: Servetele pentru curatarea si dezinfectarea suprfetelor dure
Utilizari contraindicate: Numai pentru utilizatori profesionali

1.3 Detalii privind furnizorul fisei tehnice de securitate
Compania: Pal International limited

Bilton Way, Lutterworth, Leicestershire,
LE17 4JA, United Kingdom

Telefon: +441455 555 700
Fax: +441455 555 755
Email: info@palinternational.com

14 Numar de telefon de urgenta

Numar de telefon de urgenta: +441455 555 700 (GMT, limba englezs, L - V 08.00 - 17.00)
Numar de telefon mobil de urgenta: +447725 204 194

SECTIUNEA 2: IDENTIFICAREA PERICOLELOR
2.1 Clasificarea substantei sau amestecului
2.1.1 Regulament (CE) Nr. 1272/2008: Provoaca iritarea pielii, Categoria 2. H315

Provoaca leziuni grave ale ochilor, Categoria 3. H319
Toxicitate cronica acvatica, Categoria 3. H412

Pagina 1 din 10
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Fisa tehnica de securitate

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

2.2.1 Elemente de etichetare
Denumire produs:

Contine:

Pictograme de pericol:

Cuvinte de avertizare:

Fraze de pericol:

Fraze de precautie:

Informatii suplimentare privind pericolele (EU):

2.3 Alte pericole:

Pagina 2 din 10

Medipal’

Infection prevention. Everywhere.

Medipal 3 in 1 Disinfectant Wipes
N,N-Didecyl-N,N-Dimethylammonium Chloride
N-(3-Aminopropyl)-N-dodecylpropane-1,3-diamine

Atentie

H315: Provoaca iritatii ale pielii
H319: Provoaca iritatii grave ale ochilor
H412: Nociv pentru mediul acvatic cu efecte pe termen lung

P280: A se purta manusi de protectie

P302+352: IN CAZ DE CONTACT CU PIELEA: Spalati cu multa apa
P305 + P351 + P338: IN CAZ DE CONTACT CU OCHI!: Clatiti cu
atentie cu apa timp de cateva minute. Scoateti lentilele de

contact daca sunt prezente si usor de indepartat — continuati
clatirea.

Nu se cunosc

Nu se cunosc



Fisa tehnica de securitate

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

SECTIUNEA 3: COMPOZITIE/INFORMATII PRIVIND INGREDIENTELE

3.1 Amestecuri

Componente periculoase
Clasificare CE Nr. 1272/2008

Medipal’

Infection prevention. Everywhere.

Denumire chimica

Nr. CAS
Nr. CE
Nr.REACH

Clasificare
(Regulament (CE)
Nr. 1272/2008)

Concentratie
(%]

2-Aminoethanol

141-43-5
205-483-3

Tox. acutda 4; H302
Tox. acuta 4; H312
Coroz. piele 1B; H314
Tox. acuta 4; H332

<1%

Didecyldimethylammonium
chloride

7173-51-5
230-525-2

Tox. acuta 3; H301
Coroz. piele 1B; H314
Acvatic acut. 1; H400
Acvatic cronic. 1; H410

<1%

N-(3-Aminopropyl)-N-
dodecylpropane-1, 3-
diamine

2372-82-9
219-145-8

Tox. acuta 3; H301
Coroz. piele 1A; H314
STOT RE. 2; H373

Acut acvatic. 1; H400
Cronic acvatic. 1; H410

<1%

Alpha.-Undecyl-omega-
hydroxypoly (oxy-1,2-
ethanediyl) ramificat si
liniar

127036-24-2

Tox. acuta 4; H302
Lez. ochi 1; H318

<1%

Pentru textul complet al frazelor H mentionate in aceasta sectiune, a se vedea sectiunea 16

SECTIUNEA 4: MASURI DE PRIM AJUTOR

4.1 Descriere masuri de prim ajutor

Inhalare:

Contact cu pielea:
Contact cu ochii:

Ingestie:

4.2 Cele mai importante simptome si efecte,

atat acute, cat si intarziate

Indicatii privind asistenta medicala imediata si

tratamentele speciale necesare

Pagina 3 din 10

N CAZ DE INHALARE: Solicitati asistentd medicala
pentru simptome de dificultate de respiratie

TN CAZ DE CONTACT CU PIELEA: A se clati cu multd apa.
TN CAZ DE CONTACT CU OCHII: A se clati cu multd apa.
TN DE INGHITIRE: A se clati gura. Solicitati asistenta

medicala daca apar simptome.

A se vedea sectiunea 11 pentru informatii mai detaliate
cu privire la efectele asupra sanatatii si simptome.

A se trata simptomatologic.



Fisa tehnica de securitate Medlpal

Infection prevention. Everywhere.

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

SECTIUNEA 5: MASURI DE COMBATERE A INCENDIULUI

5.1 Mijloace de stingere

n caz de incendiu, utilizati agenti specifici de stingere adecvati

Mijloace de stingere adecvate: o
focului din jur.

Mijloace de stingere inadecvate: Nu se cunosc.

5.2 Pericole provocate de amestec
sau substanta

Pericole in timpul stingerii incendiulu: A se pastra departe de caldura si surse de aprindere.
Produse de combustie periculoase: Produsele de descompunere pot include urmatoarele
materiale:
Oxizi de carbon
Oxizi de azot
Oxizi de sulf
Oxizi de fosfor

53 Recomandari pentru pompieri
Echipament special de protectie ptr. pompieri A se folosi echipament de protectie individual.
SECTIUNEA 6: MASURI iIMPOTRIVA PIERDERILOR ACCIDENTALE

6.1 Precautii individuale, echipament de protectie si
proceduri de urgenta

Sfaturi pentru personalul care nu este de urgenta: Curatarea trebuie efectuata de catre personal instruit.
Consultati masurile de protectie enumerate in sectiunile 7 si 8.

Sfaturi pentru personalul de Daca este necesar echipament special in caz de scurgeri,

interventie consultati informatiile din sectiunea 8 privind materia -
lele adecvate si neadecvate.

6.2 Precautii pentru mediu

Precautii pentru mediu: Preveniti contactul cu solul, apa de suprafata sau freatica.

Pagina 4 din 10



Fisa tehnica de securitate Medlpal

Infection prevention. Everywhere.

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

6.3 Metode si materiale pentru izolare si curatare

Metode de curatare: Opriti scurgerile daca acest lucru se poate face in conditii de
siguranta. Colectati scurgerile cu un material necombustibil
absorbant si introduceti intr-un container pentru eliminare conform
reglementarilor locale/nationale (a se vedea sectiunea 13).

6.4 Trimiteri catre alte sectiuni

A se vedea sectiunea 1 pentru informatii privind contactul in caz de urgenta.
A se vedea sectiunea 8 pentru protectie individuala.
A se vedea sectiunea 13 pentru informatii suplimentare privind tratarea deseurilor.

SECTIUNEA 7: MANIPULARE $I DEPOZITARE

7.1 Precautii pentru manipularea in conditii de siguranta

Recomandari pentru manipularea  Spalati bine mainile dupa utilizare.
in conditii de siguranta:

Masuri de igiena: A se manipula conform normelor de igiena industriale
si a normelor de securitate. Se spala bine fata, mainile

si orice piele expusa, dupa manipulare.

7.2 Conditii de depozitare in conditii de securitate, inclusiv eventuale incompatibilitati

Cerinte pentru zonele de A se feri de agenti oxidanti. A nu se lasa la indemana
depozitare si containere: copiilor. A se pastra recipientul inchis ermetic.
Temperatura de depozitare: 0°C-40°C

7.3 Utilizari finale specifice

Utilizari finale specifice: Servetel umed. Proces manual de curatare.

Pagina 5 din 10



Fisa tehnica de securitate

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

SECTIUNEA 8: CONTROLUL EXPUNERII/PROTECTIE INDIVIDUALA

Medipal’

Infection prevention. Everywhere.

8.1 Parametri de control
8.1.1 Limite de expunere ocupationala
Nr. CAS Componente Tip valoare (forma Parametri de control Actualizare Baza
de expunere)
141-43-5 2-Aminoethanol TWA 1ppm ECTLV
2.5 mg/m?
8.1.2 Valoare biologica limita
Nr. CAS Denumire substanta Parametri de control Timp de esntionare Actualizare
8.2 Controlul expunerii
. O buna ventilatie ar trebui sa fie suficienta pentru a controla
8.2.1 Controale tehnice adecvate T - P o
expunerea muncitorilor la contaminare pe cale aeriana.
8.2.2 Echipament de protectie individuala
. . . Nu este necesar echipament de protectie special daca
Protectia ochilor/fetei . . . 2 A >
produsul este utilizat conform instructiunilor.
Protectia pielii A se purta manusi in timpul utilizarii acestui produs.
Protectie respiratorie Nu este necesar echipament de protectie special.
Pericol termic Nu este necesar echipament de protectie special.
8.2.3 Controlul expunerii mediului A se lua in considerare contaminarea in jurul vaselor de

SECTIUNEA 9: PROPRIETATI FIZICE $I CHIMICE

9.1

depozitare.

Informatii privind proprietatile fizice si chimice de baza

Aspect
Culoare
Miros

Prag de acceptare a mirosului

pH

Punct de topire/Punct de inghet
Punct initial de firbere si interval de fierbere

Punct de aprindere

Pagina 6 din 10

Servetel umed netesut

Alb

Miros chimic slab

Nu exista date disponibile

10.0-11.0

Nu exista date disponibile
Nu exista date disponibile
> 60°C (Metoda Abel de cupa inchisa)
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Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

Rata de evaporare
Inflamabilitate (solid, gaz)

Medipal’

Infection prevention. Everywhere.

Nu exista date disponibile
Nu exista date disponibile

Limite inferioare/superioare de inflamabilitate sau explozie Nu exista date disponibile

Presiune vapori
Densitate vapori

Densitate relativa
Solubilitate

Coeficient de partitie: n-octanol/apa
Temperatura de autoaprindere
Temperatura de descompunere
Vascozitate

Proprietati explozive

Proprietati oxidante

9.2 Alte informatii
SECTIUNEA 10: STABILITATE Sl REACTIVITATE

10.1 Reactivitate

10.2  Stabilitate chimica

10.3  Possibilitate de reactii periculoase

10.4  Conditii de evitat
10.5 Materiale incompatibile

10.6  Produse de descompunere periculoase

Pagina 7 din 10

Nu exista date disponibile
Nu exista date disponibile
1,010 g/cm?

Complet miscibil in apa
Nu exista date disponibile
Nu exista date disponibile
Nu exista date disponibile
Nu exista date disponibile
Nu exista date disponibile
Nu exista date disponibile

Nu exista date disponibile

Nicio reactie periculoasa in conditii normale de
utilizare.

Stabil in conditii normale.

Nicio reactie periculoasa in conditii normale de
utilizare.

Caldura extrema, foc deschis si scantei.
Nu se cunosc.

Produsele de descompunere pot include
urmatoarele materiale:

Oxizi de carbon

Oxizi de azot

Oxizi de sulf

Oxizi de fosfor



Fisa tehnica de securitate

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

SECTIUNEA 11: INFORMATII TOXICOLOGICE

111

Informatii privind efectul toxicologic
Informatii privind caile probabile de expunere
Toxicitate acuta

Ingestie

Inhalare

Contact cu pielea

Contact cu ochii

Coroziv/iritant pentru piele
Iritare/lezare grava a ochilor
Sensibilizarea cailor respiratorii sau a pielii
Mutagenitatea celulelor embrionare
Cancerigenitate

Toxicitate pentru reproducere

STOT — expunere unica

STOT — expunere repetata

Pericol prin aspirare

SECTIUNEA 12: INFORMATII ECOLOGICE

Medipal’

Infection prevention. Everywhere.

Contact cu ochii si contact cu pielea.

Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.
Nu exista date disponibile pentru acest produs.

12.1  Toxicitate Nu exista date disponibile

12.2  Persistenta si degradabilitate Nu exista date disponibile

12.3  Potential de bioacumulare Nu exista date disponibile

12.4  Mobilitate in sol Nu exista date disponibile

12.5 Rezultate evaluare PBT si vPvB Acest amestec nu contine componente considerate ca
fiind persistente, bioacumulative si toxice (PBT) sau
foarte persistente si foarte bioacumulative (vPvB) la un
nivel de 0,1% sau mai mare.

12.6  Alte efecte adverse Nu exista date disponibile

SECTIUNEA 13: CONSIDERATII PRIVIND ELIMINAREA

13.1  Metode de tratare a deseurilor Acolo unde este posibil, reciclarea este de preferat
elimindrii sau incinerérii. In cazul in care reciclarea nu
este posibila, eliminati in conformitate cu reglementarile
locale.

13.2  Informatii suplimentare Nu se cunosc

Pagina 8 din 10



Fisa tehnica de securitate

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

SECTIUNEA 14: INFORMATII PRIVIND TRANSPORTUL

14.1
14.2
14.3
144
14.5
14.6
14.7

14.1
14.2
143
14.4
14.5
14.6
14.7

14.1
14.2
14.3
144
14.5
14.6
14.7

Medipal’

Infection prevention. Everywhere.

Acest produs nu este clasificat ca fiind marfa periculoasa in cadrul reglementarilor de transport.

Transport rutier (ADR/AND/RID)

Numar ONU

Denumirea corecta ONU pentru expeditie
Clasa(ele) de pericol pentru transport

Grup de ambalaje

Pericole pentru mediu

Precautii speciale pentru utilizator

Transport in vrac, in conformitate cu anexa Il
la MARPOL 73/78 si Codul IBC

Transport maritim (IMDG/IMO)

Numar ONU

Denumirea corecta ONU pentru expeditie
Clasa(ele) de pericol pentru transport

Grup de ambalaje

Pericole pentru mediu

Precautii speciale pentru utilizator

Transport in vrac, in conformitate cu anexa Il
la MARPOL 73/78 si Codul IBC

Transport aerian (IATA)

Numar ONU

Denumirea corecta ONU pentru expeditie
Clasa(ele) de pericol pentru transport
Grup de ambalaje

Pericole pentru mediu

Precautii speciale pentru utilizator
Transport in vrac, in conformitate cu
anexa Il la MARPOL 73/78 si Codul IBC

SECTIUNEA 15: INFORMATII DE REGLEMENTARE

15.1

15.2

Reglementari/legislatie privind securitatea,
sanatatea si mediul specifice substantei
sau amestecului

Evaluarea securitatii chimice

Pagina 9 din 10

Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.

Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.

Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.
Nu se aplica.

Aceasta fisa tehnica de securitate este conforma cu
cerintele Regulamentului (CE) nr 1970/2006

Acest produs contine substante pentru care este
incad necesara o evaluare a securitatii chimice.



Fisa tehnica de securitate Medlpal

Infection prevention. Everywhere.

Versiunea: 3.0 | Data reviziei: 25.07.2017

Conform Regulamentului CE 1907/2006 (REACH), 1272/2008 (CLP) si 2015/830

SECTIUNEA 16: ALTE INFORMATII

Textul complet al frazelor de pericol

H301: Toxic In caz de inghitire

H302: Nociv in caz de inghitire

H312: Nociv in contact cu pielea

H314: Provoaca arsuri grave ale pielii si lezarea ochilor

H318: Provoaca leziuni ocular grave

H332: Nociv in caz de inhalare

H373: Poate provoca leziuni ale organelor in caz de expunere prelungitd sau repetata
H400: Foarte toxic pentru mediul acvatic

H410: Foarte toxic pentru mediul acvatic cu efecte pe termen lung.

Textul complet al abrevierilor

ADR: European agreement concerning the international carriage of dangerous goods by Road/
Acordul european privind transportul rutier international de marfuri periculoase

IMDG: International Maritime Dangerous Goods/Transport Maritim International al Marfurilor

Periculoase.

IATA: International Air Transport Association/Asociatia Internationalad de Transport Aerian.

ICAO: International Civil Aviation Organisation/Organizatia Internationala a Aviatiei Civile

RID: Regulations concerning the International carriage of Dangerous goods by rail./Reglementari
privind transportul feroviar al marfurilor periculoase.

Recomandari de instruire Produs pentru uz profesional. Se va cere instruire de catre
furnizorul de produse.

Declinari

Aceasta fisa tehnica de securitate a fost compilata utilizdnd date externe de la furnizorii nostri si de la
laboratoare independente. Aceasta fisa tehnica de securitate contine toate informatiile necesare efectuarii
unei evaludri COSHH. Acest document, in dreptul sau propriu, NU constituie pentru utilizatori propria lor
evaluare a riscurilor la locul de munca conform legislatiei privind sanatatea si securitatea.

Informatiile furnizate n aceasta fisa tehnica de Securitate sunt date cu buna credinta si cu cele mai bune si
corecte cunostinte ale noastre. Nu se accepta nicio raspundere pentru nicio pierdere sau dauna care
rezulta direct din utilizarea produselor companiei sau din utilizarea informatiilor furnizate in aceasta fisa
tehnica de securitate, in special pierderi financiare sau economice, cu exceptia cazurilor prevazute de

lege.
Anexa la fisa tehnica de securitate Acest produs contine substante pentru care este
extinsa (eSDS) fncad necesara o evaluare a securitatii chimice.

Pagina 10 din 10



MINISTERUL SANAT
AGENTIA NATIONALA A ME DK
3l DISFOZIMIVELQR

ANEXA NR.3-F.3

F.3 - Formular de notificare a dispozitivelor medicale puse in functiune pe teritoriu
conformitate cu art. 31 alin. (2) din Hotararea Guvernului nr. 54/2009 privind conditiile introducerii
pe piatd a dispozitivelor medicale, cu modificarile ulterioare, cu art. 30 din Hotararea Guvernului nr.
798/2003 privind stabilirea conditiilor de introducere pe piata si de utilizare a dispozitivelor medicale
pentru diagnostic in vitro, cu modificarile si completarile ulterioare si cu art. 30 din Hotararea
Guvernului nr. 55/2009 privind dispozitivele medicale implantabile active, cu modificarile ulterioare.

Citre,

MINISTERUL SANATATII
AGENTIA NATIONALA A MEDICAMENTULUI $1 A DISPOZITIVELOR MEDICALE

1. Date de identificare a notificarii si a persoanei care face notificarea

Data: 29.03.2017

Indicati daca aceasta este prima notificare sau o modificare:
prima notificare L] modificare

Numarul de pagini al notificarii: 29

Denumirea persoanei fizice sau juridice care face notificarea: KARIMED PARTENER S.R.L.

Adresa: Localitatea: BUCURESTI | Codul postal: 040233 | Sector: 4
Strada nr: B-dul. Dimitrie Cantemir nr. 9, bl. 7, sc. 1, et. 1, ap. 5
Telefon: 031.410.23.88 | Fax: 031.410.23.88

E-mail: office@karimedpartener.ro

Persoana de contact; Florin Cristian PANFIL

Statutul organizatiei care efectueaza aceasta notificare:
O producator [ reprezentant autorizat importator distribuitor
(] alte categorii (precizati)

Numar Aviz de functionare emis de Ministerul Sanatafii/Agentia Nationald a Medicamentului si a
Dispozitivelor Medicale": 1317 din 21.07.2015

2. Date de identificare a dispozitivului medical ”

Tipul dispozitivului:

dispozitiv medical din clasa Ila

(1 dispozitiv medical din clasa lIb

[ dispozitiv medical din clasa III

O dispozitiv medical pentru diagnostic in vitro — anexa nr. 2 la Hotérarea Guvernului nr.
798/2003 privind stabilirea conditiilor de introducere pe piatd si de utilizare a
dispozitivelor medicale pentru diagnostic in vitro, cu modificarile si completarile ulterioare

[ dispozitiv medical pentru diagnostic in vitro de autotestare

O dispozitiv medical implantabil activ

Denumirea completd a producatorului: Pal International Ltd.

Denumirea prescurtata a producétorului: Pal

Tara in care are sediul producatorul: Marea Britanie

Locul de produc;ie*”: Bilton Way, Lutterworth, Leicestershire, LE17 4JA, Marea Britanie

Codificare utilizata : 0 GMDN™”: 0 EDMS™:
Cod:
Denumirea generica a codului:

Denumirea completi a dispozitivului medical: Medipal 3 in 1 Disinfectant Wipes

Categoria generica a dispozitivului sau scurtd descriere a dispozitivului, a scopului propus:
Servetelele Medipal 3 in 1 Disinfectant Wipes sunt destinate curatirii si dezinfectarii
suprafetelor dispozitivelor medicale non-invazive din mediile de asisten{ad medicala si de

ingrijire.




ANEXANR.3-F.3

3. Documente anexate

] copie certificatd spre conformitate a certificatului de inregistrare sau alt inscris oficial/act normativ
care si ateste infiintarea unitifii solicitante si certificatul constatator emis de oficiul registrului
comertului din care si rezulte obiectul de activitate al societafii, pentru unititile solicitante care au
obligatia sé se inregistreze la oficiul registrului comertului.*7)

declaratia de conformitate CE a producatorului

eticheta dispozitivului medical

instructiunile de utilizare a dispozitivului medical textul in original si traducerea in limba romans)
(textul in original si traducere in limba romana)

copie a certificatului de conformitate CE emis de un organism notificat

Xl dovada provenientei dispozitivului medical (factura/alt document)

Declar ca dispozitivele medicale mentionate in sectiunea 2 au fost puse in functiune pe teritoriul
Romaéniei.
Informatiile furnizate in prezenta notificare sunt corecte.

Numele, prenumele si functia

*Y Daca este cazul.

*2) Pentru fiecare dispozitiv medical utilizati o copie a acestei pagini (sectiunea 2).

*¥ Dupi caz.

** Optional.

*% Nomenclatorul global al dispozitivelor medicale — Global Medical Device Nomenclature — se completeaza
cand va fi disponibil.

*% European Diagnostic Market Statistics Nomenclature — disponibil pe site-ul http://www.edma-ivd.be

*7 fn cazul in care solicitantul nu detine aviz de functionare emis de Ministerul Sanatatii / Agentia Nationald a
Medicamentului si a Dispozitivelor Medicale.




bsi.

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 533716

Issued To: Pal International Ltd
Bilton Way
Lutterworth
LE17 4JA

United Kingdom

In respect of:

The manufacture of disinfectant wipes for the disinfection of
non-invasive medical devices

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

ﬁ;&.%&(

Pietro Foschi - Strategic Delivery Director

First Issued: 16 December 2008 Date: 19 November 2014 Expiry Date: 15 December 2018

..making excellence a habit”
Page 1l of 1







bsi.

By Royal Charter

EC Certificate - Production Quality Assurance
Certificate History

Certificate No:

CE 533716

Date: 19 November 2014
Issued To: Pal International Ltd
Bilton Way
Lutterworth
LE17 4JA
United Kingdom
Date Reference Action
Number
16 December 2008 7161943 First issue
14 January 2014 8092164 Certificate renewal
19 November 2014 8248641 Scope revised from “The manufacture of disinfectant wipes for
use on medical devices” to “The manufacture of disinfectant
wipes for the disinfection of non-invasive medical devices”

..making excellence a habit”
Page 1 of 1




Certificat CE — Asigurarea calitatii productiei

Directiva 93/42/CEE privind dispozitivele medicale, Anexa V

Nr. CE 533716

Emis catre: Pal International Ltd.
Bilton Way
Lutterworth
LE17 4JA

Marea Britanie

Privind:

Fabricare de servetele dezinfectante pentru dezinfectia
dispozitivelor medicale non-invazive.

Pe baza examindrii noastre a sistemului de asigurare a calitdtii in conformitate cu cerintele Directivei
Consiliului 93/42/CEE, Anexa V. Sistemul de asigurare a calitdtii indeplineste cerintele directivei. Pentru
introducerea pe piatad a preduselor din clasa lIb si clasa lll este necesar un certificat Anexa Il

Pentru si in numele BSI, organism notificat pentru directiva de mai sus (numar organism notificat 0086):

Semndturd indescifrabild
Pietro Foschi — Director Livrdri Strategice

Prima editie: 16 decembrie 2008 Data: 19 noiembrie 2014 Data expirarii: 15 decembrie 2018




Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizal pentru limbile strdine:
italiand, englezd, francezq, spaniold si rusd, in temeiul Autorizafiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justifiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romand si cd, prin traducere, inscrisului nu i-au fost
denaturate coninutul §i sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




bsi.

Traducere din limba engleza

Certificat CE — Asigurarea calitatii productiei

Istoric certificat

Certificat nr.:

CE 533716

Data: 19 noiembrie 2014
Emis catre: Pal International Ltd.
Bilton Way
Lutterworth
LE17 4JA
Marea Britanie
Data Numar Actiune
referinta
16 decembrie 2008 | 7161943 | Prima editie
14 ianuarie 2014 8092164 | Reinnoire certificat
19 noiembrie 2014 | 8248641 | Domeniul de aplicare revizuit de la "Fabricarea de

servetele dezinfectante pentru utilizarea pe dispozitive
medicale" la "Fabricarea de servetele dezinfectante pentru
dezinfectarea dispozitivelor medicale non-invazive" '




Subsemnata DOMNITEI LILIANA, interpret §i traducditor autorizat pentru limbile strdine:
italiand, englezd, francezad, spaniold si rusd, in temeiul Autorizajiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justifiei din Romdnia, certific exactitatea traducerii
efectuate din Jlimba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate continutul §i sensul.

INTERPRET $1 TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




DECLARATION OF CONFORMITY
To Directive 93/42/EEC

Pal International Limited
Bilton Way, Lutterworth, Leicestershire, LE17 4JA, United Kingdom

Hereby declare that the following devices:

Device Name & Number:
240 Medipal 3in1 Disinfectant Wipes 2L Canister (W520110MPCE)
240 Medipal 3in1 Disinfectant Wipes Refill Pack (Q520110MPCE)
200 Medipal 3in1 Disinfectant Wipes Flow Wrap (5629110MPCE)
100 Medipal 3in1 Disinfectant Wipes Flow Wrap (S522110MPCE)
50 Medipal 3in1 Disinfectant Wipes Flow Wrap (5524110MPCE)
350 Medipal 3in1 Disinfectant Wipes 3L Bucket (W522110MPCE)
350 Medipal 3in1 Disinfectant Wipes Refill Pack (Q522110MPCE)

Device Type: Single Use Non-Invasive Medical Devices
Device Classification: Class fla
All conform to the essential requirements of the following directive:
e Maedical Devices Directive 93/42/EEC Annex V as amended by Directive 2007/47/EC
And the requirements of the following standards:

e [SO 9001:2008
e SO 13485:2003

£7 ™)

¢ ) INVESTORS
Y, IN PEOPLE

The compliance to the above named standards and the requirements of the Directive 93/42/EEC Annex V are under
the supervision of notified body number 0086, The British Standards Institution, Knowlhill, Milton Keynes, MK5 8PP,

United Kingdom.
Certificate number: CE 533716, Date first Issued: 16" December 2008.

Signed on behalf of Pal International Limited,

o) (3= )¢

. 9001 8

M Sadls-L ebese %o v o D Lo
SGS.

Menageenent

Dr. Gracy Sailo-Lebeau R o oot
Technical & Product Development Manager
1* March 2017

Pal international Ltd, = eosi

Pal International Ltd.

arpational.com




Traducere din limba englezd

pal

DECLARATIE DE CONFORMITATE
cu Directiva 93/42/CEE

Pal International Limited
Bilton Way, Lutterworth, Leicestershire, LE17 4JA, United Kingdam

Declard, prin prezenta, ca urmatoarele dispozitive medicale:

Denumire si numar dispozitiv:
240 Medipal 3in1 Disinfectant Wipes 2L Canister (W520110MPCE)
240 Medipal 3in1 Disinfectant Wipes Refill Pack (Q520110MPCE)
200 Medipal 3in1 Disinfectant Wipes Flow Wrap (S629110MPCE)
100 Medipal 3in1 Disinfectant Wipes Flow Wrap (5522110MPCE)
50 Medipal 3in1 Disinfectant Wipes Flow Wrap {5524110MPCE)
350 Medipal 3in1 Disinfectant Wipes 3L Bucket (W522110MPCE)
350 Medipal 3in1 Disinfectant Wipes Refill Pack (Q522110MPCE)

Tip dispozitiv: Utilizare unica pentru dispozitive medicale non-invazive
Clasificare dispozitiv: Clasa lia
Respectd cerintele esentiale ale urmitoarei directive:
¢ Directiva Dispozitivelor Medicale 93/42/CEE Anexa V modificats de Directiva 2007/47/CE

si cerintele urmdtoarelor standarde:

* 1509001:2008
+ SO 13485:2003

Conformitatea cu standardele mentfionate mai sus, precum si cerintele Directivei 93/42/CEE
Anexa V sunt sub supravegherea organismului notificat cu numarul 0086, Institutul British
Standards, Knowlhill, Milton Keynes, MK5 8PP, Regatul Unit.

Numar certificat: CE 533716, Data primei emiteri: 16 decembrie 2008.
Semnat in numele Pal International Limited,

Semnditurd indescifrabili

Dr. Gracy Sailo-Lebeau

Director tehnic si dezvoltare produs .f' fﬁ\]" !
1 martie 2017 Ay iy



Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizatiei nr. 1804 din data de
19.09.2002, eliberata de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT

DOMNITEI]I LILTANA




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003 & EN ISO 13485:2012

By Royal Charter

This is to certify that: Pal International Ltd
Bilton Way
Lutterworth
LE17 4JA
United Kingdom

Holds Certificate Number: MD 543233

and operates a Quality Management System which complies with the requirements of ISO 13485:2003 & EN ISO
13485:2012 for the following scope:

The manufacture of disinfectant wipes.

ﬁ;ﬁ:;f;—uwc—(

Pietro Foschi - Strategic Delivery Director

For and on behalf of BSI:

Originally registered: 15/12/2008 Latest Issue: 16/12/2014 Expiry Date: 21/11/2017
@ Page: 1 of 1
UKAS : o
. ..making excellence a habit.
003
sed electronically and remaing the property of BSI and is bound by the conditians of contract.

authenticatad online.
tad at www. bsigroun.comfClentDirectory

31, Kitemark Court, Davy Avenue, Keowlhill, Milton Keynes MKS 8PP, Tel: + 44 845 080 9000
red 1N England under numbsr 7805321 at 389 Chiswick High Road, London W4 4AL, UK,

SERI[SEN
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Certificat de inregistrare

SISTEM DE MANAGEMENT AL CALITATII - ISO 13485:2003 5i 1SO 13485:2012

Prezenta certifica faptul ca:  Pal International Ltd.
Bilton Way
Lutterworth
LE17 4JA
Marea Britanie

Detine certificatul numarul: MD 543233

si opereazs un sistem de management al calitatii, care este in conformitate cu cerintele I1SO 13485: 2003 si
ISO 13485:2012 pentru urmdtorul domeniu de aplicare:

Fabricare de servetele dezinfectante

Pentru si in numele BSI: Semndturd indescifrabild
Pietro Foschi — Director Livrari Strategice

Prima inregistrare: 15.12.2008 Ultima inregistrare: 16.12.2014 Data expirarii: 21.11.2017

Pagina: 1din1



Gtor autorizat pentru limbile straine:
iul Autorizatiei nr. 1804 din data de
a, certific exactitatea traducerii
traducere, inscrisului nu i-au fost

Subsemnata DOMNITEI LILIANA, interpret §i traduc
italiand, englezd, francezd, spaniold §i rusd, in teme
19.09.2002, eliberatd de Ministerul Justifiei din Romani
efectuate din limba englezd in limba romdnd §i ¢d, prin

denaturate continutul §i sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2008

- <-. L pmee R SRR

By Royal Charter

This is to certify that: Pal International Ltd
Bilton Way
Lutterworth
LE17 4]A
United Kingdom

Holds Certificate Number: FM 12521

and operates a Quality Management System which complies with the requirements of ISO 9001:2008 for the
following scope:

The manufacture of disinfectants and dry and wet wipes. The manufacture and/or
supply of disposable and short life protective clothing, catering accessories and bar

sundries.

L 1
E;V("(
For and on behalf of BSI:

Pietro Foschi - Strategic Delivery Director

Originally registered: 06/06/1991 Latest Issue: 27/01/2015 Expiry Date: 27/01/2018

Page: 1 of 1

MApACEuENT ..making excellence a habit’

SYSTEMS
003

ate was issued electronically and remains the property of BSIE and is bound by the condiions of contract.
e can be authenticated online.
At www bsigroup.corm/ClientDirectory

Kitermark Court, Davy Avenue, Knowihill, Milton Keynes MKS 8PP, Tel; + 44 845 080 9000
red i England under number 7805321 a1 389 Chiswick High Road, London W4 44aL, UK,
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Traducere din limba englezd
]
bsi.
Certificat de inregistrare

SISTEM DE MANAGEMENT AL CALITATII - ISO 9001:2008

Prezenta certifica faptul ca:  Pal International Ltd.
Bilton Way
Lutterworth
LE17 4)JA
Marea Britanie

Detine certificatul numarul: FM 12521

si opereaza un sistem de management al calitatii, care este in conformitate cu cerintele
standardului ISO 9001, 2008 pentru urmatorul domeniu de aplicare;

Fabricare de jervetele dezinfectante, uscate si umede. Fabricarea sifsau furnizarea de
imbracaminte de unica folosinta si protectie de scurtd durata, si diverse accesorii de catering si

bar.
Pentru si in numele BSI: Semndturd indescifrabild
Pietro Foschi — Director Livrari Strategice
Prima inregistrare: 06.06.1991 Ultima inregistrare; 27.01.2015 Data expirdrii: 27.01.2018

Pagina: 1din 1



Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniola si rusd, in temeiul Autorizafiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd §i cd, prin traducere, inscrisului nu i-au fost
denaturate coninutul §i sensul.

INTERPRET $I TRADUCATOR AUTORIZAT
DOMNITEI LILIANA
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¢ Y, INVESTORS
%, IN PEOPLE

28" February 2017

To whom it may concern,

Pal International Limited confirms that the Medipal® 3inl Disinfectant Wipes are all manufactured
using an alcohol free chemical solution.

We would like to confirm that our EN testing certificates which state the following disinfectants’ name:

e Medipal® Disinfectant li
(Name used in tests reports EN1650, EN13697, EN13704, EN13727, EN14348)

e Maedipal® Disinfectant Il wipes solution
(Name used in tests reports EN13624, EN13697, EN13704, EN 14476, EN14561, EN14562)

e Pal Surface Disinfectant Gen Il wipes solution
(Name used in test report EN13697)

e 3in1 Disinfectant wipes
(Name used in test report EN14563)

e Medipal Disinfectant Il Tx1130
(Name used in test report EN16615)

e Maedipal 3in1 Wipes Solution (C)
(Name used in test report EN13704)

are all applicable to cover the solution for Medipal® 3in1 Disinfectant wipes.

For reference, Medipal 3in1 disinfectant wipes have been assessed and authorized by
the UK national framework agreement NHS Supply chain (National Health Service) and
are being used across the UK.

Yours faithfully,

For and on behalf of Pal International Ltd,

s M
e 3 Tare sy

oL ;

Céline Hathaway bl ™\ 150 0 Pal International Lid.
Head of Healthcare Division 0 — 3?;.‘“;1 i O ) '
‘ﬁy v Management Cuuakity

SGS i
Certificate number Frb 2521 MD 543233
GE1Y89574

www. palinternational.com

Pal international Ld



Traducere din limba englezd

pal

28 februarie 2017

Catre cei interesat;,

Pal International Limited confirma faptul c3 servetelele dezinfectante Medipal 3 in 1 Disinfectant
Wipes sunt toate fabricate utilizind solutie chimicé fara alcool.

Dorim s3 confirmam faptul c3 certificatele noastre de testare EN, in care sunt indicate denumirile
urmatorilor dezinfectanti:

¢ Medipal Disinfectant Il
(Denumire utilizatd in rapoartele de testare EN 1650, EN 13697, EN 13704, EN 13727,
EN14348)

e Medipal Disinfectant |l wipe solution
(Denumire utilizatd Tn rapoartele de testare EN 13624, EN 13697, EN 13704, EN 14476, EN
14561, EN 14562)

e Pal Surface Dezinfectant Gen |l wipes solution
(Denumire utilizatd in raportul de testare EN 13697)

¢ 3in 1 Disinfectant wipes
(Denumire utilizatd Tn raportul de testare EN 14563)

¢ Medipal Disinfectant 11 TX1130
{Denumire utilizatd in raportul de testare EN 16615}

* Medipal 3 in 1 Wipes Solution {C)
(Denumire utilizatd in raportul de testare EN 13704)

sunt toate aplicabile pentru a acoperi solutia pentru Medipal 3 in 1 Disinfectant Wipes.

Pentru referintd, Medipal 3 in 1 Disinfectant Wipes au fost evaluate si autorizate de catre NHS
Supply chain (National Health Service} prin acordul-cadru national in Marea Britanie si sunt folosite
in Marea Britanie.

Cu stima,

Pentru si in numele Pal International Ltd.

Semndtura indescifrabild

Céline Hathaway
Director Divizia Sanatate




Subsemnata DOMNITEI LILIANA, interpret si traducator autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizatiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba engleza in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate confinutul §i sensul.

INTERPRET $I TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




ABORATORIES LYD

Test Report: EN 13727:2012 +A2:2015 Chemical disinfectants
and antiseptics — Quantitative suspension test for the evaluation of
bactericidal activity in the medical area — Test method and

requirements (phase 2, step 1)

Test Laboratory

Identification of sample
Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation

Method
Neutralizer

Experimental Conditions
Period of analysis
Product diluent used

Product test concentrations
Appearance product dilutions

Contact time

Test temperature
Interfering substance
Stability of mixture

Temperature of incubation
Identification of strains

SOP 11000
EN13727 RESULTS TEMPLATE V02
Effective date:29 April 2016

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK-G11 6NU

Medipal Disinfectant 1l Wipes Solution
Not Provided

PAL International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20
13 June 2016
Ambient

Not Provided

Chemical neutralization

Lecithin 11.7g/l, Polysorbate 80 100g/1, sodium
thiosulphate 5.0g/l, sodium dodecyl sulphate 10.0g/I,
sodium chloride 8.5g/l, tryptone 1.0g/l sterilized by
autoclave

14 June 2016 to 21 July 2016

Sterile distilled water

80.0% v/v; 50.0% v/v; 5.0% v/v

Clear

t =1 minute

202C+19°C

3.0g/1 bovine albumin + 3.0g/l erythrocytes
Turbidity and sedimentation at all concentrations
37°Ct1°C

Pseudomonas aeruginosa ATCC 15442
Enterococcus hirae ATCC 10541
Staphylococcus aureus ATCC 6538

Page 1 of 3
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LABORATORIES LTD

EN 13727:2012 +A2:2015 Results for the efficacy of Medipal Disinfectant Il Wipes Solution from PAL International under DIRTY CONDITIONS

Test organisms Validation test Bacterial test Test procedure at concentration (V/V)
Bacterial Experimental Bacterial Neutralizer Dilution- suspension (N)
Suspension (Nv) | conditions {A) suspension toxicity Control | neutralization 5.00% 50.00% 80.00%
validation (NvB} (B) control (C}
Pseudomonas Ve 72 ; 79 |vc 73 ;87 |vc 76 ; 75 |Ve 72 ; 74 |V 82 ; 78 |[10° 270 ; 270 |Vc 0,;0 0,;0 0;0
geruginosa 107 30 ; 40 -1 0;0 0;0 0;0
ATCC 15442 A N: 3.10E+08 Na| <1.40e+02 <1.40E+02 <1.40E+02
Nv: 7.55E+02 | A: 8.00E+01 | Nv  7.55E+03 B: 7.30E+01 | C: 8.00E+01 R >10(5) >10(5) >10(5)
Validation 30SNvys1607 | A205xNvg? | 30SNy<160? | B20S5SxNvB? | C20.5xNv? |7.17<10g Ny $7.707 v B
yes yes yes yes yes yes g sl
Staphylococcus Ve 80 ; 90 |Vc 72 ; 80 Vc 68 ; B6 |Ve 70 ; 63 Vo 73 ; 84 |10° >330 ; >330 |Vc 0;0 0;0 0;0
oureus 107, 31;37 |1 0;0 0;0 0;0
ATCC 6538 N: 3.40E+08 Na| <1.40E+02 <1.40E+02 <1.40E+02
Nv:  8.S0E+02 |A: 7.60E+01 | Nv  7.70E+03 B: 6656401 | C: 7.B5E+01 R >10(5) >10{5) >10(5)
Validation 30<Nvp<1607 | A205xNvy? | 30<Nyvy<160? | B205x NvB ? C205xNvy? |7.17< 108 Ny £7.70? ‘ B
— iy = s iy = Testis veiid
Enterococcus hirae | Vc: 99 ; 131 |Vc: 83 ; 96 Ve 92 ; 103 |vc 103 ; 108 |[Vc: BS ; 93 |1p% >330 ; >330 |Vc 1;1 0,2 0;0
107: 36 ; 39 -1 0;0 0,1 0;0
ATCC 10541 N: 3.75E+08 Na| <140E+02 <1.40E+02 <1,40E+02
Nv:  1.15E+03 | A: 8.95E+01 | Nv  9.75E+03 B: 106E+02 | C: 8.90E+01 R >10(5) >10(5) >10(5)
Validation 30SNvw<160? | A20.5xNvy? | 30<Nvy<1607 | B2OSxNvB? | C20.5xNv? |7.17<log Ny <7.70? ) N
s e iy = v s Test is walid

Please note: the upper limit for counting yeast plates is 330 cfu. Enter as >330. The upper limit for moulds is >165, enter as >165.

Vc=viable count

N =number of efu/ml of the bacterial test suspension

Nv=number of cfu/ml in the bacterial suspension

R =reductionin viability

Na =number of cfu/mlin the test mixture

A =number of cfu/m| of the experimental conditions validation

B =number of cfu/ml of the neutralizer toxicity validation or of the filtration validation

C =the number ofcfu/ml of the dilution-neutralization validation or the membrane filtration test validation

Page 2 of 3
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LABORATORIES LTD

Conclusion

According to EN 13727:2012 +A2:2015, Medipal Disinfectant Il Wipes Solution POSESSES BACTERICIDAL
activity at a concentration of 80.0 % V/V of the working concentration as tested after 1 MINUTE at 20°C
under DIRTY conditions (3.0 g/l bovine albumin+ 3.0 ml/| erythrocytes) against Pseudomonas aeruginosa
ATCC 15442, Staphylococcus aureus ATCC 6538 and Enterococcus hirae ATCC 8043.

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK,

Date: 16 August 2016

DISCLAIMER

The resuits in this test report only pertain to the sample supplied.

BluTest (BT} has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 13727 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any speciat conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (i) that the intended results or deliverables from the testing can be achieved or (iii) that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability (which is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or damage, including without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (ii} the use of any
materials, samples or other information provided by the Client for use in the testing; and {iii) the Client’s refiance upon or use of any results or deliverables provided as part of
the testing,

Page 30of 3
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B I T , 1_ Traducere din limba englezad

R | ABORATORIES LTD

Raport de testare: EN 13727:2012 +A2:2015 Dezinfectanti
chimici si antiseptice — Testul cantitativ de suspensie pentru
evaluarea activitatii bactericide in domeniul medical - Metoda de
testare si prescriptii (faza 2, etapa 1)

Laborator de testare BluTest Laboratories Ltd
Robertson Incubator {Level 4) Robertson Building
56 Dumbarton Road
Glasgow
UK-G116NU
Identificare mostra
Denumire produs Medipal Disinfectant Il Wipes Solution
Numar lot Not Provided
Client PAL International, Bilton Way,

Lutterworth, LE17 4JA

Cod proiect BT-PAL-20
Data livrarii 13iunie 2016
Conditii de depozitare Ambient
Substante active Nefurnizate

Metoda de testare si validare
Metoda Neutralizare chmica
Neutralizator Lecithin 11.7g/l, Polysorbate 80 100g/l, sodium
thiosulphate 5.0g/l, sodium dodecy! sulphate 10.0g/|,
sodium chloride 8.5g/l, tryptone 1.0g/l sterilizat in

autoclav
Conditii experimentale
Perioada analizei 14 iunie 2016 - 21 iulie 2016
Diluant produs utilizat Apa distilata sterila
Concentratii de testare a produsului 80.0% v/v; 50.0% v/v; 5.0% v/v
Aspect produs diluat Clar
Timp de contact t=1minut
Temperatura de testare 20°C+ 1°C
Substante interferente 3.0g/l bovine albumin + 3.0g/l erythrocytes
Stabilitatea amestecului Turbiditate si sedimentare la toate concentratjile
Temperatura de incubare 37°Ct1°C
Identificarea tulpinilor Pseudomonas aeruginosa ATCC 15442

Enterococcus hirae ATCC 10541
Staphylococcus aureus ATCC 6538

Page 1 of 3
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BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.
_ Email; nfoblatest com. Web site  WWW. blutest .com.




Traducere din limba englezi

Blulest

N | ABORATORIES LTD

EN 13727:2012 +A2:2015 Rezultate pentru eficacitatea Medipal Dezinfectant Il Wipes Solution de la PAL international in conditii de murdirie

Testorganisms Validation test Bacterial test Test procedure at concentration (V/V})
Bacterial Experimental Bacterlal Neutralizer Dilution- suspension (N)
Suspension {Nv) conditions (A) suspension toxicity Control neutralization 5.00% 50.00% 80.00%
validation (NvB) (B) control {C)
Pseudomonas Ve 72} ; USRH Vc: K873 ; 1B Ve 76 ; 75 Ve SR728 ; 4= vc: BNB2 ;78 10% 270 ; 270 V¢ 0;0 0;0 0} ; G
aeruginoso 10 30;4 || o0 0;o0 0;:0
ATCC15442 N: 3.10E+08 Na | <1.40€+02 <1.40E+02 <1.40E+02
Nv:  755€+02 |A: 8.00E+01 |Nv  7.55E+03 |B: 7.30E+01 | C: 8.00E+01 R >10(5) >10(5) >10(5)
Validation 30<Nvo<160? | A205xNvg? | 30<Nvg<160? B >0.5xNvB? C205xNvg? |7.17<log Ny £7.70? - -
yes yes yes yes yes yes sy
Staphylococcus Ve 180 ; 90l ve: 172 ; 80 Ve 68 ; 86 Ve 70 ; 63 |Vc: 73 ; 84 10% >330 ; >330 |ve 0l ; [ 0; 0 0: ; 0]
aurets 107, {SEB1E ; BEeml -1 0;0 0;0 0;0
ATCC6538 N: 3.40€+08 Na | <1.40E+02 <1.40E+02 <1.40E+02
Nv: BS0E+02 [A:  7.60E+01 |Nv  7.70E+03 B:  6.65E+01 C:  7.85E+01 R >10(5) >10(5) >10{5)
Validation 30SNvo<160? | A205xNvp? | 30SNvo<s160? | B20.5xNvB ? C20.5xNvg? |7.175log Ny 7.70?
Test is valid
yes yes yes yes yes yes
Enterococcus hirme |Vc: 99 ; 131 [ve: 83 ; 96 Ve 92 ; 103 |Vc 103 ; 108 |vc: 85 ; 93 10 >330 ; >330 |vc 11 0 ; 2 00
107 36 ; 39 -1 0} ; 10 B} ; 1 0;0
ATCC 10541 N: 3.7SE+08 Na | <1.40€+02 <1.40E402 <1.40E+02
Nv: 1.1SE+03 | A:  8.9SE+01 |Nv  9.75€+03 B:  1.06E+02 C: 8.90E+01 R >10(S) >10(5) >10(5)
Validation 30SNvo£160? [ A20.5xNvo? | 30SNvos160? | B20.5xNvB ? C205xNvg? |7.17<log Ng£7.70?
Test is valid
yes yes yes yes yes yes
Please note: the upper limit for counting yeast plates Is 330 cfu. Enter as >330. The upper limit for mouldsIs >165, enter as >165.
Vc =viable count
N =number of cfu/mi of the bacterial test suspension
Nv =number of cfu/ml in the bacterial suspension
R =reduction in viability
N a =number of cfu/mli in the test mixture
A =number of cfu/ml of the experimental conditions validation
8 =number of cfu/ml of the neutralizer toxicity validation ar of the filtration validation
C =the number of cfu/ml of the dilution-neutralization validation or the membrane filtration test validation

SOP 11000

EN13727 RESULTS TEMPLATE V02
Effective date:29 April 2016

BT-PAL-20

BLUTEST LABORATORIES LiMI

Company Registration Number: SC364409

Email:

, Level 4, Robertson Bullding, 56 Dumbarton Road, Glasgow, G11 6NU.
info@blutest.com. Web site: www.blutest.com.
VAT Repistration Number: GB 9791131 96

UKAS Number: 4597
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T | ABORATORIES LTD
Concluzie

n conformitate cu EN 13727: 2012 + A2: 2015, Medipal Disinfectant I| Wipes Solution POSEDA
ACTIVITATE BACTERICIDA la o concentratie de 80,0% V / V al concentratiei de lucru asa cum a fost
testatd dupd 1 MINUT la 20°C in conditii de MURDARIE (3,0 g / | de bovine albumind +3,0ml /|
eritrocite) impotriva Pseudomonas aeruginosa ATCC 15442, Staphylococcus aureus ATCC 6538 si
Enterococcus hirae ATCC 8043.

Semnat

Semndtura indescifrabild

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK,

Date: 16 August 2016

DISCLAIMER

The resultsin this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 13727 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i} in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (ii) that the intended results or deliverables from the testing can be achieved or (iii} that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability (which is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or damage, including without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (i) the use of any
materials, samples or other information provided by the Client for use in the testing; and (iii) the Client’s reliance upon or use of any results or deliverables provided as part of

the testing.
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Email: info@blutest.com. Web site: www.blutest.com.
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Subsemnata DOMNITEI LILIANA, interpret §i traducdtor autorizat pentru limbile straine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizatiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justiiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant II

Batch or ref no:

Manufacturer or Pal International Ltd. Bilton Way, Lutterworth, LE17 4JA
supplier:

Sample ref: 14J/031 Date received: 5 September 2014
Date tested: 2 October 2014 Certificate date: 6 October 2014
Certificate no: 14J.031MMrVr. PAL Page: 1 of 4

Analysis required: EN 13727:2012+A1:2013, Chemical disinfectants and
antiseptics - Quantitative suspension test for the
evaluation of bactericidal activity in the medical area -
Test method and reguirements (phase 2, step 1)

Storage conditions: Room temperature
Appearance of product (solution): Clear colourless liquid
Active substance(s) and their Not declared

concentration(s) :

Notes:

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

D C Watson BSc,CBiol,MSB,MIFST,ACIEHC

LUlnit 2, Hickmans Road, Tel: +44 (03151 324 1276
Birkenhead. CH41 1JH. email: engsi@abbottanaiytical .co uk
United Kingdom www.abbottanalytical .co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031MMrVr.PAL Date: 6 October 2014 Page: 2 of 4

Experimental conditions:

Concentration(s) of product tested: Neat as received

Product diluent:

Test organism(s):

Contact time(s):
Test temperature:

Test conditions:

Interfering substance:

(test concentration 97%)

N/A

Methicillin-resistant

Staphylococcus aureus (NCTC 12493)
Vancomycin-resistant
Enterococcus faecalis (NCTC 12697)

1 minute
20°C + 0.5°C
Clean

0.3g/1 bovine albumin

Neutralising solution: 30g/1 Polysorbate 80 + 3g/l Lecithin +

1g/1 L-histidine + 1g/1 L-cysteine

Incubation temperature: 37°C = 1°C

Conclusion:

At a test concentration of 97%, this sample of Medipal Disinfectant II passes
the requirements of EN 13727:2012+A1:2013 for bactericidal activity in 1 minute
at 20°C under clean conditions against Methicillin-resistant Staphylococcus
aureus (NCTC 12493) and Vancomycin-resistant Enterococcus faecalis (NCTC 12697).

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 [JH. email: engsiabbottanal ytical.co.uk
United Kingdom www.abbottanalytical .co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031MMrVr.PAL Date: © October 2014

3 of 4

Page:

Results: Methicillin-resistant Staphyloc

cus aureus (NCTC 12493

Validation and controls:

|Vvalidation Experimental Neutralizer or Method validation (C)
suspension (Nvo) conditions control (A) filtration control (B)
vel 127 ¥ = |vel ‘! 113 x = |vel 120 W= |vcl 118 % =
ve2 ) 141 134 |Ve2 ]I 116 114.5 |Vec2 133 126.5 |Vc2 129 123.5
130 £ x (Nvo) £ 160 2 w (A) 2 0.5 x nu (Nvo)?|x (B) 2 0.5 x n (Nve w (C) 2 0.5 x w (Nve)?
! yes [d no yes [ no or Nvs/1000)? X yes O no
| yes O no
i’Validation suspension (Nvs) Vel 126 I[ X = 30 < % (Nvs/1000) < 160 ?
ve2 138 132 X yes 0Ono
Test suspension: N vel Ve2 |k wm = 3.31 x10° ;i lg N= 8.52
(N and N,) 10°° 296 320 |No = N/10 ; 1lg No = 7.52
1077 54 58 |7.17 < 1g No < 7.70 ? Xyes Ono
Control of weighted Quotient = 5.50
mean counts Between 5 and 15 ? Kyes Ono
Test: |Product Contact Diln. vel vez  |1g Na = lg R Status
test conc. |time step 1lg (% wm x10) (1g No = 7.52)
97% 1 min 10°¢ 0 0 <2.15 >5.37 PASS
| 10! 0 0

Lo

N

Y
D C Watson BSc,CBiol,MSB,MIFST,ACIEHO
Unit 2, Hickmans Road,

Bitkenhead. CH41 IJH.
United Kingdom

Tel: +44 (03151 324 1276
email: engsi@abbottanalytical .co.uk
www.abbottanalytical.co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031MMrVr.PAL Date: 6 October 2014

4 of 4

Page:

Results: Vancomycin-resistant Enterococcus faecalis (NCTC 12697)

Validation and controls:

vValidation Experimental [Neutralizer or Method validation (C)
suspension (Nvo) conditions control (A) filtration control (B)
vel 101 = |Vel 88 X = |vel 81 W= |Vel 83 X =
ve2 | 110 | 105.5 |ve2 92 90 |vez 97 8o [ve2 | 85 84
30 £ (Nve) £ 160 2 w (A) 2 0.5 x u (Nvo)?|x (B) 2 0.5 x n (Nvo u (C) 2 0.5 x n (Nvo)?
X ves O no X yes O no or Nvs/1000)72 yes O no
Kyes Ono
Validation suspension (Nvs) Vel 90 | % = 30 < x (Nvs/1000) < 160 2
ve2 94 92 yes [Ono
Test suspension: N vel Ve [xwm = 2.72 x10° : lg N= g.44
(N and N,) 107¢ 245 256 |No = N/10 ; 1lg No = 7.44
107 48 50 |7.17 £ 1g No £ 7.70 2 B yes DOno
Control of weighted Quotient = 5.11
mean counts Between 5 and 15 ? Ryes [Ono
Test: |Product Contact Diln. vel vez  |lg Na = lg R Status
test conc. |[time step 1g (x wm x10) |(lg No = 7.44)
97% 1 min 100 0 0 <2.15 >5.29 PASS
10 ~? 0 | 0

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead. CH41 1JH.
United Kingdom

Tel: +44 (0)151 324 1276
email: engsi@abbottanalytical.co.uk
www.abbottanalytical.co.uk



Traducere din limba engleza

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de analiza
Nume produs: Medipal Disinfectant II

Lot sau nr. ref:

Producator sau furnizor: Pal International Ltd. Bilton Way, Lutterworth,LE17 4JA

Referinta esantion: 14J/031 Data primirii: 5 Septembrie 2016
Data testarii: 2 Octombrie 2014 Data certificat: 6 Octombrie 2014
Certificat nr.: 14J.031MMrVr.PAL Pagina: 1 din 4

Analiza solicitatd: EN 13727:2012+A1:2013, dezinfectanti chimici si antiseptice
- test cantitativ al suspensiei pentru evaluarea activitatii
bactericide in domenioul medical - metoda de testare si cerinte
(faza 2, etapa 1)

Conditii de depozitare: Temperatura camerei
Aspectul produsului (solutiei): Lichid limpede incolor
Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime, fara aprobarea scrisa
a Abbott Analytical.

Semndturd indescifrabild
D C Watson

D C Watson BSc. CBiol, Ml 13iol, MIFS"l ACIEI-10
PO Box 95. New Ferry, Wirral. CH62 6HA
Tel: 0151637 3331 Mob: 07767 871275
email: abboltanalyticalr hotrnail.co.uk




Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 14J.031MMrVr.PAL Data: 6 octcmbrie 2014 Pagina: 2 din 4

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 97%)
Diluantul produsului: indisponibil

Organism testat: Staphylococcus aureus rezistent la meticilind (NCTC 12493)
Enterococcus faecalis rezistent la vancomicina (NCTC 12697)

Timp de contact: 1 minut

Temperatura de testare: 20°C + 0.5°C

Conditii de testare: Curatenie

Substanta interferenta: 0.3g/l1 albumina bovina

Solutie de neutralizare: 30g/l Polisorbat 80+ 3g/l Lecitina + 1g/l1 L-histidina +
1g/1l L-cisteina

Temperatura de incubare: 37°C t 1°C

Concluzie:

La o concentratie de testare de 97%, acest esantion de Medipal Disinfectant II
indeplineste cerintele EN 13727:2012+A1:2013 pentru activitate bactericida in 1 minut
la 20°C in conditii de curatenie, impotriva Staphylococcus aureus rezistent la
meticilind (NCTC 12493) si Enterococcus faecalis rezistent la vancomicina (NCTC
12697) .

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO
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Certificat nr.:

14J.031MMrVr. PAL

Data:

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

6 octombrie 2014

Traducere din limba engleza

Pagina:

3 din 4

Rezultate: Staphylococcus aureus rezistent la Meticilind (NCTC 12493)

Validare si controale:

validation Experimental Neutralizer or Method validation (<)
suspension (Nv,) conditions control (A) [filtration control (B)
Vel I27 ® = vel 113 x = Vel iz % = vel 118 % =
ve2 141 134 Vel 116 114.5 |vel 133 126.5 |Vve2 129 123.5
30 S x (Nve) < 160 2 |x (A) 2 0.5 x x (Nve)2|x (B) 2 0.5 x x (Nvo |x (C) 2 0.5 x x (Nv,)?
Byes 0Ono Hyes Ono or Ms/1000)? Ryes Ono
Byes 0Ono
Validation suspension (Ms) Vel 126 x = 30 € x (Mva/1000) < 160 2
veZ 138 132 Byes QOno
Test suspension: N Vel ve2 [|xwm = 3.31 x10° ; lg N= 8.52
(N and No) 10°¢ 296 320 |No = N/10 ; 1g No = 17.52
1077 54 5¢ |7.17 < 1g No £ 7.70 2 Byes 0Ono
Control of weighted Quotient = 5.50
mean counts Between 5 and 15 ? Byes Ono
Test: |Product Contact Diln. Vel ve2 |l1g Na = 1g R Status
test conc. |time step 1g (»x wm x10) (g No = 7.52)
973 I mn 10° 0 0 <2.15 >5.37 PASE
10 ¢ 0 0

Semndturd indescifrabild

FRANCEZA » *
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Traducere din limba engleza

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 14J.031MMrVr.PAL Data: 6 Octombrie 2014 Pagina: 4 din 4

Rezultate: Enterococcus faecalis rezistent la Vancomicina (NCTC 12697)

Validare si controale:

Validation Experimental Neutralizer or Method validation (<)
suspension (Nvo) conditions control (A) [filtration control (B)
vel 101 x = |vel 88 % = |Vel 81 x = |Vel 83 % =
Ve2 110 105.5 |Ve2 82 S0 vel 97 89 ve2 g5 8¢
30 S x (Nvo) S 160 2 [x (A) 2 0.5 x x (Nvo)2?[x (B) 2 0.5 x % (NWo [% (C) 2 0.5 x x (Nvo)?
Ryes 0[One BByes 0Ono or Mvs/1000)? BMyes [Ono
Ryes Ono
Validation suspension (Ava2) vel 90 x = 30 € x (MWs/1000) < 160 2
vel &4 G2 BHByes 0One
Test suspension: N Vel Ve [ wm = 2.72 x10° ; lg N= 8.44
(N and N.) 10°¢ 245 256 |No = N/10 ; 1lg No = 7.44
1077 42 50 [7.17 € 1g No £ 7.70 2 Byes 0Ono
Control of weighted Quotient = 5.11
mean counts Between 5 and 15 ? Byes 0Ono
Test: |Product Contact Diln. vel vez lg Na = 1g R Status
test conc. |time step 1g (x wm x10) |[(lg No = 7.44)
378 I min 10° 0 0 <2.15 >5.29 EPASS
10 -4 o 0

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Subsemnata DOMNITEI LILIANA, interpret §i traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold §i rusd, in temeiul Autorizatiei nr. 1804 din data de
19.09.2002, eliberata de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate confinutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA
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Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant IT

Batch or ref no:

Manufacturer or Pal International Ltd. Bilton Way, Lutterworth, LE17 4JA
supplier:

Sample ref: 143/031 Date received: 5 September 2014
Date tested: 25 September 2014 Certificate date: 30 September 2014
Certificate no: 143.031SB.PAL Page: 1 of 4

Analysis required: EN 13697:2001, Chemical disinfectants and antiseptics -
Quantitative non-porous surface test for the evaluation of
bactericidal and/or fungicidal activity of chemical
disinfectants used in food, industrial, domestic and
institutional areas - Test method and requirements without
mechanical action (phase 2, step 2)

Storage conditions: Room temperature
Appearance of product (solution): Clear colourless liquid
Active substance(s) and their Not declared

concentration(s) :

Notes:

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: engs@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk
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Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031SB.PAL Date: 30 September 2014 Page: 2 of 4

Experimental conditions:

Concentration(s) of product tested: Neat as received
Product diluent: N/A
Test organism(s): Pseudomonas aeruginosa (NCTC 13359)

Escherichia coli (NCTC 10418)
Staphylococcus aureus (NCTC 10788)
Enterococcus hirae (NCTC 13383)

Contact time(s): 1 minute

Test temperature: 20°C + 0.5°C

Test conditions: Clean

Interfering substance: 0.3g/1 bovine albumin

Neutralising solution: 30g/1 Polysorbate 80 + 3g/l1 Lecithin +

1g/1 L-histidine + 1g/1 L-cysteine

Incubation temperature: 37°C + 1°C

Conclusion:

When tested neat, this sample of Medipal Disinfectant II passes the requirements
of EN 13697:2001 for bactericidal activity in 1 minute at 20°C under clean
conditions against Pseudomonas aeruginosa (NCTC 13359), Escherichia coli

(NCTC 10418), Staphylococcus aureus (NCTC 10788) and Enterococcus hirae

(NCTC 13383).

SNV

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: engs@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk
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Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031SB.PAL Date: 30 September 2014 Page: 3 of 4

Results: Pseudomonas aeruginosa (NCTC 13359)

Bacterial test Validation test:
suspension: N NT NC
10 ¢ : >300 ; >300 1074 : 122 ; 136 10 4 : 120 ; 122
1077 : 32 ; 34 1073 : 16 ; 18 1073 : 14 ; 14
N: 7.22 NT 7.11 NC 7.08
Water control: Test procedure at:
Nc Contact time 1 min
Test conc. Neat
10° : 0 ; 0
1074 : 158 ; 188 107t : 0 ; 0
107> 18 ; 20 1072 0 ; 0
Nc: 7.24 Nd: <0.70
Nts: 49 Nts: 0
R: >6.54 PASS

Results: Escherichia coli (NCTC 10418)

Bacterial test Validation test:
suspension: N NT NC
10°¢ >300 ; >300 104 : 117 ; 144 10 * : 112 ; 131
1077 : 28 ; 39 103 : 14 ; 18 10 ~° : 15 ; 17
N 7.22 NT 7.12 NC 7.08
Water control: Test procedure at:
Nc Contact time 1 min
Test conc. Neat
10° : 0 ;
104 130 ; 182 107t 0 ; 0
10-5 10 ; 16 10-2 0 ; 0
Nc: 7.19 Nd: 1.54
Nts: 77 Nts: 9
R: 5.65 PASS

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: engs@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk
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Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031SB.PAL Date: 30 September 2014 Page: 4 of 4
Results: Staphylococcus aureus (NCTC 10788)
Bacterial test Validation test:
suspension: N NT NC
10 -6 282 ; 288 10 4 130 ; 136 10 4 128 ; 132
107 : 22 ; 32 10 ~° : 16 ; 18 10 ~° : 16 ; 20
N: 7.15 NT: 7.12 NC: 7.11
Water control: Test procedure at:
Nc Contact time 1 min
Test conc. Neat
100 : 7 ;
104 148 : 166 107t 0 ;
10 °° : 20 ; 14 10 2 : 0 ; 0
Nc: 7.20 Nd: 1.65
Nts: 87 Nts: 0
R: 5.55 PASS
Results: Enterococcus hirae (NCTC 13383)
Bacterial test Validation test:
suspension: N NT NC
10°¢ 216 ; 234 10 ¢ : 89 ; 95 10 ¢ : 92 ; 93
107 41 H 64 107> 10 : 11 107> 13 H 12
N: 7.05 NT: 6.96 NC: 6.97
Water control: Test procedure at:
Nc Contact time 1 min
Test conc. Neat
10° : 49 ; 264
104 274 ; 286 107t 6 ; 30
10°° 38 ; 46 1072 1 ; 4
Nc: 7.45 Nd: 3.19
Nts: 38 Nts: 5
R: 4.26 PASS

— NRRQA

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead, CH41 1JH,
United Kingdom

Tel: +44 (0)151 324 1276
email: engs@abbottanalytical.co.uk
www.abbottanalytical.co.uk



BS EN 13697:2015

TEST REPORT

Page 1of 5

D&l

SOLUTION PROVIDERS

QUANTITATIVE NON-POUROUS SURFACE TEST
FOR THE EVALUATION OF BACTERICIDAL / FUNGAL ACTIVITY
OF CHEMICAL DISINFECTANTS

Customer Pal International

Contact Name Baljeet Dhillon

Address Lutterworth, Leicestershire, LE17 4JA
Email baljeet.d@palinternational.com

PO Number Q244

Lab Ref J000180

Report Date 02/11/2016

Period of Analysis 01/09/2016 - 01/11/2016

Name of product

PAL Surface Disinfectant Gen Il Wipes
Solution

Batch number Not Supplied
Manufacturer / Supplier Pal International
Storage Conditions Ambient
Appearance of the Product Liquid
Preservatives/Antimicrobials & Conc.% Not Supplied
Product Diluent recommended by manufacturer for use As Supplied
Method BS EN 13697:2015
Neutraliser N3

Product diluent

Distilled Water

Test Concentrations

0.1%, 50%, 100%

Experimental Conditions Clean
Interfering substances 0.3g/I Bovine Albumin
Test Temperature 20°C

Temperature of Incubation

Bacteria - 37°C +1°C for 24hr to 48hrs

Identification of the reference strains

Lactobacillus brevis DSM 20556
Serratia marcescens NCTC 13382
Shigella sonnei NCTC 12984

Contact times

Bacteria - 1min + 10s

Microbiological Solutions Ltd
Tel:
Email:
Web:

THE BRITISH
ASSESSMENT
BUREAU

Company Number: 4 ISO?

SN




BS EN 13697:2015 Page 2 of 5

D&l

SOLUTION PROVIDERS

Introduction

The standard method 13697 describes a surface test method for establishing whether a product proposed
as a disinfectant in the specified fields has or does not have bactericidal and/or fungal activity on non-
porous surfaces.

The laboratory test closely simulates practical conditions of application. Chosen conditions (contact time,
temperature, organisms etc) reflect parameters which are found in practical situations including conditions
which may influence the action of disinfectants. Each use concentration found from this test corresponds
to defined experimental conditions.

The conditions are intended to cover general purposes and to allow reference between laboratories and
product types.

However for some applications the recommendations of use of a product can differ and therefore
additional test conditions may need to be used.

Test Method

A test suspension of bacteria or fungi in a solution of interfering substances is inoculated onto a test stainless
steel surface and dried. A prepared sample of the product under test is applied in a manner which covers
the dried film. The surface is maintained at a specified temperature for a defined period of time. The surface
is transferred to a previously validated neutralization medium so that the action of the disinfectant is
immediately neutralized. The number of surviving organisms which can be recovered from the surface is
determined quantitatively.

The number of bacteria or fungi on a surface treated with hard water in place of the disinfectant is also
determined and the reduction in viable counts attributed to the product is the calculated difference.

THE BRITISH
Microbiological Solutions Ltd ASSESSMENT
Tel: BUREAU
Email: I : A
Web: ‘ Company Number: 421 ISOQ 01
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SOLUTION PROVIDERS

Deviation from Standard Method
The product was tested against Lactobacillus brevis, Serratia marcescens and Shigella sonnei rather than the
standard organisms.

Acceptance Criteria
The product when tested according to the standard shall demonstrate at least a 4 logio reduction in viable
bacterial counts; and at least a 3 log1o reduction in viable fungal counts.

Conclusion
The product PAL Surface Disinfectant Gen Il Wipes Solution has PASSED the test according to the
acceptance criteria as outlined in the standard against the following non-standard organisms: Lactobacillus

brevis, Serratia marcescens and Shigella sonnei

See raw data tables below for test results.

The sample will be retained for 1 month unless otherwise requested.

4
Senior Microbiologist Technical Project Manager
Daniel Crane Carolyn Burney

The test results on this report refer only to the items tested. This report shall not be reproduced except in full
and with written approval of Microbiological Solutions Ltd.

THE BRITISH
Microbiological Solutions Ltd ASSESSMENT
n Tel: 0844 824 BUREAU
Email: inf § | 5.CO A
Web: ‘ Is 15.coN Company Number: 421 ISOg 01



BS EN 13697:2015

Bacterial Test Isolates
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SOLUTION PROVIDERS

Page 4 of 5

Test Organism Bacterial or Validation Test Water Control Test Procedure at Concentrations % (V/V)
Fungal Test
Suspension : N NT NC Nc 0.1% 50% 100%
Lactobacillus 107:18; 24 10* :20; 23 10%:23;26 10%:26; 31 103:99; 88 101:93:120 |107° :40;64
brevis 10%:160; 204
DSM 20556 NT :6.33 NC :6.39 Nc : Nd :5.97 Nd :4.03 Nd :2.72
N :6.67 Nts : UC Nts : UC Nts : 16 Nts :03.62
Validated? Yes/ Ne ME :0.36 ME :2.31 ME :
Serratia 107:52; 41 104:177 ;142 | 10% :175;136 | 10°:71;76 103:>300; 103 :84;82 102:36 ;25
marcescens 10 :>300, >300
NCTC 13382 >300 NT :6.58 NC :6.65 Nc :7.87 Nd :5.92 Nd :4.48
Nts : UC Nd :>6.52 Nts :30 Nts :4
N :7.07 Validated? Yes /Ne Nts : 15 ME :1.28 ME :2.72
ME :<0.73
Shigella sonnei | 107 :34; 36 104:48 ;51 10%4:54 ; 65 10%4:92; 65 103:117;127 |10t:77;87 10° :24;35
NCTC 12984 10°:>300;
>300 NT :6.69 NC :6.77 Nc :6.89 Nd :6.08 Nd :3.91 Nd :2.50
Nts : UC Nts : 13 Nts : 0 Nts : 0
N :6.94 Validated? Yes/Ne ME :0.61 ME :2.78 ME :4.22

Microbiological Solutions Ltd

Tel:

Email:

Web:

Company Number:

THE BRITISH

ASSESSMENT

BUREAU

S09




BS EN 13697:2015

NT : Logio number of cfu per test surface of neutralisation test
NC : Logio number of cfu per test surface of neutralisation control
Nc : Logio number of cfu per test surface of the water control

Nts : Number of cfu remaining on the test surface

d : Dilution Factor

ME : Microbicidal Effect (Nc - Nd)

| sterilitycheck [ AMB | <10cfu/ml | Y&M | <10cfu/ml |

Microbiological Solutions Ltd

Golli

Company Number: 42

18514

e

SOLUTION PROVIDERS

THE BRITISH
ASSESSMENT

BUREAU

SO

—— L o

Page 5 of 5
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Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant IT

Batch or ref no:

Manufacturer or Pal International Ltd. Bilton Way, Lutterworth, LE17 4JA
supplier:

Sample ref: 143/031 Date received: 5 September 2014
Date tested: 2 October 2014 Certificate date: 6 October 2014
Certificate no: 14J.031SMrVr.PAL Page: 1 of 3

Analysis required: EN 13697:2001, Chemical disinfectants and antiseptics -
Quantitative non-porous surface test for the evaluation of
bactericidal and/or fungicidal activity of chemical
disinfectants used in food, industrial, domestic and
institutional areas - Test method and requirements without
mechanical action (phase 2, step 2)

Storage conditions: Room temperature
Appearance of product (solution): Clear colourless liquid
Active substance(s) and their Not declared

concentration(s) :

Notes:

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: engs@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk
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Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031SMrVr.PAL Date: 6 October 2014 Page: 2 of 3

Experimental conditions:

Concentration(s) of product tested: Neat as received

Product diluent:

Test organism(s):

Contact time(s):
Test temperature:

Test conditions:

Interfering substance:

Neutralising solution:

Incubation temperature:

Conclusion:

N/A
Methicillin-resistant
Staphylococcus aureus
Vancomycin-resistant
Enterococcus faecalis
1 minute

20°C + 0.5°C

Clean

0.3g/1 bovine albumin

(NCTC 12493)

(NCTC 12697)

30g/1 Polysorbate 80 + 3g/l1 Lecithin +
1g/1 L-histidine + 1g/1 L-cysteine

37°C + 1°C

When tested neat, this sample of Medipal Disinfectant II passes the requirements
of EN 13697:2001 for bactericidal activity in 1 minute at 20°C under clean

conditions against Methicillin-resistant Staphylococcus aureus

Vancomycin-resistant Enterococcus faecalis (NCTC 12697).

SNV

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead, CH41 1JH,
United Kingdom

(NCTC 12493) and

Tel: +44 (0)151 324 1276
email: engs@abbottanalytical.co.uk
www.abbottanalytical.co.uk
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Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031SMrVr.PAL Date: 6 October 2014 Page: 3 of 3
Results: Methicillin-resistant Staphylococcus aureus (NCTC 12493)
Bacterial test Validation test:
suspension: N NT NC
10 -6 >300 ; >300 10 4 120 ; 133 10 4 118 ; 129
107 31 ; 35 10 ~° 15 ; 18 10 ~° 16 ; 15
N: 7.22 NT: 7.10 NC: 7.09
Water control: Test procedure at:
Nc Contact time 1 min
Test conc. Neat
100 116 ; 138
104 246 ; 216 101 20 ; 19
10 -° 24 ; 22 10 -2 3 ; 3
Nc: 7.36 Nd: 3.10
Nts: 106 Nts: 24
R: 4.26 PASS
Results: Vancomycin-resistant Enterococcus faecalis (NCTC 12697)
Bacterial test Validation test:
suspension: N NT NC
10 -6 265 ; 276 10 * 81 ; 97 10 * 83 ; 85
107 28 ; 30 10 -° 10 ; 12 10 -° 11 ; 9
N: 7.13 NT: 6.95 NC: 6.92
Water control: Test procedure at:
Nc Contact time 1 min
Test conc. Neat
100 20 ; 46
10 4 170 ; 232 10t 5 ; 6
10> 15 ; 29 10 2 0 ; 0
Nc: 7.30 Nd: 2.52
Nts: 98 Nts: 6
R: 4.78 PASS

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead, CH41 1JH,
United Kingdom

Tel: +44 (0)151 324 1276
email: engs@abbottanalytical.co.uk
www.abbottanalytical.co.uk



LABORATQ

Test Report:

RIES LD

EN 14561:2006 Chemical

disinfectants and

antiseptics. Quantitative carrier test for the evaluation of bactericidal
activity for instruments used in the medical area. Test method and

requirements (phase 2, step 2)

Test Laboratory

Identification of sample
Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation

Method
Neutralizer

Experimental Conditions
Period of analysis
Product diluent used
Product test concent
Appearance product
Contact time
Test temperature

rations
dilutions

Interfering substance

Stability of mixture

Temperature of incubation

Identification of strai

SOP 11000
EN1275 REPORT TEMPLATE V01
Effective Date: 18 Feb 2015

ns

ORIES LIMITED, Lev

)i

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK-G116NU

Medipal Disinfectant Il Wipes Solution
Not Provided

PAL International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20

13 June 2016
Ambient

Not Provided

Chemical-neutralization

Lecithin 11.7g/l, Polysorbate 80 100g/l, sodium
thiosulphate 5.0g/l, sodium dodecyl sulphate 10.0g/I,
sodium chioride 8.5g/l, tryptone 1.0g/l sterilized by
autoclave

28 June 2016 to 03 August 2016
Sterile distilled water

100.0% v/v; 50.0% v/v; 5.0% v/v

Clear

t =1 minute

20°C+1°C

3.0 g/l bovine albumin + 3.0ml/I erythrocytes
Stable

37°C+1°C

Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

Page 1 0of 3

BT-PAL-20

e_I 4, Roberts




LABORATORIES LTD

EN 14561 Results for the efficacy of Medipal Disinfectant 1l Wipes Solution from PAL International under DIRTY CONDITIONS

Test organisms Bactericida.l test Validation test eicsertal suspangion Water control Test procedure at concentrationls % V/V of the working
suspension concentration
N: A: B: C (Nv) Nc 5.00% 50.00% 100.00%
Staphylococcus aureus 1p7: »330 ; >330| Ve 130 ; 103 | Ve 131 ; 124 | v 115 ; 110 | Ve 123 ; 124 |10P. >330 ; >330 |9p° =330 ; >330(q1p°% 129 ; 107 |1p% O ; O
ATCC 6538 0% 44 ; 49 10*. >330 ; >330|1g" =330 ; >330|1p". 8 ; 13 |19 o , 0
10% 64 ; 75 |10% >330 ; >330(10% 1 ; 1 |10% 0 ; O
: o mila 10% 105 ; 107 |10%. O ; O |10 O ; O
N:  465E409 | A:  L17E+02 | B:  128E+02 | G 113E+02 | Nv:  1.24E+03 Nd:  6.03 Nd: 307 | Nd: <214
Lg N: 9.67 A 20.5x Ny, B20.5x Ny, C 20.5x Ny, 30<Nv,$1607? Ne: 7.84 R: <10(5) R: <10(5) R: >10(5)
Validation yes yes yes yes yes yes Testis valid
Enterococcus hirae 1p7: »330 ; >330| v 101 ; 104 |Ve: 103 ; 105 | Ve 100 ; 108 | Vc: 106 ; 111 193 >330 ; >330|1p% =330 ; >330|1p% >330 ; >330)3p% 55 ; 55
ATCC 10541 10%: 41 ; 46 109 216 ; 221 |q1pt. >330 ; =330 |3p% =330 ; »330[gpt. 1 ; 3
10% 21 ; 22 |jp? »330 ; >330|1p% 124 ; 169 |1p” s H e
Q: nfa 107 =»330 ; >330|10% 13 ; 18 |10 O ; O
N: 4.35E+09 A: 1.03E+02 B: 1.04E+02 C: 1.04E+02 Nv: 1.09E+03 Nd: >6.51 Nd: 517 Nd: 2.71
Lg N: 9.64 A 20.5x Nv, B>0.5x Ny, C 20.5x Ny, 30 <Nv,<160? Nc: 7.34 R: <10(5) R: <10(5) R: <10(5)
Validation yes yes yes yes yes yes Testis valid
Pseud aerugi 107 »330 ; »330| Vo 68 ; 64 Ve 66 ; 75 Ve 70 ; 74 Ve 90 ; 103 |jg% »330 ; >330|10% »330 ; >330|p% O ; O 1% O ; ©
ATCC 15442 0% 35 ; M 10 164 ; 175 |10% >330 ; »330|10%, © ; O |10 O ; O
10% 13 ; 12 |1p% »330 ; >330|10% O ; O |1 O ; O
Q: n/a 10% »330 ; »>330|10*% O ; O [10% O ; O
N: 3.§0E+D‘3 A: 6.60E+01 B: 7.05E+01 C 7.20E401 Nv: 9.65€+02 Nd: >6.51 Nd: <2.14 Nd: <2.14
Lg N: 9.58 A 20.5x Ny, B20.5xNv, C 20.5xNv, 305Nv,<1607? Nc: 7.23 R: <10(5) R: >10(5) R: >10(5)
Validation yes yes yes yes yes yes Testis valid
Please note: the upper limit for counting bacterial plates is 330 cfu. Enter as >330.
Definitions: Cfu = colony forming units; Vc = viable count; N = number of cfu per ml of test suspension; Q = quotient of control of weighted mean counts; Nv = 10 x number of cfu per ml in validation suspension; Nc =
Log10 number of cfu recovered from the test surface of the water control; Nd = Log10 number of cfu recovered from the test surface of the disinfectant test; A = number of cfu per ml in experimental conditions control; B
= number of cfu per ml In neutraliser toxicity control; C = number of cfu per ml in neutraliser valldation control; R = Microbiocidal Effect (Log10 reduction)
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LABORATORIES LTD

Conclusion
According to EN 14561:2006, Medipal Disinfectant Il Wipes Solution POSESSES BACTERICIDAL activity
at a concentration of 100 % V/V of the working concentration as tested after 1 MINUTES at 20°C against

Staphylococcus aureus ATCC 6538, Pseudomonas aeruginosa ATCC 15442 and Enterococcus hirae ATCC
10541.

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 16 August 2016

DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 14561 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpase or conditions may have been made known to
BT or (ii) that the intended results or deliverables from the testing can be achieved or {iii) that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability (which is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or damage, including without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (i) the use of any
materials, samples or other information provided by the Client for use in the testing; and (iii) the Client’s reliance upon or use of any results or deliverables provided as part of
the testing.
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Traducere din limba englezd

Raport de testare: EN 14561:2006 Dezinfectanti chimici si
antiseptice — Testul cantitativ de suspensie pentru evaluarea
activitatii bactericide pentru instrumente utilizate in domeniul
medical - Metoda de testare si cerinte (faza 2, etapa 1)

Laborator de testare

Identificare mostra
Denumire produs
Numar lot
Client

Cod proiect

Data livrdrii

Conditii de depozitare
Substante active

Metod3 de testare si validare
Metoda
Neutralizator

Conditii experimentale
Perioada analizei
Diluant produs utilizat
Concentratii de testare a produsului
Aspect produs diluat
Timp de contact
Temperatura de testare
Substante interferente
Stabilitatea amestecului
Temperatura de incubare
Identificarea tulpinilor

SOP 11000
EN1275RESULTS TEMPLATE VO1
Effective date 18 Feb 2015

BluTest Laboratories Ltd

Robertson Incubator (Level 4) Robertson Building
56 Dumbarton Road

Glasgow

UK-G116NU

Medipal Disinfectant Il Wipes Solution
Nefurnizat

PAL International, Bilton Way,

Lutterworth, LE17 4JA

BT-PAL-20

13 junie 2016
Ambient
Nefurnizate

Neutralizare chimicd

Lecithin 11.7g/l, Polysorbate 80 100g/I, sodium
thiosulphate 5.0g/l, sodium dodecyl sulphate 10.0g/l,
sodium chloride 8.5g/l, tryptone 1.0g/l sterilizat in
autoclav

28 junie 2016 - 03 august 2016

Apa distilatd sterild

100.0% v/v; 50.0% v/v; 5.0% v/v

Clar

t=1minut

20°C+12°C

3.0g/! albumind bovina + 3.0g/ eritrocite
Stabil

37°C+1°C

Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

Pagina1din 3
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R | A B ORATORIES LTD

EN 14561:2006 Rezultate pentru eficacitatea Medipal Dezinfectant Il Wipes Solution de la PAL international in conditii de murdarie

Vast ongERsTS uw,:h;:‘:l&:ﬂ Vighidation test Bucteriol suspmsaion zi Test procedure at m::‘m % ¥/ of the wartang
N A -} £, il Mg 5.00% 50.07% 100,00
Srophyiacacis Qurows ' »330 ; »330|ve 130103 |ve 131124 (Ve 31520 (e 1M 02 »330 ; »330 |4p° >330 ; »330|40% 128 107 s 0 o
ATCC 6538 wtoss ) as 1Y >3%0 | >330 1497 »330 ; >30 |4p* & . 13 o 4]
1w’ 64 75 |qp° »330 ; 2330|457 1 io|ggt O o
Q n/a 1wt 108 ; W7 |t O 0 |’ 0O 0
n L uSE-0% 2 ] 1.288-02 C 113602 | v 1i&k+01 Nd 603 Nd 107 pd L5 &
(Fa 9e7 & 20.5n Ne Bz03uNy, C 205 5Ny, o, 21807 Nc r8a R <1M5%) L] <10{%) R »10(%
waligrton = yes Y= yis = yEs eut iy ¥ 1
Emterococcus hiroe ' 330 ; »330|ve 1013108 |we 308, 05 |ve 100, 1B | Ve 10611 1 »330 ; »330|1p° >330 . »330|10" »330 L >3O0 |50 B %
ATCC 105481 Wt & 46 e 26 201 g0, 2330 ; >330|,0 >330 | 2330|450 1 3
ws 21 ;22 |4t »330 ; 330 |i5° 124 169 * 1 1
a n/a 107 >330 ; >330]4p7 12 1 g’ O 0
N 2 38p= & LOM 02 B 108802 c 108802 | Nv 1098 «0d LT 651 hd 5.17 Nd
(Fe] ER) & 20 50 N BrOSxNv, C 205 KMy, Wk si607 M 734 [ <1005) " <10{%) # <10(5)
Walicinoen ves yis yeis yes Y= Te valid
Pscudomans acruginasa ; »330| ve [ = L I [ = m;Ta ¥ S0 ;103 |.p0 3N *330 1wt 0 [+] 10 (/] 0
ATCC 15482 41 W= 164 7% w o o |ig v} (1]
w13 12 w O 0 |w® o 0
Q nfa 10° 0 0 Jwt © o
L 180 =09 A &60E-01 B TO5E=01 C 120801 My S.65E+-02 hd «11&8 Nd <214
e N 958 & 0 5m Ny, B0 5aMNv, C205xNy, DN £1607 Ne 7.23 R: <10(%) R: >10(5) # »>10{%]
valication yeu yes ye= ' = yes Test is valid
Please note: the upper limit for counting bacterial plates is 330 du. Enter & >)30.
Ochnitions: Cfu = coloay forming units; Ve = viable count; N = aumber of cfu per mi of test suspension; Q = quotient of control of weighted mean counts; Nv = 10 x rumber of cfu per mY in validation suspensaon; N¢ =
Log10 number of chu recovered from the test surface of the water corerol; Nd = Log10 number of chu recovered from the test surface of the Bsinfectant test; A = number of ctu per mi In experimentl zondibons cantrol; B
= manber of cfu per mi in newralizer tankity controd: C = nunber of cfu per i ia newraliser validetion cantrol; R = Miorote ocidal Eftect {Log10 reduction}
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Concluzie

in conformitate cu EN 14561:2006, Medipal Disinfectant Il Wipes Solution POSEDA ACTIVITATE
BACTERICIDA la o concentratie de 100,0% V/V al concentratiei de lucru asa cum a fost testata dupa
1 MINUT la 20°C impotriva Staphylococcus aureus ATCC 6538, Pseudomonas aeruginosa ATCC 15442
si Enterococcus hirae ATCC 10541.

Semnat

Semndtura indescifrabild

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK,

Date: 16 August 2016
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Subsenmata DOMNITEI LILIANA, interpret §i fraducdtor autorizat pentru limbile strdine: italiand,
englezd, francezd, spaniold i rusd, in temeiul Autorizatiei nr. 1804 din data de 19.09.2002, eliberatd
de Ministerul Justifiei din Romdnia, certific exactitatea traducerii efectuate din limba englezd in
limba romdnd i cd, prin traducere, inscrisului nu i-au fost denaturate confinutul §i sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




SOLUTION PROVIDERS

TEST REPORT
TEST FOR THE EVALUATION OF BACTERICIDAL ACTIVITY ON NON-
POROUS SURFACES WITH MECHANICAL ACTION IN THE MEDICAL
AREA
BSEN 16615:2015

Customer PAL International Ltd.
Contact Name Baljeet Dhillon
Address Bilton Way, Lutterworth, Leicestershire, LE17 4JA
Email Baljeet.d@palinternational.com
PO Number
Lab Ref 16/00456-12
Report Date 01/04/2016
Period of Analysis 26/01/2016 — 26/02/2016
Name of product Sample 12
Batch number Medipal Disinfectant 11 TX1130
Manufacturer / Supplier PAL International Ltd.
Storage Conditions Ambient
Appearance of the Product Wet Wipe
Preservatives/Antimicrobials & Conc.% Medipal! Disinfectant Il
Product Diluent recommended by manufacturer for use As supplied
Method BSEN 16615:2015
Neutraliser N3
Product diluent Synthetic Hard Water
Test Concentrations 100% 0.1%
Experimental Conditions Dirty
Interfering substances 3.0g/! bovine albumin
Test Temperature 20°C
Temperature of Incubation 37°C
Identification of the Reference strains: Pseudomonas aeruginosa ATCC 15442
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Candida albicans ATCC 10231
Contact times 1mint10s
MSL Solution Providers
r— g | Gollinrod, Walmersley,
ASSESSMENT fetna | . Bury, BL9 5NB

BUREAU A : 3 _' Tel: 0844 8246003 / 01706 282960
1 hips:/Awww,mslio




SOLUTION PROVIDERS

Introduction

The standard method BSEN 16615:2015 describes a test method for establishing whether a
chemical disinfectant or antiseptic has or does not have bactericidai activity in the fields
described in the scope.

The test takes into account practical conditions of application of the product, including
contact time, temperature, test organisms and interfering substance, i.e. conditions which
may influence its action in practical situations.

The conditions are intended to cover general purposes and to allow reference between
laboratories and product types. Each utilization concentration of the chemical disinfectant
or antiseptic found by this test corresponds to defined experimental conditions. However,
for some applications, the recommendations of use of a product may differ and therefore
additional test conditions may need to be used.

Outline of Test Method

A test-surface is inoculated with a suspension of bacteria or yeasts in a solution of interfering
substance and allowed to dry. The test-surface is wiped with a soaked wipe across four marked
test fields. In parallel a water control is performed. At the end of the contact time samples are
recovered from each test field and the bacterial / bacteriostatic activity is immediately
neutralized or suppressed by the validated method. The numbers of surviving bacteria or
yeast in each sample are determined and the reduction is calculated.

The test is performed using Pseudomonas aeruginosa, Staphylococcus aureus, Enterococcus
hirae and Candida albicans as standard organisms.

Acceptance Criteria

The product when tested as above shall demonstrate at least a 5 logio reduction in viable
bacterial counts (4 logio reduction in Candida albicans).

Conclusion

The product SAMPLE 12 MEDIPAL DISINFECTANT il TXI130 has PASSED the test according to
the acceptance criteria as outlined in the standard.

See raw data tables below for test results.

The sample will be retained for 1 month unless otherwise requested.

L Gouwhey® . >
Microbiology Technician Technical Project Manager
Louise Boneheyo Carolyn Burney
The test results on this report refer only to the items tested. This report shall not be reproduced
except in full

MSL Solution Providers
Gollinrod, Walmersley,

THE BRITISH

ASSESSMENT Bury, BL9 5NB
BUREAU A Tel: 0844 8246003 / 01706 282960
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and with written approval of Microbiological Solutions Ltd.

MSL Solution Providers

THE BRITISH Y Gollinrod, Walmersley,
;;Eeassmm ctpa d ; Bury, BL9 5NB
BUREAU. /1 . Tel: 0844 8246003 / 01706 282960
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SOLUTION PROVIDERS

Test Results (bactericidal suspension test)

Product Name: Sample 12
Batch Number: Medipal Disinfectant [l TX1130
Lab Ref: 16/00456-12

Validation and controls

Validation Suspension (/Nve) Neutraliser or Filtration Control (B) Method Validation (C)

Vel Ps. 55 X = Vel Ps. 22 X = Vel Ps. 28 X =
St. 156 St. 132 St. 137
Ent. 120 Ps. 54 Ent. 130 Ps.23.5 Ent. 114 Ps. 28
Ca. 62 St. 155 Ca. 40 St. 133 Ca. 37 St. 136
Ve2 Ps. 53 Ent. 119.5 Ve2 Ps. 25 Ent. 129.5 Ve2 Ps. 28 Ent. 117.5
St. 150 Ca. 69.5 St. 134 Ca. 37 St. 135 Ca. 38.5
Ent. 119 Ent. 129 Ent. 121
Ca. 77 Ca. 34 Ca. 40

30 < ¥ of Nv, < 160?

Yes / Ne

Yes / Ne

Xof Bis 205 X xof Nvy?

Yes / Ne

Xof Cis =205 X Xxof Nvg?

MSL Solution Providers
Gollinrod, Walmersley,
Bury, BL9 5NB

Tel: 0844 8246003 / 01706 282960

hilps:/www.mslio
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r Pre Test - Sample

Sterility check

- .

SOLUTION PROVIDERS

AMB <10cfu/ml

Y&M <10cfu/ml
Test Suspension and Test
Test-suspension Dilution step Va Ve2 IgN IgNo
(N and No):
Pseudomonas
geruginosa 108 50 50 9.69 8.39
ATCC 15442
Staphylococcus aureus 108 40 36 9.57 8.27
ATCC 6538
Enterococcus hirae 108 18 12 9.17 7.87
ATCC 10541
Candida albicans 108 55 40 8.18 6.88
ATCC 10231

MSL Solution Providers
Gollinrod, Walmersley,
Bury, BL9 5NB

Tel: 0844 8246003 / 01706 282960

hitps://www.msl.ic
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Drying controls

Sl

SOLUTION PROVIDERS

Drying control Dilution step Va Ve Ig To
(Dco):

Pseudomonas aeruginosa 108 23 26 7.38
ATCC 15442

Staphylococcus aureus 10° 20 15 7.24
ATCC 6538

Enterococcus hirae 100 44 86 7.81
ATCC 10541

Candida albicans 106 20 26 7.36
ATCC 10231

Drying control Dilution step Ve Ve lgT:
(Dcy):

Pseudomonas aeruginosa 10° 32 28 7.47
ATCC 15442

Staphylococcus aureus 108 18 11 7.16
ATCC 6538

Enterococcus hirae 106 35 40 7.57
ATCC 10541

Candida albicans 10° 39 39 7.59
ATCC 10231

Drying controls have met the basic limits and were successful.

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB

Tel: 0844 8246003 / 01706 282960
hiips://'wiww.msl.io
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SOLUTION PROVIDERS

Test Field 1 (reduction)

Real conc. Of the | Dilution step Ve Vo Na IgNg IgR Contact
product % time (min)
Pseudomonas 0.1% 104 57 50 53.5 5.72 1.75
aeruginosa 1
ATCC 15442 100% 10! 0 0 0 0 7.47
Staphylococcus 0.1% 10 81 76 78.5 5.89 1.27
aureus 1
ATCC 6538 100% 10! 0 0 0 0 7.16
Enterococcus 0.1% 102 54 49 51.5 3.71 3.86
hirae 1
ATCC 10541 100% 10?1 0 0 0 0 7.57
Candida 0.1% 10! 14 26 20 2.30 3.99
albicans 100% 10t 0 0 0 0 6.59 !
ATCC 10231

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB

Tel: 0844 8246003 / 01706 282960

hilps:/ www.msl.io
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Test Fields 2 to 4 (cfu/25cm?)

SOLUTION PROVIDERS

Real conc. Of the | Dilution step Ve Ve Ve v Contact time
product % T2 73 T4 Cfu/25cm? (min)
Pseudomonas 0.1 10?2 56 43 2.5 169 1
ageruginosa
ATCC 15442 100 10° 0 0 0 0
Staphylococcus 0.1 10! 99 33 100.5 387.5 1
aureus n
ATCC 6538 =90 10 0 0 0 0
Enterococcus 0.1 10? 132 62.5 28.5 371.6 1
hirae -
ATCC 10541 100 10 0 0 0 0
Candida albicans 0.1 10 18 2 2 36.6 1
AT 231
cc 1023 100 10° 0 0 0 0
__________ MSL Solution Providers
S (‘J Gollinrod, Walmersley,

Bury, BL9 5NB
Tel: 0844 8246003 / 01706 282960

hitps:/wawwvw.msl.io




Water Control

SOLUTION PROVIDERS

Real conc. Of the | Dilution step Ve Ve Vc Vaw Contact time
product % T2 73 T4 Cfu/25cm? {min)
Pseudomonas
aeruginosa 0,00% 10° 41.5 39.5 25 176 1
ATCC 15442
Staphylococcus
aureus 0,00% 10° 76 138.5 44 430 1
ATCC 6538
Enterococcus
hirae 0,00% 10! 39.5 59.5 10 181.6 1
ATCC 10541
Candida albicans
ATCC 10231 0,00% 10! 15 0 0 25 1
—

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB

Tel: 0844 8246003 / 01706 282960

hitps:/waw.msl.io
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Traducere din limba englezd

SOLUTION PROVIDERS

RAPORTUL DE TESTARE
TESTUL PENTRU EVALUAREA AVTIVITATII BACTERICIDE PE SUPRAFETE
NEPOROASE CU ACTIUNE MECANICA N DOMENIUL MEDICAL

BSEN 16615:2015
Customer PAL International Ltd.
Contact Name Baljeet Dhillon
Address Bilton Way, Lutterworth, Leicestershire, LE17 4JA
Email Baljeet.d@palinternational.com
PO Number
Lab Ref 16/00456-12
Data raportului 01/04/2016
Perioada de analize 26/01/2016 — 26/02/2016

Numele produsului

Mostra 12

Numarul lotului

Medipal Disinfectant 11 TX1130

Producator /Furnizor

PAL International Ltd.

Condirii de pastrare

Mediu inconjurator/ambiental

Aspectul Produsului

Wet Wipe

Preservatives/Antimicrobials & Conc.%

Medipal Disinfectant 1|

Diluant Produs recomandat de producator pentru folosire

Asa cum afost furnizat

Metoda

BSEN 16615:2015

Neutralizator

N3

Diluant produs

Apa grea sintetica

Concentratii de Test

100% 0.1%

Conditii Experimentale Murdare

Substante de interferenta 3.0g/l bovine albumin
Temperatura de test 20°C

Temperature de Incubatie 37°C

Identificarea tulpinilor de referinta:

Pseudomonas aeruginosa ATCC 15442
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Candida albicans ATCC10231

Timpul de Contact

1min+10s

]
ctpa

nusnbser

MSL Solution Providers
Gollinrod, Walmersley, _

Bury, BL9 SI\ch*_{{{"S AU

Tel: 0844 8246003 / 01706 282960 W&l Uy,
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Traducere din limba englezd

SOLUTION PROVIDERS

Congpan Numbaor: o
Yot Sovdnn

Introducere
Metoda standard BSEN 16615: 2015 descrie o metoda de testare pentru a stabilt daca un produs dezinfectant

chimic sau antiseptic are sau nu are activitate bactericida in domeniile descrise in domeniul de aplicare.

Testul ia in considerare conditiile practice de aplicare a produsului, inclusiv timpul de contact, temperatura,
organismele de testare si de substanta de interferentd, si anume conditiile care pot influenta actiunea sa in
situatii practice.

Conditiile sunt destinate s& acopere in scopuri generale si pentru a permite referinta intre laboratoare si tipuri
de produse. Fiecare concentratie de utilizare a dezinfectant chimic sau antiseptic gasit de acest test
corespunde conditiilor experimentale definite. Cu toate acestea, pentru anumite aplicatii, recomandarile de
utilizare a unui produs pot fi diferite si, prin urmare, poate fi necesar sa fie utilizate conditii de testare

suplimentare.

Descrierea metodei de testare
Un test de suprafatd este inoculat cu o suspensie de bacterii sau drojdii intr-o solutie de substanta de

interferenta si se lasa sa se usuce.

Suprafata-test este stearsa cu o stergatoare inmuiata peste patru cdmpuri de testare marcate.

in paralel, se efectueazd un control al apei. La sfarsitul timpului de contact, mostrele sunt recuperate din
fiecare c3mp de testare si activitatea bacteriand / bacteriostatica este imediat neutralizata sau suprimata prin
metoda validata.

Numerele de bacterii sau drojdii supravietuitoare din fiecare proba se determind si reducerea se

Calculeazi. Testul se efectueazi cu ajutorul Pseudomonas aeruginosa, Staphylococcus aureus, Enterococcus

hirae si Candida albicans ca organisme standard.

Criteriul de acceptare
Produsul atunci cind este testat ca mai sus trebuie si demonstreze cel putin o reducere de 5 logio a

numarului de bacterii viabile (reducere de 4 logy in Candida albicans).

Concluzie
Proba de produs 12 MEDIPAL DISINFECTANT Il TXII30 a trecut testul in conformitate cu

criteriile de acceptare evidentiate in standard.

A se vedea tabelele de date brute de mai jos, pentru rezultatele testelor. B

Proba se pastreazd timp de 1 lund, cu exceptia cazului unei solicitari contrare.

7 ._.J_.F-,,-f:'_-
L @onahey? e >
Microbiology Technician Technical Project Manager
Louise Boneheyo Carolyn Burney

2zultatele testului cu privire la acest raport se referd numai la elementele testate. Acest raport nu poate fi reprodus integral, cu
:ceptia si cu aprobarea scrisd a Microbiological Solutions Ltd.

MSL Solution Providers
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Traducere din limba engh

SOLUTION PROVIDERS

Campany Number: 4213574
VAT Number: 732 360642

Rezultatele Testului (Test de suspensie bactericida)

Nume Produs: Mostra 12
Numar lot: Medipal Disinfectant !l TX1130 Lab
Ref: 16/00456-12

Validare si control
Suspensia de validare (/Nvy)

Control de neutralizare sau filtrare (€)
Metoda de Validare(3®)

Vel Ps. 55 Vel Ps. 22 Vel Ps. 28
St. 156 ¥= St. 132 %= St. 137 7=
Ent. 120 Ps. 54 Ent. 130 Ps. 23.5 Ent. 114 Ps. 28
Ca. 62 St. 155 Ca. 40 St. 133 Ca. 37 St. 136
Ve2 Ps. 53 Ent. 119.5 ve2 Ps. 25 Ent. 129.5 Ve2 Ps. 28 Ent. 117.5
St. 150 Ca. 69.5 St. 134 Ca. 37 St. 135 Ca. 38.5
Ent. 119 Ent. 129 Ent. 121
Ca. 77 Ca.34 Ca. 40

30 < % of Nvg < 160?

Yes/ No-

Yes / Ne-

Xof@i 205 X x of Nvy?

Xof @i 205 x X of Nyg?

Yes/ No-

MSL Solution Providers
Gollinrod, Walmersley,
Bury, BL9 SNB

Tel: 0844 8246003 / 01706 282960
hitps:// www. msl.10




0 RUREAL

0509001

—  —

Pre Test - Sample

Sterility check
AMB <10cfu/ml
Y&M <10cfu/ml

Suspensia de testare si Testul

o

SOLUTION PROVIDERS

Company Number: 421%514
VAT Number: 732 360601

Traducere din limba eng

Test-suspension
(N and Ng):

Dilution step

Vcl

Vc2

lgN

IgNo

Pseudomonas
ageruginosa
ATCC 15442

108

50

50

9.69

8.39

Staphylococcus aureus
ATCC 6538

108

40

36

9.57

8.27

Enterococcus hirae
ATCC 10541

108

18

12

9.17

7.87

Candida albicans
ATCC10231

10°

55

40

8.18

6.88

MSL Solution Providers
Gollinrod, Walmersley,
Bury, BL9 5NB

Tel: 0844 8246003 /01706 282960
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SOLUTION PROVIDERS

Company Numbher: 47183514
VAT Namber: 752 360014

Controale de uscare

Drying control Dilution step Va Va ig To
(Dco):

Pseudomonas aeruginosa 10° 23 26 7.38
ATCC 15442

Staphylococcus aureus 106 20 15 7.24
ATCC 6538

Enterococcus hirae 108 44 86 7.81
ATCC 10541

Candida albicans 10° 20 26 7.36
ATCC 10231

Drying control Dilution step Va Va IgT:
(Dcy):

Pseudomonas aeruginosa 10° 32 28 7.47
ATCC 15442

Staphylococcus aureus 10° 18 11 7.16
ATCC 6538

Enterococcus hirae 10° 35 40 7.57
ATCC 10541

Candida albicans 106 39 39 7.59
ATCC 10231

Controalele de uscare au respectat limitele de baza si au avut success.

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB

Tel: 0844 8246003 /01706 282960

hitps://www. mslio.




ms L Traducere din limba engl

SOLUTION PROVIDERS

Campany Number: 4218314

VAT Number: 732 360044
Campul 1 de testare (reducerea)

Real conc. Of the | Dilution step Va Va Na IgNa IgR Contact

product % time (min)
Pseudomonas 0.1% 10* 57 50 53.5 5.72 1.75
aeruginosa 1
ATCC 15442 100% 101 0 0 0 0 7.47
Staphylococcus 0.1% 104 81 76 78.5 5.89 1.27
aureus 1
ATCC 6538 100% 10! 0 0 0 0 7.16
Enterococcus 0.1% 102 54 49 515 3.71 3.86
hirae 1
ATCC 10541 100% 10! 0 0 0 0 7.57
Candida 0.1% 10! 14 26 20 2.30 3.99
aibicans 100% " 0 0 0 0 6.59 1
ATCC 10231

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB

Tel: 0844 8246003 / 01706 282960
hitps:/ 7 www. ml.io




Traducere din limba eng

SOLUTION PROVIDERS
21%3514
360644

Companmy Number:
VAT Number: 732

Campurile de testare de la 2 la 4 (cfu/25cm?)

Concentratia Pasul de dilutie Ve Ve Ve 14 Timp de
realaa T2 T3 T4 Cfu/25cm? Contact
produsului % (min)
Pseudomonas 0.1 10?2 56 43 25 169 1
aeruginosa
ATCC 15442 100 10° 0 0 0 0
Staphylococcus 0.1 10! 99 33 100.5 387.5 1
i 100 10! 0 0 0 0
ATCC 6538
Enterococcus 0.1 10? 132 62.5 28.5 371.6 1
fifioe 100 10! 0 0 0 0
ATCC 10541
Candida albicans 0.1 10! 18 2 2 36.6 1
ATCC 10231
100 10° 0 0 0 0

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB

Tel: 0844 8246003 /01706 282960
hitps:// www. msl.io




Control apa

SOLUTION PROVIDERS

Campany Number: 4218514
VAT Nuamber: 732 560044

Traducere din limba engle

Real conc. Of the | Dilution step Ve Ve Vc Viw Contact time
product % T2 T3 T4 Cfu/25cm? {min)
Pseudomonas
aeruginosa 0,00% 10% 415 39.5 25 176 1
ATCC 15442
Staphylococcus
aureus 0,00% 10° 76 138.5 44 430 1
ATCC 6538
Enterococcus
hirae 0,00% 10! 39.5 59.5 10 181.6 1
ATCC 10541
Candida albicans
ATCC 10231 0,00% 10! 15 0 0 25 1
MSL Solution Providers
' ‘j: Gollinrod, Walmersley,
ct pa Bury, BL9 5SNB
[ Tel: 0844 8246003 / 01706 282960
hitps:// wiww. msl.io




Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold §i rusd, in temeiul Autorizatiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justifiei din Romdnia, certific exactitatea traducerii

efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate confinutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




LABORATORIES LTD

Test Report: EN 13624 2013 Chemical disinfectants and
antiseptics — Quantitative suspension test for the evaluation of
fungicidal activity in the medical area — Test method and

requirements (phase 2, step 1)

Test Laboratory

Identification of sample
Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation

Method
Neutralizer

Experimental Conditions
Period of analysis
Product diluent used

Product test concentrations
Appearance product dilutions

Contact time

Test temperature
Interfering substance
Stability of mixture

Temperature of incubation
Identification of strains

SOP 11000
V01 Effective date:07 March 2016

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK -G116NU

Medipal Disinfectant Il Wipes Solution
Not Provided

PAL International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20

13 June 2016
Ambient

Not Provided

Chemical neutralization

Lecithin 11.7g/l, Polysorbate 80 100g/I, sodium
thiosulphate 5.0g/l, sodium dodecyl sulphate 10.0g/I,
sodium chloride 8.5g/l, tryptone 1.0g/I sterilized by
autoclave.

17 June 2016 to 21 July 2016

Sterile distilled water

80.0% v/v; 50.0% v/v; 5.00% v/v

Clear

t =1 minute

20eC+1°C

3.0g/l bovine serum albumin + 3.0g/l erythrocytes
Sedimentation and turbidity at 80.0% and 50.0%
30°C+1°C

Candida albicans ATCC 10231

Page 1 0of 3

BT-PAL-20
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R | ABORATORIES LTD

EN 13624 2013 Results for the efficacy of Medipal Disinfectant Il Wipes Solution from PAL International under DIRTY conditions

SOP 11000

V01 Effechve date:07 March 2016

BT-PAL-20

_Company Registration Nus

Test organisms Validation test Bacterial test Test procedure at concentration % (V/V)
Bacterial Experimental Bacterial Neutralizer Dilution- suspension (N)
Suspension (Nv) | conditions (A) suspension toxicity Control | neutrallzation
validation (NvB) or filtration control or 5.00% 50.00% 80.00%
control (B) filtration test
control (C}
Candida Ve 121 ; 128 |Ve: 104 ; 109 [ Ve 126 ; 108 |Vc 95 ; 97 |Vc 127 ; 106 [10°. >330 ; >330 | Vc 44 ; 48 3,3 9 ; 13
albicans 10°%: 46 ; 53 -1 5; 4 2 ;2 4 ;5
Na| 4.60E+02 <1.40E+02 <1.40E+02
ATCC 10231 Nv: 1.25E+03 | A: 1.07E+02 |Nv  1.17E+04 |B: 9.60E+01 | C: 1.17E+02 N: 4.95E+07 R >10(4) >10(4) >10(4)
Validation 30<Nvy<160? | A205xNvy? | 30<Nvy<160? | B20.5xNvB ? C20.5xNv,? |6.17<1og Ny £6.70?
Testis vatid
yes yes yes yes yes yes
Please note: the upper limit for counting yeast plates is 330 cfu. Enter as >330.
V¢ =viable count
N =number of cfu/ml of the bacterial test suspension
Nv=number of cfu/mlinthe bacterial suspension
R =reductionin viability
N a =number of cfu/ml in the test mixture
A =number ofcfu/ml of the experimental conditions validation
B =number ofcfu/ml of the neutralizer toxicity validation or of the filtration validation
C =the number of cfu/ml of the dilution-neutralization validation or the membrane filtration test validation
Page 2 of 3
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LABORATORIES LTD

Conclusion

According to EN13624 2013, Medipal Disinfectant Il Wipes Solution POSESSES YEASTICIDAL activity at a
concentration of 80.0% V/V of the working concentration as tested after 1 MINUTES at 20°C under DIRTY
conditions (3.0 g/l bovine albumin + 3.0ml/l sheep erythrocytes) against Candida albicans ATCC 10231.

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK.

Date: 16 August 2016

DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 13624 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (ii) that the intended results or deliverables from the testing can be achieved or (iii) that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability {which is hereby excluded to
the fullest extent permissible by law} in respect of any loss, liability or damage, inciuding without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (i) the use of any
materials, samples or other information provided by the Client for use in the testing; and {iii) the Client’s reliance upon or use of any results or deliverables provided as part of
the testing.

Page 3 of 3
SOP 11000
VO1 Effective date:07 March 2016 BT-PAL-20

UKAS Number: 4597



BluTlest

LABORATORIES LTD

Traducere din limba engleza

Raport de testare: EN 13624 2013 Dezinfectanti chimici si
antiseptici — test cantitativ al suspensiei pentru evaluarea
activitatii fungicide in domeniul medical — Metoda de testare si

cerinte (faza 2, pasul 1)

Laborator de testare

Identificarea esantionului
Numele produsului
Numar lot
Client

Cod Proiect

Data Livrarii

Conditii de depozitare
Substante active

Metoda de Testare si validarea ei
Metoda
Neutralizator

Conditii Experimentale
Perioada de analiza
Diluantul produsului folosit
Concentratiile Produsului Testat
Aspectul dilutiilor produsului
Timp de contact
Temperatura Testare
Substanta Interferenta
Stability of mixture
Temperatura de incubare
Identificarea tulpinilor

SOP 11000
V01 Effective date:07 March 2016

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK-G116NU

Medipal Disinfectant Il Wipe Solution
Nefurnizat

PAL International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20

13 lunie 2016
Temperatura Ambianta
Nefurnizat

neutralizare chimica

Lecitina 11.7g/l, Polisorbat 80 100g/|, tiosulfat de
sodiu 5.0g/l, dodecil sulfat de sodiu 10.0g/l, clorura
de sodiu 8.5g/|, triptona 1.0g/ sterilizat in autoclava.

17 lunie 2016 - 21 lulie 2016

Apa distilata sterila

80.0% v/v; 50.0% v/v; 5.00% v/v

Limpede

t=1minut

202C+ 12C

3.0g/! bovine serum albumin + 3.0g/l erythrocytes
Sedimentare si turbiditate la 80.0% si 50.0%
30°C+1°C

Candida albicans ATCC 10231

Pag1din3
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Blulest

S | ABORATORIES LTD

Rezutatele EN 13624 2013 pentru eficacitatea Servetele cu Solutie Medipal Disinfectant Il de la PAL International in conditiide MURDARIE

Test organisms

Validation test

Bacterial test

Test procedure at concentration % (V/V)

Bacterial Experimental Bacterial Neutralizer Dilution- suspension (N}
Suspension(Nv) | conditions (A) suspension toxicity Control neutralization
validation (NvB) or filtration control or 5.00% 50.00% 80.00%
control (B) filtration test
control {C)
Candida Ver 121 ; 128 |Ve: 104 ; 109 | Ve 126 ; 108 |Vc 95 ; 97 |[ve: 127 : 106 10°. >330 ; >330 | Vc 44 ; 48 3% ;B 9i ; BB
albicans 10°%: 46 ; 53 -1 51 ; 4 % ;2 2
Na 4.60E+02 <1.40E+02 <1.40E+02
ATCC 10231 Nv:  1.25E+03 A: 1.07E+02 Nv 1.17E+04 B: 9.60E+01 C: 1.17E+02 N: 4 .95E+07 R >10(4) >10(4) >10(4)
Validation 30<Nvo<160? [ A205xNvg? | 30<Nvg<160? | B20O5xNVB? | C205xNv? |6.17<log Ng <6.70?
Test is valid
ves yes yes yes yes yes
Please note: the upper limit for counting yeast plates is 330 cfu. Enter as >330.
V¢ =viable count
N =number of cfu/ml of the bacterial test suspension
Nv =number of cfu/ml in the bacterial suspension
R =reduction in viability
N a =number of cfu/ml in the test mixture
A =number of cfu/ml of the experimental conditions validation
B =number of cfu/ml of the neutralizer toxicity validation or of the filtration validation
C =the number of cfu/ml of the dilution-neutralization validation or the membrane filtration test validation
SOP 11000
V01 Effective date 07 March 2016 BT-PAL-20
BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU,

Company Registration Number: SC364403

Email: info@blutest.com. Web site: www.blutest.com.

VAT Registration Number: GB 979 1131 96

UKAS Number: 4597

Pag2din3




B I ' ' I e S T Traducere din limba englezd

S R R T . | ABORATORIES LTD

Concluzie

Conform EN13624 2013, Medipal Disinfectant || Wipes Solution POSEDA O ACTIVITATE LEVURICIDA la o
concentratie de 80.0% V/V din concentratia de lucru asa cum este testata dupa 1 MINUT la 20°C in
conditii de MURDARIE (3.0 g/I albumina bovina + 3.0ml/l eritrocite ovine) impotriva Candida albicans ATCC
10231.

Semnat

Semndtura indescifrabila

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK.

Data: 16 August 2016

DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 13624 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (ii} that the intended results or deliverables from the testing can be achieved or (i} that the Cient can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Cient will be deermed to have satisfied itself in this regard. BT shall have no liability (which is hereby exduded to
the fullest extent permissible by law) in respect of any loss, liability or damage, induding without limitation any indirect and,/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (i) the use of any
materials, samples or other information provided by the Qient for use in the testing; and (jii) the Client's reliance upan or use of any results or deliverables provided as part of
the testing.

Pag 3 din 3
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Subsemnata DOMNITEI LILIANA, interpret §i traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizafiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant II Wipes Solution

Batch or ref no:

Manufacturer or Pal International Ltd

supplier: Bilton Way, Lutterworth, LE17 4JA

Sample ref: 15G/110 Date received: 17 July 2015
Date tested: 26 August 2015 Certificate date: 28 August 2015
Certificate no: 15G.110MF.PAL Page: 1 of 4

Analysis required: EN 13624:2013, Chemical disinfectants and antiseptics -
Quantitative suspension test for the evaluation of
fungicidal activity in the medical area - Test method and
requirements (phase 2, step 1)

Storage conditions: Room temperature in darkness

Appearance of Clear colourless liquid
product (solution):

Active substance(s) Not declared
and their
concentration(s) :

Notes

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

Ry

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 1JH. email: engsi@abbottanal ytical.co.uk
United Kingdom www.abbottanalytical .co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 15G.110MF.PAL Date: 28 August 2015 Page: 2 of 4

Experimental conditions

Concentration(s) of product tested: Neat as received
(test concentration 80%)

Product diluent: N/A

Test organism(s) : Aspergillus brasiliensis (NCPF 2275)
Candida albicans (NCPF 3179)

Contact time(s): 2 min * 10s

Test temperature: 20°C £ 1°C

Test conditions: Clean

Interfering substance: 0.3g/1 bovine albumin

Method: Dilution-neutralisation

Neutralising solution: 30g/1 Polysorbate 80 + 3g/l Lecithin +

1g/1 L-histidine + 1lg/l1 L-cysteine

Incubation temperature: 30°C + 1°C

Remarks regarding the results

This is a ready-to-use product but the actual concentration of the product
during testing was 80% due to the constraints of the test method. This reduces
the effectiveness of the test product, despite which it passed against both of
the test organisms as detailed below.

Conclusion

At a test concentration of 80% this sample of Medipal Disinfectant II Wipes

Solution passes the requirements of EN 13624:2013 for fungicidal activity in
2 minutes at 20°C, under clean conditions, against Aspergillus brasiliensis

(NCPF 2275) and Candida albicans (NCPF 3179).

SaN f\_\»

NG N

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 1JH. email: engséabbottanal ytical .co.uk
United Kingdom www.abbottanalytical.co.uk



Certificate no:

A bbo

Consulting Scie

15G.110MF.PAL

1t A nalytical

ntists to the Disinfectant Industry

Date:

Results: Aspergillus brasiliensis (NCPF 2275)

Validation and controls:

28 August 2015

3 of 4

Page:

.Validation Experimental Neutralizer or Method wvalidation (C)
suspension (Nvo) conditions control (A) [filtration control (B)
vel 85 ¥ = |vel 58 W= |vel 64 W= |val 55 X =
vez2 920 87.5 |Ve2 62 60 vez2 60 62 ve2 63 59
30 € X (Nve) €160 2 [x (A) 2 0.5 x % (Nvo)?|x (B) 2 0.5 x % (Nve ¥ (C) 2 0.5 % % (Nvo)?
yes O no yes O no or Nvs/1000)? yes O no
K yes Ono
Validation suspension (MNvs) vel 88 % = |30 € % (Nvs/1000) < 160 2
Ve2 85 86.5 X yes Ono
Test suspension: N vel ve2 X wm = 1.69 10’ ;i lg N= 7.23
(N and N,) 10°° 164 >165 |[No = N/10 ; 1g No = 6.23
107° 15 24 16.17 £ 1g No £ 6.70 2 Xyes [Ono
Control of weighted Quotient = 8.44
Imean counts [Between 5 and 15 ? Kyes Ono
Test: |Product Contact Diln. vel vec2 1lg Na = lg R Status
test conc. |[time step 1g (% wm x10) |(lg Nw = 6.23)
80% 2 min 109 | 0 0 <2.15 >4.08 PASS
1070 | 0 0

i

N N
\;\l\ W X

i

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Uinit 2, Hickmans Road,
Birkenhead. CH41 111
United Kingdom

Tel

C44 ()51 324 1276

email: engsi@abbottanal ytical.co.uk
www.abbottanalytical .co.uk




A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 15G.110MF.PAL Date: 28 August 2015 Page: 4 of 4

Results: Candida albicans (NCPF 3179)

Validation and controls:

Validation Experimental Neutralizer or Method validation (C)
suspension (Nvo) conditions control (A) |filtration control (B)
vel 126 [ %= va | 92 [ %= |va 76 | x = |val 68 | x =
Ve2 136 132 |ve2 | 96 94 |ve2 100 88 |ve2 78 73
30 € u (Nvo) £ 160 2 w (A) 2 0.5 x u (Nvo)?2|x (B) 2 0.5 ¥ x (Nvo x (C) 2 0.5 x u (Nve)?
yves [ no yes [Ono or Nve/1000)? yes [Ono
K yes Ono
Validation suspension (Nvs) Vel 98 :f K = 30 € (Nvs/1000) < 160 2
ve2 110 | 104 yes [Ono
Test suspension: N vel Ve2 [ wm = 2.87 x10’ ; la N= 7.46
(N and N,) 107 256 280 |No = N/10 ; 1g No = 6.46
10°¢ 44 52 16.17 < 1g No £ 6.70 ? X yves Ono
Control of weighted Quotient = 5.58
mean counts Between 5 and 15 ? B yes [Ono
Test: |Product Contact Diln. vecl ve2 lg Na = lg R Status
test conc. |[time step lg (% wm x10) |(lg Nw = 6.46)
80% 2 min 10° 0 0 <2.15 >4.31 PASS
10 -1 0 0

SRR

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 1JH. email: engsiéabbottanal ytical.co.uk
United Kingdom www.abbottanalytical .co.uk



Traducere din limba englezad

W €

2%

\] A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de Analiza

Nume produs: Medipal Disinfectant II Wipes Solution

Lot sau nr. ref:

Producator sau furnizor: Pal International Ltd. Bilton Way, Lutterworth,LE17 4JA

Referinta esantion: 15J/101 Data primirii: 17 iulie 2015

Data testarii: 26 august 2015 Data certificat: 28 august 2015

Certificat nr.: 15G.110MF.PAL Pagina: 1 din 4

Analiza solicitatd: EN 13624:2013, Dezinfectanti chimici si antiseptici - test
cantitativ al suspensiei pentru evaluarea activitatii fungicide
in domeniul medical - metoda de testare si cerinte (faza 2,
etapa 1)

Conditii de depozitare: Temperatura camerei in intuneric

Aspectul produsului (solutiei): Lichid limpede incolor

Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime s$i numail cu aprobarea

scrisa a Abbott Analytical.

Semndturd indescifrabild
D C Watson




Traducere din limba engleza

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr: 15G.110MF.PAL Data: 28 august 2015 Pagina: 2 din 4

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 80%)
Diluantul produsului: N/A

Organisme testate: Aspergillus brasiliensis (NCFP 2275)
Candida Albicans (NCFP 3179)

Timp de contact: 2 min. + 10s

Temperatura de testare: 20°C + 1 “C

Conditii de testare: Curatenie

Substanta interferenta: 0.3g/1 albumina bovina
Metoda: Diluare-neutralizare

Solutie de neutralizare: 30g/l Polisorbat 80+ 3 g/l Lecitina + 1g/1 L-histidina +
1g/1 L-Cisteina

Temperatura de incubare: 30°C * 1°C

Remarci referitoare la rezultate:

Acesta este un produs gata de utilizare, dar concentratia reala a produsului in timpul
testarii a fost de 80% din cauza constrangerilor metodei de testare. Aceasta reduce
eficacitatea produsului testat in ciuda faptului cd acesta a trecut testul pentru
ambele tulpini de testare, asa cum este detaliat mia jos.

Concluzie:
La o concentratie de testare de 80%, acest esantion de Medipal Disinfectant II Wipes
Solution indeplineste cerintele EN 13624:2013 pentru activitate fungicida in 2 minute

la 20°C in conditii de curatenie fata de Aspergillus brasiliensis (NCPF 2275) si
Candida albicans (NCFP 3179).

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Traducere din limba engleza

Certificat nr.: 15G.110MF.PAL Data: 28 august 2015 Pagina: 3 din {

Rezultate: Aspergillus brasiliensis (NCPF 2275)

Validare si controale:

Validation TExperimental INeutralizer or IMethod validation (C)
fpspenslion ‘NV°.) [conditions :':“:.r:‘k {A) fi'_‘.".'i':lc:r. control (B) |
vel 85  w= (v | 58 | W= el 64 | = |vel 55 | W =
ve2 90 | 87.5 |ve2 2 | 60 Ve2 60 | 62 [~ E 29
130 < X (Nvo) S 160 2 11 () 2 0.5 x X (Nva)? X (B) 2 0.5 x X (N |% (C) 2 0.5 x % (Wa)?|
®yes One i ® yes Qno or Nvs/1000)? B yes QOno .
| [ - _ | Eyes_ 0O no [
[Validation suspension (Mvs) vel | e [ k= ']fa’d < ¥ (Wa/1000) < 160 2
| vz | e | 865 | Byes Ono
Test suspension: N _ “F_wm = 1.69 x10° i 1g N= 17.23
(N and N,) 10 °® 164 | 5165 |Ne = N/10 ; 1g No = 6.23
10" 15 [ 24 ;'6.17 < 1g No € 6.70 2 Ryes DOao
Controe! of weighted {Quotient = 8.44 S
mean counts ~ |Setween 5 and 15 ? - Byes Ono _
Test: [Product  |Contact  |bDiln. | vei | v lg Na = 1g R ~ Istatus |
test conc. |time |ste_p _ 1g (x wm x10) |ilg Nw = 6.23)
g% 2 min 'j__zc ' | __l' 0 [ <215 > 4,08 PASS
) [ 10T ] ) 0 N

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Traducere din limba engleza

Certificat nr.: 15G.110MF.PAL Data: 28 august 2015 Pagina: 4 din 4
Rezultate: candida albicans (NCFP 3179)
Validare si controale:
Validation Tl-:x-perimencal 1'N;:l_ltra-];i_zer or > IMethod validation C
susng_ioL__(Nva} - __conditi_ons contral (A} filtration control (B)
vel 128 | ' Vel ; ¥ = vzl x = Vel 68 X =
Ve2 | 136 | 132 |Vez | 96 1 94 Voo 100 Bg Ve 78 73
130 < % (We) <160 2 w (A) 2 0.5 %X % (Mvo)?2x (B) 2 0.5 x X (Mo x (C) 2 0.5 X X (NVo)?
| 1
Ryes Oro ®yes QOno jor Nvs/1000) ? Byes [Qno
_ _ B . ®Byes Qno
‘Validation suspension (Nvsi Vel g5 W= |30 < X (M2/1000) < 160 ?
vez 110 104 f ®yes 0Ono
Test suspension: [ N [ vel l Vel xwm o= 2.87 x10' ; lg N= 7.46
(N and N,) 107 256 | 280 Ne = N/10 ;i 1 Ne = 6.46
10°* 44 | 52 6.17 < 1g No £ 6.70 2 ®Byes Ono
Control of weighted Quotient = 5.58 ' -
|mean counts Between 5 and 15 ? Byes DOno
Test: |product Contact ‘Diln. : | vz [ig na = ig R tatus |
test conc. time step | l lg (% wm x10) (lg Nw = 6.46)
0% 2 min 1 10° | 0 0 <2.15 |1 >4.31 | PASS |
L i 19°t |0 :

Semndturd indescifrabila

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Subsemnata DOMNITEI LILIANA, interpret §i traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizafiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justifiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate conginutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT

DOMNITEI LILIANA




A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant II

Batch or ref no:

Manufacturer or Pal International Ltd. Bilton Way, Lutterworth, LE17 4JA
supplier:

Sample ref: 14J/031 Date received: 5 September 2014
Date tested: 18 September 2014 Certificate date: 22 September 2014
Certificate no: 14J.031IF.PAL Page: 1 of 3

Analysis required: EN 1650:2008+A1:2013, Chemical disinfectants and
antiseptics - Quantitative suspension test for the
evaluation of fungicidal or yeasticidal activity of chemical
disinfectants and antiseptics used in food, industrial,
domestic and institutional areas - Test method and
requirements (phase 2, step 1)

Storage conditions: Room temperature
Appearance of product (solution): Clear colourless liquid
Active substance(s) and their Not declared

concentration(s) :

Notes:

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Uinit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 1JH. email: engsiuabbottanalytical co.uk
United Kingdom www.abbottanalytical .co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031IF.PAL Date: 22 September 2014 Page: 2 of 3

Experimental conditions:

Concentration(s) of product tested: Neat as received
(test concentration 80%)

Product diluent: N/A

Test organism(s): Aspergillus brasiliensis (NCPF 2275)
Candida albicans (NCPF 3179)

Contact time(s): 1 minute

Test temperature: 20°C £ 0.5°C

Test conditions: Clean

Interfering substance: 0.3g/1 bovine albumin

Neutralising solution: 30g/1 Polysorbate 80 + 3g/l Lecithin +

1g/1 L-histidine + 1g/l1 L-cysteine

Incubation temperature: 30°C = 1°C

Remarks regarding the results:

The actual concentration of the product during testing was 80% due to the
constraints of the test method. This reduces the effectiveness of the test
product which may have contributed to the product failing against Aspergillus
brasiliensis.

Conclusion:

At a test concentration of 80%, this sample of Medipal Disinfectant II passes
the requirements of EN 1650:2008+A1:2013 for yeasticidal activity in 1 minute at
20°C under clean conditions against Candida albicans (NCPF 3179).

However at the same test concentration of 80%, this sample of Medipal
Disinfectant II does not pass the requirements of EN 1650:2008+A1:2013 for
fungicidal activity in 1 minute at 20°C under clean conditions against
Aspergillus brasiliensis (NCPF 2275).

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 [JH. email: engsi@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031IF.PAL Date: 22 September 2014 Page: 3 of 3

Results: Aspergillus brasiliensis (NCPF 2275)

Validation and controls:

Validation !Experimental Neutralizer or Method validation (C)
suspension (Nvo) |conditions control (A) |filtration control (B)
vel 117 W= |vel 110 X = |vel 121 W = |vel 114 ¥ =
ve2 139 128 ve2 124 117 ve2 128 124.5 |Vc2 120 117
30 £ % (Mve) €160 2 |% (A) 2 0.5 x x (Nve)? M (B) 2 0.5 X % (Nvo)?|x (C) > 0.5 % x (Nve)?
ves O no yes O no yes O no yes O no
Test suspension: | N Vel | Ve2 X wm = 2.77 x10’ ;7 lg N= 7.44
(N and N,) 10°° 252 | 264 |No = N/10 ; 1g No = 6.44
10°° 42 | 52 16.17 < 1g No < 6.70 ? Ryes DOno
Control of weighted Quotient = 5.49
mean counts Between 5 and 15 ? Kyes [Ono
Test: |Product Contact [ ver ve2 |Na = % x10 |1g Na lg R Status
|test conc. |time (1g No = 6.44)
| 80% | 1 min 58 64 610 | 2.79 3.65 FATL |
Results: Candida albicans (NCPF 3179)
Validation and controls:
|Validation Experimental Neutralizer or Method validation (C) ]
suspension (Nv.) conditions control (A) |[filtration control (B)
vel | 141 [ %= fver | 136 | %= |vet 118 | %= |ver | 130 | % =
ve2 | 155 | 148 |ve2 | 142 | 139 [vez 132 | 125 |ve2 | 133 | 131.5
30 < % (Nve) < 160 2 [x (A) 2 0.5 x x (NVo)?|X (B) > 0.5 x ® (Nve)?|x (C) 2 0.5 % % (Nve)?
yes O no | Ryes O no yes O no yes O no
Test suspension: N Vel ve2 |I wm = 3.15 x10' ;i lg N= 7.50
(N and N,) [ 107° 274 318 |No = N/10 ; 1g No = 6.50
10°° 45 55 [6.17 < 1g No < 6.70 ? ®yes [Ono
Control of weighted Quotient = 5.92
mean counts Between 5 and 15 ? K yes Ono
Test: Eroduct Contact [ va Ve2  Na = x x10 ‘lg Na lg R Status
test conc. [time | {1g No = 6.50)
80¢ | 1 min 2 3 <140 | <2.15 >4.35 PASS
D C Watson BSc,CBiol,MSB,MIFST,ACIEHO
Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead. CH41 1JIL email: engsi@abbottanalytical.co.uk
United Kingdom

www.abbottanalytical.co.uk



Traducere din limba engleza

\i A bbott A nalytical \i

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de analiza
Nume produs: Medipal Disinfectant II

Lot sau nr. ref:

Producator sau furnizor: Pal International Ltd. Bilton Way, Lutterworth,LEl17 4JA

Referinta esantion: 14J/031 Data primirii: 5 Septembrie 20114
Data testarii: 18 Septembrie 2014 Data certificat: 22 Septembrie 2014
Certificat nr.: 14J.031IF.PAL Pagina: 1 din 3

Analiza solicitata: EN 1650:2008+A1:2013, dezinfectanti chimici si antiseptici
- test cantitativ al suspensiei pentru evaluarea activitatii
fungicide sau levuricide a dezinfectantilor chimici si a
antisepticelor folosite in domeniile alimentare, industriale,
domestice si institutionale - metoda de testare si cerinte
(faza 2, etapa 1)

Conditii de depozitare: Temperatura camerei
Aspectul produsului (solutie): Lichid limpede incolor
Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime, si numai cu aprobarea
scrisa a Abbott Analytical.

Semndtura indescifrabild
D C Watson

DC Watson BSe. CBiol. MIT3 oL MIFS™T ACTEI-10
PO Box 93, New Ferrv. Wirral CH62 6HA
Tel: 0151637 3331 Mob: 07767 871275
email: abboltanalytical hotrnail co uk




Traducere din limba englezd

‘1 bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 14J.031IF.PAL Data: 22 septembrie 2014 Pagina: 2 din 3

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 80%)
Diluantul produsului: N/A

Organisme testate: Aspergillus brasiliensis (NCFP 2275)
Candida albicans (NCFP 3179)

Timp de contact: 1 minut

Temperatura de testare: 20°C +0.5°C

Conditii de testare: Curatenie

Substanta interferenta: 0.3g/1 albumina bovina

Solutie de neutralizre: 30g/l Polisorbat 80+ 3 g/l Lecitina + 1g/1 L-histidina +
1lg/1 L-Cisteina

Temperatura de incubare: 30°C + 1°C

Remarci referitoare la rezultate:

Concentratia reala a produsului in timpul testarii a fost de 80% din cauza
constrangerilor metodei de testare. Aceasta reduce eficacitatea produsului testat care
ar putea contribui la esuarea produsului fata de Aspergillus brasiliensis.

Concluzie:

La o concentratie de testare de 80%, acest esantion de Medipal Disinfectant II
indeplineste cerintele EN 1650:2008+A1:2013 pentru activitate levuricida in 1 minut la
20°C in conditii de curatenie fata de Candida albicans (NCFP 3179).

Totusi la aceeasi concentratie de testare de 80%, acest esantion de Medipal
Disinfectant II nu indeplineste cerintele EN 1650:2008+A1:2013 pentru activitate

fungicida in 1 minut la 20°C in conditii de curatenie fata de Aspergillus brasiliensis
(NCFP 2275)

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Traducere din limba englezd

Certificat nr.: 14J.031IF.PAL Data: 22 septembrie 2014 Pagina: 3 din 3

Rezultate: Aspergillus brasiliensis (NCPF 2275)

Validare si controale:

Validation Experimental Neutralizer or Method validation (C)
suspension (Nv,) conditions control (A) [filtration control {(B)
vel 117 x = |vel 110 % = Vel 121 % = |vel 114 ® =
ve2 139 128 Vo2 124 117 Vel 1z 124.5 |Ve2 120 117
30 < x (Nvo) £ 160 2 [x (A) 2 0.5 x x (Mve)?[x (B) 2 0.5 x x (Nve)2|x (C) 2 0.5 x x (Nvo)?
Hyes QOno Byes (Ono Byes QOno Bdyes QOno
Test suspension: N vel Vel [k wm = 2.77 x10° ; lgN= 7.44
(N and N.) 10°7F 252 254 |No = N/10  ; 1lg No = ¢.44
1+ M 42 52 €.17 £ 1g N, £ 6.70 ? Byes (Onc
Control of weighted Quotient = 5.4¢
mean counts Between S5 and 15 ? Hyes 0One
Test: |Product Contact vel vzl |Na = % x10 |lg Na 1g R Status
test conc. |[time (lg No = 6.44)
80% 1 min 58 &4 £10 2.79% 3.865 FATIL

Rezultate: Candida albicans (NCFP 3179)

Validare si controale:

Validation Experimental Neutralizer or Mzthod validation {G)
suspension (Nv,) conditions control (A) |[filtration control (B)
Vel 141 % = |vel x = |vel 118 % = |ver 130 x =
Vel 158 148 |Vc2 142 13¢  |vel 132 125 |ve2 183 131.5
30 < % (Nve) < 160 2 |x (A) 2 0.5 x x (Nvo)2[x (B) 2 0.5 x x (Mvo)?|x (C) 2 0.5 x x (Nv.)?
Byes Dno BRyes 0Ono Byes (Ono Byes QOno
Test suspension: N Vel Vel % wm = 3.15 x10 ; lgN= 7. 50
(N and N,) 10 S 274 218 |No = N/10 ; 1lg No = 6.50
10°° $5 55 1€.17 £ 1g No £ €.70 ? Byes ODOno
Control of weighted Quotient = 5.92
mean counts Between 5 and 15 ? Ryes 0Ono
Test: |Product Contact Vet vez Na = % x10 |[1g Na 1g R Status
test conc. [time {(lg No = 6.50)
80% 1 min 2 3 < 140 <2.15 > 4.35 PASS

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Subsemnata DOMNITEI LILIANA, interpret §i traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold si rusa, in temeiul Autorizaiei nr. 1804 din data de
19.09.2002, eliberata de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd §i cd, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT

DOMNITEI LILIANA




Blulest

LABORATORIES LTD

Test Report: EN 13697 2015 Chemical disinfectants and antiseptics —
Quantitative non-porous surface test for the evaluation of fungicidal activity of
chemical disinfectants used in food, industrial, domestic and institutional areas
— Test method and requirements without mechanical action (phase 2/step 2)

Test Laboratory

Identification of sample
Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation

Method
Neutralizer

Experimental Conditions

Period of analysis
Product diluent used

Product test concentrations
Appearance product dilutions

Contact time

Test temperature
Interfering substance
Stability of mixture

Temperature of incubation
Identification of strains

SOP 11000

SOP 8002 EN13697 FUNGAL REPORT TEMPLATE V07

Effective Date: 06 May 16

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK-G11 6NU

Medipal Disinfectant Il Wipes Solution
Not Provided

PAL International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20

13 June 2016
Ambient

Not Provided

Chemical - neutralization

Lecithin 11.7g/l, Polysorbate 80 100g/I, sodium
thiosulphate 5.0g/l, sodium dodecyl sulphate 10.0g/I,
sodium chloride 8.5g/l, tryptone 1.0g/l| sterilized by
autoclave.

22 June 2016 to 21 July 2016
Sterile distilled water

100.0% v/v; 50.0% v/v; 5.0% v/v
Clear

t =1 minute

20°C+1°C

3.0 g/l bovine albumin

Stable

30°C+1°C

Candida albicans ATCC 10231

Page 10of 3

BT-PAL-20

BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.

Company Registration Number: SC364409

Email: info@blutest.com. Web site: www.blutest.com.
VAT Registration Number: GB 979 1131 96 UKAS Number: 4597




Blulest

. L ABORATORIES LTD

EN 13697 Results for the efficacy of Medipal Disinfectant Il Wipes Solution from PAL International under DIRTY CONDITIONS

Test Organisms Fungal Test Validation Test Water Control Test Procedure at Concentrations % V/V of the Working
Suspension Concentration
N NT NC Nc 5.00% 50.00% 100.00%
Candida albicans 10°. 302 ; 268 [102. 208 ; 236 |102. 150 ; 166 |102. 196 ; 176 |10°% >330 ; >330|10% 226 ; 262 [10% 11 ; 9
10% 33 ; 26 [10% 26 ; 27 |10% 11 ; 22 |10% 13 ; 19 |10 100 ; 100 |10t 26 ; 28 [10% 1 ; 1
0% 2 ; 5 |10 1 ; 2 |10 O ; 1 |10 6 ; 6 [10% 3 ; 4 |102 O ; O
ATCC 10231 Nts: 46 Nts: 7 Nts: 3 Nts: 0
N: 5.87 Nd: 3.98 Nd: 3.39 Nd: <0.10
Q: 9.66 NT: 5.35 NC: 5.20 Nc: 5.27 R: <10(3) R: <10(3) R: >10(3)
Validation valid valid valid valid valid valid valid
Definitions: Cfu = Colony forming units; N = Log10 number of cfu per 0.025ml of test suspension; Q = quotient of control of weighted mean counts; Nd = Log10 number of
cfu/ml per test surface before neutralisation; Nc = Log10 number of cfu/ml per water control surface before neutralisation; NC = Log10 number of cfu/ml in neutraliser
toxicity control after 5 min; NT = Log10 number of cfu/ml in method validation after 5 min; R = Log10 reduction in cfu/ml after treatment with disinfectant compared to
| water control
Page 2 of 3
SOP 11000
SOP 8002 EN13697 FUNGAL REPORT TEMPLATE V07
Effective Date: 06 May 16 BT-PAL-20

BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.

Email: info@blutest.com. Web site: www.blutest.com.
Company Registration Number: SC364409 VAT Registration Number: GB 979 1131 96 UKAS Number: 4597




Blulest

I | ABORATORIES LTD

Conclusion

According to EN 13697 2015, Medipal Disinfectant 1l Wipes Solution POSESSES YEASTICIAL activity at
a concentration of 100 % V/V of the working concentration as tested after 1 MINUTE at 20°C under
DIRTY conditions (3.0 g/I bovine albumin) against Candida albicans ATCC 10231.

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 16 August 2016

X
v&n n ey,

UKAS

TESTING

4597

Expanded Uncertainty of Measurement U = + 0.20 logs
DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with an
EN 13697 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this report, no
warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client or their fitness
or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to BT or (ii) that the
intended results or deliverables from the testing can be achieved or (iii) that the Client can freely make use of the results or the deliverables without infringing any third party
intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability (which is hereby excluded to the fullest extent permissible
by law) in respect of any loss, liability or damage, including without limitation any indirect and/or consequential loss such as loss of profit or loss of business, market or goodwill,
that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (ii) the use of any materials, samples or other information
provided by the Client for use in the testing; and (iii) the Client’s reliance upon or use of any results or deliverables provided as part of the testing.

Page 3 of 3

SOP 11000
SOP 8002 EN13697 FUNGAL REPORT TEMPLATE V07
Effective Date: 06 May 16 BT-PAL-20

BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.

Email: info@blutest.com. Web site: www.blutest.com.
Company Registration Number: SC364409 VAT Registration Number: GB 979 1131 96 UKAS Number: 4597




Blulest

LABORATORIES LTD

Test Report: EN 14562 2006 Chemical disinfectants and antiseptics.
Quantitative carrier test for the evaluation of fungicidal or yeasticidal
activity for instruments used in the medical area. Test method and

requirements (phase 2, step 2)

Test Laboratory

Identification of sample
Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation
Method
Neutralizer

Experimental Conditions
Period of analysis
Product diluent used
Product test concentrations
Appearance product dilutions
Contact time
Test temperature
Interfering substance
Stability of mixture
Temperature of incubation
Identification of strains

SOP 11000
EN14562 REPORT TEMPLATE V01
Effective Date: 15 August 2016

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK -G11 6NU

Medipal Disinfectant Il Wipes Solution
Not Provided

PAL International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20
13 June 2016
Ambient

Not Provided

Chemical-neutralization

Lecithin  11.7g/l, Polysorbate 80 100g/l, sodium
thiosulphate 5.0g/l, sodium dodecyl sulphate 10.0g/l,
sodium chloride 8.5g/l, tryptone 1.0g/l sterilized by
autoclave

26 July 2016 to 03 August 2016

Sterile distilled water

100.0% v/v; 50.0% v/v; 5.0% v/v

Clear

t =1 minute

20°C+1°C

3.0 g/l bovine albumin + 3.0 ml/| erythrocytes
Stable

30°C+1°C

Candida Albicans ATCC 10231

Page 1 of 3

BT-PAL-20

BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.

Email: info@blutest.com. Web site: www.blutest.com.
Company Registration Number: SC364409 VAT Registration Number: GB 979 1131 96 UKAS Number: 4597




Blulest

. L ABORATORIES LTD

EN 14562 Results for the efficacy of Medipal Disinfectant Il Wipes Solution from PAL International under DIRTY CONDITIONS

Test organisms Fungal test Validation test . Water control Test procedure at concentrations % V/V of the_working
. Fungal suspension .
suspension N ) concentration
N: A: B: C (Nv Nc 5.00% 50.00% 100.00%
Candida albicans 10% 254 ; 277 | Ve 72 ; 74 Ve 87 ; 92 Ve 73 ;79 Ve 73 ; 74 10% >330 ; >330(10% >330 ; >330|10° >330 ; >330|10° >330 ; >330
ATCC 10231 107: 21 ; 35 10°: >330 ; >330 |10 >330 ; >330|10?% >330 ; >330(19*. >330 ; >330
10% 58 ; 60 [102. >330 ; >330|7192 >330 ; >330|192. 282 ; 328
Q: 9.48 10% >330 ; >330| 103 >330 ; >330|10% 25 ; 29
N: 2.67E+08 A: 7.30E+01 B: 8.95E+01 C: 7.60E+01 Nv: 7.35E+02 Nd: >6.51 Nd: >6.51 Nd: 5.48
Lg N: 8.43 A 20.5x Ny, B>0.5x Nv, C 20.5x Ny, 30<Nv,<1607? Nc: 6.77 R: <10(4) R: <10(4) R: <10(4)
Validation yes yes yes yes yes yes Testis valid

Please note: the upper limit for counting yeast plates is 330 cfu. Enter as >330. The upper limit for counting fungal plates is 165 cfu. Enter as >165.

Definitions: Cfu = colony forming units; Vc = viable count; N = number of cfu per ml of test suspension; Q = quotient of control of weighted mean counts; Nv = 10 x number of cfu per ml in validation suspension; Nc = Log10
number of cfu recovered from the test surface of the water control; Nd = Log10 number of cfu recovered from the test surface of the disinfectant test; A = number of cfu per ml in experimental conditions control; B =
number of cfu per ml in neutraliser toxicity control; C = number of cfu per ml in neutraliser validation control; R = Microbiocidal Effect (Log10 reduction)

Page 2 of 3

SOP 11000
EN14562 REPORT TEMPLATE VO1
Effective Date: 15 August 2016 BT-PAL-20

BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.

Email: info@blutest.com. Web site: www.blutest.com.
Company Registration Number: SC364409 VAT Registration Number: GB 979 1131 96 UKAS Number: 4597




Blulest

I | ABORATORIES LTD

Conclusion

According to EN 14562 2006, Medipal Disinfectant Il Wipes Solution DOES NOT POSSESS YEASTICIDAL
activity at a concentration of 100 % V/V of the working concentration as tested after 1 MINUTES at 20°C
against Candida Albicans ATCC 10231.

Signed

A s

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 16 August 2016

DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 14562 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (ii) that the intended results or deliverables from the testing can be achieved or (iii) that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability (which is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or damage, including without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (ii) the use of any
materials, samples or other information provided by the Client for use in the testing; and (iii) the Client’s reliance upon or use of any results or deliverables provided as part of
the testing.
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BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, Glasgow, G11 6NU.
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B I T 'I' Traducere din limba engleza

. | ABORATORIES LTD

Raport de testare: EN 14562:2006 Dezinfectanti chimici si
antiseptice — Testul cantitativ de suspensie pentru evaluarea
activitatii fungicide sau levuricide pentru instrumente utilizate in
domeniul medical - Metoda de testare si cerinte (faza 2, etapa 1)

Laborator de testare BluTest Laboratories Ltd
Robertson Incubator (Level 4) Robertson Building
56 Dumbarton Road
Glasgow
UK-G116NU
Identificare mostra
Denumire produs Medipal Disinfectant Il Wipes Solution
Numar lot Nefurnizat
Client PAL International, Bilton Way,
Lutterworth, LE17 4JA
Cod proiect BT-PAL-20
Data livrarii 13 iunie 2016
Conditii de depozitare Ambient
Substante active Nefurnizate

Metoda de testare si validare
Metoda Neutralizare chimica
Neutralizator Lecithin 11.7g/, Polysorbate 80 100g/l, sodium
thiosulphate 5.0g/|, sodium dodecyl sulphate 10.0g/I,
sodium chloride 8.5g/l, tryptone 1.0g/| sterilizat in

autoclav

Conditii experimentale

Perioada analizei 26 iulie 2016 - 03 august 2016

Diluant produs utilizat Apa distilata sterila

Concentratii de testare a produsului 100.0% v/v; 50.0% v/v; 5.0% v/v

Aspect produs diluat Clar

Timp de contact t=1 minut

Temperatura de testare 20°C+ 1°C

Substante interferente 3.0g/I albumina bovina + 3.0g/| eritrocite

Stabilitatea amestecului Stabil

Temperatura de incubare 302C+t1°C

Identificarea tulpinilor Candida Albicans ATCC 10231
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B l T 1 Traducere din limba engleza

I L ABORATORIES LTD

EN 14562 Rezultate pentru eficacitatea Medipal Dezinfectant Il Wipes Solution de la PAL international in conditii de murdarie

Test crganisms Fungal test Validation test ‘Water corgrol Test procedure at concentrations % /' of the working
K Fungal suspersion
(L]
M: A B [= Mc 5.00% 50.00% 100.00%
Coandiv mlbicons i B4 27T | Vo b Ve ay ;a2 Voo n:n Ve = B g7, *330 ; =330 |1p% >33O0 ; =330 gp% »330 [ 330 | 355 »330 ; 330
ATOC 10231 % 1 ; 38 1. *330 ; =330 |45t >330 ; 330 | gpt. 2330 ; 2330 45 2330 ; =330
ot B8 B0 |ipt. 330 ; »330 | 957 2330 ; 2330|457 282 ; 228
o 548 0% 330 ; >330 | gp? 2330 [ A3 /B ; 13
M- 2.6TE+0H A T 30E+00 8: BAHSE+O1 C TEOE+01 By TASEHO2 s =051 M- =051 M- 548
Lg N: 543 A =05 M, Baz0.5m M, C 20.5 xk, 30 <Mv, 160 7 Ne: % R: <10 4] R: <102} A: <1id}
Walidation yes PaL e s yes ye= Test is walid
Please note: the upper limit for counting yeast plates is 330 cfu. Enter as =330, The wupper limit for counting fungal plates is 165 cfu. Enter as »165.
Definitions: Cfu = colony forming units; Wi = viable count; N = number of ofu per mi of test suspersion; O = guotient of control of weighted mean counts; Nv = 10 x number of ofu per mil in validation suspension; Mo = LoglD
rumber of ofu recovened from the best surface of the water control; Nd = Log10 number of dfu recovered from the test surface of the disinfectant test; & = number of dfu per mi in experimental conditions control; B =
ruumber of ofu per ml in newtraliser toicty control; €= rmber of cfu per mi in newtraliser validation control; R = Microbloddal Effect {Log10 reduction]
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B I T 1 Traducere din limba engleza

. | ABORATORIES LTD
Concluzie

n conformitate cu EN 14562:2006, Medipal Disinfectant Il Wipes Solution NU POSEDA ACTIVITATE
LEVURICIDA la o concentratie de 100,0% V/V al concentratiei de lucru asa cum a fost testatd dupa
1 MINUT la 20°C impotriva Candida Albicans ATCC 10231.

Semnat

Semnatura indescifrabila

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK,

Date: 16 August 2016
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Product name:
Batch or ref no:

Manufacturer or
supplier:

Sample ref:
Date tested:
Certificate no:

Analysis required:

Storage conditions:

A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Medipal Disinfectant II

Pal Internatiocnal Ltd. Bilton Way, Lutterworth, LE17 4JA

143/031 Date received: 5 September 2014
18 September 2014 Certificate date: 17 October 2014
14J.031MM. PAL Page: 1 of 4

EN 14348:2005, Chemical disinfectants and antiseptics -
Quantitative suspension test for the evaluation of
mycobactericidal (or tuberculocidal) activity of chemical
disinfectants and antiseptics used in the medical area -
Test method and requirements (phase 2, step 1)

Room temperature

Appearance of product (solution): Clear colourless liquid

Active substance (s)
concentration(s) :

Notes:

and their Not declared

The test results in this report relate only to the sample(s) tested.

This test report may not be reproduced except in full, without written approval

from Abbott Analytical.

Y

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickimans Road.
Birkenhead. CH41 1JH.
United Kingdom

Tel: +44 (0)151 324 1276

email: engsigabbottanalytical.co.uk

www.abbottanalytical .co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Tndustry

Certificate no: 14J.031MM.PAL

Experimental conditions:

Concentration(s) of product tested:

Product diluent:

Test organism(s):

Contact time(s):

Test temperature:
Test conditions:
Interfering substance:

Neutralising solution:

Incubation temperature:

Conclusion:

Date: 17 October 2014 Page: 2 of 4

Neat as received
(test concentration 80%)

N/A

Mycobacterium terrae (DSM 43227)
Mycobacterium avium (DSM 44157)

1 minute

20°C = 0.5°C

Clean

0.3g/1 bovine albumin

30g/1 Polysorbate 80 + 3g/l Lecithin +
lg/1 L-histidine + 1g/l1 L-cysteine

37°C + 1°C

At a test concentration of 80%, this sample of Medipal Disinfectant II passes
the requirements of EN 14348:2005 for mycobactericidal activity in 1 minute at
20°C under clean conditions against Mycobacterium terrae (DSM 43227) and

Mycobacterium avium (DSM 44157).
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D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Lnit 2, Hickmans Road,
Birkenhead. CH41 1JH.
United Kingdom

Tel: +44 (0)151 324 1276
email: engsigabbottanalytical.co.uk
www.abbottanalytical.co.uk
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Certificate no:

A bbott A nalytical

Consulting Scientists to the

14J.031MM. PAL

Date:

Disinfectant Industry

Results: Mycobacterium terrae (DSM 43227)

Validation and controls:

17 October 2014

3 of 4

Page:

Validation !Experimental Neutralizer or Method validation (C)
suspension (Nvo) |conditions control (A) |filtration control (B)
vel g0 K = vel 73 x = vel 72 ¥ = Vel 64 K =
ve2 96 88 |ve2 76 74.5 |ve2 88 | 80 |ve2 81 72.5
30 < % (Nvo) €160 2 | (A) 2 0.5 X x (Nvo)?|x (B) > 0.5 x 5 (Nvo)?|x (C) 2 0.5 x ® (Nvo)?
yes [Ono X yes [Ono yes [Ono yes [Ono
Test suspension: N vel ve2 J& wm = 1.95 x10° ; lg N= 9,29
(N and N,) 107" 168 216 |No = N/10 ; 1g No = 8.29
1078 17 29 [8.17 < 1g No < 8.70 7 Kyes Ono
Control of weighted Quotient = 8.35
mean counts Between 5 and 15 ? X yes [DOno
Test: |Product [contact Diln. vel vez |1g Na = lg R Status
test conc. |[time step 1g (% wm x10) (lg Nw = 8.29)
80% 1 min 10° 0 0 <2.15 >6.14 PASS
107! 0 0
10~ 0 0
10 -3 J 0 0 |

N a

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead. CH41 1JH.
United Kingdom

Tel: +44 (0)151 324 1276
ematl: engs@abbottanalytical.co.uk
www.abbottanalytical.co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Tndustry

Certificate no: 14J.031MM.PAL Date: 17 October 2014
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Page:

Results: Mycobacterium avium (DSM 44157)

Validation and controls:

Validation Experimental Neutralizer or Method validation (C)
suspension (Nvo) conditions control (A) |[filtration control (B)
vel 91 | % = |vel 69 X= |val 58 %= |va 72 | % =
ve2 99 95 Ve?2 75 72 ve2 77 67.5 |Vc2 80 76
30 € ¥ (Nve) € 160 2 |x (A) 2 0.5 x % (MWo)?|x (B) 2 0.5 % x (Nvo)?[x (C) 2 0.5 X x (Nvo)?
yes O no X ves O no yes O no yes O no
Test suspension: N vel Ve2  xwm = 2.13 x10° ; lg N= 9,33
(N and N,) 107’ 176 232 |No = N/10 ; 1g No = 8.33
107" 25 36 [8.17 < 1g No £ 8.70 2 ®yes [Ono
Control of weighted Quotient = 6.69
mean counts Between 5 and 15 ? X yes Ono
Test: |Product Contact Diln. vel Vez |lg Na = lg R Status
test conc. |[time step |lg (¥ wm x10) (1g Nw = 8.33)
80% 1 min 100 0 0 | <2.15 >6.18 PASS
101 0 0
10 -7 0 0
10 -3 0 0

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead. CH41 [JH.
United Kingdom

Tel: +44 (0)131 324 1276
email: engsgiabbottanalytical.co.uk
www.abbottanalytical .co.uk



Traducere din limba englezd

S

P

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de analiza

Denumire produs: Medipal Disinfectant II

Lot sau nr. ref:

Producator sau furnizor: Pal International Ltd. Bilton Way, Lutterworth,LE17 4JA

Referinta esantion: 14J/031 Data primirii: 5 Septembrie 2016
Data testarii: 18 Septembrie 2014 Data certificat: 17 Octombrie 2014
Certificat nr.: 14J.031MM.PAL Pagina: 1 din 4

Analiza solicitata: EN 14348:2005, dezinfectanti chimici si antiseptice - test

cantitativ al suspensiei pentru evaluarea activitatii
micobactericide (sau tuberculocide) a dezinfectantilor chimici si
a antisepticelor folosite in domeniul medical - metoda de
testare si cerinte (faza 2, etapa 1)

Conditii de depozitare: Temperatura camerei
Aspectul produsului (solutiei): Lichid limpede incolor
Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime $i numai cu aprobarea
scrisa a Abbott Analytical.

Semnaturd indescifrabild
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO

D C Watson BSc. CBiol, M1 13iol, MIFS"[ ACIEI-10
PO Box 95.New Ferry, Wirral. CH62 6HA
Tel: 0151637 3331 Mob: 07767 871275
email: abboltanalyticalr hotrnail .co.uk




Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultantj pentru Industria Dezinfectantilor

Certificat nr.: 14J.031MM.PAL Data: 17 octombrie 2014 Pagina: 2 din 4

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 80%)
Diluantul produsului: indisponibil

Organism testat: Mycobacterium terrae (DSM 43227)
Mycobacterium avium (DSM 44157)

Timp de contact: 1 minut

Temperatura de testare: 20°C * 0.5°C

Conditii de testare: Curatenie

Substanta interferenta: 0.3g/l albumind bovind

Solutie de neutralizare: 30g/l Polisorbat 80 + 3g/l Lecitina + 1g/l L-histidina +
1lg/1l L-cisteina

Temperatura de incubare: 37°C + 1°C

Concluzie:
La o concentratie de testare de 80%, acest esantion de Medipal Disinfectant II
indeplineste cerintele EN 14348:2005 pentru activitate micobactericida in 1 minut la

20°C in conditii de curatenie, impotriva Mycobacterium terrae (NDSM 43227) si
Mycobacterium avium (DSM 44157).

Semndturd indscifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO
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Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr:

14J.031MM. PAL

Data:

Rezultate: Mycobacterium terrae (DSM 43227)

Validare si controale:

17 Octombrie 2014

Pagina:

3 din 4

validation Experimental Neutralizer or Method validation (<)
suspension (Nv,) conditions control (&) |filtration control (B)
vel ge x = vel 73 = vel 72 x = vel 64 x =
Vel %6 88 Vel 76 74.5 |Vel 8¢ 80 ve2 81 72.5
30 € % (Nvo) € 160 2 [x (A) 2 0.5 x x (Nve)?[x (B) 2 0.5 x x (Nvo)2[x (C}) 2 0.5 x x (Nvo)?
B4 yes O no N yas O no B yes O ro B4 yes Ono
Test suspension: N Vel vez x wm = 1.95 x10° ; lg N= 9.29
(N and N,) 1077 168 216 |No = N/10 ; 1g No = 8.29
107" 17 29 [8.17 £ 1g N. < 8.70 ? Hyes Ono
Control of weighted Quotient = 8.35
mean counts Between S and 15 ? Byes Onoc
Test: |Product Contact Diln, Vel Vez lg Na = 1g R Status
test conc. [time step 1g (% wm x10) |[(lg Nv = §.29)
80% 1 main 10°¢ e] 0 <2.15 >6.14 PASS
10 -¢ 0 0
10 -2 0 )
10 -3 o 0
Semndturd indescifrabild
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO Z w
;:‘t «s ENGLFfAl -f. *‘
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Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 14J.031MM.PAL Data: 17 octombrie 2014 Pagina: 4 din 4

Rezultate: Mycobacterium avium (DSM 44157)

Validare si controale:

Validation Experimental Neutralizer or Method validation (C)
suspension (Nv,) conditions control (A) [filtration control (B)
Vel 92 % = |Vel 69 *x = |Vel 58 *x = |Vel 72 % =
ve2 99 85 VeZ 75 72 vel 77 67.5 |Ve2 80 7€
30 < x (Nvo) < 160 2 |x (R) 2 0.5 x x (Mo)?[x (B) 2 0.5 x x (Nvo)2[x (C) 2 0.5 x x (Nvo)?
Byes [One B yes DOno Byes 0Ono HByes 0Ono
Test suspension: N Vel Ve2 [xwm = 2.13 x10° ;i lg N= 9.33
(N and N,) 1077 176 232 |No = N/10 ; 1g No = 8.33
10°* 25 36 [8.17 £ 1g No < 8.70 2 Ryes Ono
Control of weighted Quotient = 6.69
|mean counts Between 5 and 15 ? BByes Ono
Test: |Product Contact Diln. Vel ve2 lg Na = 1g R Status
test conc. [time step 1g (x wm x10) |[(lg Nv = g.33)
eo0s 1 min 10° 0 [ <2.15 >6.18 PASS
10 -* 0 0
10 -2 0 0
10 -3 0 0

Semndturd indescifrabild
D C watson BSc, CBiol, MSB, MIFST, ACIEHO




Subsemnata DOMNITEI LILIANA, interpret i traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizatiei nr. 1804 din data de
19.09.2002, eliberati de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate confinutul si sensul.

i
INTERPRET $I TRADUCATOR AUTORIZAT |

DOMNITEI LILIANA /2.8 282 7\



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Test Report

Product name: 3inl Disinfectant Wipes Solution

Batch or ref no: OMP0068

Manufacturer or Pal International Ltd

supplier: Bilton Way, Lutterworth, LE17 4JA

Sample ref: 16J/017 Date received: 6 September 2016
Date tested: 31 October 2016 Certificate date: 29 November 2016
Certificate no: 16J.017CM. PAL Page: 1 of 4

Analysis required: EN 14563:2008, Chemical disinfectants and antiseptics -
Quantitative carrier test for the evaluation of
mycobactericidal or tuberculocidal activity of chemical
disinfectants used for instruments in the medical area
(phase 2, step 2)

Storage conditions: Room temperature in darkness

Appearance of Clear colourless liquid
product (solution):

Active substance(s) Not disclosed

and their

concentration(s) :

Notes

The test results in this report relate only to the sample(s) tested.

This test report may not be reproduced except in full, adapted, altered or used
to create a derivative work, without written approval from Abbott Analytical.

I NN

NNV
D C Watson BSc,CBiol,MRSB
Abbott Analytical Limited Telephone: +44 (0)131 345 6753
Unit 2. Hickmans Road, email: engsi@abbottanalytical.co.uk
Birkenhead, CH41 1JH, United Kingdom www.abbottanalytical.co.uk
Registered address Kemp House, 160 City Road, A company registered m England and Wales

Londan, ECIV 2NX, United Kingdom Company number 10031406



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 16J.017CM.PAL

Experimental conditions

Concentration(s) of product tested:

Product diluent:

Test organism(s) :

Contact time(s):

Test temperature:
Test conditions:
Interfering substance:
Method:

Neutralising solution:

Incubation temperature:

Conclusion

When tested neat this sample of 3inl Disinfectant Wipes Solution meets the

Date: 29 November 2016 Page:

Neat as received
N/A

Mycobacterium terrae (DSM 43227)
Mycobacterium avium (DSM 44157)

1 min * 5s

20°C + 1°C

Clean

0.3g/1 bovine albumin

Dilution-neutralisation

2 of 4

30g/1 Polysorbate 80 + 3g/l1 Lecithin +

1g/1 L-histidine + 1g/l1 L-cysteine

36°C £ 1°C

requirements of EN 14563:2008 for mycobactericidal activity in 1 minute at 20°C,
under clean conditions, against the referenced strains of Mycobacterium terrae

and Mycobacterium avium.

NN
S, T, )

2 oY .

D C Watson BSc,CBiol,MRSB

Abbott Analytical Limited
Unit 2, Hickmans Road.
Birkenhead, CH41 1JH, United Kingdom

Regisiered address Kemp House, 160 Cuity Road.
London. EC1V 2NX, United Kingdom

Telephone: +44 (0)151 345 6753
email: engs@pabbottanalytical.co.uk
www.abbottanalytical.co.uk

A company registered in England and Wales

Company number 100314006



"”M‘ Abbott Analyﬁcal

Consulting Scientists to the Disinfectant Industry

Certificate no: 16J.017CM.PAL Date: 29 November 2016 Page: 3 of 4

Results: cobacterium terrae (DSM 43227

Validation and controls:

Validation ‘Experimental Neutralizer or Method validation (C)
suspension (Nvo) iconditions control (A4) |[filtration control (B)
vel 115 % = |vel 84 *x = |vel 90 ¥ = |Vecl 69 ¥ =
|ve2 92 103.5 |Ve2 106 95 vec2 79 84.5 |Ve2 82 75.5
30 £ % (Nve) £ 160 2 |x (A) 2 0.5 X ¥ (Nvo)?|x (B) 2 0.5 x ¥ (Nvo)?|x (C) 2 0.5 X x (Nvo)?
K yes O no yes [Ono yes [Ono yes [Ono
Test suspension: N Vel ve2 Y(wm) = 2.01 x10°
1077 172 220 |lg N = 9.30
107" 28 23 |9.17 £ 1g N< 9.70 2 Ryes [Ono
Control of weighted Quotient = 7.69
mean counts (N) Between 5 and 15 ? X yes [Ono
Water control: Nw Vel Ve2  [W(wm) = 1.80 x10'
107* 190 165 |lg Nw = 7.26
10°° 27 15 17.15 < 1g Nw < (lg N~1.3)? Ryes [Ono
Control of weighted Quotient = 8.45
mean counts (Nw) Between 5 and 15 ? X yes Ono
Test: |Product Contact Diln. | Vel Ve2 Na = %(wm) x10 |1g R = Status
test conc. |time step | 1lg Na = (lg Nw - 1g Na)
Neat 1 min 10° l 71 57 2.81 4.45 PASS
10! | 8 7
1072 | 0 0
1073 | 0 0

b

D C Watson BSc,CBiol,MRSE

Abbott Analytical Limited Telephone: +44 (0)151 345 6753
Unit 2. Hickmans Road. email: engs@abbottanalytical.co.uk
Birkenhead, CH41 1JH, United Kingdom www.abbottanalytical.co.uk

Registered address Kemp House, 160 City Road.,

A company registered in England and Wales
London. EC1V 2NX, United Kingdom

Company number 1003 1400



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 16J.017CM.PAL Date: 29 November 2016 Page: 4 of 4

Results: cobacterium avium (DSM 44157

Validation and controls:

Validation Experimental Neutralizer or Method validation (C)
suspension (Nvo) conditions control (A) [filtration control (B)
vel | 96 X = |val 79 X = |vel 72 X = |val 69 X =
ve2 89 92.5 |Vec2 63 71 Ve2 79 75.5 |Vc2 75 72
30 £ % (Nvo) < 160 2 |x (A) 2 0.5 x ¥ (Nvo)?|x (B) 2 0.5 x % (Nvo)2|x (C) = 0.5 x x (Nvo)?
yes Ono yes [Ono yes Ono yes [Ono
Test suspension: N vel ve2  |w(wm) = 1.61 x10°
1077 | 121 196 |1lg N = 9.21
107" | 22 16 [9.17 < 1g N < 9.70 2 Kyes Ono
Control of weighted Quotient = 8.34
mean counts (N) Between 5 and 15 ? K yes [Ono
Water control: Nw vel Ve2  |x(wm) = 1.75 x10
. 107 150 191 |lg Nw = 7.24
1077 26 18 |7.15 € 1g Nw £ (lg N-1.3)? Ryes [Ono
Control of weighted Quotient = 7.75
mean counts (Nw) Between 5 and 15 ? X yes [Ono
Test: |Product Contact Diln. Vel Ve2 Na = x(wm) x10 |1g R = iStatus
test conc. |time step lg Na = (lg Nw - lg Na)|
Neat 1 min | 10°0 123 136 3.14 4.10 PASS
| 10! 15 27
107 0 3
10 -3 0 0
W

D C Watson BSc,CBiol,MRSB

Abbott Analyvtical Limited Telephone: +44 (0)151 345 6753
Unit 2. Hickmans Road. email: engs@abbottanalytical.co.uk
Birkenhead, CH41 1JH, Urnited Kingdom www.abbottanalytical.co.uk

Regisicred address Femp Honse, 160 City Koad,

A company registered in England and Wales
London, ECIV INX, United Kingdom

Company number 10031400



Traducere din limbaenglezd

A bbott A nalytical

CercetatoriConsultantipentrulndustriaDezinfectantilor

Raport de testare

Numeprodus: 3 in 1 Disinfectant Wipes Solution

Lot saunr. ref: QMP0068

Producatorsaufurnizor: PalInternationalltd.BiltonWay,Lutterworth,LE174JA

Referintaesantion: 16J/017Data primirii:6Septembrie20lcData testarii:

310ctombrie2016 Data certificat: 29FNoiembrie 2016

Certificatnr.:16J.017CM.PALPagina: 1din 4

Analizasolicitata: ET14563:2008,dezinfectantichimicisiantiseptici— testcantitativ
a

suspensieipentruevaluareaactivitatiimicobactericidesautuberculocide
a dezinfectantilorchimiciutilizatipentruinstrumenteindomeniul
medical (faza 2,etapaZz2)

Conditii de depozitare: Temperaturacamerei la intuneric
Aspectulprodusului (solutiei): Lichidlimpedeincolor
Substantaactivasiconcentratiaei: Nedeclarata

Note:

Rezultateletestarii din acestraport se referanumai la esantioanele testate.
Acestraport de testare nu poate fi reprodusdecat in intregimesinumai cuaprobareascrisa

a Abbott Analytical.

Semndturd indescifrabild
DCWatson BSc, CBiol, MRSB
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Traducere din limbaenglezd

A bbott A nalytical

CercetatoriConsultantipentrulndustriaDezinfectantilor

Certificatnr.: 16J.017CM.PAL Data: 29noiembrie 2016Pagina: 2 din 4

Conditiiexperimentale:

Concentratiaproduselor testate:asa cum au fostprimite
Diluantulprodusului: N/A

Organism(e) tastat(e): Mycobacterium terrae (DSM 43227)
Mycobacterium avium(DSM 44137)

Timp de contact: 1 minutt 5s

Temperatura de testare: 20°C t 1°C

Conditii de testare: Curdtenie
Substantainterferenta: 3.0g/l albumind bovina
Metoda: Diluare - neutralizare

Solutiede neutralizare: 30g/l Polisorbat 80+ 3 g/l Lecitina + 1g/1 L-histidina +
1g/1 L-Cisteina

Temperatura de incubare: 36°C % 1°C

Concluzie:

Acestesantion de3 in 1 Disinfectant Wipes Solution testatasa cum a fostprimit,
indeplinestecerintele EN 14563:2008pentruactivitatemicobactericida in 1 minut la 20°C
in conditii de curitenie, impotrivatulpinilor de referinta a Mycobacterium
terraesiMycobacterium avium

Semndturd indescifrabild




Traducere din limbaenglezd

A bbott A nalytical

CercetatoriConsultantipentrulndustriaDezinfectantilor

Certificatnr.: 16J.017CM.PAL Data: 29noiembrie 2016Pagina: 3 din 4

Rezultate: Mycobacterium terrae(DSM43227)

Validaresi control:

‘Validatimn Fxper-mentral] Neutrzlizar or Mathoc validation (&)
suspension [Nve) conditisns control (2] filtraticn control :B)
vet | 115 [ % - |vel 84 | %~ wel 50 | x= |va 59 | X =
ve2 | 92 | 103.5 |ve2 106 95 Vs 79 | e4.5 [ve2 | 82 | 75.5
30 S X (NVe) € 16C 2 |X (A) 2 0.5 X % (MWo)? X iB) 2 0.5 X X (AVs)2[x (C} 2 0.5 x % Nvo)?
Byes 0Ono Byes Onc B ves Dnc Bves [Ono
Test suspension: N vel | ve2 |;(wm)_ - 2.0. «x10° |
10° 172 | 22¢ |lg ¥ = 9.%0
107" 28 i3 9.17 s 1g NS 9.70 7 Ryes 0Ono
Centrol of weightad |Quotient = 7.€9
mean counts N |Between 5 and 15 ? @yes 0Onro
Water control: e | Vel /22 xiwn) = 1.80 x10’
0™t | 13¢ 165 |9 Nw = 7,26
o™ | 27 15 [7.15 < 13 Nw < (1g N-1.3)2 Byes Oao
|Centrol of weigktac Quotisnt = H,45
‘mean counts 1Aw) Detween 5 anc 15 7 Byes QOno
Tagt: | product Contact Diln, T et | V=2 Na = x(wm} x10 [lg R = Status
test_cone. r ima step I 19 Na = (lg Mw - l¢ Na)
Neat 1 min 10° 71T | 57 2,01 4.1% PASS
10 ) f 7 |
107 | ¢ [ @
103 | 0 0 |

Semndturd indescifrabild
DCWatson BSc, CBiol, MRSB




Traducere din limbaenglezd

A bbott A nalytical

CercetatoriConsultantipentrulndustriaDezinfectantilor

Certificatnr.: 16J.017CM.PAL Data: 29 noiembrie 2016 Pagina: 4 din 4

Rezultate: Mycobacterium avium(DSM 44157)

Validaregi control:

[Val.idALion Experimental Nertralizer or Methed valldation (C)
!suspension INV,) conditiors control (A) filtraticn control 15}
vet | 9 | %= [w 79 | x= vl | 72 | w= |Vel 59 | x =
[ vie2 | 67 | 2.3 |Vez 63 | 71 vez | 79 75.5 |vo2 78 12
130 < % (Nve) € 16C 2 [x (A) 2 0.5 x % (Mv)? % (B) % 0.5 x x (Nvo)?|x (C) = 0.5 x x (Nv.)?
I Byes One Byes {nc B ves Oac M yes LUno
Test suspension: |—N | /el | Ve2 ]x(wm] - 1.6. x10°
107 | z2a 13¢ g N - 9.21
10" | 22 16 9.17 < 1g N s 3.70 2 ®yes DOno
‘Ccntrol of weightad  yuotient = 8.24
;mean counts N} 'Detween 5 anc 15 © B yes DOao
Watax control: ;_)Jw Jel | Vel !I(wn) = 1,79 <10’
[0 | 15¢ | 131 g Nw = 7.24
0 | 26 | 18 |7.15s 13 NWS (1g N-1.3)7 Byes 0 ao
Ccntro. of weightad Quotiant = 7.7%
\nean counts ‘Aw) 'Betveen 5 anc 15 °? Byes 0Ono
Test: |Prnrinrzr Con-act Diln. Vel | V=2 Na = wlwm) x10 |lg R = Status
|test conc. |zime step | lg Na = (lg Nw - Lg Na)
Near 1 min 108 125 | 136 3.14 2,10 PASS
10t 5 | 27
| 1) - 0o | 3
| | 7 0 | ¢

Semnditurd indescifrabild
DCWatson BSc, CBiol, MRSB




Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat peniru limbile strdine. italiand,
englezd, francezd, spaniold i rusd, in temeiul Autorizatiei nr. 1804 din data de 19.09.2002, eliberatd
de Ministerul Justitiei din Romdnia, certific exactitatea traducerii efectuate din limba englezd in
limba romdnd §i cd, prin traducere, inscrisului nu i-au fost denaturate continutul §i sensul.
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Test Report: EN 14476 2013 + A1 2015 Chemical disinfectants and

antiseptics — Quantitative suspension test for the evaluation of virucidal
activity in the medical area- Test method and requirements (Phase 2/Step 1)

Test Laboratory

Identification of sample

Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation

Method

Neutralization

Experimental Conditions

SOP | 1o0)

Period of analysis

Product diluents used
Product test concentrations
Contact times {minutes)
Test temperature
Interfering substances
Stability of mixture
Temperature of incubation
Identification of virus

SOP 8003 EN14476 REPORT TEMPLATE V12
Effective Date 03 March 2016

BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK-G116NU

Medipal Disinfectant |l Wipes Solution
Not Given

Pal International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20(1)

13 June 2016

Ambient

N,N-Didecyl-N, N-Dimethylammonium Chloride N-
(3-Aminopropyl)-N-dodecylpropane-1, 3-diamine

1 part interfering substance + 1 part virus
suspension + 8 parts biocide were mixed and
incubated at the indicated contact temperature for
the indicated contact times. Assays were validated
by a cytotoxicity control, interference control,
neutralization control and a formaldehyde internal
standard.

Dilution-neutralization/gel filtration
Dulbecco’s modified Eagles medium + 5% v/v foetal
bovine serum at 4°C

22 June 2016 to 28 June 2016

Sterile distilled water

97.0 %(v/v); 50.0 %( v/v); 10.0 %(v/v)

2+ 10s

20°C +1°C

0.3g/1 bovine albumin

Stable

37°C+1°C+5% CO,

Poliovirus 1 LSc-2ab (NIBSC Code 01/528))/HelLa
cells

Page 10f 8

BT-PAL-20{1)
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PROTOCOL SUMMARY

The basic virucidal efficacy test is set up with three concentrations of disinfectant and a 2 minute
contact time. Virus is exposed to disinfectant in 24-well plates, then neutralized, serially diluted and
virus titred in 96-well tissue culture plates to determine the tissue culture infectious dosesy (TCIDs)
of surviving virus. Poliovirus 1 LSc-2ab (NIBSC Code 01/528))/HelLa cells are assayed in parallel in
each test. TCIDg, is determined by the method of Karber.

Cytotoxicity control
The neutralized disinfectant is measured for its effects on the host cells used to propagate the virus,
to determine the sensitivity of the assay.

Interference control

The end point titration of the virus is exposed to three different sub-lethal concentrations of
neutralized disinfectant to measure the effect of sub-lethal concentrations of disinfectant on virus
infectivity in relation to the titre achieved on untreated cells.

Disinfectant suppression control

Virus is added to the highest concentration of disinfectant and then the mixture immediately
removed and neutralized. The neutralized virus titre is then determined to assess the efficiency of
the neutralization procedure.

Virus recovery control

Virus titre is determined for virus in contact with sterile hard water at t=0, t = 2 and at t =60. The
virus titre after 2 minutes is then compared to the recovery of disinfectant-treated virus to measure
the log reduction in virus titre. The virus titre at 60 minutes is compared to the reference virus
inactivation control.

Reference virus inactivation control

Virus is exposed to 0.7% W/V formaldehyde and the recovery of virus determined by TCIDs, after 5,
15, 30 and 60 minutes, in order to assess that the test virus has retained reproducible biocide
resistance. In addition, the formaldehyde cytotoxicity of neutralized formaldehyde is determined, to
measure assay sensitivity.

1Karber, G.: Beitrag zur Kollektiven Behandlung Pharmakologischer Reihenversuche. Arch. Exp. Path.
Pharmak. 162 (1931): 480-487.

SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE V12
Effective Date: 03 March 2016 BT-PAL-2(1) Page 2 of 8

umber: 4597



LABORATORIES LTD

Poliovirus-1 LSc-2ab (NIBSC Code 01/528)

SOP 10000 V02 EN14476 Suspension test results for the efficacy of Medipal Disinfectant |l Wipes Solution, BT-PAL-20 from PAL International
against PV-1

Exposure Time Virus Recovery Virus Recovery Cytotoxicity Disinfectant 10.0% (v/v) 50.0% (v/v) NA
0 min 2 min Suppression
raw data | TCIDgo/ml | raw data | TCIDso/ml | raw data | TCIDso/ml | raw data | TCIDso/ml | raw data | TCID50/ml | raw data | TCID50/ml
t=2 6.00 3.16E+07 5.50 1.00E+07 NA NA 5.17 4.68E+06 1.83 2.14E+03
3.16E+07 1.00E+07 4.68E+06 2.14E+03
log 7.50 7.00 6.67 3.33
log difference 0.33 3.67

Summary table of results of virucidal activity against PV-1 under clean conditions for Medipal Disinfectant Il Wipes
Solution, BT-PAL-20 from PAL International
Product: Interfering Concentration Level of Ig TCIDs >4 g
substance cytotoxicity reduction
after.. Min
Medipal Disinfectant 2min/5
Il Wipes 0Omin min 15 min 30 min 60 min
0.3g/l BSAin PBS 50.0% (v/v) 0.00 7.50 3.33 n.a. na. n.a. >2
10.0% {v/v) 0.00 7.50 6.67 n.a. n.a. n.a. >2
Formaldehyde PBS 0.7% (w/v) 2.50 7.50 6.83 6.50 5.83 3.67 >60
Virus Control BSA n.a. n.a. 7.50 7.00 n.a. n.a. 7.33 n.a.
SOP 1100y
SOP 8003 EN14476 REPORT TEMPLATE V12
E[Tecll\’eBDalel‘:iJ Tf/lnrch 2016 BT-PAL-20(1) Page 3 Of 8

Sl Wi

Registration Number: : y um_tg;zr: 6B 978 11 :-UKA&N&_m.bér':



LABORATORIES LTD

Control Data

Stock Virus (TCIDs0) I 7.17 4.68E+08

Formaldehyde reference inactivation control

Exposure time Virus recovery Virus recovery Cytotoxicity 0.7% Formaldehyde
0 min 60 min 5 15 30 0
raw data | TCIDso/mi | raw data | TCIDgo/ml | raw data | TCIDsp/ml | raw data | TCIDso/ml | raw data | TCIDso/ml | raw data | TCIDsy/ml | raw data | TCIDse/ml
60 min 6.00 3.16E+07 5.83 2.14E+07 1.00 3.16E+02 533 6.76E+06 5.00 3.16E+06 4.33 6.76E+05 2.17 4.68E+03
3.16E+07 2.14E+07 3.16E+02 6.76E+06 3.16E+06 6.76E+05 4.68E+03
log 7.50 7.33 2.50 6.83 6.50 5.83 3.67
log difference 0.50 0.83 1.50 3.66
No Column Control Interference control
Virus Recovery Virus Cytoxicity dilution
30 min dilution -1 -2 -3 Mock
raw data | TCIDso/ml -5 C C o 3
6.00 3.16E+07 -6 c c C =g
3.16E407 7 G c O
7.50
SOP 11000
Elfecune Date 03 Marh 2016 BT-PAL2001) Page 4 of 8

BLUTEST LABURATS soh b g Jart ad, Glasgow, G11 6NUL

Cmimany Registration I\&w\ib‘&r‘ 6 . - Registration Number: GB 975 1131 96
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Poliovirus-1 LSc-2ab (NIBSC Code 01/528)

SOP 10000 V02 EN14476 Suspension test results for the efficacy of Medipal Disinfectant Il Wipes Solution, BT-PAL-20 from PAL International
'a_gainst PV-1
Exposure Time Virus Recovery Virus Recovery Cytotoxicity Disinfectant NA NA 97.0% (v/v)
0 min 2 min Suppression
raw data | TCIDgo/mi | raw data | TCIDso/ml | raw data | TCIDsg/ml | raw data | TCIDg/ml raw data | TCID50/ml
t=2 5.17 4.68E+06 5.17 4.68E+06 2.00 3.16E+03 2.00 3.16E+03 2._00 3.16E+03
4.68E+06 4.68E+06 3.16E+03 3.16E+03 3.16E+03
log 6.67 6.67 3.50 3.50 3.50
log difference 3.17 3.17
Summary table of results of virucidal activity against PV-1 under clean conditions for Medipal Disinfectant Il Wipes
Solution, BT-PAL-20 from PAL International
Product: Interfering Concentration Level of lg TCIDso >4 1g
substance cytotoxicity reduction
after .. Min
Medipal Disinfectant li 2 min/5
Wipes 0 min min 15 min 30 min 60 min
0.3g/l BSA in PBS 97.0% (v/v) 3.50 6.67 3.50 n.a n.a na. >2
Formaldehyde PBS 0.7% (w/v) 2.50 6.67 6.83 6.50 5.83 3.67 >60
Virus Control BSA n.a. n.a 6.67 6.67 n.a. n.a 7.33 n.a
SOP 11001
SOP 8003 EN14476 REPORT TEMPLATE V
Effective Dale? 03 March 2016 N BT-PAL-20(1) Page 50f 8

Company Registration Number:
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Control Data

|Stock Virus (TCIDsg) l 7.17 I 4.68E+(LI
Formaldehyde reference inactivation control
Exposure time Virus recovery Virus recovery Cytotoxicity 0.7% Formaldehyde
0 min 60 min 5 15 30 60
raw data | TCIDgo/ml | raw data | TCIDso/ml | raw data | TCIDss/ml | raw data | TCIDso/ml | raw data | TCIDsy/ml | raw data | TCIDs/ml | raw data TCIDgo/ml
60 min 6.00 3.16E+07 5.83 2.14E+07 1.00 3.16E+02 5.33 6.76E+06 5.00 3.16E+06 4.33 6.76E+05 2.17 4.68E+03
3.16E+07 2.14E+07 3.16E+02 6.76E+06 3.16E+06 6.76E+05 4.68E+03
log 7.50 7.33 2.50 6.83 6.50 5.83 3.67
log difference 0.50 0.83 1.50 3.66
No Column Control Interference control
Virus Recovery Virus Cytoxicity dilution
30 min dilution -1 -2 -3 Mock
raw data | TCIDsy/ml -5 C C C 3
6.00 3.16E+07 -6 C (] C [ 3
3.16E+07 7 c c O )
7.50
SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE V12 BTPAL IO Page 6 of 8

EfTective Dale: 03 March 2016

Riobertson Bulldin

VAT Registration Num
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CONCLUSION

Verification of the methodology

A test is only valid if the following criteria are fulfilled:

a) Test virus suspension has at least a concentration which allows the determination of a
4 logyo reduction of the virus titre.

b) Detectable titre reduction is at least 4 logo.

c) Difference of the logarithmic titre of the virus control minus the logarithmic titre of the test

virus in the reference inactivation test is between — 0.5 and — 2.5 after 30 min and between
—2 and - 4.5 after 60 min for virus.

d) Cytotoxicity of the product solution does not affect cell morphology and growth or
susceptibility for the test virus in the dilutions of the test mixtures which are necessary to
demonstrate a 4 log reduction of the virus.

e) The interference control result does not show a difference of < 1.0 log;, of virus titre in
comparison to the virus recovery control; dilutions of disinfectant to sub-acute levels did not
interfere in the generation of viral cytopathic effect.

e) Neutralisation validation. This is called the disinfectant suppression test in this protocol. The
disinfectant was neutralized by column chromatography through an Illustra Microspin S-400
HR column to achieve the best possible neutralization available for this test. The difference
for virus is slightly elevated indicating rapid irreversible virucidal activity of the disinfectant
by dilution at a concentration of 97.0 % v/v. The difference for virus is not greater than 0.5
logyo indicating effective neutralization of the virucidal activity of the disinfectant by dilution
at a concentration of X% v/v.

f) A difference of <0.5 logy, is not observed between virus recovered directly from the virus
recovery control at 60 minutes and virus from the same control recovered through an
Illustra Microspin S-400 HR column

According to EN 14476 2013, Medipal Disinfectant Il Wipes Solution POSSESS VIRUCIDAL activity of
> 3.0 logyg at a concentration of 50.0% V/V of the working concentration as tested after 2 MINUTES
at 20°C under CLEAN conditions (0.3 g/I bovine albumin against Poliovirus 1 LSc-2ab (NIBSC Code
01/528))/Hela cells.

The product shows high post column neutralization residual cytotoxicity at 50.0% and 80.0% V/V
against Poliovirus 1 LSc-2ab (NIBSC Code 01/528))/Hela cells, which reduces the assay sensitivity,
and thus does not allow a >4.0 log,, reduction to be demonstrated at 97.0% V/V. However, a 3.67
logi, reduction at 50.0% V/V is a good log reduction and is highly indicative that the product has
achieved a >4.0 log, at 97.0% V/V but that cytotoxicity has not allowed this to be demonstrated in
the test.

SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE V12
Effective Date: 03 March 2016 BT-PAL-20(1) Page 70f 8

), Level 4, R Building, 56 Dumbarton Road, Glasgow, GI116NU.
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Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 30 August 2016

Expanded Uncertainty of Measurement U =+ 0.44
DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 14476 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith, However, other than as expressly set out in this
report, no warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (i) that the intended results or deliverables from the testing can be achieved or {jii) that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability (which is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or darmnage, including without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (i) the use of any
materials, samples or other information provided by the Client for use in the testing; and {iii) the Client’s reliance upon or use of any results or deliverables provided as part of
the testing.

SOP | 1000
SOP 8003 EN 14476 REPORT TEMPLATE V12
EfTective Date: 03 March 2016 BT-PAL-20(1) Page 8 Of 8

UIKAS Number: 4597



Traducere din limba engleza

LABQEATOMER LT0

Raport de testare: EN 14476 2013 + Al 2015 Dezinfectanti

chimici si antiseptice - Testarea cantitativa a suspensiei pentru
evaluarea activitatii virucide in domeniul medical - Metoda de
testare sicerinte (Faza 2/ Etapa 1)

Laborator de testare BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building
56 Dumbarton Road

Glasgow
UK - G11 6NU
Identificare mostra
Denumire produs Medipal Disinfectant Il Wipes Solution
Numar lot Necomunicat
Client Pal International, Bilton Way,

Lutterworth, LE17 4JA

Cod proiect BT-PAL-20(1)

Data livrarii 13 iunie 2016

Conditii de depozitare Ambient

Substante active N, N-Didecyl-N, N-Dimethylammonium Chloride N-

{3-Aminopropyl)-N-dodecylpropane-1, 3-diamine

Metoda de testare si validare

Metoda 1 parte substanta interferenta + 1 part suspensie
virus + 8 parti biocid au fost amestecate si
incubate la temperatura de contact indicata pentru
timpii de contact indicati. Testele au fost validate
printr-un  control de citotoxicitate, control
interferentd, control neutralizare si un standard
intern de formaldehida.

Neutralizare Diluare-neutralizare/filtrare prin gel
Mediul Eagles modificat al lui Dulbecco + 5% v/v ser fetal
bovin la 4°C

Conditii experimentale

Perioada de analiza 22 iunie 2016 - 28 iunie 2016
Diluant produs utilizat Apa distilata sterila

Concentratiile de testare a produsului  97.0%(v/v); 50.0%(v/v); 10.0%(v/v)
Timp de contact (minute) 2+10s

Temperatura de testare 20°C+1°C

Substante interferente 0.3g/I albumina bovina

Stabilitatea amestecului Stabil

Temperatura de incubare 37°C+1°C+5%CO,

Identificarea virusilor Poliovirus 1 LSc-2ab (Cod NIBSC

01/528))/Hela cells

Paginaldin 8

SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE V12
Effective Date: 03 March 2016 BT-PAL-20(1)
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CONCLUZIE

Verificarea metodologiei

Un test este valabil numai in cazul in care sunt indeplinite urmatoarele criterii:

a) Suspensie cu virus de testare are cel putin o concentratie care sd permita determinarea unei
reduceri de 4 log10 a titrului virusului.
b) Reducerea detectabila a titrului este de ce! putin 4 log10.

c) diferenta dintre titrul logaritmic a virusului de control minus titrul logaritmic al virusului de test
in testul de inactivare de referinta este cuprinsa intre - 0,5 si - 2,5 dupa 30 de minute siintre

- 2 si- 4,5 dupa 60 de minute pentru virus.

d) Citotoxicitatea solutiei produsului nu afecteaza morfologia celulara si cresterea sau
susceptibilitatea virusului de testat in dilutii ale amestecurilor de testare care sunt necesare pentru a
demonstra o reducere de 4 log a virusului.

e) Rezultatul controlului interferentelor nu arata o diferentd <1,0 log10 a titrului virusului in
comparativ cu martorul de recuperare a virusului; dilutii de dezinfectant la niveluri sub-acute nu au
intervenit in generarea efectului citopatic viral.

e) Validarea neutralizarii. Aceasta se numeste testul de supresie dezinfectant in acest protocol.
dezinfectant a fost neutralizat prin cromatografie pe coloana, printr-o coloana lllustra Microspin S-
400HR pentru a obtine cea mai buna neutralizare posibila disponibild pentru acest test. Diferenta
pentru virus este usor ridicata, indicand activitatea virucidd ireversibila rapida a dezinfectantului
prin diluare la o concentratie de 97,0% v / v. Diferenta pentru virus nu este mai mare de 0,5

log10 indicand neutralizarea efectiva a activitatii virucide a dezinfectantului prin diluare la o
concentratie de X% v / v.

f) Nu se observa o diferenta de <0,5 log 10 intre virusul recuperat direct din virusul de control al
recuperdrii la 60 de minute si virusul din acelasi control recuperat printr-o coloan3 lllustra Microspin S-
400 HR

Tn conformitate cu EN 14476 2013, Medipal Dezinfectant Il Wipes Solution POSEDA ACTIVITATE
VIRUCIDA de > 3.0 log10 la o concentratie de 50,0% V / V a concentratiei de lucru asa cum a fost
testatd dupa 2 MINUTE la 20 ° C, in conditii de CURATENIE (albumin& bovina 0,3 g / | impotriva
Poliovirus 1-2ab (cod NIBSC 01/528))/ Hela cells.

Produsul prezinta o citotoxicitate reziduala ridicata post neutralizare coloand la 50,0% si 80,0% V/V
impotriva Poliovirus 1 LSc-2ab (cod NIBSC 01/528))/Hela cells, ceea ce reduce sensibilitatea testului, si,
prin urmare, nu permite sa fie demonstrata o reducere > 4.0 log10 la 97,0% V/V. Cu toate acestea, 0
reducere de 3,67 log10 la 50.0% V/V este o reducere logaritmica buna si arata foarte clar ca produsul a
atins o reducere > 4.0 log101a 97,0% V / V, dar ca citotoxicitatea nu a permis ca acest lucru sa fie
demonstrat in test.

SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE VI2 i i
Effective Date: 03 March 2016 BT-PAL-20(1) Paglna 7 dln 8
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Test Report: EN 14476 2013 + Al 2015 Chemical disinfectants and

antiseptics — Quantitative suspension test for the evaluation of virucidal
activity in the medical area- Test method and requirements (Phase 2/Step 1)

Test Laboratory

Identification of sample
Name of the product
Batch number
Client

Project Code

Date of Delivery
Storage conditions
Active substances

Test Method and its validation

Method

Neutralization

Experimental Conditions
Period of analysis
Product diluents used

Product test concentrations
Contact times {minutes)

Test temperature

Interfering substances

Stability of mixture

Temperature of incubation

Identification of virus

SOP 11000
SOP 8003 EN 14476 REPORT TEMPLATE V12
Effective Date: 03 March 2016

BluTest Laboratories Ltd
Robertson Incubator {Level 4)
Robertson Building

56 Dumbarton Road

Glasgow

UK -G11 6NU

Medipal Disinfectant Il Wipes Solution
Not Given

Pal International, Bilton Way,
Lutterworth, LE17 4JA

BT-PAL-20(1)

13 June 2016

Ambient

N, N-Didecyl-N, N-Dimethylammonium Chloride N-
(3-Aminopropyl)-N-dodecylpropane-1, 3-diamine

1 part interfering substance + 1 part virus
suspension + 8 parts biocide were mixed and
incubated at the indicated contact temperature for
the indicated contact times. Assays were validated
by a cytotoxicity control, interference control,
neutralization control and a formaldehyde internal
standard.

Dilution-neutralization/gel filtration
Dulbecco’s modified Eagles medium + 5% v/v foetal
bovine serum at 4°C

22 June 2016 to 14 August 2016

Sterile distilled water

80.0%(v/v); 50.0%(v/v); 10.0%(v/v)
1+10s

20°C + 1°C

0.3g/l bovine albumin

Stable

37°C +1°C + 5% CO,

Adenovirus 5 (ATCC VR-5)/Hela cells;
Murine norovirus s99/RAW 264.7 cells

Page 10of 8
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PROTOCOL SUMMARY

The basic virucidal efficacy test is set up with three concentrations of disinfectant and a 1 minute
contact time. Virus is exposed to disinfectant in 24-well plates, then neutralized, serially diluted and
virus titred in 96-well tissue culture plates to determine the tissue culture infectious doses, (TCIDsg)
of surviving virus. Adenovirus 5 (ATCC VR-5)/Hela cells and Murine norovirus s99/RAW 264.7 cells
are assayed in parallel in each test. TCIDs, is determined by the method of Karber.

Cytotoxicity control
The neutralized disinfectant is measured for its effects on the host cells used to propagate the virus,
to determine the sensitivity of the assay.

Interference control

The end point titration of the virus is exposed to three different sub-lethal concentrations of
neutralized disinfectant to measure the effect of sub-lethal concentrations of disinfectant on virus
infectivity in relation to the titre achieved on untreated cells.

Disinfectant suppression control

Virus is added to the highest concentration of disinfectant and then the mixture immediately
removed and neutralized. The neutralized virus titre is then determined to assess the efficiency of
the neutralization procedure.

Virus recovery control

Virus titre is determined for virus in contact with sterile hard water at t=0, t = 1 and at t =60. The
virus titre after 1 minute is then compared to the recovery of disinfectant-treated virus to measure
the log reduction in virus titre. The virus titre at 60 minutes is compared to the reference virus
inactivation control.

Reference virus inactivation control

Virus is exposed to 0.7% W/V formaldehyde and the recovery of virus determined by TCIDs, after 5,
15, 30 and 60 minutes, in order to assess that the test virus has retained reproducible biocide
resistance. In addition, the formaldehyde cytotoxicity of neutralized formaldehyde is determined, to
measure assay sensitivity.

1Kérber, G.: Beitrag zur Kollektiven Behandlung Pharmakologischer Reihenversuche. Arch. Exp. Path.
Pharmak. 162 {1931): 480-487.

SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE Vi2
EfTective Date: 03 March 2016 BT-PAL-20(1) Page 2 Of 8
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Adenovirus-5 ATCC VR-5

against ADV-5

SOP 10000 V02 EN14476 Suspension test results for the efficacy of Medipal Disinfectant Il Wipes Solution, BT-PAL-20 from PAL International

UTEST LABORATO

LIMITED, Level 4, R

E hio@blutest.c

:'h_'aumber::s.@fim -y

Exposure Time Virus Recovery Virus Recovery Cytotoxicity Disinfectant 10.0% (v/v) 50.0% (v/v) 80.0% (v/v)
0 min 1 min Suppression
raw data | TCIDs,/ml | raw data | TCIDsy/ml | raw data | TCIDsy/ml | raw data | TCIDso/mi | raw data |TCID50/m! | raw data | TCID50/ml | raw data TCIDS0/ml
t=1 5.00 3.16E+06 5.17 4.68E+06 2.00 3.16E+03 2.00 3.16E+03 2.17 4.68E+03 2.00 3.16E+03 2.00 3.16E+03
3.16E+06 4.68E+06 3.16E+03 3.16E+03 4.68E+03 3.16E+03 3.16E+03
log 6.50 6.67 3.50 3.50 3.67 3.50 3.50
log difference 3.17 3.00 3.17 3.17
Summary table of results of virucidal activity against ADV-5 under clean conditions for Medipal Disinfectant Il Wipes
Solution, BT-PAL-20 from PAL International
Product: Interfering Concentration Level of lg TCIDg >4 1g
substance cytotoxicity reduction
after.. Min
Medipal Disinfectant Il 1min/S
Wipes 0 min min 15 min 30 min 60 min
0.3g/i BSA in PBS 80.0% (v/v) 3.50 6.50 3,50 n.a. n.a n.a >1
50.0% (v/v) 3.50 6.50 3.50 n.a n.a. n.a >1
_ 10.0% (v/v) 3.50 6.50 3.67 n.a. n.a na. >1
Formaldehyde PBS 0.7% (w/v) 3.50 6.50 4.83 3.50 3.50 2.50 60
Virus Control BSA n.a. n.a 6.50 6.67 n.a. n.a 6.50 n.a
SOP 11000
Eifeine Dai: 13 Mach 2 BT-PAL-20(1) Page 3 0of 8
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Control Data

|Stock Virus (TCIDg)

[ 600

3.16€+07 |

Formaldehyde reference inactivation control

Exposure time Virus recovery Virus recovery Cytotoxicity 0.7% Formaldehyde
0 min 60 min 15 30 60
raw data | TCIDsy/ml | raw data | TCIDsp/ml | raw data | TCIDsy/ml | raw data | TCIDsy/ml | raw data | TCIDso/ml | raw data | TCIDs/ml | raw data TCIDsp/ml
60 min 5.00 3.16E+06 5.00 3.16E+06 2.00 3.16E+03 3.33 6.76E+04 2.00 3.16E+03 2.00 3.16E+03 1.00 3.16E+02
3.16E+06 3.16E+06 3.16E+03 6.76E+04 3.16E+03 3.16E+03 3.16E+02
log 6.50 6.50 3.50 4.83 3.50 3.50 2.50
log difference 1.67 3.00 3.00 4.00
No Column Control Interference control
Virus Recovery Virus Cytoxicity dilution
30 min dilution -1 -2 -3 Mock
raw data | TCIDso/ml | -4 C C 3 3
5.33 6.76E+06 -5 C C [ 3 3
6.76E+06 -6 C C a2 2
6.83
SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE V 12 — Page 40 8
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Murine norovirus Berlin strain s99.

SOP 10000 V02 EN14476 Suspension test results for the efficacy of Medipal Disinfectant Il Wipes Solution, BT-PAL-20 from PAL International
|against MNV
Exposure Time Virus Recovery Virus Recovery Cytotoxicity Disinfectant 10.0% (v/v) 50.0% (v/v) 80.0% (v/v)
0 min 1 min Suppression
raw data | TCIDs,/ml | raw data | TCID¢/ml | raw data | TCIDgy/ml | raw data | TCIDss/ml | raw data | TCID50/ml | raw data | TCID50/ml | raw data | TCID50/ml
t=1 4.00 3.16E+05 4.17 4.6BE+05 3.00 3.16E+04 3.00 3.16E+04 1.00 3.16E+02 2.00 3.16E+03 3.00 3.16E+04
3.16E+05 4.68E+05 3.16E+04 3.16E+04 3.16E+02 3.16E+03 3.16E+04
log 5.50 5.67 4.50 4.50 2.50 3.50 4.50
log difference 117 3.17 2.17 1.17
Summary table of results of virucidal activity against MNV under clean conditions for Medipal Disinfectant Il Wipes
Solution, BT-PAL-20 from PAL International
Product: Interfering Concentration Level of Ig TCIDg >4 g
substance cytotoxicity reduction
after.. Min
Medipal Disinfectant Il imin/5
Wipes Omin min 15 min 30 min 60 min
0.3g/1 BSA in PBS 80.0% (v/v) 4.50 5.50 4.50 n.a. n.a na. >1
50.0% (v/v) 4.50 5.50 3.50 n.a. n.a n.a >1
10.0% (v/v) 4.50 5.50 2.50 n.a. n.a n.a. >1
Formaldehyde PBS 0.7% (w/v) 2.50 5.50 4.83 4.50 4.00 2.50 >60
Virus Control BSA n.a. n.a 5.50 5.67 n.a. n.a 5.50 n.a.
SQP 11000
Ectne Date. 03 \arch 2016 BT-PAL-20() Page 5of 8
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lStock Virus (TCID o) 5.50 1.00E+07 I
Formaldehyde reference inactivation control
Exposure time Virus recovery Virus recovery Cytotoxicity 0.7% Formaldehyde
0 min 60 min 5 15 30 60
raw data | TCIDsp/mi | raw data | TCIDsp/ml | raw data | TCIDso/ml | raw data | TCIDse/ml | raw data | TCIDgo/ml | raw data | TCIDsp/ml | raw data | TCIDse/mi
60 min 4.00 3.16E+05 4,00 3.16E+05 1.00 3.16E+02 3.33 6.76E+04 3.00 3.16E+04 2.50 1.00E+04 1.00 3.16E+02
3.16E+05 3.16E+05 3.16E+02 6.76E+04 3.16E+04 1.00E+04 3.16E+02
log 5.50 5.50 2.50 4.83 4.50 4.00 2.50
log difference 0.67 1.00 1.50 3.00
No Column Control Interference control
Virus Recovery Virus Cytoxicity dilution
30 min dilution -1 -2 -3 Mock
raw data | TCIDg/ml -4 C C C 3
r
433 6.76E+05 -5 C C C 2
-
6.76E+05 -6 C C C 0
5.83
SOP 11000
SOP 8003 EN14476 REPORT TEMPLATE V2 BTPAL200) Page 6 of 8
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CONCLUSION

Verification of the methodology

A test is only valid if the following criteria are fulfilled:

a)

b)

c)

d)

e)

f)

g)

Test virus suspension has at least a concentration which allows the determination of a
4 logy, reduction of the virus titre.

Detectable titre reduction is at least 4 logs,.

Difference of the logarithmic titre of the virus control minus the logarithmic titre of the test
virus in the reference inactivation test is between — 0.5 and — 2.5 after 30 min and between
—2 and - 4.5 after 60 min for virus.

Cytotoxicity of the product solution does not affect cell morphology and growth or
susceptibility for the test virus in the dilutions of the test mixtures which are necessary to
demonstrate a 4 log reduction of the virus.

The interference control result does not show a difference of < 1.0 logy, of virus titre in
comparison to the virus recovery control; dilutions of disinfectant to sub-acute levels did not
interfere in the generation of viral cytopathic effect.

Neutralisation validation. This is called the disinfectant suppression test in this protocol. The
disinfectant was neutralized by column chromatography through an illustra Microspin S-400
HR column to achieve the best possible neutralization available for this test. The difference
for virus is slightly elevated indicating rapid irreversible virucidal activity of the disinfectant
by dilution at a concentration of 80.0 % v/v.

A difference of <0.5 log,, is not observed between virus recovered directly from the virus
recovery control at 60 minutes and virus from the same control recovered through an

[llustra Microspin S-400 HR column

According to EN 14476 2013, Medipal Disinfectant Il Wipes Solution POSSESS VIRUCIDAL activity of
> 3.0 logy, at a concentration of 10.0% V/V of the working concentration as tested after 1 MINUTES
at 20°C under CLEAN conditions (0.3 g/l bovine albumin) against Adenovirus 5 (ATCC VR-5)/Hela
cells and Murine norovirus s99/RAW 264.7 cells.

The product shows high post column neutralization residual cytotoxicity at 50.0% and 80.0% V/V
against Adenovirus 5 (ATCC VR-5)/Hela cells and Murine norovirus s99/RAW 264.7 cells, which
reduces the assay sensitivity, and thus does not allow a >4.0 log;, reduction to be demonstrated at
these higher concentrations. However, a >3.0 logy, reduction at 10.0% V/V for both viruses is a good
log reduction and is highly indicative that the product has achieved a >4.0 logy, at the higher
product concentrations but that cytotoxicity has not allowed this to be demonstrated in the test.

SOP L1000
SOP B003 EN14476 REPORT TEMPLATE Vi2 7
Effective Dale 03 March 2016 BT-PAL-20(1) Page Of 8
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Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 30 August 2016

TESTENG

4597
Expanded Uncertainty of Measurement U =+ 0.44
DISCLAIMER

The results in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasonable endeavours to carry out the testing in accordance with
an EN 14476 protocol. All forecasts, recommendations and results contained in this report are submitted in good faith. However, other than as expressly set out in this
report, no warranty is given (i) in relation to the testing or the use(s) to which any results or deliverables produced in the course of the testing are or may be put by the Client
or their fitness or suitability for any particular purpose or under any special conditions notwithstanding that any such purpose or conditions may have been made known to
BT or (i) that the intended results or deliverables from the testing can be achieved or {iii) that the Client can freely make use of the results or the deliverables without
infringing any third party intellectual property rights and the Client will be deemed to have satisfied itself in this regard. BT shall have no liability {which is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or damage, including without limitation any indirect and/or consequential loss such as loss of profit or loss
of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance of the testing; (i) the use of any
materials, samples or other information provided by the Client for use in the testing; and {jii) the Client’s reliance upon or use of any resuits or deliverables provided as part of
the testing.

Page 8 of 8
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Raport de testare: EN 14476 2013 + Al 2015 Dezinfectanti

chimici gi antiseptice - Testarea cantitativd a suspensiei pentru
evaluarea activitatii virucide in domeniul medical - Metoda de
testare si cerinte (Faza 2/ Etapa 1)

Laborator de testare BluTest Laboratories Ltd
Robertson Incubator (Level 4)
Robertson Building
56 Dumbarton Road

Glasgow
UK-G116NU
Identificare mostra
Denumire produs Medipal Disinfectant Il Wipes Solution
Numar lot Necomunicat
Client Pal International, Bilton Way,

Lutterworth, LE17 4JA

Cod proiect BT-PAL-20(1)

Data livrarii 13 iunie 2016

Conditii de depozitare Ambient

Substante active N, N-Didecyl-N, N-Dimethylammonium Chloride N-

(3-Aminopropyl)-N-dodecylpropane-1, 3-diamine

Metoda de testare gi validare

Metoda 1 parte substantd interferentd + 1 part suspensie
virus + 8 parti biocid au fost amestecate si incubate
la temperatura de contact indicatd la timpii de
contact indicati. Testele au fost validate printr-un
control de citotoxicitate, control interferents,
control neutralizare si un standard intern de
formaldehida.

Neutralizare Diluare-neutralizare/filtrare prin gel
Mediul Eagles modificat al lui Dulbecco + 5% v/v ser fetal
bovin la 4°C

Conditii experimentale

Perioada de analiza 22 June 2016 to 14 August 2016
Diluant produs utilizat Sterile distilled water

Concentratiile de testare a produsului  80.0%(v/v); 50.0%(v/v); 10.0%{v/v)
Timp de contact {minute) 1+10s

Temperatura de testare 20°C+1°C

Substante interferente 0.3g/l bovine albumin

Stabilitatea amestecului Stable

Temperatura de incubare 37°C+1°C+5%CO;

Identificarea virusilor Adenovirus 5 (ATCC VR-5)/Hela cells;

Murine norovirus s99/RAW 264.7 cells

Pagina 1din 8
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CONCLUZIE
Verificarea metodologiei

Un test este valabil numai in cazul in care sunt indeplinite urmatoarele criterii:

a) Suspensia de virus de testare are cel putin o concentratie, care permite determinarea unei
reduceri de 4 log;, a titrului virusului.
b) Reducerea detectabild a titrului este de cel putin 4 logi,.

Diferenta dintre titrul logaritmic al virusului de control minus titrul logaritmic al virusului tes-
tat in testul de inactivare de referint3 este cuprinss intre — 0,5 i — 2,5 dupd 30 min. si intre - 2 si
- 4,5 dupa 60 min. pentru virus.

c) Citotoxicitatea solutiei de produs nu afecteazd morfologia celulelor si susceptibilitatea de
crestere pentru virusul de testare in dilutii ale amestecurilor de testare, care sunt necesare
pentru a demonstra o reducere de 4 log;, a virusului.

d) Rezultatul controlului interferentelor nu arats o diferentd < 1,0 logyo a titrului virusului in
comparatie cu controlul recuperdrii virusului; dilutii de dezinfectant la niveluri subacute nu
au intervenit in generarea efectului citopatic viral.

e) Validarea neutralizarii. Aceasta se numeste testul de supresie a dezinfectantului Tn acest
protocol. Dezinfectantul a fost neutralizat prin cromatografie pe o coloan3 lllustra
Microspin S-400 HR apentru a putea realiza cea mai buna neutralizare posibild disponibild
pentru acest test. Diferenta pentru virus este putin ridicati indicand activitatea virucids
rapida ireversibild a dezinfectantului diluat la o concentratie de 80.0 % v/v.

f) Nu se observa o diferentd < 0,5 log,, intre virusul recuperat direct din controlul de
recuperare a virusului la 60 de minute si virusul din acelasi control recuperat printr-o
coloand de llustra Microspin S-400 HR.

Conform EN 14476 2013, Medipal Disinfectant Il Wipes Solution POSEDA activitate VIRUCIDA

> 3.0 logwo la o concentratie de 10.0% V/V a concentratiei de lucru testatd dupd 1 MINUTE la 20°C
in conditii de CURATENIE (0.3 g/| albumin3 bovind) impotriva Adenovirus 5 (ATCC VR-5)/Hela
cells and Murine norovirus s99/RAW 264.7 cells.

Produsul prezintd o citotoxicitate inalt3 rezidual3 dupa neutralizare pe coloani la 50,0% si 80,0% V /
Vimpotriva Adenovirus 5 (ATCC VR-5) / celule Hela s$i Murine norovirus s99/RAW 264.7 cells, care
reduce sensibilitatea analizei, si, astfel, nu permite demonstrarea unei reduceri > 4.0 log10 la aceste
concentratii mai mari. Cu toate acestea, o reducere > 3.0 log10la 10,0% V / V pentru ambele virusuri
este o reducere logaritmicd bun3 si arati foarte clar c3 produsul a atins o reducere > 4.0 log10 la
concentratii mai mari de produs, dar c3 citotoxicitatea nu a permis ca acest lucru s fie demonstrat in
test.

SOP 11000
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Semnat
Semnaturd indescifrabild

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 30 August 2016
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A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Test Report

Product name: Medipal 3inl Wipes Solution (C)

Batch or ref no: 22/11/2016

Manufacturer or Pal International Ltd

supplier: Bilton Way, Lutterworth, LE17 4JA

Sample ref: 16L/048 Date received: 24 November 2016
Date tested: 27 January 2016 Certificate date: 3 February 2017
Certificate no: 16L.048ICd2.PAL Page: 1 of 3

Analysis required: EN 13704:2002, Chemical disinfectants - Quantitative
suspension test for the evaluation of sporicidal activity of
chemical disinfectants used in food, industrial, domestic
and institutional areas - Test method and reguirements
(phase 2, step 1)

Storage conditions: Room temperature in darkness

Appearance of Clear colourless liquid
product (solution):

Active substance(s) Not disclosed
and their
concentration(s) :

Notes

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, adapted, altered or used
to create a derivative work, without written approval from Abbott Analytical.

il ¥ ‘;,\"“’} =

D C Watson BSc,CBiol,MRSB

Abbott Analytical Limited Tetephone: +44 (0)151 345 6753
Unit 2, Hickmans Road. email: engswzabbottanalytical .co.uk
Birkenhead. CH41 L, United Kingdom www.abbottanalytical.co.uk
Registered address: Kemp Mouse, 160 City Road, A company registered i England and Wales

London, ECIY 2NX, Unied Kingdom Company number 10031406



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 16L.048ICd2.PAL Date: 3 February 2017 Page: 2 of 3

Experimental conditions

Concentration(s) of product tested: Neat as received
(test concentration 80%)

Product diluent: N/A

Test organism(s) : Clostridium difficile (NCTC 13366)#
Contact time(s): 1 min £ 5s

Test temperature: 20°C = 1°C

Test conditions: Dirty

Interfering substance: 3.09/1 bovine albumin

Method: Dilution-neutralisation

Neutralising solution: 30g/1 Polysorbate 80 + 3g/1 Lecithin +

1g/1 L-histidine + 1g/l1 L-cysteine

Incubation temperature: 30°C = 1°C

# PCR-ribotype 027 reference strain, toxin A and B positive

Remarks regarding the results

Products can only be tested at a concentration of 80% or less as some dilution
is always produced by adding the test organisms and interfering substance.
Conclusion

At a test concentration of 80% this sample of Medipal 3inl Wipes Solution (C)
meets the requirements of EN 13704:2002 for sporicidal activity in 1 minute at

20°C, under dirty conditions, against the referenced strain of Clostridium
difficile.

e NINILSY

D C Watson BSc,CBiol,MRSB

Abbott Analytical Limited Telephone: +44 (0)151 345 6753
Unit 2. Hickmans Road. email: engstabbottanalytical.co.uk
Birkenhead, CH41 1JH, United Kingdom www.abbottanalytical.co.uk
Registered addiess. Kemp House, 160 City Road, A company registered in England and Wales

London, ECIV 2NX, Umited Kingdom Company aumber 1003 1406



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 16L.048ICd2.PAL Date: 3 February 2017 Page: 3 of 3
Results: Clostridium difficile (NCTC 13366)
| Validation tests
Spore i Experimental Neutraliser Dilution-
suspension ! conditions toxicity neutralisation
: |
\Ve: 117 ; 127 |vc: 117 ; 121 |Ve: 124 ; 126 |Vc: 117 ; 112
|
INv: 1.2 x10° A: 1.2 x10°2 B: 1.3 x10°7 C: 1.1 x10°
Spore Test procedure at
test Contact time 1 min
| suspension Test conc. 80%
|
104 >300 ; >300 |Vc: 2 7 4
10°° 50 ; 58 Na: <1.5 x10°7?
R: > 3.6 %1073
IN: 5.4 x10°¢ 1g R: > 3.6 PASS
A
D C Watson BSc,CBiol,MRSB

Abbott Analytical Limited
Unit 2. Hickmans Road.
Birkenhead. CH41 1JH, United Kingdom

Telephone: +44 (0)151 345 6753
email: engsizabbottanalytical .co.uk
www.abbottanalytical.co.uk

Registered address. Kemp House 160 Ciey Road,
London, ECIY 2NX, Uonted Kingdom

A company registered in England and Wales
Company namber 10031406
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A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Raport de testare

Nume produs: Medipal 3 in 1 Wipes Solution
Lot sau nr. ref: 22/11/2016

Producator sau furnizor: Pal International Ltd. Bilton Way, Lutterworth,LE17 4JA

Referinta esantion: 16L/048 Data primirii: 24 Noiembrie 2016
Data testarii: 27 TIanuarie 2016 Data certificat: 3 Februarie 2017
Certificat nr.: 16L.048ICd2.PAL Pagina: 1 din 3

Analiza solicitatd: EN 13704:2002, dezinfectanti chimici - test cantitativ al

suspensiei pentru evaluarea activitatii sporicide a
dezinfectantilor chimici folositi in domeniile alimentare,
industriale, casnice si institutionale - metoda de testare si
cerinte (faza 2, etapa 1)

Conditii de depozitare: Temperatura camerei la intuneric
Aspectul produsului (solutiei): Lichid limpede incolor

Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime si numai cu aprobarea
scrisa a Abbott Analytical.

Semnditurd indescifrabili
D C Watson

DC Watson BSc. CBiol. MI13i0l. MIFS'T ACIEI-10
PO Box 93, New Ferrv, Wirral (1162 6HA
Tel: 0151637 3331 Mub: 07767 871275
email: abboltanalyticalr hotrnail co.uk




Traducere din limba engleza

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 16J.0481Cd2.PAL Data: 3 februarie 2017 Pagina: 2 din 3

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 80%)
Diluantul produsului: indispcnibil

Organism testat: Clostridium difficile (NCTC 13366)#

Timp de contact: 1 minut # 5s

Temperatura de testare: 20°C + 1°C

Conditii de testare: Murdarie

Substanta interferenta: 3.0qg/l albumina bovina

Metoda: Diluare - neutralizare

Solutie de neutralizare: 30g/l1 Polisorbat 80+ 3 g/l Lecitina + lg/1 L-histidina +
1g/1 L-Cisteina

Temperatura de incubare: 30°C + 1°C

Remarci referitoare la rezultate:

Produsele pot fi testate numai la concentratia de 80% sau mai putin deocarece se
produce o anumita diluare prin adaugarea organismelor pentru testare si a substantei
interferente.

Concluzie:
La o concentratie de testare de 80%, acest esantion de Medipal 3 in 1 Wipes Solution

(C) indeplineste cerintele EN 13704:2002 pentru activitate sporicida in 1 minut la
20°C in conditii de murdarie, impotriva tulpinii de referinta a Clostridium difficile.

Semndturd indescifrabild

D C Watson BSc, CBiol, MRSH




Traducere din limba engleza

Certificat nr.: 16L.048ICd2.PAL Data: 3 Februarie 2017 Pagina: 3 din 3
Rezultate: Costridium difficile (NCTC 13366)
Validation tests
Spore Experimental Neutralisex Diluticn-
suspension conditions toxicity neutralisation
Ve: 117 F 127  |ve: 117 5 121 |ve 124 z i2¢ |Vec: 137 2 11
Nv: 1.2 x103 A o T B 1.3 x10°¢ G Lol o
Spore Test procedure at
test Contact time 1 min
suspEnsion Test conc. 80%
IO »>300 5 >340 Ve 2 : 4
1§ : S0 3 S& Na: < 1.5 %102
R: > 3.8 x10%
N: 5.4 x10°¢ 1g R: > 3.¢€ PASS
Semndtura indescifrabild
D C Watson BSc, (CBiol, MRSH




Subsemnata DOMNITEI LILIANA, interpret i traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spamiold si rusd, in temeiul Autorizafiei nr. 1804 din data de
19.09.2002, eliberatd de Ministerul Justitiei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd si cd, prin traducere, inscrisului nu i-au fost
denaturate confinutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA
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A bbott A nalytical r

Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant II

Batch or ref no:

Manufacturer or Pal International Ltd. Bilton Way, Lutterworth, LE17 4JA
supplier:

Sample ref: 14J/031 Date received: 5 September 2014
Date tested: 26 September 2014 Certificate date: 2 October 2014
Certificate no: 14J.031IS.PAL Page: 1 of 3

Rnalysis required: EN 13704:2002, Chemical disinfectants - Quantitative
suspension test for the evaluation of sporicidal activity of
chemical disinfectants used in human medicine, veterinary
field, and food, industrial, domestic and institutional
areas — Test method and requirements (phase 2, step 1)

Storage conditions: Room temperature
Appearance of product (solution): Clear colourless liquid
Active substance(s) and their Not declared

concentration(s):

Notes:

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: enqs@abbottanalytical .co.uk
United Kingdom www.abbottanalytical.co.uk




A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031IS.PAL Date: 2 October 2014 Page: 2 of 3

Experimental conditions:

Concentration(s) of product tested: Neat as received
(test concentration 80%)

Product diluent: N/A

Test organism(s): Bacillus subtilis (NCTC 10400)
Bacillus cereus (DSM 12001)

Contact time(s) : 1 minute

Test temperature: 20°C £ 0.5°C

Test conditions: Clean

Interfering substance: 0.3g/1 bovine albumin

Neutralising solution: 30g/1 Polysorbate 80 + 3g/l Lecithin +

1g/1 L-histidine + 1g/l1 L-cysteine

Incubation temperature: 30°C £ 1°C

Remarks regarding the results:

The actual concentration of the product during testing was 80% due to the
constraints of the test method. This reduces the effectiveness of the test
product, despite which the product passed against both of the test organisms
listed.

Conclusion:

At a test concentration of 80%, this sample of Medipal Disinfectant II passes
the requirements of EN 13704:2002 for sporicidal activity in 1 minute at 20°C
under clean conditions against Bacillus subtilis (NCTC 10400) and Bacillus
cereus (DSM 12001).

-

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: enqs@abbottanalytical co.uk
United Kingdom www.abbottanalytical.co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031IS.PAL Date: 2 October 2014 Page: 3 of 3
Results: Bacillus subtilis (NCTC 10400)
Validation tests
Spore [ Experimental Neutraliser Dilution-
suspension | conditicns toxicity neutralisation
ve: 92 ;126 |vc: 78 ; 95 |vc: 86 ; 99 |vc: 81 ; 90
Nv: 1.1 x10°3 Nv: 8.7 x101 Nv: 9.3 x101 Nv: 8.6 x10!?
|
Spore Test procedure at ll
test Contact time 1 min
suspension Test conc. 80%
‘ 104 238 ; 291 |ve: 0 ; 0
i 109 45 ; 53 |Na: < 1.5 x102
IN: 2.9 x10°¢ R: >1.9 %103 PASS ‘
Results: Bacillus cereus (DSM 12001)
Validation tests
Spore Experimental Neutraliser Dilution-
suspension conditions toxicity neutralisation
Ve: 159 173 |ve: 138 147 [ve: 130 144 |vc: 133 ; 135
|Nv 1.7 x10°3 Nv: 1.4 x102 Nv: 1.4 x102 Nv: 1.3 %102
Spore Test procedure at
test Contact time 1 min
suspension Test conc. 80%
10 >300 ;  >300 |Ve: 0 : 0 T
LIgIs2 30 F 54 |Na: < 1.5 x10°?
N: 4.2 x10° R: >2.8 x10°3 PASS

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2. Hickmans Road,
Birkenhead. CH41 1JH,
United Kingdom

Tel: +44 (0)151 324 1276
email: enqs@abbottanalytical.co.uk
www.abbottanalytical.co.uk




Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Raport de testare

Nume produs: Medipal Disinfectant II

Lot sau nr. ref:

Producator sau furnizor: Pal International Ltd. Bilton Way, Lutterworth,LE17 4JA

Referinta esantion: 14J/031 Data primirii: 5 septembrie 2014
Data testarii: 26 septembrie 2014 Data certificat: 2 octombrie 2014
Certificat nr.: 14J.031IS.PAL Pagina: 1 din 3

Analiza solicitat®: EN 13704:2002, dezinfectanti chimici - test cantitativ al
suspensiei pentru evaluarea activitatii sporicide a
dezinfectantilor chimici folositi in medicina umand, in domeniul
veterinar si in zonele alimentare, industriale, casnice si
institut ionale - metoda de testare si cerinte (faza 2, etapa 1)

Conditii de depozitare: Temperatura camerei
Aspectul produsului (solutiei): Lichid limpede incolor
Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime si numai cu aprobarea

scrisa a Abbott Analytical.

Semnditurd indescifrabild
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO

D C Watson BSc. CBiol, M113iol, MIFS"l ACIEI-10
PO Box 95.New Ferry. Wi rral. CH62 6HA
Tel: 0151637 3331 Mob: 07767 871275
email: abboltanalyticalr hotrnail.co.uk




Traducere din limba engleza

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 14J.031IS.PAL Data: 2 octombrie 2014 Pagina: 2 din 3

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite
(concentratia de testare 80%)

Diluantul produsului: indisponibil

Organism testat: Bacillus subtilis (NCTC 10400)
Bacillus cereus (DSM 12001)

Timp de contact: 1 minut

Temperatura de testare: 20°C t 1°C

Conditii de testare: Curidtenie

Substanta interferenta: 3.0g/1 albumind bovind

Solutie de neutralizare: 30g/1 Polisorbat 80 + 3 g/l Lecitina + 1lg/1 +

1g/1 L-histidina + 1g/l1 L-Cisteina
Temperatura de incubare: 30°C = 1°C

Remarci referitoare la rezultate:

Concentratia reala a produsului in timpul testarii a fost de 80% datorita
constrangerilor metodei de testare. Acest lucru reduce eficacitatea produsului, cu
toate acestea a trecut testul impotriva ambelor organisme enumerate.

Concluzie:
La o concentratie de testare de 80%, acest esantion de Medipal Disinfectant II
indeplineste cerintele EN 13704:2002 pentru activitate sporicida in 1 minut la 20°C in

conditii de curatenie, impotriva Bacillus subtilis (NCTC 10400) si Bacillus cereus
(DSM 12001).

Semndturd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Sy

Certificat nr.: 14J.031IS.PAL Data: 2 octombrie 2014 Pagina: 3 din 3
Rezultate: Bacillus subtilis (NCTC 10400)
Teste de validare
Suspensie de test Conditii Toxicitate Dilutie -
cu spori: N experimentale neutralizator neutralizare
Ve: 92 ; 126 ve: 78 ; 95 Ve: 86 ; 99 Vc: 81 ; 90

Nv: 1.1 x 10°

Nv: 8.7 x 10!

Nv: 9.3 x 10!

Nv: 8.6 x 10*

Suspensie Procedurd de testare la:
de test Timp de contact 1 min.
cu spori Conc. de test 80%

107" : 238 ; 291

107 : 45 ; 53

Ve: 0 ; O

Na: < 1.5 x 10?

N: 2.9 x 10° R: > 1.9 x 10° TRECUT
Rezultate: Bacillus cereus (DSM 12001)
Suspensie de test Conditii Toxicitate Dilutie -
cu spori: N experimentale neutralizator neutralizare
Ve: 159 ; 173 Vec: 138 ; 147 Ve: 130 ; 144 Ve: 133 ; 135

Nv: 1.7 x 10°

Nv: 1.4 x 10°

Nv: 1.4 x 102

Nv: 1.3 x 102

Suspensie Procedurd de testare la:
de test Timp de contact 1 min.
cu spori Conc. de test 80%

107" : >300 ; >300
10 : 30 ; 54

N: 4.2 x 10°

Vc: 0 ; O
Na: < 1.5 x 107

R: > 2.8 x 10° TRECUT

Semnditurd indescifrahili




Subsemnata DOMNITEI LILIANA, interpret §i traducdtor autorizat pentru limbile strdine: italiand,
englezd, francezd, spaniold si rusd, in temeiul Autorizafiei nr. 1804 din data de 19.09.2002, eliberatd
de Ministerul Justitiei din Romdnia, certific exactitatea traducerii efectuate din limba englezd in
limba romdnd §i cd, prin traducere, inscrisului nu i-au fost denaturate continutul §i sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate of Analysis

Product name: Medipal Disinfectant II Wipes Solution

Batch or ref no:

Manufacturer or Pal International Ltd

supplier: Bilton Way, Lutterworth, LE17 4JA

Sample ref: 15G/110 Date received: 17 July 2015
Date tested: 4 September 2015 Certificate date: 8 September 2015
Certificate no: 15G.110ICs.PAL Page: 1 of 3

Analysis required: EN 13704:2002, Chemical disinfectants - Quantitative
suspension test for the evaluation of sporicidal activity of
chemical disinfectants used in human medicine, veterinary
field, and food, industrial, domestic and institutional
areas - Test method and requirements (phase 2, step 1)

Storage conditions: Room temperature in darkness

Appearance of Clear colourless liquid
product (solution):

Active substance(s) Not declared
and their
concentration(s):

Notes

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except in full, without written approval
from Abbott Analytical.

N\

ARNA M i
D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: engs@abbottanalytical.co.uk

United Kingdom www.abbottanalytical .co.uk



A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 15G.110ICs.PAL Date: 8 September 2015 Page: 2 of 3

Experimental conditions

Concentration(s) of product tested: Neat as received
(test concentration 80%)

Product diluent: N/A

Test organism(s) : Clostridium sporogenes (LMG 14743)
Contact time(s): 2 min * 10s

Test temperature: 20°C + 1°C

Test conditions: Clean

Interfering substance: 0.3g/1 bovine albumin

Method: Dilution-neutralisation

Neutralising solution: 30g/1 Polysorbate 80 + 3g/l1 Lecithin +

1g/1 L-histidine + 1g/l1 L-cysteine

Incubation temperature: 37°C t 1°C

Remarks regarding the results

This is a ready-to-use product but the actual concentration of the product
during testing was 80% due to the constraints of the test method. This reduces
the effectiveness of the test product, despite which it passed against the test
organism as detailed below.

Conclusion

At a test concentration of 80% this sample of Medipal Disinfectant II Wipes
Solution passes the requirements of EN 13704:2002 for sporicidal activity in
2 minutes at 20°C, under clean conditions, against Clostridium sporogenes
(LMG 14743).

Lot

s\ .

D C Watson BSc,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: enqs@abbottanalytical.co.uk

United Kingdom www.abbottanalytical co.uk



|
| A bbott A nalytical

Consulting Scientists to the Disinfectant Industry

Certificate no: 15G.110ICs.PAL Date: 8 September 2015 Page: 3 of 3

Results: Clostridium sporogenes (ILMG 14743)

Validation tests

Spore Experi-men-t_al_ Neutraliser Dilution-
suspension conditions toxicity neutralisation
Ve: 87 B 74 Ve: 53 H 75 Ve: 56 H 62 Ve: 57 B 48
Nv: 8.1 x10°? INv: 6.4 x101? Nv: 5.9 x10? Nv: 5.3 x10?
_Sgore - Test procedure at ]
test Contact time 2 min
suspension Test conc. 80%
101 204 ; 163 |vc: 3 3
107° 18 ; 22 |Na: < 1.5 x102
N: 1.9 x10° R: >1.3 x10°3 PASS

SN\
D C Watson BSC,CBiol,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road, Tel: +44 (0)151 324 1276
Birkenhead, CH41 1JH, email: engs@abbottanalytical.co.uk
United Kingdom www.abbofttanalytical.co.uk



Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Raport de testare

Nume produs: Medipal Disinfectant II Wipes Solution

Lot sau nr. ref:

Producator sau furnizor: Pal International Ltd.
Bilton Way, Lutterworth,LE17 4JA

Referinta esantion: 15G/110 Data primirii: 17 iulie 2015
Data testarii: 4 septembrie 2015 Data certificat: 8 septembrie 2015
Certificat nr.: 15G.110ICs.PAL Pagina: 1 din 3

Analiza solicitat&: EN 13704:2002, dezinfectanti chimici - test cantitativ al
suspensiei pentru evaluarea activitatii sporicide a
dezinfectantilor chimici folositi in medicina umani, in domeniul
veterinar si in zonele alimentare, industriale, casnice si
institut ionale - metoda de testare si cerinte (faza 2, etapa 1)

Conditii de depozitare: Temperatura camerei la intuneric
Aspectul produsului (solutiei): Lichid limpede incolor

Substanta activa si concentratia ei: Nedeclarata

Note:

Rezultatele testarii din acest raport se refera numai la esantioanele testate.
Acest raport de testare nu poate fi reprodus decat in intregime si numai cu aprobarea
scrisa a Abbott Analytical.

Semndturd indescifrabild
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO

D C Watson BSc. CBiol. MI13iol. MIFS"l ACIEI-10
PO Box 95.New Ferry. Wirral. CH62 6HA
Tel: 0151 637 3331 Mob: 07767 871275
email: abboltanalytical# hotrnail.co.uk




Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 15G.110ICs.PAL Data: 8 septembrie 2015 Pagina: 2 din 3

Conditii experimentale:

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 80%)

Diluantul produsului: indisponibil

Organism testat: Clostridium sporogenes (LMG 14743)
Timp de contact: 2 min. * 10s

Temperatura de testare: 20°C * 1°C

Conditii de testare: Curdtenie

Substanta interferenta: 3.0g/1 albumind bovind

Metoda: Diluare - neutralizare

Solutie de neutralizare: 30g/1 Polisorbat 80 + 3 g/l Lecitina +

1g/1 L-histidina + 1g/l1 L-Cisteina
Temperatura de incubare: 37°C + 1°C

Remarci referitoare la rezultate:

Acesta este un produs gata de utilizare, dar concentratia reala a produsului a fost de
80% din cauza constrangerilor metodei de testare. Acest lucru reduce eficacitatea
produsului, cu toate acestea a trecut testul impotriva organismului testat asa cum se
detaliaza mai jos.

Concluzie:
la o concentratie de testare de 80%, acest esantion de Medipal Disinfectant II Wipes

Solution indeplineste cerintele EN 13704:2002 pentru activitate sporicida in 2 minute
la 20°C in conditii de curatenie, impotriva Clostridium sporogenes (LMG 14743).

Semnditurd indescifrabild

D C Watson BSc, CBiol, MSB, MIFST, ACIEHO




Traducere din limba englezd

A bbott A nalytical

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr.: 15G.110ICs.PAL Data: 8 septembrie 2015 Pagina: 3 din 3
Rezultate: Costridium sporogenes (IMG 14743)
Teste de validare
Suspensie de test Conditii Toxicitate Dilutie -
cu spori: N experimentale neutralizator neutralizare
Ve: 87 ; 74 ve: 53 ; 75 Vc: 56 ; 62 Vc: 57 ; 48
Nv: 8.1 x 10° Nv: 6.4 x 10! Nv: 5.9 x 10 Nv: 5.3 x 10°

10° : 18 ; 22
N: 1.9 x 10°

Suspensie Procedurd de testare la:
de test Timp de contact 2 min.
cu spori Conc. de test 80%
Ve: 3 ; 3
107 : 204 ; 163

Na: < 1.5 x 10°

R: > 1.3 x 10° TRECUT

Semndturd indescifrabild
D C Watson BSc¢, CBiol,

MSB, MIFST, ACIEHRO




Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat pentru limbile strdine: italiand,
englezd, francezd, spaniold i rusd, in temeiul Autorizatiei nr. 1804 din data de 19.09.2002, eliberatd
de Ministerul Justifiei din Romdnia, certific exactitatea traducerii efectuate din limba englezd in
limba romdnd §i cd, prin traducere, inscrisului nu i-au fost denaturate confinutul §i sensul.

INTERPRET SI TRADUCATOR AUTORIZAT
DOMNITEI LILIANA




Traducere din limba engleza

where

skin
Mai 2017 meets

fabric

EvaluareaImpactului servetelelor Medipal 3 in 1 asupra tesaturilor Dartex

Context

Tesaturile acoperite cu poliuretan sunt folosite pe scara larga la acoperirea
saltelelor utilizate in spitale, deoarece sunt impermeabile, rezistente la abraziune
si permit trecerea aerului. De-a lungul timpului acoperirile din poliuretan sunt
susceptibile la hidroliza, care poate fi accelerata prin expunerea la agentii de
curatare utilizati in spitale, in special daca nu sunt clatite dupa curatare.

Dartex produce o gama larga de tesaturi acoperite, satisfacand diferite nevoi de
pe piata. De exemplu, unele produse sunt formulate pentru a maximiza
permeabilitatea la vapori de umezeala, in timp ce altele maximizeaza rezistenta
chimica. Susceptibilitatea la deteriorarea din cauza materialelor de curatare este
diferita pentru fiecare tip de acoperire.

Dartex poate testa impactul unei substante chimice de curatare asupra acoperirii
poliuretanice prin expunerea tesaturii la substanta activa si masurarea timpului
de expunere necesar pentru a reduce capul hidrostatic al stratului de acoperire la
<35 kPa

Pal, producatorul servetelelor Medipal, a solicitat sa determinam daca expunerea
la substantele active utilizate in servetelele Medipal 3 in 1 are un impact daunator
asupra textilelor acoperite cu poliuretan Dartex.

Dartex Coatings Lid.
Acton Close, Long Eaton,
Nottingham NG10 1FZ
United Kingdom

Tel:+44 (0)115 983 7676
Fax:+44 (0)1156 973 6387

-~

BHTA ¢ Y, INVESTORS
%_ IN PEOPLE

Healthcare

www.dartexcoatings.com

Trades
Association

1SO

9001
Quality
Management

Registered in England No: 4168407

FM14842
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Procedura de testare m

Pal a furnizat un esantion de solutie utilizata in servetelele lor Medipal 3 in 1.

Dartex a testat impactul solutiei asupra tesaturilor in gamele lor de ingrijire,
performanta, elasticitate, rezistenta si microclimat utilizand urmatoarea procedura:

1. Esantioanele au fost tdiate astfel incat sa se potriveasca echipamentului de
rezistenta sub presiune hidrostatica.

2. Esantioanele au fost aranjate pe o sticla de ceas cu partea care urma sa
fie testata in sus.

3. 2 ml de solutie de testare a fost distribuita in centrul fiecarui esantion.

4, Esantioanele au fost acoperite imediat cu o alta sticla de ceas pentru a
preveni evaporarea.

5. Esantioanele au fost expuse in intervale (8, 12, 24, 725i120 ore).

6. Dupa aceasta esntioanele au fost curatate cu o carpa curata si umeda si
apoi uscate.

7. Rezistenta la presiunea hidrostaticd masurata conform QLTA09 (BS3424-26).

8. Rezultatele au fost inregistrate ca pozitive daca au obtinut un cap hidrostatic

>35 kPa si negative daca au atins <35 kPa.

Tesaturitestate:

e Gama Anduranta: END457 (lot 704-534)
e Gama Microclimat: MIC200 (lot 701-585)
e Gama Performanta: PER465 (lot 704-550)
¢ Gama Elasticitate: RES213 (lot 704-559)
e Gama ingrijire: CAR466 (lot 703-631)

Dartex Coatings Lid.
Acton Close, Long Eaton,
Nottingham NG10 1FZ
United Kingdom

Tel:+44 (0)115 983 7676
Fax:+44 (0)1156 973 6387

-~

¢ ™ INVESTORS
%,_ IN PEOPLE

www.dartexcoatings.com

1SO

9001
Quality
Management

FM14842

Registered in England No: 4168407



Traducere din limba engleza

where
skin
NEEN

fabric

Rezultate-Servetel Medipal3inl

Produs Cap hidrostatic dupa timpul de expunere (ore)
8 12 24 72 120

END457 Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv
MIC200 Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv
PER465 Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv
RES213 Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv
CAR466 Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv
Concluzie

Pe baza rezultatelor obtinute consideram ca substanta activa din servetelele
Medipal 3 in 1 este compatibild cu toate cele 5 tesaturi testate, deoarece toate
tesaturile au trecut testul capului hidrostatic chiar dupa 120 de ore de expunere
continuad la solutie.

Comparatie - 10,000ppm Inalbitor cu clor

Ca o comparatie, mai jos este un tabel cu rezultatele tipice obtinute, cand acelasi
test este efectuat cu 10 000 ppm de inalbitor cu clor.

Produs Cap hidrostatic dupa timpul de expunere (ore)

8 12 24 72 120
Anduranta Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv
Microclimat | Pozitiv Pozitiv Pozitiv Negativ Negativ
Performanta | Pozitiv Pozitiv Pozitiv Negativ Negativ
Elasticitate Pozitiv Pozitiv Pozitiv Negativ Negativ
ing rijire Pozitiv Pozitiv Pozitiv Negativ Negativ
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Anexa

Rezultate (Valori reale ale capului hidrostatic)

Produs Cap hidrostatic (KPa) dupa timpul de expunere (ore)

8 12 24 72 120
END457 >120 >120 >120 >120 >120
MIC200 >120 >120 >120 >120 >120
PER465 >120 >120 >120 >120 >120
RES213 >120 >120 >120 >120 >120
CAR466 >120 90 >120 90 100
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