
 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

  CURĂŢĂ 

  DEZINFECTEAZĂ 

  SPORICID 

 

 

 

 

 
 
 

  
 

 

CONFORM EN 16615 

  

FĂRĂ PHMB 

Medipal® 3 in1a fost dezvoltat ca 
răspuns la o necesitate clinică tot mai 
mare pentru o singură curățare și 
dezinfectare prin ștergere, care să fie 
eficientă împotriva unei game mai 
largi de agenţi patogeni, inclusiv 
spori. 

Testate 
dermatologic 



 
 

 
 

 
 

 
 

 
 

 

FM 12521 MD 543233 0086 

 
 

  Specificaţii tehnice  
Conformitate chimică şi normativă 

 
 
 
 
 
 
 
 

Chimie 
Medipal

®  

3in1 utilizează o nouă combinaţie chimică, amestecând efectiv doi 

compuşi dezinfectanţi, DDAC şi Triamina, pentru a produce un dezinfectant 

extrem de eficace, cu spectru larg, eficient împotriva sporilor. 

 

DDAC (a 4-a generaţie Quat) 

Compuşii de amoniu cuaternar (Quats) sunt dezinfectanţi 

eficienţi  şi utilizaţi pe scară largă. Omoară microorganismele 

prin perturbarea interacţiunilor intermoleculare şi disocierea 

bistraturilor de lipide. A 4-a generatie de clorură de didecil-

dimetilamoniu (DDAC) a fost dezvoltată pentru o activitate 

biocidă îmbunătăţită, detergenţă mai puternică şi un nivel 

de toxicitate mai redus faţă de cele 3 generaţii anterioare. 

Triamina (dezinfectant amfoteric) 

Triamina este un compus care conţine trei amino grupuri 

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

acţionând ca un disruptor de celule. Este eficient împotriva 

ambelor tipuri de bacterii, gram pozitive şi gram negative 

şi împotriva viruşilor capsulaţi, cum este Hepatita B 

(HBV). Are toxicitate scăzută, nu pătează, nu este coroziv 

şi combină proprietăţile detergente cu cele dezinfectante. 

 
 

Respectarea reglementărilor 
Medipal

®  

3in1 este conform cu ultimele standarde EN oferind 

timp scurt de contact, care este practic în utilizarea reală. 

 

EN16615 Noul stndard european pentru dezinfectanţi chimici şi antiseptice (cunoscut şi ca testul 4 câmpuri) 
 

Primul standard european (EN) care vizează mai de- 

grabă eficacitatea efectivă a ştergerii decât a soluţiei 

extrase utilizată în testele anterioare.

testul de ştergere 4  

câmpuri  

 

      1-4: câmp de test    25 cm2 fiecare     1: câmp inoculat  

Testul este conceput pentru a reprezenta mai bine 

eficacitatea şerveţelelor utilizate într-un mediu real. 

1 2 3 4 

 

 
 
 

 
EN16615 este o metodă riguroasă de testare 

cantitativă pentru evaluarea activităţii bactericide şi 

levuricide pe suprafeţe neporoase cu acţiune de 

ştergere mecanică. 

Pentru a îi testa eficacitatea, şerveţelul trebuie să 

şteargă patru câmpuri de test a câte 25 cm2 într-o 

succesiune de la câmpul de test 1 la 4, cu primul câmp  

inoculat, apoi se şterge în ordine inversă începând 

de la câmpul de test 4 la 1. Obiectivul EN 16615 este 

de a demonstra eficacitatea, precum şi absenţa 

contaminării încrucişate. 

           EN14885 specifică standardele EN cu care produsele trebuie să fie conforme pentru a-şi dovedi proprietăţile antimicrobiene. 

Aceasta oferă indicaţii privind metodele de testare a dezinfectanţilor aplicabile în funcţie de utilizarea 

preconizată, precum şi definirea clară a noţiunilor de bactericid, virucid, sporicid şi  levuricid. 

Recomandă timpul de contact care este practic în utilizarea reală şi care trebuie luat în considerare în timpul  

testării. În testele de fază 2 şi fază 3 produsul trebuie să treacă testul la tipul de contact recomandat pe eticheta 

produsului. 

EN16615 solicită realizarea: 

• 5 log (99.999%) reducere pentru bacterii 

• 4 log (99.99%) reducere pentru levuri 



 
 

 
 

 
 

 

 

 

Caracteristici şi beneficii 
 
 
 
 
 
 
 
 
 
 

Şerveţelele de curăţare şi dezinfectare Medipal
®  

3 in1 beneficiază de o mare eficacitate anti-

microbiană cu timp scurt de contact. Şerveţelele noastre combină chimia noastră duală biocidă cu 

materialul nostru Tritex pentru a oferi performanţe clinice excelente. Au fost proiectate să fie delicate 

cu suprafeţele. 

 
 

                                    noul test european EN16615 în 1 min 
 
 

  
 
 

  
 
 

  

 

 
Fără alcool  

                          
* Norovirus, Hep B, Hep C, HIV, Coronovirus (MERS), Influenza (H1N1) 

 

Gata de utilizare 

Fără PHMB 
 
Scămoşare redusă 

Delicat cu suprafeţele 

 

TRITEX® un material pentru şerveţele avansat 
 

Soluţie excelentă de retenţie, previne scurgerea lichidului la baza flaconului. 

Soluţie eficientă de eliberare, asigură transferul uniform al dezinfectantului pe suprafaţă. 

Rezistenţă ridicată în ambele direcţii, chiar ude. 

Scămoşare ultra scăzută pentru a reduce foarte mult riscul contaminarii şi infecţiilor încrucişate. 
 
 
 
 

Made in 

UK 

ÎNDEPLINEŞTE 

Curăţare  
eficientă  
Detergentul puternic îndepărtează 
eficient murdăria de pe surprafaţă. 

Conţine  detergent biodegradabil. 

Activitate sporicidă   
dovedită 
conform EN 14885:2015 

Dezinfecţie                                                             
în 1 minut                                                         

Bactericid şi 
 Tuberculocid                                                              

EN16615                                                                   
EN13727                                                                  
EN13697                                                                  
EN14348 

Activitate virucidă *                                                                              
EN14476                                                                             
Levuricid                                                                            
EN16615                                                                   
EN13624                                                                   
EN13697 

 

Sporicid   
în 1 minut 

EN 13704 

         1. CURĂŢĂ 

 2. DEZINFECTEAZĂ 

        3.SPORICID 



 
Suntem aici pentru a discuta cerinţele dumneavoastră. Vă rugăm să ne contactaţi la: 

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

 
 

Gama de produse 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

 
 
 
 
 

 

 

 
 
 
 

 

 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Promisiunea Medipal
®
: 

                          Calitate, Eficacitate, Inovare şi Rentabilitate 

 

mailto:info@palinternational.com
http://www.medipal.co.uk/


Suntem aici pentru a discuta cerinţele dumneavoastră. Contactaţi-ne la: 
+44(0)1455 555 700 | info@palinternational.com | www.medipal.co.uk 
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Sumar teste de eficacitate 
 

 
 
 
 
 
 
 

 

Şerveţelele dezinfectante Medipal® 3 in 1 nu conţin alcool și sunt destinate curățării și 

dezinfectării suprafețelor dure non-poroase ale dispozitivelor medicale non-invazive și ale 

echipamentelor din mediile de asistență medicală. Şerveţelele dezinfectante Medipal® 3 in 

1 s-au dovedit a distruge cele mai multe micro-organisme, cum sunt bacteriile, viruşii și 

sporii. Suprafețele vizibil murdare trebuie să fie curățate înainte de dezinfectare. 

Şerveţelele au fost testate în mod independent conform unor standarde europene (EN) 

conform EN 14885:2015, inclusiv conform noului test european EN16615:2015 (4-field test). 
 
 

Virucid 

Organism  Timp de contact  Norma de testare 

Limited virucidal** 1 min EN14476 

Full virucidal** 2 min EN14476 
** As defined according to EN14476:2015 

 
 

Sporicid 

Organism  Timp de contact  Norma de testare 

Bacillus subtilis 1 min EN13704 

Bacillus cereus 1 min EN13704 

Clostridium sporogenes 2 min EN13704 

Clostridium difficile 1 min EN13704 

 
 

Tuberculocid 

Organism  Timp de contact  Norma de testare 

Mycobacterium terrae 1 min EN14348 

Mycobacterium avium 1 min EN14348 

 
 

Levuricid 

Organism  Timp de contact  Norma de testare 
 
 

Candida albicans 

 
 

1 min 

EN16615* 
EN13697 
EN13624 
EN14562 

 
 

 

*1 minut pentru următoarele produse 

W621110MPCE, Q621110MPCE, S629110MPCE, 

S622110MPCE, S522110MPCE, S524110MPCE 

*5 minute penru următoarele produse 

W624110MPCE, W520110MPCE, Q520110MPCE, 

W522110MPCE, Q522110MPCE 
 

Utilizaţi dezinfectanţii în condiţii de siguranţă. Citiţi întotdeauna eticheta şi 

informaţiile despre produs  înainte de utilizare. Numai pentru uz  profesional. 

Bactericid 

Organism Timp de contact  Norma de testare 

 
Acinetobacter baumannii 

 
1 min 

EN13727 

EN13697 
 
 

 
Enterococcus  hirae 

 
 

 
1 min 

EN16615* 

EN1276 

EN13727 

EN13697 

EN14561 
 
Escherichia coli - ESBL 

 
1 min 

EN1276 

EN13697 

Klebsiella pneumoniae NDM1 

(CRE) 

 
1 min 

EN13727 

EN13697 
 
MRSA 

 
1 min 

EN13727 

EN13697 
 
 

 
Pseudomonas aeruginosa 

 
 

 
1 min 

EN16615* 

EN1276 

EN13727 

EN13697 

EN14561 
 
 

 
Staphylococcus aureus 

 
 

 
1 min 

EN16615* 

EN1276 

EN13727 

EN13697 

EN14561 
 
VRE 

 
1 min 

EN13727 

EN13697 

 

mailto:info@palinternational.com
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Notificat sub nr.        /             la Ministerul Sănătăţii 

     

PROIECT DE ETICHETĂ - Flacon cu 240 şerveţele de 195 x 165 mm 
 

 

 

 

 

 
INDICAŢII:  Pentru dezinfectarea suprafeţelor dure ale dispozitivelor medicale non-invazive. 

INSTRUCŢIUNI DE UTILIZARE: 
A se purta mănuși de protecție. Utilizați un șervețel pentru a dezinfecta suprafața. Pe suprafețele foarte 

murdare, poate fi necesară mai mult de o ștergere.  

 

 
 

 

 
 
 

ELIMINARE: Şerveţelele şi ambalajele se vor elimina în conformitate cu legislația locală. 
DEPOZITARE: A se păstra ambalajul închis etanș atunci când nu sunt în uz. A se păstra în loc uscat şi 

răcoros. 
SUBSTANŢE ACTIVE: 

N,N-Didecyl-N 

N-Dimethylammonium Chloride – 6,4 g/Kg  
N-(3-Aminopropyl)-N-dodecylpropane-1,3-diamine – 5,31 g/Kg  

PROPRIETĂŢI MICROBIOLOGICE: 
Medipal® 3 in 1 Disinfectant Wipes respectă următoarele norme europene de eficacitate antimicrobiană: 

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 informaţii privind anumite microorganisme,  

consultaţi fişa tehnică. 

AMBALARE ŞI DIMENSIUNI:                                                           DEPOZITARE          ELIMINARE                                                                                                                 
Flacon cu 240 şerveţele de 195 x 165 mm                                     
CLASIFICAREA AMESTECULUI 

 
Pictograme de pericol:  

 

 

Cuvânt de avertizare:            Pericol 

Pericole deosebite asociate preparatului  
şi recomandări privind siguranţa:  

Fraze de pericol: 
H315: Provoacă iritarea pielii  

H319: Provoacă o iritare gravă a ochilor 
H412: Nociv pentru mediul acvatic cu efecte pe termen lung  

Fraze de precauţie: 
P102: A nu se lăsa la îndemâna copiilor 

P280: Purtaţi mănuşi de protecţie 

P302+352: ÎN CAZ DE CONTACT CU PIELEA: Spălaţi cu multă apă şi săpun. 
P305 + P351 + P338: ÎN CAZ DE CONTACT CU OCHII: Clătiţi cu  atenţie cu apă timp de mai multe minute. 

Scoateţi lentilele de contact, dacă este cazul şi dacă acest lucru se poate face cu uşurinţă. Continuaţi să clătiţi. 

COD PRODUS: W520110MPCE  

Producător: Pal International Ltd.                           Clasa IIa conf. Directiva 93/42/CEE modificată 

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 şi distribuitor: S. KARIMED PARTENER S.R.L. 

Adresa:  Bd. Dimitrie Cantemir, nr. 9, bl. 7, sc. 1, Ap. 5, S4, Bucureşti 
Tel./Fax: 031.410.23.88, Email: office@karimedpartener.ro                             Fabricat în Marea Britanie 

Medipal 3 in 1 Disinfectant Wipes  

sunt destinate curăţării şi dezinfectării 

suprafeţelor dispozitivelor medicale din 
mediile de asistenţă medicală şi de 

îngrijire. 
 

Data expirării: 
Nr. lot:  

  CAPAC  FLACON ETICHETĂ 
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Medipal 3 in 1 Disinfectant Wipes  

SECŢIUNEA 1: IDENTIFICAREA SUBSTANŢEI/AMESTECULUI ŞI COMPANIEI/ÎNTREPRINDERII 

1.1 Identificarea produsului  

 Denumire produs: Medipal 3 in1 Disinfectant Wipes 

 Cod produs: Q, S &W 520, 522, 524, 621, 622, 624, 629 

 Utilizarea substanţei/amestecului: Curăţare şi dezinfecţie 

 Tip substanţă: Amestec 

1.2 Utilizări relevante identificte ale substanţei 
sau amestecului şi utilizări contraindicate 

 

 
Utilizări identificate: Şerveţele pentru curăţarea şi dezinfectarea suprfeţelor dure 

 Utilizări contraindicate: Numai pentru utilizatori profesionali 

1.3 Detalii privind furnizorul fişei 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 

1.4 Număr de telefon de urgenţă  

 Număr de telefon de urgenţă: +441455 555 700 (GMT, limba engleză, L - V 08.00 - 17.00) 

 Număr de telefon mobil de urgenţă: +447725 204 194 

SECŢIUNEA 2: IDENTIFICAREA PERICOLELOR  

2.1 Clasificarea substanţei sau amestecului  

2.1.1 Regulament (CE) Nr. 1272/2008:  Provoacă iritarea pielii, Categoria 2. H315 

  Provoacă leziuni grave ale ochilor, Categoria 3. H319 

  Toxicitate cronică acvatică, Categoria 3. H412 
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2.2.1 Elemente de etichetare  

 Denumire produs:     Medipal 3 in 1 Disinfectant Wipes 

 Conţine:     N,N-Didecyl-N,N-Dimethylammonium Chloride 

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

Pictograme de pericol: 

 

  

 
Cuvinte de avertizare: 

 

 
Atenţie 

 Fraze de pericol: H315: Provoacă iritaţii ale pielii 

H319: Provoacă iritaţii grave ale ochilor 

H412: Nociv pentru mediul acvatic cu efecte pe termen lung 

 Fraze de precautie: P280: A se purta mănuşi de protecţie 

P302+352: ÎN CAZ DE CONTACT CU PIELEA: Spălaţi cu multă apă 

P305 + P351 + P338: ÎN CAZ DE CONTACT CU OCHII: Clătiţi cu  
atenţie cu apă timp de câteva minute. Scoateţi lentilele de 
contact dacă sunt prezente şi uşor de îndepărtat – continuaţi 
clătirea. 

 Informaţii suplimentare privind pericolele (EU):     Nu se cunosc 

2.3 Alte pericole:     Nu se cunosc 
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SECŢIUNEA 3: COMPOZIŢIE/INFORMAŢII PRIVIND INGREDIENTELE 

3.1 Amestecuri  

Componente periculoase 

Clasificare CE Nr. 1272/2008 

 

Pentru textul complet al frazelor H menționate în această secțiune, a se vedea secțiunea 16 

 

SECŢIUNEA 4: MĂSURI DE PRIM AJUTOR 

4.1 Descriere măsuri de prim ajutor 
 

 
Inhalare: ÎN CAZ DE INHALARE: Solicitaţi asistenţă medicală 

pentru simptome de dificultate de respiraţie 

 Contact cu pielea: ÎN CAZ DE CONTACT CU PIELEA: A se clăti cu multă apă. 

 Contact cu ochii: ÎN CAZ DE CONTACT CU OCHII: A se clăti cu multă apă. 

 Ingestie: ÎN DE ÎNGHIŢIRE: A se clăti gura. Solicitaţi asistenţă 
medicală dacă apar simptome. 

4.2 Cele mai importante simptome şi efecte, 
atât acute, cât şi întârziate 

A se vedea secțiunea 11 pentru informații mai detaliate 
cu privire la efectele asupra sănătății și simptome. 

 

4.3 

 

Indicații privind asistența medicală imediată și 
tratamentele speciale necesare 

 

 

A se trata simptomatologic. 

Denumire chimică  Nr. CAS 
N r .  CE 

N r . REACH 

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

Concentraţie 
[%] 

2-Aminoethanol 141-43-5 
205-483-3 
- 

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

<1% 

Didecyldimethylammonium 
chloride 

7173-51-5 
230-525-2 
- 

Tox. acută 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. acută 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 şi 
liniar 

127036-24-2 
- 
- 

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

<1% 
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SECŢIUNEA 5: MĂSURI DE COMBATERE A INCENDIULUI 

5.1 Mijloace de stingere  

Mijloace de stingere adecvate: 
                 În caz de incendiu, utilizaţi agenţi specifici de stingere adecvaţi  
                    focului din jur.                                                     

Mijloace de stingere inadecvate:                      Nu se cunosc. 

5.2 Pericole provocate de amestec             
sau substanţă 

s 

Pericole în timpul stingerii incendiului :                      A se păstra departe de căldură şi surse de aprindere. 

Produse de combustie periculoase: Produsele de descompunere pot include următoarele 
materiale:  
Oxizi de carbon  
Oxizi de azot  
Oxizi de sulf 
Oxizi de fosfor 

5.3 Recomandări pentru pompieri 
 

Echipament special de protecţie ptr. pompieri   A se folosi echipament de protecţie individual. 

SECŢIUNEA 6: MĂSURI ÎMPOTRIVA PIERDERILOR ACCIDENTALE 

6.1 Precauţii individuale, echipament de protecţie şi 
proceduri de urgenţă 

Sfaturi pentru personalul care nu este de urgenţă:  Curăţarea trebuie efectuată de către personal instruit.  
   Consultaţi măsurile de protecţie enumerate în secţiunile 7 şi 8. 

Sfaturi pentru personalul de 
intervenţie 

                          Dacă este necesar echipament special în caz de scurgeri, 
                          consultaţi informaţiile din secţiunea 8 privind materia -  
                lele adecvate şi neadecvate.    

6.2 Precauţii pentru mediu  

Precauţii pentru mediu:                           Preveniţi contactul cu solul, apa de suprafaţă sau freatică. 
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6.3 Metode şi materiale pentru izolare şi curăţare 

          Metode de curăţare:                       Opriţi scurgerile dacă acest lucru se poate face în condiţii de     
siguranţă. Colectaţi scurgerile cu un material necombustibil 
absorbant şi introduceţi într-un container pentru eliminare conform 
reglementărilor locale/naţionale (a se vedea secţiunea 13). 

6.4 Trimiteri către alte secţiuni 

A se vedea secţiunea 1 pentru informaţii privind contactul în caz de urgenţă. 

A se vedea secţiunea 8 pentru protecţie individuală. 

A se vedea secţiunea 13 pentru informaţii suplimentare privind tratarea deşeurilor. 

SECŢIUNEA 7: MANIPULARE ŞI DEPOZITARE 

7.1 Precauţii pentru manipularea în condiţii de siguranţă 

                  Recomandări pentru manipularea      Spălați bine mâinile după utilizare. 
                  în condiții de siguranță:  
                 
                 Măsuri de igienă:                            A se manipula conform normelor de igienă industriale  
                                                                        și a normelor de securitate. Se spală bine fața, mâinile  

                                și orice piele expusă, după manipulare. 

7.2 Condiții de depozitare în condiții de securitate, inclusiv eventuale incompatibilități 

Cerinţe pentru zonele de              A se feri de agenţi oxidanţi. A nu se lăsa la  îndemâna   
                depozitare şi containere:                  copiilor. A se păstra recipientul închis ermetic. 

Temperatura de depozitare:                 0°C - 40°C 

     
     7.3     Utilizări finale specifice 

Utilizări finale specifice:                         Şerveţel umed. Proces manual de curăţare. 
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SECŢIUNEA 8: CONTROLUL EXPUNERII/PROTECŢIE INDIVIDUALĂ 

8.1 Parametri de control   

8.1.1 Limite de expunere ocupaţională  

 

8.1.2 Valoare biologică limită 
 

 

8.2 Controlul expunerii 
 

8.2.1 Controale tehnice adecvate 
 O bună ventilație ar trebui să fie suficientă pentru a controla 
 expunerea muncitorilor la contaminare pe cale aeriană.   

8.2.2 Echipament de protecţie individuală   

 Protecţia ochilor/feţei  
Nu este necesar echipament de protecție special dacă  
produsul este utilizat conform instrucțiunilor. 

 
Protecţia pielii  A se purta mănuși în timpul utilizării acestui produs. 

 Protecţie respiratorie  Nu este necesar echipament de protecție special. 

 Pericol termic  Nu este necesar echipament de protecție special. 

8.2.3 Controlul expunerii mediului  A se lua în considerare contaminarea în jurul vaselor de  
 depozitare. 

SECŢIUNEA 9: PROPRIETĂŢI FIZICE ŞI CHIMICE  

9.1    Informații privind proprietăţile fizice și chimice de bază  

 Aspect Şerveţel umed neţesut 

 Culoare Alb 

 Miros Miros chimic slab 

 Prag de acceptare a mirosului Nu există date disponibile 

 pH 10.0 -11.0 

 Punct de topire/Punct de îngheţ Nu există date disponibile 

 Punct iniţial de firbere şi interval de fierbere Nu există date disponibile 

 Punct de aprindere > 60°C (Metoda Abel de cupă închisă) 

Nr. CAS Componente Tip valoare (forma 
de expunere) 

Parametri de control  Actualizare Bază 

141-43-5 2-Aminoethanol TWA 1ppm 
2.5 mg/m³ 

- ECTLV 

 

Nr. CAS Denumire substanţă Parametri de control Timp de eşntionare Actualizare 
- - - - - 
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 Rata de evaporare Nu există date disponibile 

 Inflamabilitate (solid, gaz) Nu există date disponibile 

 Limite inferioare/superioare de inflamabilitate sau explozie  Nu există date disponibile 
 Presiune vapori Nu există date disponibile 

 Densitate vapori Nu există date disponibile 

 Densitate relativă 1,010 g/cm³ 
 Solubilitate Complet miscibil în apă 

 Coeficient de partiţie: n-octanol/apă Nu există date disponibile 

 Temperatura de autoaprindere  Nu există date disponibile 

 Temperatura de descompunere  Nu există date disponibile 

 Vâscozitate Nu există date disponibile 

 Proprietăţi explozive Nu există date disponibile 

 Proprietăţi oxidante Nu există date disponibile 

9.2 Alte informaţii Nu există date disponibile 

SECŢIUNEA 10: STABILITATE ŞI REACTIVITATE 

10.1 Reactivitate Nicio reacție periculoasă în condiții normale de 
utilizare. 

10.2 Stabilitate chimică  Stabil în condiţii normale. 

10.3 Possibilitate de reacţii periculoase Nicio reacție periculoasă în condiții normale de 
utilizare. 

10.4 Condiţii de evitat Căldură extremă, foc deschis şi scântei. 

10.5 Materiale incompatibile  Nu se cunosc. 

10.6 Produse de descompunere periculoase Produsele de descompunere pot include 
următoarele materiale: 
Oxizi de carbon  
Oxizi de azot  
Oxizi de sulf  
Oxizi de fosfor 
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SECŢIUNEA 11: INFORMAŢII TOXICOLOGICE  

11.1 Informaţii privind efectul toxicologic 
 

 Informaţii privind căile probabile de expunere     Contact cu ochii şi contact cu pielea. 

Toxicitate acută  

 Ingestie Nu există date disponibile pentru acest produs. 

 Inhalare Nu există date disponibile pentru acest produs. 

 Contact cu pielea  Nu există date disponibile pentru acest produs. 

 Contact cu ochii  Nu există date disponibile pentru acest produs. 

 Coroziv/iritant pentru piele Nu există date disponibile pentru acest produs. 

 Iritare/lezare gravă a ochilor Nu există date disponibile pentru acest produs. 

 Sensibilizarea căilor respiratorii sau a pielii 
sensitisation 

Nu există date disponibile pentru acest produs. 

 Mutagenitatea celulelor embrionare Nu există date disponibile pentru acest produs. 

 Cancerigenitate Nu există date disponibile pentru acest produs. 

 Toxicitate pentru reproducere Nu există date disponibile pentru acest produs. 

 STOT – expunere unică Nu există date disponibile pentru acest produs. 

 STOT – expunere repetată Nu există date disponibile pentru acest produs. 

 Pericol prin aspirare Nu există date disponibile pentru acest produs. 

SECŢIUNEA 12: INFORMAŢII ECOLOGICE 

12.1 Toxicitate Nu există date disponibile 

12.2 Persistenţă şi degradabilitate Nu există date disponibile 

12.3 Potenţial de bioacumulare  Nu există date disponibile 

12.4 Mobilitate în sol Nu există date disponibile 

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

12.6 Alte efecte adverse  Nu există date disponibile 

SECŢIUNEA 13: CONSIDERAŢII PRIVIND ELIMINAREA  

13.1 Metode de tratare a deşeurilor  Acolo unde este posibil, reciclarea este de preferat 
eliminării sau incinerării. În cazul în care reciclarea nu 
este posibilă, eliminați în conformitate cu reglementările 
locale. 

13.2 Informaţii suplimentare  Nu se cunosc 



 
 

Fişa tehnică de securitate 
Versiunea: 3.0 | Data reviziei: 25.07.2017 

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

Pagina 9 din 10 

 

 

 

SECŢIUNEA 14: INFORMAŢII PRIVIND TRANSPORTUL  

Acest produs nu este clasificat ca fiind marfă periculoasă în cadrul reglementărilor de transport. 

Transport rutier (ADR/AND/RID) 

14.1 Număr ONU  Nu se aplică. 

14.2 Denumirea corectă ONU pentru expediţie Nu se aplică. 

14.3 Clasa(ele) de pericol pentru transport Nu se aplică. 

14.4 Grup de ambalaje Nu se aplică. 

14.5 Pericole pentru mediu Nu se aplică. 

14.6 Precauţii speciale pentru utilizator Nu se aplică. 

14.7 Transport în vrac, în conformitate cu anexa II 
la MARPOL 73/78 și Codul IBC 

Nu se aplică. 

Transport maritim (IMDG/IMO) 

14.1 Număr ONU Nu se aplică. 

14.2 Denumirea corectă ONU pentru expediţie Nu se aplică. 

14.3 Clasa(ele) de pericol pentru transport Nu se aplică. 

14.4 Grup de ambalaje Nu se aplică. 

14.5 Pericole pentru mediu Nu se aplică. 

14.6 Precauţii speciale pentru utilizator Nu se aplică. 

14.7 Transport în vrac, în conformitate cu anexa II 
la MARPOL 73/78 și Codul IBC 

Nu se aplică. 

Transport aerian (IATA) 

14.1 Număr ONU Nu se aplică. 

14.2 Denumirea corectă ONU pentru expediţie Nu se aplică. 

14.3 Clasa(ele) de pericol pentru transport Nu se aplică. 

14.4 Grup de ambalaje Nu se aplică. 
14.5 Pericole pentru mediu Nu se aplică. 

14.6 Precauţii speciale pentru utilizator Nu se aplică. 

14.7 Transport în vrac, în conformitate cu 
anexa II la MARPOL 73/78 și Codul IBC 

Nu se aplică. 

 
SECŢIUNEA 15: INFORMAŢII DE REGLEMENTARE  

15.1 Reglementări/legislaţie privind securitatea, 
sănătatea şi mediul specifice substanţei 
sau amestecului 

  
       Această fișă tehnică de securitate este conformă cu  
       cerințele Regulamentului (CE) nr 1970/2006 

 

15.2 Evaluarea securităţii chimice Acest produs conține substanțe pentru care este 
încă necesară o evaluare a securității chimice. 
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SECŢIUNEA 16: ALTE INFORMAŢII 

Textul complet al frazelor de pericol 

H301: Toxic în caz de înghiţire 
H302: Nociv în caz de înghiţire 
H312: Nociv în contact cu pielea 
H314: Provoacă arsuri grave ale pielii şi lezarea ochilor 
H318: Provoacă leziuni ocular grave 
H332: Nociv în caz de inhalare 
H373: Poate provoca leziuni ale organelor în caz de expunere prelungită sau repetată 
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 internațional de mărfuri periculoase   
IMDG: International Maritime Dangerous Goods/Transport Maritim Internaţional al Mărfurilor                      
             Periculoase. 
IATA:  International Air Transport Association/Asociaţia Internaţională de Transport Aerian. 
ICAO: International Civil Aviation Organisation/Organizaţia Internaţională a Aviaţiei Civile  
RID:  Regulations concerning the International carriage of Dangerous goods by rail./Reglementări 
           privind transportul feroviar al mărfurilor periculoase. 

 

Recomandări de instruire 

 

 

 

 

 

 

 

 

 

 

 

  

 

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

 

 

 

 
 

 Declinări 

Această fişă tehnică de securitate a fost compilată utilizând date externe de la furnizorii noştri şi de la 
laboratoare independente. Această fişă tehnică de securitate conţine toate informaţiile necesare efectuării 
unei evaluări COSHH. Acest document, în dreptul său propriu, NU constituie pentru utilizatori propria lor 
evaluare a riscurilor la locul de muncă conform legislaţiei privind sănătatea şi securitatea. 
Informaţiile furnizate în această fişă tehnică de Securitate sunt date cu bună credinţă şi cu cele mai bune şi 
corecte cunoştinţe ale noastre. Nu se acceptă nicio răspundere pentru nicio pierdere sau daună care 
rezultă direct din utilizarea produselor companiei sau din utilizarea informaţiilor furnizate în această fişă 
tehnică de securitate, în special pierderi financiare sau economice, cu excepţia cazurilor prevăzute de 
lege. 

 
Anexă la fişa tehnică de securitate 
extinsă (eSDS) 

 
Acest produs conține substanțe pentru care este 
încă necesară o evaluare a securității chimice. 



ANEXANR.3-F.3
I

F.3 - Formular de notificare a dispozitivelor medicale puse in func(iune pe ter
conformitatecu art.3l alin.(2)dinHotlrdreaGuvernuluinr.5412009 privindcondiliileintroducerii
pe piati a dispozitivelor medicale, cu modific[rile ulterioare, cu art. 30 din Hot[rdrea Guvernului nr.
79812003 privind stabilirea condiliilor de introducere pe piafi 9i de utilizare a dispozitivelor medicale
pentru diagnostic in vitro, cu modificirile gi completdrile ulterioare gi cu art. 30 din Hotirdrea
Guvernului nr. 55/2009 privind dispozitivele medicale implantabile active, cu modificirile ulterioare.

Cdtre,

MINISTERUL SANATATII
AGENTIA NATIONAT,A ,q. MEDICAMENTULUI $I A DISPOZITTVELOR MEDICALE

face notifica1. Date de identifrcare a notificlrii si a persoanei care rea
Data:29.03.2017
lndicali daci aceasta este prima notificare sau o modificare:
I prima notificare E modificare
Numlrul de paeini al notificdrii: 29

Denumirea persoanei fizice sau.juridice care face notificarea: KARIMED PARTENER S.R.L.
Adresa: Localitatea:BUCURE$TI I CoAul poqtut,

Strada nr: B-dul. Dimitrie Cantemir nr. 9, bl. 7, sc. 1, et. l, ap. 5
Telefon : 03f .410.23.88 Fax: 031.410.23.88
E-mai I : offi ce@karimedpartener.ro
Persoana de contact: Florin Cristian PANFIL
Stat u t u I o r gani zali ei c are e fect ue azd aceastd

E producdtor E reprezentant autorizat
E alte categorii (preciza(i)

notificare:
E importator I distribuitor

Numlr Aviz de func]ionare emis de Ministerul S6nAteili/AgenJia NaJional[ a Medicamentului 9i a

Dispozitivelor Medicale-'): 1317 din 21.07.2015

,2)
2. Date de identificare a ului medical
Tipuldispozitivului:
I dispozitiv medical din clasa IIa
E dispozitiv medical din clasa llb
E dispozitiv medical din clasa III
E dispozitiv medical pentru diagnostic in vitro - anexa nr.2la HotirArea Guvernului nr.

79812003 privind stabilirea conditiilor de introducere pe piaji 9i de utilizare a

dispozitivelor medicale pentru diagnostic in vitro, cu modific[rile gi completirile ulterioare

E dispozitiv medical pentru diagnostic in vitro de autotestare

E dispozitiv medical implantabil activ
Denum rea completd a producitorului: Pal International Ltd.
Denum rea prescurtat6 a producltorului: Pal

rerLElT 4JA, Marea Britanie
rr),

Cod:
Denumirea genericl a codului:

tr EDMS.6):

Denumirea complet[ a dispozitivului medical: Medipal 3 in I Disinfectant !!pgq
Categoria generici a dispozitivului sau scurtl descriere a dispozitivului, a scopului propus:

$ervefelele Medipal 3 in I Disinfectant Wipes sunt destinate curifirii gi dezinfectlrii
suprafefelor dispozitivelor medicale non-invazive din mediile de asistenfi medicalfl 9i de

ineriiire.



ANEXANR.3-F.3

Declar ci dispozitivele medicale menJionate in secfiunea 2 au fost puse in funcliune pe teritoriul
Rom6niei.
Informa{iile furnizate in prezenta notificare sunt corecte.

Numele, prenumele gi funclia
PANFIL Florin Cristian

*l) Daca este cazul.
*2) Pentm fiecare dispozitiv medical utiliza(i o copie a acestei pagini (secliunea2).
*3) Dupd caz.
*a)oplional.
*5) Nomenclatorul global al dispozitivelor medicale - Global Medical Device Nomenclature - se completeazI
cdnd va fi disponibil.
*6) European Diagnostic Market Statistics Nomenclature - disponibil pe site-ul http://www.edma-ivd,be
*7)in cazul in care solicitantul nu define aviz de funcfionare emis de Ministerul SAnAtAfli / Agenfia Nalional6 a

Medicamentului gi a Dispozitivelor Medicale.

3. Documente anexate
E copie certificat[ spre conformitate a certificatului de inregistrare sau alt inscris oficial/act normativ
care sd ateste infiintarea unititii solicitante gi certificatul constatator emis de oficiul registrului
comerfului din care sd rezulte obiectul de activitate al societdlii, pentru unitilile solicitante ca,'e au
obligalia sd se inregistreze la oficiul registrului come(ului.*7)

I declaralia de conformitate CE a producdtorului

I eticheta dispozitivului medical

I instrucliunile de utilizare a dispozitivului medical textul in original gitraducerea in limba romand)
(textul in original si traducere in limba romind)

I copie a certificatului de conformitate CE emis de un organism notificat

E dovada provenien{ei dispozitivului medical (factura/alt documerrt)

2



No.

Issued To:

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
93l42lEEC, 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 008G):

Pietro Foschi - Strategic Delivery Director

First Issued: 16 December 2OO8 Date: 19 November 2014 Expiry Date: 15 December 2018

...making excellence a habit."
Page 1 of 1

EC certificate production euality AssurllitE'""'
Directive 93l42lEEC on Medical Devices, Annex V

cE 533716

Pa! International Ltd
Bilton Way
Lutterwofth
LEIT 4IA
United Kingdom





Ceftificate No:

Date:

Issued To:

Bv Royal Charter

EC Ceftificate Production Quality Assurance
Certificate History

cE 533716

19 November 2014
Pal International Ltd
Bilton Way
Lutterwofth
LEIT 4JA
United Kingdom

Date Reference
Number

Action

16 December 2008 7t61943 First issue

74 )anuarv 2074 8092164 Ceftificate renewal

19 November 2074 8248647 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



bsi.

Nr.
Emis cdtre:

Privind:

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

Pe baza examindrii noastre a sistemului de asigurare a calititii in conformitate cu cerinlele Directivei
Consiliului 93l42|CEE, Anexa V. Sistemul de asigurare a calititii indeplinegte cerinlele directivei. Pentru
introducerea pe pia15 a produselor din clasa llb 5i clasa lll este necesar un certificat Anexa lll.

Pentru giin numele BSl, organism notificat pentru directiva de mai sus (numir organism notificat 0086):

Semn d t urd i n de s c ifra b i I d
Pietro Foschi- Director Livr;ri Strategice

Prima editie: 15 decembrie 2008 Data: 19 noiembrie 2014 Data expir;rii: 15 decembrie 2018

Traducere din limba englezd

Certificat CE - Asigurarea calit5tii productiei
Directiva 93/42/CEE privind dispozitivele medicale, Anexa V

cE 533716
Pal lnternational Ltd.
Bilton Way
Lutterworth
LELT 4IA
Marea Britanie



subsemnata DOMN:TE: L1L,ANA, interpret si ffaducdtor autorizat pentru limbile stdine:

italiand, englezd, francezd, spaniold $i rusd, in temeiul Autorizaliei nr' 1804 din data de

19.09.2002, eliberatd de Ministerul Jusritriei din Romdnia' certific exactitatea traducerii

efectuate din limba englezd in limba rom,dnd si cd, prin traducere' inscrisului nu i-au fost

denaturate conlinutul Si sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Certificat CE - Asigurarea calitSlii
lstoric certificat

Traducere din limba englezd

prod ucliei

Certificat nr.:

Data:

Emis citre:

cE 533715
19 noiembrie20L4
Pal lnternational Ltd.

Bilton Way
Lutterworth
LELT 4IA
Marea Britanie

Data Numir
referinti

Actiune

L6 decembrie 2008 776!943 Prima edilie
L4 ianuarie 2OL4 8092L64 Reinnoire certificat
19 noiembrie 201.4 8248647 Domeniul de aplicare revizuit de la "Fabricarea de

gervetele dezinfectante pentru utilizarea pe dispozitive
medicale" la "Fabricarea de gervelele dezinfectante pentru
dezi nfecta rea d ispozitivelor medicale non-i nvazive"



subsemnata DOMNTTEI LILIANA, interpret Si traducdtor autorizat pentu limbile strdine:

italiand, englezd, francezd, spaniold si rusd,,in temeiul Autorizaliei nr, ]804 din data de

1g.0g.2002, eliberatd de Ministerul Justi:y;iei din Romdnia, certific exactitatea traducerii

efectuatedinlimbaenglezainlimba,,*o"usicd,printraducere,inscrisuluinui.aufost
denaturate conlinutul Si sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



DECLARATEOf{ OF CON FORM $TV

To Directive 93l4Z|EEC

Pal lnternational Limited
Bilton Way, Lutterworth, Leicestershire,lEl-T 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 (S629110MPCE)

100 Medipal 3in1 Disinfectant Wipes Flow Wrap (5522110MPCE)

50 Medipal 3in1. Disinfectant Wipes Flow Wrap (S524110MPCE)

350 Medipal 3in1 Disinfectant Wipes 3L Bucket (W522110MPCE)

350 Medipal 3in1 Disinfectant Wipes Refill Pack (Q522110MPCE)

Device Type:

Device Classification :

Single Use Non-lnvasive Medical Devices

Class lla

All conform to the essential requirements of the following directive:

o Medical Devices Directive gtl4Z|EEC Annex V as amended by Directive 2007l47lEC

And the requirements of the following standards:

o ISO 9001:2008
o ISO 13485:2003

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 lnstitution, Knowlhill, Milton Keynes, MK5 8PP,

United Kingdom.

Certificate number: CE 533716, Date first lssued: L6th December 2008.

Signed on behalf of Pal lnternational Limited,

f-Z- Sa,b-/-"lnz,,

Dr. Gracy Sailo-Lebeau
Technical & Product Development Manager
1't March 2017

'bst-

-v,
i5o \ rsogoor l13a8i
o{.bB I s.dxai hr6
I.n#rrnr .f O*tr

Bal lnt6rnalional Ltd,



Traducere din limba englezd

pa!

DECLARATTE DE CONFORMTTATE

cu Directiva 93l4Z{CEE

Pal lnternational Limited
Bilton Way, Lutterworth, Leicestershire, LE|T 4JA, United Kingdom

DeclarS, prin prezenta, cd urmitoarele dispozitive medicale:
Denumire 5i numer dispozitiv:

240 Medipal 3in1 Disinfectant Wipes ZL Canister (W5201lOMpCE)
240 Medipal 3in1 Disinfectant Wipes Refill pack (e52O110MpCE)
200 Medipal3inl Disinfectant Wipes Flow Wrap (5629110MpCE)
100 Medipal 3in1 Disinfectant Wipes Flow Wrap (S522110MpCE)
50 Medipal 3in 1 Disinfectant Wipes Ftow Wrap (S524110MpCE)
350 Medipal 3in1 Disinfectant Wipes 3L Bucket (W522L10MpCE)
350 Medipal 3ln 1 Disinfectant Wipes Refi pack (e5221l.OMpCE)

Tip dispozitiv:

Clasificare dispozitiv:

Utilizare unicd pentru dispozitive medicale non-invazive

Clasa lla

Respecte cerin!ele esen!iale ale urmdtoarei directive:

e Directiva Dispozitivelor Me dicale 9ll4zlcEE Anexa v modificata de Directiva 2007l47lcE

9i cerintele urmitoarelor sta nda rde:

o ISO 9001:2008
. l5O 13485:2003

conformitatea cu standardele menlionate mai sus, precum si cerinlele Directivei g3/42/cEE
Anexa V sunt sub supravegherea organismului notificat cu numdrul 0086, lnstitutul British
Standards, Knowlhill, Milton Keynes, MK5 8pp, Regatul Unit.

NumIr certificat: CE 533716, Data primei emiteri: 16 decembrie 2008.

Semnat in numele Pal lnternational Limited,

Se m ndt ur d i n de -s c ifr ab i I d

Dr. Gracy Sailo-Lebeau
Director tehnic Si dezvoltare produs
1 martie 2017



Subsemnata DOMNITEI LILIANA, interpret Si traducdtor qutorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold Si rusd, in temeiul Autorizaliei nr. 1804 din data de

19.09.2002, eliberatd de Ministerul Justi\iei din Romdnia, certific exactitatea traducerii
efectuate din limbo englezd in limba romdnd Si cd, prin traducere, inscrisului nu i-au fost
denaturale conlinutul Si sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Certificate of Reg istration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2003 & EN ISO L3485:20L2

This is to certify that: Pallnternational Ltd
Bilton Way
Lutterwofth
LELT 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.

For and on behalf of BSI:

Originally registered: l5l t2lzOOB Latest Issue: t6ll2l20t4 Expiry Date: 2lllu20t7

Page: 1 of 1

...making excellence a habit.

By Royal Charter

Pietro Foschi - Strategic Delivery Director

iiis ceftificlle ..i,,as lssJ*s elrcticnjcall,/ iirc !'e11l$i:1s the prcperl-I, cf BSI and is bltrd 
"ly 

ii:e cordiirans of toniract"
An elii:rirc,iri{ certi:ii:it{: [itn be authenticat*tl online.
t-ir:rir'til tcpiri:: ::eir $c val:daiil+ ,rl vtw$.,.bs;gr$J).{citiiillitt}t{.}a:-r..:i:i$ry

lrlfcr:r::i*n a::J Ltn:a.i; ilSi, Krt+rnarii {:Diirt, Davy Aver-rue, Kr;:,vlhiil, i,litic+ K,:},irss i'lKS 8PP, Iel: + 44 i}4S 080 9000
B.5I AssL:r*nr.e UK L:r:iied, rrqriierrd rn [ngiaad under runrcr:r 7305321 at 389 Chrs].rick FiiEn Rcai, Lcnion W{ 4AL, UK.
A r'''lr.'ni:.lr i:i tht 3Sl Grcri; oi (irnp:lrier:;.

001



Traducere din limba englezd

bsi.
Certificat d e in registra re

stsrEM DE MANAGEMENT nl cAltrAltt - tso 13485:2003 9i tso L3485:2oL2

Prezenta certificd faptul c;: Pal lnternational Ltd.
Bilton Way
Lutterworth
LETT 4JA

Marea Britanie

Deline certificatul numdrul: M D 543233

gi opereaz5 un sistem de management al calitSfii, care este in conformitate cu cerinlele ISO 13485: 2003 9i
ISO 13485:2012 pentru urmitorul domeniu de aplicare:

Fabricare de 5ervelele dezinfectante

Pentru tiin numele BSI: Se mndturd inde sc ifrab ild
Pietro Foschi- Director Livriri Strategice

Prima inregistrare: 15.12.2008 Ultimainregistrare:76.72.2074 Dataexpiririi:2L.L7.20lj
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SubsemnataD\MNITEILILIANA,',!,,.,p,,,sitraducdtor'autorizatpentrulimbilestrdine:
ilaliand, englezd, franceza, spaniold si ,rlra,' t t I Autorizaliei nr' 1804 din datu de
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'Mrnrsterul t^iiiiir'i an dlia' 1"i'rt" 

exactita.te.a traducerii

efectuate din limba ,nglrrU in timba ,"*i),U"-ii 'U, 
prin traduceie' tnscrisului nu i-au fost

ienaturate conlinutul si sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 9001:2008

This is to certify that: Pal International Ltd
Bilton Way
Luttenntofth
LEIT 4JA
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.

For and on behalf of BSI:

Originally registered : 06 I 06 I t99l Latest Issue: 27 l0!20l5 Expiry Date: 27l)U2OtB

Page: 1 of 1

...making excellence a habit.'

By Royal Charter

Pietro Foschi - Strategic Delivery Director
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Traducere din limba englezd

bsi.
Certificat de in registra re

stsrEM DE MANAGEMENT al cnlrrAll - tso 90oi_:2008

Prezenta certificd faptulcd: Pal lnternational Ltd.

Bilton Way
Lutterworth
LE17 qA
Marea Brita nie

Deline certificatul numdrul: FM 72521,

si opereazd un sistem de management al calitdtii, care este in conformitate cu cerintele
standardului ISO 9001: 2008 pentru urmetorul domeniu de aplicare:

Fabricare de gervetele dezinfectante, uscate $i umede, Fabrlcarea gi/sau furnizarea de
imbrScimlnte de unic5 folosintd ti protectie de scurtl duratA, 9i dlverse accesorii de catering ti
bar.

Pentru giin n umele BSI: S e mnitt ur it inde sc ifra b i I d
Pietro Foschi - Director LivrSri Strategice

Prima inregistrare: 06.06.1991 U ltima inregistrare:27 .O7.2075 Data expir;rii: 27 .0L.2078

Pagina: 1 din 1



subsemnataDOMN:TE|L1L,ANA,interpretsitraducdtorautorizatpentrulimbilestrdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr' 1804 din data de

19.09.2002, eliberatd de Miiisterul Justisiei din Romdnia' certific exactitatea traducerii

efectuale din limba englezd in limba romdnd si cd, prin traducere' inscrisului nu i'au fost

denaturate conlinutul Si sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



28th February 2017

Pal lnternational Limited confirms that the Medipal@ 3in1 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:

Medipal@ Disinfectant ll
(Name used in tests reports EN1550, EN13697, EN13704, ENI3727, EN14348)

Medipal@ Disinfectant ll wipes solution
(Name used in tests reports EN13624, EN13697, EN13704, EN 1.4476, EN14561, EN14552)

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

3inL Disinfectant wipes
(Name used in test report EN14563)

Medipal Disinfectant ll Tx1130

(Name used in test report EN16615)

Medipal 3inL 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 nationalframework agreement NHS Supply chain (National Health Service) and

are being used across the UK.

Yours faithfully,

For and on behalf of Pal lnternational Ltd,

" *;i.ii., "r .:-_
i.... * 

. i

C6line Hathaway
Head of Healthcare Division

- b€l'rtsv
s0 ls0
*0s1 \i3485
l]*ld! I MEd(GlDe!E'

Fal lnternatronal Ltd,

To whom it may concern,



fraducere din limba englezd

pal
28 februarie 2017

Citre cei interesati,

pal lnternational Limited confirm5 faptul cd tervelelele dezinfectante Medipal 3 in 1 Disinfectant

Wipes sunt toate fabricate utilizand solulie chimicd fird alcool.

Dorim sd confirmdm faptul ci certificatele noastre de testare EN, in care sunt indicate denumirile

urmdtorilor dezinfectanti:

o Medipal Disinfectant ll
(Denumire utilizatd in rapoartele de testare EN 1550, EN 13597, EN 13704, EN L3727 

'
EN14348)

o Medipal Disinfectant ll wipe solution
(Denumire utilizati in rapoartele de testare EN 13524, EN 13697, EN 13704, EN 14476, EN

14561, EN 14562)

o Pal Surface Dezinfectant Gen ll wipes solution
(Denumire utilizatd in raportul de testare EN 13597)

. 3In 1 Oisinfectant wipes
(Denumire utilizatd in raportul de testare EN 14553)

o Medipal Disinfectant llTX1130
(Denumire utllizate in raportul de testare EN 16615)

o Medipal 3 in l Wipes Solution (c)

(Denumire utilizatd in raportul de testare EN 13704)

sunt toate aplicabile pentru a acoperi solulia pentru Medipal 3 in 1 Disinfectant Wipes'

pentru referinle, Medipal 3 in 1 Disinfectant Wipes au fost evaluate $i autorizate de cdtre NHS

Supply chain (National Health Service) prin acordul-cadru national in Marea Britanie $i sunt folosite

in Marea Brita nie.

Cu stim5,

Pentru $iin numele Pal lnternational Ltd.

S e m n dtur d i nde s c ifr a b i I d

c6line Hathaway
Director Divizia Si nitate



subsemnata DOMNITEI LILIANA, interpret Si traducdtor autorizat pentu limbile strdine:

italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr' 1804 din data de

19.09.2002, eliberard de Miiisterul Justiliei din Romdnia, certific exactitatea ffaducerii

efectuatedinlimbaenglezdinlimba,o*a,,asicd,printraducere,inscrisuluinui-aufost
denaturate confinutul Si sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Test Laboratory

ldentification 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
lnterfering substance

Stability of mixture
Temperature of incubation
ldentification of strains

soP 11mo
EN,1 3727 RESULTS TEIVPLATE VO2

Effectre date:2g April 2016

Test Report: EN 13727:20L2 +A2z2OL5 Chemical disinfectants
and antiseptics - Quantitative suspension test for the evaluation of
bactericidal activity in the medical area - Test method and
requ:rements (phase 2, step 1)

BluTest Laboratories Ltd
Robertson lncubator (Level 4)

Robertson Building

56 Dumbarton Road

Glasgow

UK - G11 6NU

Medipal Disinfectant tl Wipes Solution
Not Provided

PAL lnternational, Bilton Way,

Lutterworth, LE1T 4JA

BT-PAL-20

13 June 201-6

Ambient
Not Provided

Chemical neutralization
Lecithin 11,.7g/1, Polysorbate 80 1009/1, sodium

th iosu I phate 5.09/1, sodiu m dodecyl su I phate 10.09/ l,

sodium chloride 8.59/1, tryptone 1.0g/lsterilized by

autoclave

L4 June 2016 to 2L July 2OtG

Sterile distilled water
8O.0% v lv ; 50.0% v I v ; 5.0% v /v
Clear

t = L minute
20sc t 1ec

3.09/l bovine albumin + 3.0gll erythrocytes
Turbidity and sedimentation at all concentrations
37eC I t sc

Pse u d o mo no s o e rug i n osa Af CC L5442

E nte ro co ccu s h i r o e AT CC tO54L

Staphylococcus oureus ATCC 5538

Page I of3



ENt3727:2Ot2+Az:zOLS Results forthe efficacy of Medipal Disinfectant ll Wipes Solution from PAL lnternationa! under DIRTY CONDITIONS

Test orBanisms Validation test Bacterial test
suspension (Nl

Test prcedure at concentration (V/V)

Bacterial

suspensim (Nv)

Experimental

conditions (A)

Bacterial

suSpemton

validati0 (NvBl

Neutralizer
toxicity Cotrcl

(B)

Dilnion-
reutElizatlm

contrcl (c)
5 ou/o 50,00% 80 00%

oseudmqos

,erugln6o

qlcc 15442

Vc. 72 ; 79

N v: 7 55E+O2

Vc: 73 ; 87

A: 8 00E+01

Vc 16;75

Nv 7 55E+03

Vc 72)74

B: 7.30E+01

Vc: A2 ; 78

C: 8.00E+01

1Oo, 27O ; 21O

1o', 30 ; 40

Ni 3 10E+08

-1

Na

R

0;0
0;0

<1 40E+02

>10(s)

0;0
0;0

<1 40E+02

>10(s)

O;0
O;0

<1 40E+02

>10(5)

,alidation A>05xNvo? 30<Nvo<150?

ye5

B>0.5xNvB? c>0.5xNvD?

ye;

7 17< I og No <7 70?
TPii i5 !,riirl

Stophylx6cus
,urew

qTcc 6538

Vc. 80 ; 90

Nvr 8 50E+02

Vc: 72 : 80

A: 7 60E+01

68;85

7.7OE+O3Nv

Vc 70;63

B: 5 55E+01

Vc: 73tU

C: 7 85E+01

196. >330 ; >330

1o', 37 ; 17

Nr 3 40E+08

-1

Na

R

0;0
0;0

<7 4OE+O2

>10(s)

0;0
0;0

<1 40E+02

>10(5)

O;0
0;0

<1 4OE+02

>10(s)

i/alidation A>05xNvo?
ye!

30<Nvo<150?

yes

8>05xNvB?

yes

C>O5xNvo?

yes

7 17< log No s7 70?

yes
Teit i5 \,ai i d

Entercmcus hiroe

ATCC 10541

99 ; 131

1 15E+03

vc 83 ., 96

8 95E+01

Vc 92 ; 103

Nv 9.75E+03

Vc 103 ; 108

B: 1 06E+02

Vc: 85 ; 93

C: 8 90E+01

165. >330 ; >330

107: 36 ; 39

N: 3 75E+08

1

Na

R

1;1
0;0

<1 40E+02

>10(s)

ot2
0;1

<1 40E+02

>10( s )

0;0
ojo

<1 40E+02

>10(s)

Validation 30<Nvo<160?

yes

A>0.5xNvo?

yes

30<Nvo<160?

Yes

B>05xNvB?

ves

C>0.5xNvo?

Yes

7 17< log No <7 70?

ye\
Ie:i i ac

Pleasenote:theupperlimitfor@untingyeastplatesis330cfu. Enteras>330.Theupperlimitformouldsis>165,enteras>165

Yc = via ble count

N = number ofcfu/ml ofthe bacterial test suspension

rV v = number ofcfu/ml in the bacteria I guspenston

R = reduction in viability

N a = number of cfu/ml in the test mixture

A = number of cfu/ml of the experimental conditions validation

I =numberofcfu/ml ofthe neutralizertoxicityvalidation orofthe filtrationvalidation

C=thenumberofctu/mlofthedilution-neutralizationvalidationorthemembrahefiltrationtestvalidalion

soP I 1000

EN13727 RESULTS TEMPLATE VO2

Effecliw date:2g April 201 6 BT-PAL.2O

Page 2 of 3
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Conclusion

According to EN 13727:20L2 +A2:20L5, Medipal Disinfectant ll Wipes Solution POSESSES BACTERICIDAL

activity at a concentration of 8O.O % V/V of the working concentration as tested after 1 MINUTE at 20oC

under DIRTY conditions (3.0 g/l bovine albumin+ 3.0 ml/l en^hrocytes) against Pseudomonos oeruginosa

ATCC15442, Staphylococcus oureus ATCC 6538 and Enterococcus hirae ATCC8043.

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK,

Date: 15 August 20L5

DISCI.AIMER

The resul8 in this test report only pertain to the sample supplied.

BluTest (BT) has performed the testing detailed in this report using reasonable skill and ere and has used reasonable endearcurs to carry out the testing in acordance with

an EN 13727 protocol All formasts, rsommendations and results contained in this report are submitted in g@d fuith However, other than as expressly set out in this

report,norerrantyisgiven (i)inrelationtothetestingortheuse(s)towhichanyresultsordeliveEblesproducedinthecou6eofthetestingareormaybeputbytheClient

or their frtness or suitdbiliW for any particular purpose or under any spffial conditions notwithstanding that any such purpose or conditions may have been made known to

BT or (ii) that the intended results or deliveGbles from the testing can be achieved or (iii) that the Client can freely make use of the results or the delivecbles without

of business, market or g@dwill, that the client may suffer dir*tly or indirectly as a result of or in connection with: (i) the performrce of the testins (ii) the use of any

materials, samples or other information provided by the Client for use in the testing; and (iii) the Clienfs reliance upon or use ofany results or deliveEbles provided as part of

the tening

soP 1 1000
EN13727 RESULTS TEIUPLATE VO2
Effecliw date;2g April 201 6 BT.PAL-20
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ElIutTest
LABORATORIES LTD

Raport de testare: EN L3727:20L2+A2:2015 Dezinfectanli
chimici gi antiseptice - Testul cantitativ de suspensie pentru
evaluarea activititii bactericide in domeniul medical - Metoda de
testare gi prescriplii (faza 2, etapa 1)

Laborator de testare

ldentificare mostrd
Denumire produs

Numir lot
Client

Cod proiect

Data livrerii
Conditii de depozitare

Substante active

Metodd de testare givalidare
Metoda
Neutralizator

Condilii experimentale
Perioada analizei
Diluant produs utilizat
Concentrafii de testare a produsului
tupect produs diluat
Timp de contact
Temperatura de testare
Substante interferente
Stabilitatea amestecul ui

Temperatura de incubare

ldentificarea tulpinilor

soP 11000
EN13727 RESULTS TEMPLATE VO2
Efiedive date:2g Apdl 20 1 6

Traducere din limba englezd

BluTest Laboratories Ltd
Robertson lncubator (Level 4) Robertson Building
56 Dumbarton Road

Glasgow

UK - G11 6NU

Medipal Disinfectant I I Wipes Solution
Not Provided
PAL lnternational, Bilton Way,

Lutterworth, LE77 4JA

BT-PAL-20

13 iunie 2015

Ambient
Nefurnizate

Neutralizare chmici
Lecithi n t1-.7 g/1, Polysorbate 8 O LOOg/l,sodiu m
thiosulphate 5.09/1, sodium dodecyl sulphate 10.09/1,

sodium chloride 8.5g/1, tryptone 1.0g/l sterilizat in
autoclav

14 iunie 2Ot6 -27 iulie 2016
Apd distilatd sterilS

80.O% v / v ; 50.O% v /v ; 5.0% v lv
Clar

t = L minut
20ec t 1ec

3.0g/l bovine albumin + 3.Og/l erythrocytes
Turbiditate 5i sedimentare la toate concentrafiile
37eC I LeC

Pse u do m o n o s o e ru g i noso ATCC 75442
E nte rococc u s h i ro e Af CC 70541.

Stophylococcus oureus ATCC 6538

Page 1 of3



BlL-lTest
LABOFATOFIES LTD

ENL372lt2o72+a2t2ol5 Rezultate pentru efica.itetea Medipal Dezinfuctant ll wip€s solution de la pAL internationalln condil de murderie

Testortanlsms Validation tert Bacterial test
suspension (N)

Test pl@dueat @ehtBti6 (V/V)
Bacterlal

Susp6si6 (Nv)
Experimental

cdditids (A)
Bacterlal

$spensid
validaUon(NvB)

Neutralizer
toxicity Conbol

(B)

Dilutim-
neutralization

@Ed(c)
5.00% 50.00% 80 00%

oseudomads

,etugtnoso

\TCC 15442

Vcl 72

/V v: 7 55E+02

79

A: 8 OO€+01

Vc: 73 ; a7 Vc 75;75

Nv 7.55E+03

Vc 72;74

8: 7 30E+01 C: 8 00E+01

10", 27o ; 2lo

1o-', 30 ; 40

N: 3 10E+08 Na

R

-1

0;0
0;0

<1 40E+02

>10(s)

0;O
0;O

<1 40ErO2

>10(s)

0;0
0;0

<1 40E{O2

>10(s )

validation 30<Nvo<150? A>05xNvo? 30<Nvos150?

yes

B>05xNvB? C>05xNvo? 7 17< lo8 No <7 70?

yes
I est is va id

*dphylococus
OUre6

aTcc6538

Vc, 80 ; 9O

Nv: 8 50ErO2

Vc: 72 ; 8O

A: 7 60t+01

Vc 68;86

Nv 7 7OE+03

Vc 70;63

B: 6 65E+01

Vc: 7f ; a4

C: 7 85E+01

106. >330 ; >330

1o', 37 ; 37

N: 3 40E+08 Na

R

0;0
0;0

<1 40E+02

>10(s)

0;O
0j0

<1 40E+O2

>10(s)

0;0
0;0

<1 40E+02

>10(s )

Validation 30<Nvo<150? A>05xNvo? l0 s Nvo< 160 ?

yes

B205xNvB? C>05xNvo?

yes

7 17s log No <7 70?

Yes
Test i! valid

Enterc@ccus hi@

ATCC 10541

99;131

1 15E+03

Vc: lc, 83 ; 95

A: 8 95E+01

Vc 92 ; 103

Nv 9 75€+03

Vc 103 ; 1Og

8: 1 06E+02

Vc: 85 ; 93

C: 8 9OE+01

to3' >330 ; >33o

10', 36 ; 39

N: 3 75E+08

-1

Na

R

1;1
0;0

<1 40E+02

>10(s)

O;2
0;1

<140E€2

>10(s )

O;0
0;0

<1 4OErO2

> 10(s )

Validatid 30<Nvo<160? A>05xNvo? 30sNvos160?

yes

8>05xNvB? Cz05xNvo?
yes

7 17< log No 57 70?
Test is valid

.ldrlr'1osr";#A
Yc = viable count

/V = number ofcfu/ml ofthe bacterial tei suspension

Nv=numberofcfu/ml in the baderial suspension

n = redudion in viability

,V a = nufrber of cfu/ml in the !$t mixture

A = number ofcfu/rnl ofthe experimental conditions valiration

I = number ofctu/ml ofthe netctirer toxicity validation o. ofthe liltction validation

C = ihe number ofclu/ml ofthe dilution-neutBlization validetion or the mmbrane liltGtion test validation

Traducere din limba englezd

soP 11000
EN13727 RESULTS TEMPLATE VO2
Efiedive date:29 Aprit 20 1 6 BT-PAL.2O

Page 2 of 3



BlLrl-est
LAEORATORIES LTO

Concluzie

in conformitate cu EN 1.3727:2072 + A2:2015, Medipal Disinfectant Il Wipes Sotution pOSf OA

ACTIVITATE BACTERICIDA la o concentrafie de 80,0% V / V al concentrafiei de lucru aga cum a fost
testatS dupi 1 MINUT la 20oC in condilii de MURDARIE (3,0 e / I de bovine albumini + 3,0 ml / I

eritrocite) impotriva Pseudomonas aeruginoso ATCC 1,5442, Stophylococcus oureus ATCC 5538 5i
Enterococcus hirae ATCC 8043.

Semnat

Se mndtura inde s c ifrab i I d

Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK,

Date: 16 August 2015

DISCIAMER

The rButts in this test reportonly pstain to the smple supplied.

&uTen (BT) has perfomed the testing deEiled in this report 6ing reasable skill and ore and has used rearcmble mdea@E to crry out the testir€ in a@rdance with
an EN 13727 protocd All fq@sb, rffimsdatios and rEults qEined in this report are submitted in good faith l.lcwwer, other than as qprsty set out in this
report, no rerEnty is given (i) in relatpn to the t6tirE or the uP(s) to which any r6ulE or delivecbls produced in the @u6e of the t60ng are or may be put by the Oiflt
or their fibE or suitability for any particular purpose or under any special @ditions notwithstsnding that any such purpose or cmdtjms may have been made known to
BT or (ii) that the intended reslts or deliveEbl6 from the testing can be achised or (iii) ulat the Oient can freely mke use of the results or the deliwabls without
infringirg any third party intellectual property rEhts and the Client will be deemed to have stisfed iEelf in this regard. 8T shall have no liability (which is herew excluded to
the full6t extent pemi$ible by law) in rspect of any loss, liability or damage, including without limitation any indirrt and/or cmsequen[nl loss such as los of prc6t or los
of businos, market or goodwill, that the Client may suffer dir(dy or indirecdy as a r6ult of or in @nnstDn with: (i) the p*fomance of the testing; (ii) the use of any
materials, smples or other infomatis provided by the Client for use in the tsting; and (iii) the Clienfs reliance upon or use of any rsults or delivenbles prwided as part of
the t6ting.

Traducere din limba englezd

Page 3 of 3
soP110m
EN13727 RESULTS TEMPLATE \O2
Efiedive date:29 Apdl 201 6



Subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat pentru limbile strdine:

italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr' 1804 din data de

19.09.2002, eliberatd de Ministerul Justiliei din Romdnia, cerfirtc exactitatea traducerii

efectuate din limba englezd in limba romdnd Si cd, prin traducere, tnscrisului nu i-au fost

denaturate conlinutul Si sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA

=:iihl- o ireur

7a:lhusA \d

% ls,



Product name:

Batch or ref no:

Manufacturer or
supplier:

Sample ref:

Date tested:

Certificate no:

Analysis required:

Storage conditions:

Appearanee of product (solution)

Active substanee (s) and their
concentration ( s ) :

Abbott Anufuticnt
Consulting Scientists to the Disinfectant Industry

Certificate of Analvsis
Medipal Dislnfectant II

Paf International Ltd. BiIton Way, Lutterworth, LE17 4JA

l4J/03I Date received: 5 September 2014

2 October 2014 Certificate date: 6 October 2014

14J.031MMrVr.PAL Page: 1 of 4

EN 13727 i20L2+A7:20L3, Chemlcal disinfectants and
antiseptics - Quantitative suspension test for the
evaluatlon of bactericidal activity in the medj-cal area -
Test method and requirements (phase 2, step 1)

Room temperature

: Cfear cofourless liquid

Not decfared

Notes.'

The test results in thi-s
Thls test report may not
from Abbott Analytical.

report refate only to
be reproduced except

the sampfe(s) tested.
in ful-1, wlthout written aPProvaI
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Abbott Anufuticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 14J. 031MMrVr. 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 :

....,i.'.1,!j \i.

D C Watson BSc,CBIoI,MSB,MIEST,ACIEHO

['nit 2, Hickrnans [\oiid,
Llir trrenheurl. Lltl41 I Jt{.
{inited Kingttronr

ConcTusion:

At a test concentration of 91%, this sample of Medipaf Disinfectant II passes
the requirements of EN 13'721,.2012+Al:2a73 for bactericidal activity in 1 minute
aL 20'C under cfean conditlons against Methicillin-resistanL Staphylococcus
aureus (NCTC 12493) and Vancomycin-resistant E.nterococcus faecalts (NCTC 1259?)

Date: 5 October 2014 Page: 2 of 4

Neat as received
(test concentration 97%)

N/A

Methicif lin-resi stant
StaphyTococcus aureus (NCTC 12493)
Vancomycin-res istant
Enterococcus faecalis (NCTC 12691)

1 minute

^ - O^ZU L ! U.f, L

Cfean

0.3q/). bovine afbumin

309/t Polysorbate 80 + 3gl1 Leclthin +
1gl1 L-histldine + 7q/l L-cysteine

37'c + 1"c

'l'el: +44 (0)l5l 324 l27rr
email: enqs(rlahbotlauall'tical.co.uk
vnl'vri abhottan al yti cal. co. uk



Abbott Anafiticut
Consulting Scientists to the Disinfectant lndustry

Certificate no: 14J. 031MMrVr. PAL

Ra.<rr7f.c: Iifafhi ai 71i n-ra-si cfznf

Date: 5 October 2014 Page: 3 of 4

1 2tq?l

Validation and controls:

Vaf idation
suspension (Nv")

Experimental
conditions control (A)

Neutral-izer or
filtration control (B)

Yethod validati.on (C)

Vcl 127 4-

734

VcL 113

114 .5

Vcl lzu n-

126.5

VcI 118

L23 .5141 Vc2 116 Vc2 133 Vc2 729

30<x (Nv") <160?
Xyes Eno

N (A)> O.5xx (Nv")?

Eyes !no
x (B) > 0.5 x x /Ittv"

or lVval1000)?
El yes E no

x (C) > 0.5 x x (Nv" )?
Eyes flno

Val-idation suspension (lVvr) VcL 725

l^32

30<x(Nvsl1000)<160?
Eyes EnoVc2 138

Test suspension:
(N and }{")

Test:

.. t. .' \"
D C Watson BSc,CBioI,MSB,MIEST,ACIEHO

t-lnit 2, Hickrnaris lloird,
Birkenheail. Cti4l I JI I.

Ilnitcd Kingdonl

'l'el: +44 (0)l5l 324 1276

emai l: enqs(rir[rbottaual],tical co uk
r.r+r.'w.abhottanall'tical.co rrk

N Vcl VCI . I 
- 

r7x w1l : J.JI xlu i -tg lv = d.5z
u" = Irrl10 ; 19 1V" = '1 .52
1.L1 < IglV"<'7.14? Xyes Eno

lo -5 296 320

l0 54 58

lontrol- of weighted
nean counts

Quotient : 5.50
Between 5 and 15 ? EYes Eno

Product
test conc,

Contact
time

DiIn.
step

Vcl Vc2 lgNa=
1g (N wm x1O)

lgR
(19 N" = 1.52)

Status

019 7 min l0 0 0 0 < 2.15 > 5.37 t,A55

l0 - 0 0



Abbott Anagticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 14J. 031MMrVr. PAL Date: 5 October 2014

Results : Vancomvcin-resistant Enterococeus @

Validation and controls:

Page: 4 of 4

Val-rdat ion
suspenslon (lVv")

Experimental
conditions control- (A)

Neutrali-zer or
filtration control (8)

Method val-idation (C)

VcL 101

105 .5

Vcl :._
on

Vcl E1

89

Vcl 83 x-

84110 Vc2 92 Vc2 97 Vc2 85

30<x (Nv") !160?
Eyes Eno

x (A)> 0.5xr (Nv")?

Eyes Eno
v (B)> O.5xx (/tlv"

or Nval1000) ?

Eyes Eno

x (C) > 0.5 x x (Nv.)?

Eyes Eno

Validation suspenslon (Nvr) VcL 90 A-

92

30<x (Nva,/1000) <160?
El yes E no94

Test suspension:
(l{ and l{")

Test:

:." '. ,

l. .\\i

D C Watson BSc,CBioI,MSB,MIEST,ACIEHO

t inir 2, Hicknrarrs Road,
Birkenhead. Ctl4l IJI I.

Ijnited Kingdonr

'fel: +44 (0)l 5 I 324 | 276

email: enqs(llabbottanalytical co uk
wrwl'. abbottan al yti cal. co. uk

IJ Vcl Vc2 ,.wm = 2.12 xlO" ; lglV= 8.44
lV" : N/rO ; Ig N" : 1.44
'l .11 < 19 A/" ( 1.10 ? E yes E no

10 ' 245 255

10 48 50

lontrol of weighted
nean counts

Quotient = 5.11
Between 5 and 15 ? SYes Eno

Product
test conc.

Contact
time

Di In
step

Vcl Vc2 19 Ala =

19 (N wm xlO)

1sR
(19 N. = '7 .44\

Status

97* m)-n 10 0 0 0 / a 1l > 5.29 PASS

10 -1 0 0



Traducere din limba englezd

Abbott Anafiticot
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de analiza
Nume produs: Medipal Disinfectant II

Lot sau nr. ref:

Producator sau furnizor: Pa1 International Ltd. Bil-ton t/lay, Lutterworth,LElT 4JA

Referinta esantion: l4J/031 Data primirj.i: 5 Septenrbrie 2076

Data testarii: 2 Octombrie 2014 Data certificat: 6 Octombrte 2014

Certificat nr.: 14J.031MMrVr.PAL Pagina: 1 din 4

Analiza solicitatS: EN l3'72'7':2012+AI:.2013, dezinf ectanti chimici si ant j-septice
- test cantitativ aI suspensiei pentru evaluarea activitatii
bactericide in domeni-oul- medical - metoda de testare si cerinte
(faza 2, etapa 1)

Conditii de depozitare :

AspectuL produsului (solutiei) :

Substanta activa si concentratia

llota:

Temperatura camerei

Lichid limpede incol-or

Nedecl-a rata

Rezuftatefe testarii din acest raport se refera numai 1a esantioanel-e testate.
Acest raport de testare nu poate fi reprodus decat j-n j-ntregime, fara aprobarea scrisa
a Abbott Anal-ytica].

Se mndtur d inde s c ifr ab i I d
D C Watson

DC Watson BSc.CBiol, Mll3iol,MIFS"l ACIEI-10
PO Box 95. New Ferry, Wi rral. CH62 6HA
Tel: 01 5 1 637 333 1 Mob: 07767 87 1275

email: abboltanalyticalr hotrnail.co uk



Traducere din limba englezd

Abbott Anagricot
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr. : l4J. 03lMMrVr. PAL Datsa: 6 octombrj.e 2014 Pagina: 2 din 4

Conditi i ez<per imentale :

Concentratia produselor testate: asa cum au fost primite (concentratia de testare 97t)

Diluantul produsului: indisponibil

Organism testat: Staphy)ococcus aureus rezistent la meticil-ini (NCTC 12493)
Enterococcus faecafis rezistent Ia vancomicina (NCTC 12697)

Tinp de contact: I minut

Temperatura de testare: 20''C + 0.5oC

Conditii de testare: Curatenie

Substanta interferenta: 0.39l1 albumina bovrna

Solutie de neutralizare: 30q/L Polisorbat B0+ 3qlI Lecitina + lg/l L-histidina +

lglI L-cisLeina

Temperatura de incubare: 37oC * 1oC

Concluzie:

La o concentratie de testare de 97%, acest esantion de Medipal Disinfectant II
indeplineste cerintel-e EN L3121:2012+AL:2013 pentru activitate bactericida in 1 minut
ta 20"C in conditii de curatenie, impotriva Staphylococcus aureus rezistent Ia
meticilind (NCTC 12493) si Enterococcus faecafis rezistent Ia vancomicina (NCTC

t2691\ .

Semndturd inde s cifrab i ld

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



Traducere din limba englezd

Abbott Anotyticot
Cercetatori Consultanti pentru I ndustria Dezinf'ectanti lor

Certificat nr. : 14J. 031MMrVr. PAL Data: 6 octombrie 2014 Pagina: 3 din 4

RezuTtate: Staphylocoecus aureus rezistent Ia MeticiJ.ini (NCTC L2493)

Validare si controale:

Test sus1>ension:
(}J and lI")

VaLidation
suspensi.on (l,Ir'" )

E:qreri-rcntaI
conditj.ons control (A)

Neutrali.ze! o!
fifcratsj.on control (8)

Method vahdatlon (C)

VcL X=

134

Vcl 7i3 ;-
114.5

Vcl i20 !=
126.5

VcL 178 x-
123.5Vc? Vc2 116 Vc2 rJ3 Vc2 729

30lx (Nvo)< 160?
Elyes Ono

x (A) 2 0.5 x x (liv")?
Eyes Bno

x (B) 2 0.5 x x (I{tzo

or ,rnal1000) ?

Eyes Eao

i tc)> o.5xi $tv.)?
Elyes 0no

Validati.on suspension (IVri'r) VcL 126 X=

132

303;(r,rwl1000)<160?
Eyes E noVc2 1i8

Vc2 f r+n = 3.31 x10 I ; Igil= 8.52
lro = lll10 ; Ig llo = 1.52
1.L7 <19lI.3 1.10 ? Elycs Eno

1o -' 296 320

10- 51 5e

Control of wei.ghted
rDeaD counts

Orotlant = 5.50
Bctrlccn 5 and 15 ? EYes Eno

Prodr.rct

cest conc.
Contact
titE

DrIn.
step

VcL Vc2 lg lJa =
ls (i vrm x1O)

lgR
(19 frf" = 7.321

Status

97$ 7 mtn 100 0 o < 2.15 > 5.3? ^-d- -.

10- 0

Se mndtur d inde s c ifr a b i I d

Aest:



Traducere din limba englezd

Abbott Anufuticat
Cercetatori Consultanti pentru I ndustria Dezinfectantilor

Certificat nr. : 14J. O31MMrVr. PAL Data: 6 Octombrie 2014 Pagina: 4 din 4

Rezultate: Enteiococcus faecalis rezistent la Vanconicina (NCTC 12697)

Validare si controale:

Test suspension:
(lr and |1")

validation
suslrnsion (Nr'")

E4rcri.mntal
condi-tions conc:ol (A)

Ncutralize! or
filtraEron control (8)

Method valLdation (O

VcL 101 v-
105. 5

VcL i-
90

Vc! d! x=
89

Vct o? X=

s4Vc2 710 Vc2 92 Vc2 97 VcZ 85

30Sx (I\tv"JS160?
Eyes E no

x (A) 2 0.5 x x (t{v")?
Eyes Eno

x (B) Z 0.5 x x (IWo

or rfirl1000) ?

Eyes Eno

x (C) 2 0.5 x x (l,Iv")?

Eyes Eno

Val,idAtion suspension (l9Vr) Vc! 90 X=
9:

30S;(m/!/1000)3160?
Elyes E no91

Vc2 ir+m = 2.72 xlOo ; 19il= 8.44
t/o = Ivl10 ; 19 H" = 1.44
7.11 3 1g l/o 3 1.1O ? Elyes Eno

10 -6 245 256

10- 1S 50

lontroL of weighted
naan counts

Quotient = 5.11
Bctween 5 aod 1.5 ? EYes Dno

Product
test conc,

Contact
ti-Ec

Di.Ln.

step
Vc! Vc2 lgNa=

IS (i wm x10)

lgR
(19 lro = 1.441

Status

97$ L t,-l.n 100 0 o < 2.L5 > 5.29
10- 0

S e mnd t ur d inde s c ifr ab i I d

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

Test:



Subsemnata DOMNITEI LILIANA, interpret gi traducdtor autorizat pentru limbile strdine:

italiand, englezd, francezd, spaniold Si rusd, in temeiul Autorizaliei nr. 1804 din data de

19.09.2002, eliberatd de Ministerul Justitriei din Romdnia, certific exactitatea traducerii
efectuate din limbo englezd in limba romdnd Si cd, prin traducere, inscrisului nu i-au fost
denaturate conlinutul Si sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA
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Abbott Analytical
Consulting Scientists to the Disinfectant Industry   

Certificate of Analysis

Product name: Medipal Disinfectant II

Batch or ref no:

Manufacturer or
supplier:

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

Sample ref: 14J/031 Date received: 5 September 2014

Date tested: 25 September 2014 Certificate date: 30 September 2014

Certificate no: 14J.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 
concentration(s):

Not declared

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



Abbott Analytical
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/l bovine albumin

Neutralising solution: 30g/l Polysorbate 80 + 3g/l Lecithin + 
1g/l L-histidine + 1g/l 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).

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



Abbott Analytical
Consulting Scientists to the Disinfectant Industry   

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

Results: Pseudomonas aeruginosa (NCTC     13359)

Results: Escherichia coli (NCTC     10418)

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

Bacterial test Validation test:
suspension: N NT NC

10 -6 : >300 ; >300 10 -4 : 122 ; 136 10 -4 : 120 ; 122
10 -7 : 32 ; 34 10 -5 : 16 ; 18 10 -5 : 14 ; 14

N: 7.22 0 0 NT: 7.11 1 1 NC: 7.08 1 1

Water control: Test procedure at:
Nc Contact time 1 min

Test conc. Neat
10 0 : 0 ; 0

10 -4 : 158 ; 188 10 -1 : 0 ; 0
10 -5 : 18 ; 20 10 -2 : 0 ; 0

Nc: 7.24 1 1 Nd: < 0.70 0.5 0.5
Nts: 49 Nts: 0 0 0

R: > 6.54 0 PASS 0

Bacterial test Validation test:
suspension: N NT NC

10 -6 : >300 ; >300 10 -4 : 117 ; 144 10 -4 : 112 ; 131
10 -7 : 28 ; 39 10 -5 : 14 ; 18 10 -5 : 15 ; 17

N: 7.22 0 0 NT: 7.12 1 1 NC: 7.08 1 1

Water control: Test procedure at:
Nc Contact time 1 min

Test conc. Neat
10 0 : 0 ; 7

10 -4 : 130 ; 182 10 -1 : 0 ; 0
10 -5 : 10 ; 16 10 -2 : 0 ; 0

Nc: 7.19 1 1 Nd: 1.54 0 7
Nts: 77 Nts: 9 0 0

R: 5.65 0 PASS 0



Abbott Analytical
Consulting Scientists to the Disinfectant Industry   

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

Results: Staphylococcus aureus (NCTC     10788)

Results: Enterococcus hirae (NCTC     13383)

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

Bacterial test Validation test:
suspension: N NT NC

10 -6 : 282 ; 288 10 -4 : 130 ; 136 10 -4 : 128 ; 132
10 -7 : 22 ; 32 10 -5 : 16 ; 18 10 -5 : 16 ; 20

N: 7.15 1 1 NT: 7.12 1 1 NC: 7.11 1 1

Water control: Test procedure at:
Nc Contact time 1 min

Test conc. Neat
10 0 : 7 ; 2

10 -4 : 148 ; 166 10 -1 : 0 ; 0
10 -5 : 20 ; 14 10 -2 : 0 ; 0

Nc: 7.20 1 1 Nd: 1.65 7 2
Nts: 87 Nts: 0 0 0

R: 5.55 0 PASS 0

Bacterial test Validation test:
suspension: N NT NC

10 -6 : 216 ; 234 10 -4 : 89 ; 95 10 -4 : 92 ; 93
10 -7 : 41 ; 64 10 -5 : 10 ; 11 10 -5 : 13 ; 12

N: 7.05 1 1 NT: 6.96 1 1 NC: 6.97 1 1

Water control: Test procedure at:
Nc Contact time 1 min

Test conc. Neat
10 0 : 49 ; 264

10 -4 : 274 ; 286 10 -1 : 6 ; 30
10 -5 : 38 ; 46 10 -2 : 1 ; 4

Nc: 7.45 1 1 Nd: 3.19 49 264
Nts: 38 Nts: 5 0 0

R: 4.26 0 PASS 0



BS EN 13697:2015    Page 1 of 5

         

  

                  

 
TEST REPORT 

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 II 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/l Bovine Albumin 

Test Temperature 200C 

Temperature of Incubation Bacteria - 37oC ±1oC 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 
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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. 
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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 log10 reduction in viable 
bacterial counts; and at least a 3 log10 reduction in viable fungal counts. 
 

Conclusion 
 
The product PAL Surface Disinfectant Gen II 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.  
 
 

                     
 
                 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.



BS EN 13697:2015    Page 4 of 5         

  

                  

Bacterial Test Isolates 

 
  

Test Organism Bacterial or 
Fungal Test 

Suspension : N 

Validation Test 
 

NT   NC 

Water Control 
 

Nc 

Test Procedure at Concentrations % (V/V) 
 

        0.1%     50%       100% 

Lactobacillus 
brevis 
DSM 20556 
 

10-7 : 18 ; 24 
10-6 : 160 ; 204 
 
N  : 6.67 

10-4   : 20; 23 
 
NT  : 6.33 
 

10-4 : 23 ; 26 
 
NC  : 6.39 

10-4 : 26 ; 31 
 
Nc  :  
Nts  : UC 

10-3 : 99 ; 88 
  
Nd  : 5.97 
Nts  : UC 
ME  :0.36 

10-1 : 93 ; 120 
  
Nd  :4.03 
Nts  : 16 
ME  : 2.31 

10-0  : 40 ; 64 
  
Nd  :2.72 
Nts  :0 3.62 
ME  : Validated?  Yes / No 

Serratia 
marcescens 
NCTC 13382 

10-7 : 52 ; 41 
10-6 :>300, 
>300 
 
N  : 7.07 

10-4 : 177 ; 142 
 
NT  : 6.58 

10-4  : 175 ; 136 
 
NC  : 6.65 
 

105 : 71 ; 76 
 
Nc  :7.87 
Nts  : UC 

10-3 : >300 ; 
>300 
  
Nd  :>6.52 
Nts  : 15 
ME  : <0.73 

10-3   : 84 ; 82 
  
Nd  : 5.92 
Nts  :30 
ME  :1.28 

10-2 : 36  ; 25 
  
Nd  :4.48 
Nts  :4 
ME  :2.72 Validated?  Yes / No 

Shigella sonnei 
NCTC 12984 

10-7 : 34 ; 36 
10-6 : >300 ; 
>300 
 
N  : 6.94 

10-4 : 48 ; 51 
 
NT  : 6.69 

10-4 : 54 ; 65 
 
NC  : 6.77 
 

10-4 : 92 ; 65 
 
Nc  : 6.89 
Nts  : UC 

10-3 : 117 ; 127 
  
Nd  : 6.08 
Nts  : 13 
ME  : 0.61 

10-1 : 77 ; 87 
  
Nd  : 3.91 
Nts  : 0 
ME  : 2.78 

10-0   : 24 ; 35 
  
Nd  : 2.50 
Nts  : 0 
ME  : 4.22 Validated?  Yes / No 



BS EN 13697:2015    Page 5 of 5         

  

                  

NT  :  Log10 number of cfu per test surface of neutralisation test 
NC  :  Log10 number of cfu per test surface of neutralisation control 
Nc  :  Log10 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) 
 
Sterility check AMB <10cfu/ml Y&M <10cfu/ml 

 



Abbott Analytical
Consulting Scientists to the Disinfectant Industry   

Certificate of Analysis

Product name: Medipal Disinfectant II

Batch or ref no:

Manufacturer or
supplier:

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

Sample ref: 14J/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 
concentration(s):

Not declared

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



Abbott Analytical
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: N/A

Test organism(s): Methicillin-resistant
Staphylococcus aureus (NCTC 12493)
Vancomycin-resistant
Enterococcus faecalis (NCTC 12697)

Contact time(s): 1 minute

Test temperature: 20°C ± 0.5°C

Test conditions: Clean

Interfering substance: 0.3g/l bovine albumin

Neutralising solution: 30g/l Polysorbate 80 + 3g/l Lecithin + 
1g/l L-histidine + 1g/l 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 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 1JH, email: enqs@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk



Abbott Analytical
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)

Results: 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 1JH, email: enqs@abbottanalytical.co.uk
United Kingdom www.abbottanalytical.co.uk

Bacterial test Validation test:
suspension: N NT NC

10 -6 : >300 ; >300 10 -4 : 120 ; 133 10 -4 : 118 ; 129
10 -7 : 31 ; 35 10 -5 : 15 ; 18 10 -5 : 16 ; 15

N: 7.22 0 0 NT: 7.10 1 1 NC: 7.09 1 1

Water control: Test procedure at:
Nc Contact time 1 min

Test conc. Neat
10 0 : 116 ; 138

10 -4 : 246 ; 216 10 -1 : 20 ; 19
10 -5 : 24 ; 22 10 -2 : 3 ; 3

Nc: 7.36 1 1 Nd: 3.10 116 138
Nts: 106 Nts: 24 0 0

R: 4.26 0 PASS 0

Bacterial test Validation test:
suspension: N NT NC

10 -6 : 265 ; 276 10 -4 : 81 ; 97 10 -4 : 83 ; 85
10 -7 : 28 ; 30 10 -5 : 10 ; 12 10 -5 : 11 ; 9

N: 7.13 1 1 NT: 6.95 1 1 NC: 6.92 1 1

Water control: Test procedure at:
Nc Contact time 1 min

Test conc. Neat
10 0 : 20 ; 46

10 -4 : 170 ; 232 10 -1 : 5 ; 6
10 -5 : 15 ; 29 10 -2 : 0 ; 0

Nc: 7.30 1 1 Nd: 2.52 20 46
Nts: 98 Nts: 6 0 0

R: 4.78 0 PASS 0
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Test Report: EN L456L:2006 Chemica! 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

Identifi cation 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
Appea rance product dilutions
Contact time
Test temperature
lnterfering substance

Stability of mixture
Temperature of incubation
ldentifi cation of strains

soP I 1 000
EN1275 REPORTTEMPLATE VO1

EffediveDate 18Feb2015

BluTest Laboratories Ltd
Robertson lncubator (Level 4)

Robertson Building

56 Dumbarton Road

Glasgow

UK - G11 6NU

Medipal Disinfectant tt Wipes Solution
Not Provided

PAL lnternational, Bilton Way,

Luttenrorth, LELT 4JA

BT-PAL-20

13 June 2016

Ambient
Not Provided

Chem ical-neutra lization

Lecithin L1,.79/1, Polysorbate 80 TOOg/1, sodium
thiosulphate 5.Og/1, sodium dodecyl sulphate lO.Ogll,

sodium chloride 8.51ll, tryptone 1.09/l sterilized by

autoclave

28 June 2016 to 03 August 2016

Sterile distilled water
tOO.O% v /v ; 50.O% v lv ; 5.0% v lv
Clear

t = 1 minute
2ooc + 1oc

3.O ell bovine albumin + 3.0m1/l erythrocytes
Stable

37oc + 1oc

Stophylococcus oureus ATCC 6538

Enterococcus hirae ATCC 70547

Pse u d om on os oe rug i n osa ATCC L5442

Page 1 of3
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soP 1'1000
EN1275 REPORT TEMPLATE VO1

Effective Date: 18 Feb 2015

EN 14561 Results for the efficacy of Medipa! Disinfectant lt Wipes Solution from PAL lnternational under DIRTY CONDITIONS

Test organisms Bactericidal test
susmnston

Validation test Water control Test prfiedure at concentrations % V/V of the workinq

(Nvl
N A: B c Nc s ooo/" 50 00% 100 00y"

stdphytococcus dureus

ATCC 5538

A: L.77E+O2

A >0 5 x Nvo

103130

B: 1 28E+02

Bz05xNv"

Vc: 724131

C: 1 13E+02

C>05xNv.

110115

Nv: 1.24E+03

30<Nv.<150?

724L21Vc 193. >330 ; >330

16{. >330 ; >330

1O't, 64 ; 75

Nc: 7.44

Validation yes yes yes yes yes Testis valid

Enterococcus hiroe

ATCC 10541

Vc: 101 ; 104

A: 1.03E+02

A >0.5 x Nvo

Vc 105103

B: 1.04E+02

B>0 SxNvo

Vc: 100 ; 108

c: 1.04E+02

C>05xNvo

111106

Nv: 1.09E+03

30<Nv"<160?

Vc: 1g'r, >330 ; >330

194.2!6;227
1o't, 2l ; 22

Nc: 7 -34

validation yes yes yes yes yes yes Testisvalitl

A: 6.60E+01

A>0.5xNvo

6468Vc

B: 7.05E+01

B>0 SxNvo

56Vc

C: 7 20E+01

C >0.5 x Nv.

70 ;74Vc 103

Nv: 9.55E+02

30sNv.<160?

Vc: 90

Nc: 7.23

Validation yes yes yes yes yes yes Test is valid

Please note: the upper limit for counting bacterial plates is 330 cfu. Enter as >330.

= number of cfu per ml ln neutraliser toxicity control; C = number of sfu per ml ln neutraliser valldatlon control; R = Mlcrcblocldal Effect (Log10 reducionl

BT.PAL-20

Page 2 of 3
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Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK

Date: 15 August 20L6

DISCLAIMER

The resuhs 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 endeavouR to carry out the testing in accordance with

an EN 1456L protocol. All forecasts, recommendations and resutts contained in this report are submitted in Sood faith. However, other than as expressly set out in this

report,nowarrantvisgiven (i)inrelationtothetestingortheuse(s)towhichanyresuttsordeliverablesproducedinthecourseofthetestingareormaybeputbytheClient

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

of business, market or goodwill, that the Client may suffer directly or indirectly as a result of or in connection with: (i) the performance ofthe testin& (ii) the use of any

materials, samples or other informatlon provided by the Client for use in the testin& and (iii) the Clients reliance upon or use of any results or deliverables provided as part of

the testing.

soP 1 1 000
EN1 275 REPORT TEMPLATE VO,I

Efieclive Date: 18 Feb2015

Conclusion

According to EN 14561:2006, Medipal Disinfectant tl Wipes Solution POSESSES BACIERICIDAL activity

at a concentration of l@% V/V of the working concentration as tested after 1 MINUTES at 2trC against

Stophylococcus oureus ATCC 6538, Pseudomonas oeruginoso ATCC L5M2 and Enterococcus hiroe ATCC

10541.

Signed

BT-PAL-20

Page 3 of 3
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Raport de testare: EN L456L:2005 Oezinfectanti chimici 9i

antiseptice - Testul cantitativ de suspensie pentru evaluarea

activitilii bactericide pentru instrumente utilizate in domeniul

medical - Metoda de testare 9i cerinle (faza 2, etapa 1)

Laborator de testare

ldentificare mostr6
Denumire Produs
Numir lot
Client

Cod Proiect
Data livririi
Conditiide depozitare

Substan!e active

Metod5 de testare Sivalidare
Metoda
Neutralizator

Condilii experimentale
Perioada analizei

Dlluant Produs utilizat

Concentralii de testare a produsului

Aspect Produs diluat

TimP de contact

TemPeratura de testare

Substan!e interferente

Stabilitatea amestecului

Temperatura de incuba re

ldentificarea tulPinilor

BluTest Laboratories Ltd

Robertson lncubator (Level 4) Robertson Building

56 Dumbarton Road

Glasgow

UK - G11 6NU

Medipal Disinfectant I I Wipes Solution
Nefurnizat
PAL lnternational, Bilton WaY,

Lutterwofth, LE17 4JA

BT-PAL-20

13 iunie 2015

Ambient
Nefurnizate

Neutralizare chimici
Lecithin 77.7g/1, Polysorbate 80 1009/1, sodium

thiosu lphate 5.0gl1, sodi um dodecyl sul phate tO.0g/1,

sodium chloride 8.5g/1, tryptone 1.0g/l sterilizat in

autoclav

28 iunie 2015 - 03 august 2016

Api distilati sterilS

LOO.O% v / v ; 50,0% v / v ; 5.O% v I v

Clar

t = 1 minut
20ec r 1ec

3.0g/l albumini bovind + 3.09/leritrocite

Stabil

37eC t 1eC

Sto phylococcu s o u re u s ATCC 5538

E nte rococcu s h i ro e Af CC tO54t
Pse u do mo no s o e rug i noso AT CC L5442

Traducere din limba englezd

Pagina 1 din 3
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soP 1 1000
tN1275 RESULTS TIMPLATT VOl

Efiectve date 1 B Feb 201 5



EllutTest Traducere din limba englezd

Pagina 2 din 3

EN 14561:200G Rezultate pentru eficacitatea Medipal Dezinfectant ll Wipes Solution de ta PAL internalional in condilii de murdirie
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Efrclive date:18 Feb 2015 BT-PAL-20

UKAS Number 4s97
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LABORATOFIES LTO

Traducere din limba englezd

Concluzie

in conformitate cu EN 14551:2005, Medipal Disinfectant ll Wipes Solution pOSeOA ACTIVITATE

BACTERICIDA la o concentra;ie de 100,0% V/V al concentratriei de lucru a$a cum a fost testati dupi

1 MINUT la 20oC impotriva Stophylococcus oureus ATCC 5538, Pseudomonos aeruginoso ATCC 15442

$i Enterococcus hiroe ATCC 10541'

Semnat

Se mn dtur a i n d e,s c ifrab i I a

Dr Chris Woodall, Director

BluTest Laboratories Ltd

Glasgow, UK,

Date: 16 August 2016

Pagina 3 din 3
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subsemnata DOMNITEI LILUNA, interpret $i ftaducdtor autorizal pentru limbile strdine: italiand'

englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr. ]804 din data de 19.09.2002, eliberatd

ai Uiriite*t Justiliei din Romdnia, cerlirtc exoctitatea traducerii efecluate din limba englezd in

limba romdnd Si cd, prin taducere, inscrisului nu i-au fosl denatttrate conlinulul ii sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA
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SOTUTION PRO\1IDfR$

TEST REPORT

TEST FOR THE EVALUATION OF BACTERICIDAL ACTIVITY ON NON.

POROUS SURFACES WITH MECHANICAL ACTION IN THE MEDICAL

AREA

BSEN 15515:2015

Customer PAL lnternational Ltd.

Contact Name Balieet Dhillon

Address Bilton Way, Lutterworth, Leicestershire, LE17 4JA

Email Bal ieet.d @ pali nternatiQn4Llqnl

PO Number

Lab Ref t6loo4s6-t2
Report Date o7-l04l2oL6

Period of Analysis 26 I ot I 2ot6 - 26 I 02 I 2Ot6

Name of product Samole 12

Batch number Medipal Disinfectant ll TX1130

Manufacturer / SuPPlier PAL lnternational Ltd.

Storage Conditions Ambient

AoDearance of the Product Wet Wipe

Preservatives/Antimicrobials & Conc.% Medipal Disinfectant ll

Product Diluent recommended by manufacturer for use As supplied

Method BSEN 15615:2015

Neutraliser N3

Product diluent Svnthetic Hard Water

Test Concentrations 1.OO%0.1%

Experimental Conditions Dirty

lnterfering substances 3.Oell bovine albumin

Test Temperature 20"c

Temperature of lncubation 37"C

ldentification of the Reference strains: Pse udomonos oeruginoso ATCC 75442

Stophylococcus oureus ATCC 6538

E nte ro coccu s h i ro e ATCC 705 47

Condido olbicons ATCC 10231

Contact times 1mint10s

MSL Solution Providers
Gollinrod. WalmersleY'

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

httns: .i\\ \\\\.nl:I i')
t50gs01
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lntroduction

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. ln 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 Pseudomonos aeruginoso, Stophylococcus oureus, Enterococcus

hirae and Condido albicons as standard organisms'

Acceptance Criteria

The product when tested as above shall demonstrate at least a 5 logro reduction in viable

bacterial counts (4 log10 reduction in Condido albiconsl'

Conclusion

The product sAMpLE 12 MEDIPAL DtstNFEgtANT il TX[30 has PASSED the test according to

the acceptance criteria as outlined in the standard.

See row dota tobles below for test results.

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

L Er;r'r*ltctlo
Microbiology Technicia n

Louise Boneheyo

Technical Project Manager
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
Gol linrod, WalmersleY,

Bury, BL9 5NB
Tel: 0844 8246003 I 01706282960

htins: lls rr.nisl.i,r
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IIESt
and with written approval of Microbiological Solutions Ltd.

MSL Sotution Providers
Gollinrod, WalmersleY,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

lr tt{rs:r'i r-l rv tl'. nr sl "i r.r



ilE!ffiL
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Test Results (bactericidal suspension test)

Product Name: SamPle 12

Batch Number: Medipal Disinfectant ll TX1130

Lab Ref: t6lOO456-Lz

Validation and controls
Validation Suspension (Nvo) Neutraliser or Filtration Control (B) Method Validation (C)

Vcl Ps. 55

sr.156
Ent. 120
Ca.62

x=

Ps. 54
st.155
Ent. 119.5

Ca. 69.5

Vcl l's.22
sr. 132
Iln1. 130
Ca. 40

t-

Ps. 23.5

st.133
Ent.129.5
Ca.37

Vcl Ps. 28
st. t37
Ent. I 14

Ca.37

x=

Ps. 28
sr. 136
Ent. I 17.5

Ca. 38.5Vc2 Ps.53
st.150
Ent. I 19

Ca.77

Vc2 l'}s. 25

st. 134
lrut. 129

Ca.34

Vc2 Ps. 28
st.135
Ent. 12 l

Ca.40

30<tofNvo<160?

Yes / Ne

iof Bis >0.5 x iof Nvo?

Yes / Ne

iof Cis >0.5 x iof Nvs?

Yes / Ne

L "t,tL'
I

ts09001

MSL Solution Providers
Gol I inrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

https:,riu't'r'u. n-rsi . io
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Test Suspension and Test

Test-suspension
(N and No):

Dilution step Vcr Vcz lgN lgNo

Pseudomonas
oeruginoso
ATCC 1.5442

108 50 50 9.69 8.39

Stophylococcus oureus

ATCC 5538

108 40 35 9.57 8.27

Enterococcus hiroe
ATCC 10541

108 18 L2 9.t7 7.87

Condida albicons
ATCC 10231

105 55 40 8.18 6.88

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB
ltl:0844 8246003 I 01706282960

Itlp! :it]!'trr'r. nr s l. i o
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SOLUTION PROVIDERS

Drying controls

Drying controls have met the basic limits and were successful.

MSL Solution Providers
Goll inrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

ht[ps:i'r u'ur,'. nrsl .iu

Drying contro!
(Dco):

Dilution step Vcr Vcz lg ro

Pse u domon qs oeru ginoso

Arcc L5442
105 23 26 7.t8

Staphylococcus oureus

ATCC 6538

106 20 15 7.24

Enterococcus hiroe
ATCC 10541

106 44 86 7.8L

Condida olbicons

ATCC 10231

106 20 26 7.36

Drying control
(Dctl:

Dilution step Vcr Vcz lgn

Pseu d omon os aeru gi nosa

Arcc t5442
106 32 28 7.47

Stophylococcus oureus

ATCC 6538

l_06 18 7t 7.L6

Enterococcus hiroe
ATCC 10541

105 35 40 7.57

Condida olbicons

ATCC 10231

106 39 39 7.59



msL

Test Field 1 (reduction)

Real conc. Of the
productYo

Dilution step Vcr Vcz Na lgNo IgR Contact
time (min)

Pseudomonos
aeruginosa
ATCC 15442

o.l% 104 57 50 53.5 5.72 1..75
t

100% 101 0 0 0 0 7.47

Staphylococcus
oureus
ATCC 6538

01% 1.04 81 76 78.5 5.89 t.27
1

too% 101 0 0 0 0 7.1,6

Enterococcus
hiroe
ATCC 10541

o.l% 102 54 49 51.5 3.77 3.85
1

100% 101 0 0 0 0 7.57

Condido

albicans
ATCC 10231

o.1% 101 1,4 26 20 2.30 3.99
1.

too% 101 0 0 0 0 6.59

MSL Solution Providers
Gol I inrod, Walmersley,

Bury, BL9 5NB
Tel: 0844 8246003 I 01706282960

https:lrrrrr t,'. nrsl, it-r
W
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SOI-UTION I}ROVINTRS

Test Fields 2to 4 (cfu/2Scm2)

Real conc. Of the
oroduct %

Dilution step Vc

T2

Vc

T3

Vc

T4

V

Cful25cm2
Contact time
(min)

Pseudomonos
aeruginoso
ATCC 15442

0,1 102 55 43 2.5 169 1

100 100 0 0 0 0

Staphylococcus
aureus
ATCC 5s38

0.1 101 99 33 100.5 387.5 1

100 101 0 0 0 0

Enterococcus
hirae
ATCC 10541

0.1 lo2 L32 62.5 28.5 37L.6 1

100 101 0 0 0 0

Candida albicons
ATCC 10231

0.1 101 18 2 2 35.5 1

100 100 0 0 0 0

MSL Solution Providers
Gol linrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

https :',' t.vrrtr. ntsl. i t-r
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SOLUTION PROV]DERS

Water Control

Real conc. Ofthe
oroduct9/"

Dilution step Vc

T2

Vc

T3

Vc

T4

Vuw

Clul25cmz
Contact time
(minl

Pseudomonas
aeruginoso
ATCCL5442

O'OOY" 103 41.5 39.5 25 176 1

Stophylococcus
aureus
ATCC 5538

o,ooy" 103 76 138.5 44 430 1

Enterococcus
hirae
ATCC 10541

o,ooy" 101 39.5 59.5 10 181.5 1

Cqndida albicons
ATCC 10231 o,ooyo 101 15 0 0 25 1

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

lrltps:ir'tvtrr',. nlsl. io



Traducere din limba englezd L
SOLUTION PROVIDERS

RAPORTUL DE TESTARE

TESTUL PENTRU EVALUAREA AVTTVITATII BACTERIC!DE PE SUPRAFETE

NEpOROASE CU ACTIUNE MECANICn Tru OOTUENIUL MEDICAL

BSEN 16515:2015

Customer PAL lnternational Ltd.

Contact Name Balieet Dhillon

Address Bilton Way, Lutterworth, Leice{grsllqlElzll
Email Balieet.d@palinternational.com

PO Number

Lab Ref t6loo456-L2

Data raportului otl04lzo,.s
Perioada de analize 26 I OL I 2Ot6 - 25 I 02 I 2Ot6

Numele produsului Mostra 12

Numarul lotului Medipal Disinfectant I I Tx1130

Producator /Fumizor PALlnternational Ltd.

Condirii de pastrare Mediu inconjurator/ambiental

Aspectul Produsului Wet Wipe

Preservatives/Antimicrobials & Conc.% Medipal Disinfectant I I

Diluant Produs recomandat de producator pentru folosire Asa cum a fost furnizat

Metoda BSEN 16515:2015

Neutializator N3

Diluant produs Aoa qrea sintetica

Concentratii de Test 100%o.L%

Conditii Experimentale Murdare

Substante de interferenta 3.0gll bovine albumln

Temperatura de test 20'c

Temperature de lncubatie 37"C

ldentifi carea tulpinilor de referinti: Pseudomonos oeruginoso ATCC 15442

Stophylococcus oureus ATCC 6538

Enterococcus hrroe ATCC 10541

Condido olbicons ATCC 10231

Timpul de Contact 1mini10s

MSL Solution Providers

Goll inrod, WalmersleY,

wid BurY, BL9
Tel:0844 8246003 I 0170628



Traducere din limba englezd L
"O|;I ,,,,,,,II?I T,TOVIDERS

lntroducere 
I rr \r rtrrtr I

Metoda standard BSEN 15515: 20L5 descrie o metodi de testare pentru a stabilidacd un produs dezinfectant

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

Testul ia in considerare condiliile practice de aplicare a produsului, inclusiv timpul de contact, temperatura,

organismele de testare gi de substanlS de interferenlS, Si anume condiliile care pot influenta acliunea sa in

situalii practice.

Condiliile sunt destinate si acopere in scopuri generale 5i pentru a permite referinla intre laboratoare 9i tipuri

de produse. Fiecare concentralie de utilizare a dezinfectant chimic sau antiseptic g;sit de acest test

corespunde condi!iilor experimentale definite. Cu toate acestea, pentru anumite aplicalii, recomandlrile de

utilizare a unui produs pot fi diferite $i, prin urmare, poate fi necesar s; fie utilizate condilii de testare

suplimentare.

Descrierea metodei de testare
Un test de suprafali este inoculat cu o suspensie de bacterii sau drojdiiintr-o solulie de substanlS de

interferenta pi se lasS sd se usuce.

Suprafala-test este $tearsa cu o stergatoare inmuiatA peste patru c6mpuri de testare marcate.

in paralel, se efectueazi un control al apei. La sfar$itul timpului de contact, mostrele sunt recuperate din

fiecare c6mp de testare $i activitatea bacterianl / bacteriostaticd este imediat neutralizata sau suprimata prin

metoda validate.
Numerele de bacterii sau drojdii su pravietu itoa re din fiecare prob; se determind 9i reducerea se

Calculeazd. Testul se efectueazS cu ajutorul Pseudomonas aeruginosa, Staphylococcus aureus, Enterococcus

hirae 9i Candida albicans ca organisme standard.

Criteriul de acceptare
produsul atunci cand este testat ca mai sus trebuie s5 demonstreze cel pulin o reducere de 5 10810 a

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

Proba se pistreazi timp de 1lun5, cu exceplia cazului unei solicit;ri contrare

I Bc*o-htf
Microbiology Technician

Louise Boneheyo

Tech nica I Project Manager
Carolyn Burney

tzultatele testului cu privire la acest raport se referS numai la elementele testate. Acest raport nu poate fi reprodus integral, cu

icepiia gi cu aprobarea scrisd a Microbiological Solutions Ltd.

Concluzie
proba de produs 12 MEDIPAL DISINFECTANT ll Txll3o a trecut testulin conformitate cu

criteriile de acceptare eviden!iate in standard.

A se vedea tabelele de date brute de maijos, pentru rezultatele testelor.

MSL Solution Provrders



Rezultatele Testului (Test de suspensie bactericida)

SOLUTION PROVIDERS
(.orn;)rrrrr \rrnthcr: 1l I t5I-1

\ \'l \urrrlrtr: , l2 ;(:'l16r l

Traducere din limba engh

Metoda de Validare(E)

x:
Ps. 28
st. r36
Ent. I 17.5
Ca. 38.5

iof Ei >0.5 x iof Nvs?
Yes / Ne-

MSL Sotution Providers
Goll i nrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 / 01706282960

htqrVut11111.rqlLro

Nume Produs: Mostra 12

Numar lot: Medipal Disinfectant ll TX1130 Lab

Ref: 15/00456-12

Validare si control
Control de neutratizare sau filtrare (Q

x=
Ps. 23.5
st. 133

Ent.l29.5
Ca.37

iof @i >0.5 x iof Nvs?
Yes / Ne-

30<tofNvs<160?
Yes / Ne-

Suspensia de validare (Nua)

Itc I Ps. 55
st. 156

Ent. 120
Cz 6)

t-
Ps. 54
st.155
E,nt. I19.5
Ca.69.5

Vcl Ps.22
st. t 32

Ent.130
Ca.40

Vcl Ps. 28
st.137
Ent. I 14

C.z 17

l/c2 Ps. 53
st.150
Ent. l19
Ca.77

Vc2 Ps. 25
st.134
Ent. 129

Ca.34

Vc2 Ps. 28
sr. 135

Ent.l2l
Ca.40
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SOLUTION PROVIDERS

(.<rrrt;tart \urlher: -l--' x-< 1.1

\ j\'l'\utrhtr: ll; )(:'ir6rl

Traducere din limb eng

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

https:i Irrurv. n\1.io

Suspensia de testare si Testul

Test-suspension
(N and No):

Dilution step Vcr Vc2 lgN lgNo

Pseudomonos

oerugtnoso
ArccL5442

108 50 50 9.69 8.39

Stophylococcus oureus
ATCC 6538

108 40 35 9.57 8.27

Enterococcus hiroe
ATCC 10541

108 18 L2 9.t7 7.87

Condido olbicons
ATCC 10231

106 55 40 8.18 6.88

.Gt
ctpa



SL
SOLUTION PROVIDERS

( onrl)ilr\ \urnher: -lrl,\jl-l
\.\I \unt[)(.r:,. ;) :ar)(' l,:

Traducere din limba eng

MSL Solution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

hlqts:rr \rt1.!rd-_iq

Controale de uscare

Controalele de uscare au respectat limitele de bazi Siau avut success.

Drying control
(Dco):

Dilution step Vcr Vcz lg Io

Pseu domonos oerugi noso
Arcc15442

105 23 26 7.38

Staphylococcus oureus
ATCC 6538

106 20 15 7.24

Enterococcus hiroe
ATCC 10541

106 44 86 7.81

Condido olbicons
ATCC 10231

106 20 26 7.36

Drying control
(Dct):

Dilution step Vc1 Vcz lgTt

P se ud omonos oe rugi noso
ATCC75442

106 32 28 7.47

Stophylococcus oureus
ATCC 6538

105 18 1,1 7.L6

Enterococcus hiroe
ATCC 10541

106 35 40 7.57

Condida olbicans
ATCC 10231

105 39 39 7.59



SL
SOLUTION PROVIDERS

(.(rnrl)irn\ \rrmlrcr: -l-r I X: l,+

\' \'l' \urrrlrrr: 7 l. ,i(iof, irl

Traducere din limba engl

MSL Solution Providers
Goll inrod, Walmersley,

Bury, BL9 5NB
Tel:0844 8246003 I 01706282960

h1!:srtwu. mr].q

Campul 1 de testare (reducerea)

Rea! conc. Ofthe
product %

Dilution step Vcr Vcz N" lgNo lgR Contact
time (min)

Pseudomonas

oeruginosa
{TCC1,5442

o.7% 104 57 s0 53.5 5.72 1.75
1

700% 101 0 0 0 0 7.47
Stophylococcus
oureus
ATCC 6538

01% 104 81 76 78.5 5.89 L.27
1

1,OO% 101 0 0 0 0 1.1.6

Enterococcus

hiroe
ATCC 10541

o.r% toz 54 49 51.5 3.71 3.86
1

700% 101 0 0 0 0 7.57
Condido
olbicons

ATCC 10231

0.7% 101 L4 26 20 2.30 3.99
7too% 101 0 0 0 0 6.59

ctpa
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(ionrp:tn1 \trnrltcr: .ll | 8il4
\ (l \uttrhtr: 7l-] -i606+ri

Traducere din limba eng

MSL Sotution Providers
Gollinrod, Walmersley,

Bury, BL9 5NB
Tef:0844 8246003 I 01706282960

[LLpsrr ull.mL-lo

Campurile de testare de !a 2 !a 4 (cfu/25cm2)

Concentratia
reala a

produsului%

Pasul de dilutie Vc

T2

Vc

T3

Vc

T4

V

Ctul25cm2
Timp de
Contact
(min)

Pseudomonas
oeruginoso
ATCC 15442

0.1 102 56 43 2.5 169 1

100 100 0 0 0 0

Staphylococcus
oureus
ATCC 5538

0.1 101 99 33 100.5 387.5 1

100 101 0 0 0 0

Enterococcus

hiroe
ATCC 10541

0.1 102 L32 52.5 28.5 37L.6 1

100 101 0 0 0 0

Candido olbicons
ATCC 10231

0.1 101 18 2 2 36.5 1

100 100 0 0 0 0



SL
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( ('ilrp:ln\ \rrnrlter: 42 I 8il4
\.\'l \ulrrtrt,r: 712 ;()6,1.j

Traducere din limba englc

MSL Solution Providers
Gollinrod, Walmersley,

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

hltpr-]rru'rv.miUs

Control api

Real conc. Of the
produd %

Dilution step Vc

T2

Vc

T3

Vc

T4

Vnw

Cful25cm2
Contact time
(min)

Pseudomonos
aeruginoso
ATCC 15rt42

o,oo% 103 41.5 39.5 25 176 1

Staphylococcus
ourcus
ATCC 5538

0,oo% 103 75 138.5 44 430 1

Enterococcus

hiroe
ATCC 10541

O,OOYo 101 39.s 59.5 10 181.6 1

Condido olbicans
ATCC 10231 o,ooo/o 101 15 0 0 25 1



subsemnata DOMNITEI LILIANA, interpret si traducdtor autorizat pentru limbile strdine:

itoliand, englezd, francezd, spaniola si rusd, in temeiul Autorizaliei nr' 1804 din data de

1g.0g.2002, eliberatd de Ministerul Justiliei din Romdnia, certific exactitatea traducerii

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

denqturate conlinutul Si sensul-

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



ilffiW
Test Report: EN 13624 2OL3 Chemical disinfectants and
antiseptics - Quantitative suspension test for the evaluation of
fungicidal activity in the medical
requirements (phase 2, step 1)

Test Laboratory

tdentifi cation 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
lnterfering substance

Stability of mixture
Tem perature of incubation
ldentification of strains

soP 11m0
V01 Eredw dateroT Marctr 2016

area - Test method and

BIuTest Laboratories Ltd
Robertson lncubator (Level 4)

Robertson Building

55 Dumbarton Road

Glasgow

UK - G11 5NU

Medipal Disinfectant ll Wipes Solution
Not Provided

PAL lnternational, Bilton Way,

Lutterworth, LELT qA

BT-PAL-20

13 June 2015

Ambient
Not Provided

Chemical neutralization
Lecithin 77.7g/1, Polysorbate 80 1009/1, sodium
th iosu lphate 5.09/1, sod iu m d oderyl su I phate LO.Ogl l,

sodium chloride 8.5gl1, tryptone 1.09/lsterilized by

autoclave.

1.7 June 2015 to 2l July 20L6
Sterile distilled water
80.Oo/o v / v ; 5O.0% v / v ; 5.00% v / v

Clear

t = L minute
20ec t 1ac

3.0g/l bovlne serum albumin + 3.09/lerythrocytes
Sedimentation and turbidity at8O.O% and 50.0%

30"c 1 1"c
Candido olbicans ATCC 10231

BT-PAL-20

Page 1 of 3



Bl[J ffiY

soP 1 1 000
V0't Efiectw dab:07 March 2016

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

Test organisms Validation test Bacterial test
suspension (N!

Test procedure at concentration% lVlVl
Bacterial

Suspension (Nvf
Experimental

conditions (A)

Bacterial

suspension

validation (NvBf

Neutralizer

toxicity Control

or filtration
control (B)

Dilution-

neutrallzation

control or
flltratlon test

control lCl

5.OO% 50.oo% 80.oo%

Condido

olbicons

ATCC 10231

Vc: 721 t28

Nv: 1.25E+03

Vc: 104 ; 109

A: 1.O7E+O2

Vc 126 ; 108

Nv l.l7E+O4

Vc 95;97

B: 9.60E+01

Vc: t27 106

C: 7.77E+O2

1g's. >330 ; >330

1o{: 45 ; 53

N: 4.95E+O7

Vc

-1

Na

R

44;48
5;4

4.60E+02

>10(4)

3;3
2;2

<1.40E+02

>10(4)

9;13
4;5

<1.40E+02

>10(4)

Validation 30<Nvo<150?

yes

A>0.5xNvo?

yes

30sNvos160?

yes

C>0.5xNvo?

yes

6.l7slog No s6.70?

yes
Test is vatid

Please note: the upper limit for counting yeast plates is 330 cfu. Enter as >33O.

Yc =viable count

N =numberof cfu/ml ofthe bacterial test suspension

N v = number ofcfu/ml in the bacterial suspension

R = reduction in viability

N a = n u mbe r of cfu/ml in the test mixtu re

A = number of cfu/ml of the experimenta I conditions va lidation

I =numberofcfu/mloftheneutralizertoxicityvalidationorofthefiltrationvalidation
C=thenumberofcfu/mlofthedilution-neutralizationvalidationorthemembranefiltrationtestvalidation

BT-PAL-20

Page 2 of 3



[%W
Conclusion
According to EN13624 2013, Medipal Disinfectant ll Wpes Solution POSESSES YEASTICIDAI activity at a
concentration of $.O% V/V of the working concentration as tested after 1 MINUTES at 20oC under DIRTY

conditions (3.0 g,/l bovine albumin + 3.0m1/l sheep erythrocytes) against Condida olbicons ATCC 10231.

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK.

Date: 16 August 2016

DISCTAIMER

The results in this t6t report onlV pertain tothe sample supplied
BluTest (BT) has performed the testing debiled in this report using rearcnable skill and @re and has 6ed reaenable endearcus to cary outthe testing in acordance with
an EN 13624 protcol All for*asts, rtrommendations and results contained in this report are submitted in god faith However, other than as expressly set out in this
report,norerEntYisgiven (i)inrelauontothetestingortheuse(s)towhichanyresultsordeliveEblesproducedinthecoueofthetstingareormaybeputbytheclient
or their fltness or suibbility for any particular purpose or under any spcial condfioro notwittEtandirE that any srch purpose or conditions my have been rude knryn to
BT or (ii) that the intended results or deliverables from the testing can be achieved or (iii) that the client can freely mke use of the rsults or the deliverables without

the fullest extent permissible by law) in respect of any loss, liability or damge, imluding without limibtbn any indir(t and/or @roequential loss sxh as loss of profit or loss
of buiness, market or g@dwill, that the Client may suffer directly or indirectly as a resuh of or in conntrtion with: (i) the perfomance of the tstirE; (ii) the use of any
materials, Emples or other information provided by the Client for use in the testing; and (iii) the clien(s reliance upon or use ofany results or deliveEbles provided as part of
the testing

soP 11000
\r'01 Eftdiw date:07 Mardl 20'15

.4.r'

BT-PAL.2O

Page 3 of 3



BIu-Iest
LABOFATORIES LTO

Raport de testare: EN t36242OL3 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

ldentifi carea esantionului
Numele produsului

Numar lot
Client

Cod Proiect

Data Livrarii

Conditii de depozitare
Substante active

Metoda de Testare sivalidarea ei
Metoda
Neutralizator

Conditii Experimentale
Perioada de analiza
Diluantul produsului folosit
Concentratiile Produsului Testat
Aspectul dilutiilor produsului

Timp de contact
Temperatura Testare

Substanta lnterferenta
Stability of mixture
Temperatura de incubare
ldentificarea tulpinilor

soP 11000
\rc1 Efrc1iw date:o7 Mardr 20'l 6

BIuTest Laboratories Ltd
Robertson lncubator (Level 4)
Robertson Building

56 Dumbarton Road

Glasgow
UK - G11 6NU

Medipal Disinfectant l! Wipe Solution
Nefurnizat
PAL lnternational, Bilton Way,
Lutterworth, LE17 AJA

BT-PAL-20

13 lunie 2016

Temperatura Ambianta

Nefurnizat

neutralizare chimica
Lecitina t\.7g/1, Polisorbat 80 1009/1, tiosulfat de
sodiu 5.09/1, dodecil sulfat de sodiu 10.09/1, clorura
de sodiu 8.5g/1, tripton a t.Og/l sterilizat in autoclava.

17 lunie 201,6 -21lulie 2016
Apa distilata sterila

80.O% v / v ; 50.0% v / v ; 5.OO% v / v
Limpede

t = 1 minut
20ec t 1ec

3.0g/l bovine serum albumin + 3.0g/lerythrorytes
Sedimentare si turbiditate la 80.O% si 50.0%
30'cr 1'c
Condida olbicons ATCC 10231

Traducere din limba englezd

Pag 1 din 3



BlulTest

soP 11m0
V01 Efiecwe date 07 March 2016

LABORATORIES LTD

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

Test organisms Validation test Bacterial test
suspension (N)

Test procedure at concentration % (VlVl
Bacterial

Suspension (Nvl
Experimental

conditions (A)
Bacteria I

suspenston

validation (NvB)

Neutra lizer

toxicity Control

or filtration
control (B)

Dilution-

neutralization

control or
filtration test

control (C)

5.OO% 50.00% 80 00%

Condido

olbicons

ATCC 10231

Vc: 72t 128

Nv: 1.25E+03

Vc: 104 ; 109

A: I.O7E+O2

Vc L26 108

Nv I 77E+O4

Vc 95:97

B: 9.60E+01

Vc: 127 106

C: 7.1.7E+O2

16-s. >330 ; >330

1O'u, 46 ; 53

N: 4.95E+07

Vc

-1

Na

R

M;48
5;4

4 60E+02

>10(4)

3;3
2;2

<1 40E+02

>10(4)

9;13
4;5

<1.40E+02

>10(4)

Validation 30<Nv6<160?

yes

A20.5xNvs?

yes

30<Nvs<160?

yes

BlO.5xNvB?

yes

C20.5xNv6?

yes

6.17< log No <6 70?

yes
Test is valid

Please note: the upper limit for countingyeast plates is 330 cfu. Enter as >330.

Yc = viable count

IV = number ofcfu/ml ofthe bacterial test suspension

IV v = number ofcfu/ml in the bacterial suspension

R = reduction in viability

N a = number of cfu/ml in the test mixture

A = number ofcfu/ml ofthe experimental conditions validation

I = number of cfu/ml of the neutralizer toxicity va lidation or of the filtration va lidation
C =the number ofcfu/ml ofthe dilution-neutralization validation orthe membrane filtration test validation

BT-PAL-20

Pag 2 din 3

Number: GB 979 1131 96



BIu-Iest
LASOFATORIES LTO

Concluzie
conform EN13524 2O13, Medipal Disinfectant !l wipes Solution posEDA o AcTlvlrATE LEVURICIDA la o
concentratie de8o.o% v/V din concentratia de lucru asa cum este testata dupa 1 M]NUT la 20"C in
conditii de MURDARIE (3.0 g/l albumina bovina + 3.0m1/l eritrocite ovine) impotriva Condido olbicons ATCC
10231.

Semnat

Se mndt urd i n d e.s c ifr a b i I d

Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK.

Data: 16 August 2016

DISCI.AIMER

The rgults in this test reportonly pertain to the smple supplied
EluTest (8T) has perfomed the testin8 detailed in this report using reasonable skill and ore and has used reasonable endeavour to carry out the testing in accordance with

tted in g@d faith. Hower, other than as qpre$ly set out in this
produced in the cou6e of the testjng are or may be put by the Oient

that any such purpo* or onditions may have been made known to
or (iii) that the oient can frery make use of the Eurts or the deriverabres without

have
the fullBt extent pem ny loss, liability or damage, anduding wi
of business, market or y suffer directly or indirecly as a resul
materials, smples or o the client for use in the testin& and (iii
the testing.

Traducere din limba englezd

soP110@
VO, Efiadiw date:o7 March 201 6 BT.PAL,2O

Pag 3 din 3



Subsemnata DOMNITEI LILIANA, interpret Si traducdtor autorizat pentru limbile strdine:

italiand, englezd, francezd, spaniold Si rusd, in temeiul Autorizaliei nr. lB04 din data de

19.09.2002, eliberatd de Ministerul Justiliei din Romania, cerfirtc exactitatea traducerii

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

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Abbott Anufuticut
Consulting Scientists to the Disinfectant Industry

Certificate of Analvsis
Medlpal Dislnfectant I1 Wlpes SolutlonProduct name:

Batch or ref no:

Manufacturer or
supplier:

Sample ref:

Date tested:

Certificate no:

Analysis required:

Paf fnternational Ltd
Bilton Way, Lutterworth, LE17 4JA

15G / 110

26 August 2015

15G. 11OMF. PAL

Storage conditions:

Appearance of
product (solution):

Active substance (s)
and their
concentration ( s ) :

ilotes

\,.'t'i,. ',\,
D C Watson BSc, CBj-oI,MSB,MIFST,ACIEHO

l-lnit 2, Hiclinrans Road,
Birkenheutl. Ct14 I t JI{.
Iinifed Kiilqdom

Date received: 17 July 2015

Certificate date:. 28 August 2015

Page: lof4

EN 13624:.2013, Chemlcal dlsinfectants and antisepti-cs -
Quantitative suspension test for the evaluatlon of
fungicidal activity in the medicaf area - Test method and
requirements (phase 2, step 1)

Room temperature in darkness

Clear colourless llquid

Not declared

The test results in thi-s report refate only to the sample(s) tested.
Thls test report may not be reproduced except in full, without written approval
from Abbott Analytical.

Tcl: +44 (0)l5l 324 1276

email: enqs(,iabbottanalvrical.co uk
u,u'r.riabhottanal yti cal co. uli



Abbott Anagticut
Consulting Scientists to the Disinfectant lndustry

Certificate no: 15G. 110MF. PAL

Etqt e r imen t a 7 condi t i on s

Concentration(s) of product tested:

Product diluent:

Test organism(s):

Contact time(s):

Test temperature:

Test conditions:

Interfering substance :

Method:

Neutralising solution :

Incubati.on temperature l

-\\'\
.- -\i ..

D C Watson BSc,CBioI,MSB,MIEST,ACIEHO

Ilni[ 2, Hichrrarrs ll.oad,
Llir kenhead. Cltl4l I JI{.
I;-nited Kingdonr

Remarks reqardinq the results

Thls is a ready-to-use product but the actual concentration of the product
during testing was B0% 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 detaifed bel-ow.

Conclusion

At a test concentration of 80% this sample of Medlpal Disinfectant II Wipes
Sofution passes the requirements of EN 13624:2013 for fungicidal activity in
2 minutes aL 20'C, under cl-ean conditions, against Aspergillus brasifiensis
(NCPF 2275) and Candida al-bicans (NCPF 3179).

Date: 28 August 2015 Page: 2 of 4

Neat as received
(test concentration 8O?)

N/A

AspergilTus brasj.l.iensis (NCPF 2275)
Candida afbicans (NCPE 31?9)

2 min + 10s

20"c + 1"c

Cfean

O.39/L bovj-ne afbumin

Di l-ut i on-neu t ra l- i s a t i- on

3Og/L Polysorbate 80 + 3gl1 Lecithin +
1gl1 L-hlstidine + 1,9/L L-cysteine

3o'c + 1"c

'l'el: +-14 (0)l5l 324 1276

emai I : enqsir)ahbotlanal1,'tical co.uk
r.r,u'r'v'.abhottanall,ti cal co.uli



Abbott Anufuticat
Consulting Scientists to the Disinfectant Industry

Certificate no: 15G. 11OME. PAL

Results: AspergiTTus brasiTiensis (NCPF 22751

Validation and controls:

Date:28 August 2015 Page: 3 of 4

Vafidat ion
suspension (A/v" )

Experimental
conditions control (A)

Neutrafizer or
fiftration control (B)

Method validation (C)

Vcl 85

87 .5

Vc1, 58 n:
60

Vcl 64 ,=
62

Vcl 55 n-

5990 Vc2 62 60 Vc2 63

30<x (Nv") <160?
Eyes Ero

N (A)> 0.5xr (Nv")?

Eyes Eno
N (B)> 0.5xN /IVv"

or Nval1000) ?

Eyes Eno

N (C)> O.5xN (Nv")?

Eyes flno

Validation suspension (A/ur) Vcl 8B

86.5

30 < x (Nrza,/1000) < 760 ?

Eyes Eno85

Test suspension:
(N and l{")

Test:

-*.. \:"-'
)i\. ' \. 1 ., \i

D C Watson BSc,CBj-oI,MSB,MIEST,ACIEHO

[-;nit 2, Hickrnans Road,
Birkenherd. Ct14l lll l.
United Kingdonr

'l'el: +44 (0)l5l 324 1276

email : enqs(ri)alrbottanall tical r:o uk
\.n\"rv.abbottanall'tical co-ul.

]V Vcl Vc2 _^1k wrn = I.59 xlo' ; lg N = 'l .23
N" = N/10 ; lg N" = 6.23
6.71 < lg A/" ( 6.10 ? El yes Eno

10 - 164 >765

10 " 75 24

lontrol of weighted
nean counts

ouotient : 8.44
Between 5 and 15 ? EYes Eno

Product
test conc.

Contact
time

DiIn.
step

Vcl VCI

1g (x wm x10)

lgR
(19 Nh/ = 6.23\

Status

802 2 mt-n l0 0 0 .) 1q >4.08 PASS

l0 -L a 0



Consulting Scientists to the Disinfectant Industry

Certificate no: 15G . 11OMF. PAL

Resu-I.ts: Candida a],bicans (NCPF 3779)

Validation and controls:

Abbott Anufuticat

Date: 28 August 2015 Page: 4 of 4

Tafidation
suspension (A/v" )

Experimental
conditions control (A)

Neutralizer or
filtration control (B)

)4ethod val-ldation (C)

Vcl 128 h-

132

Vcl 92 i--
94

VcL 75

88

Vcl 68 x=
13Vc2 736 Vc2 95 Vc2 100 Vc2 78

30 < r< (Nv") I 160 ?

Eyes Eno
x (A)> 0.5xx (Nv")?

Xl yes E no

x(B)>0.5xx(Nv"
or Nval1000) ?

Eyes Ero

x (C) > 0.5 x x (Nv")?

Eyes Ero

Val-idation suspension (AIvr) Vcl 98 x:
104

30<x (Nva,/1000) <150?
Byes DnoVc2 770

Test suspension:
(N and N")

Test:

\t,..-' r.\.."
D C Watson BSc,CBioI,MSB,MIEST,ACIEHO

Llnit 2, Hiclimarrs R.r:ad,

Llirkenheud. CI14I I JI{.
l,rnited Kinc.donr

'[el: +-1.1 (0)l5l 324 1276
email: enqs(rialrbottanall,tical.co.uk
ra't'vl. abhottan a l yti cal. co. uk

_u Vcl Vc2 ; Ig tr.l = -7 
'46x um = 2-81 x10'

N" = N/10 ; 19 N" = 6,46
6-71 < 19 N" < 6.'10 ? Eyes Eno

10 - 256 280

1O 
-5 44 52

Control of weighted
nean counts

Quotient = 5.58
Between 5 and 15 ? Eyes Eno

Product
test conc.

Contact
time

Dil,n.
step

Vcl Vc2 a9 rvd -

1g (x wm xlO)
19R
(19 NI4/ : 6-46)

Status

802 2 min 100 a 0 < 2.L5 >4.31 PASS

10 -1 0 0



Traducere din limba englezd

bbott Anafiticol
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de Arzaliza
Medipal Disinfectant II Wipes Sofuti-onNume produs:

Lot sau nr. ref:

Producator sau furnizor: Pal

Referinta esantion: I5J/LaI

Data testarii: 26 august 2015

Certificat nr. : 15G. 110MF. PAL

Analiza solicitatS: EN L3624:.2013, Dezj-nfectanti
cantj-tativ aJ- suspensi-ei pentru
in domeniul medical- - metoda de
etapa 1)

International Ltd, BiIton Way, Lutterworth,LElT 4JA

Data primirii: 17 iulie 2015

Data certificat: 2B august 2015

Pagina: 1 din 4

chj-mj-ci si antiseptici - test
evaluarea activitatii fungicj-de
testare si cerj-nte (faza 2,

Conditii de depozitare:

Aspectul produsului (solutiei) :

Su.bstanta acti.va si concentrati.a ei:

llote.'

Temperatura camerei in intuneric

Lichid limpede incolor

Nedecl-arata

Rezul-tatel-e testarj-i din acest raport se refera numai
Acest raport de testare nu poate fi reprodus decat in
scrisa a Abbott AnalyticaJ-.

Ia esantioanefe testate.
intregime gi numai cu aprobarea

Se mndtur d inde.s c ifrab il d
D (l WaLson



Traducere din lim

Abbott Anagticat
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr: 15G. 11OME. PAL

Conditii experiaentaTe :

Concentratia produselor testate:

Data: 28 august 2015 Pagina: 2 d:-n 4

asa cum au fost

Diluantul produsului: N/A

Organisme testate : Aspergilfus brasifiensis (NCFp
Candida Afbicans (NCFP 3179)

Timp de contact: 2 min. + 10s

Temperatura de testare: 20''C I 1 "C

Conditii de testare: Curatenie

Su.bstanta interferenta: 0 . 3g,/ t atbumi na bovi na

Metoda: Difuare-neutralizare

primite (concentratia de testare 80t)

221 5l

Solutie de neutralizare: 309/1 Polisorbat 80+ 3 g/1 Lecitina + 1,g/L L-histidina +
1glI L-Cisteina

Temperatura de incubare: 30oC + 1oC

Remarci teferitoare 7a rezultate:

Acesta este un produs gata de utilLzare, dar concentratia real-a a produsuluj- in timpul
testarii a fost de 80? din cauza constrangerifor metodei de testare. Aceasta reduce
eficacitatea produsul-ui testat 1n ciuda faptului c5 acesta a trecut testuf pentru
ambele tulpini de testare, a$a cum este detaliat mia jos.

Concluzie:

La o concentratie de testare de B0%, acest esantron de Medipal Disinfectant II Wipes
Solution indeplineste cerintele EN 13624:.2013 pentru activj-tate fungicida in 2 mj-nute
Ia 20"C in conditii de curatenie fata de AsperEril.-lus brasi-Zjensjs (NCPF 2275) Ej-
Candida afbicans (NCFP 3179)

Semndtu rd inde s c ifrab il d

D C Watson BSc, CBj-o],, MSB, MIFST, ACIEHO

!,ff;^
:E:A > T

ANlUlI q
rusA so
NB . o1
lSltl\D,/



Traducere din limba englezd

Pagina: 3 drn 4Certificat nr.: 15G.11OMF.PAL Data: 2B auoust 2015

Rezultate: AspergiTlus brasiTiensis (NCPE 2275)

Validare si controale:

Va I idat ion
suspension (Nv")

Exp€rimental lN€utrallzer or l{ethocl valrdation (C)

Vcr | 85

------++
x-
87 .5

ycr J se l;= 55 ;:
i9vc2 I go

bU v.? -T 60-1 6',2

30(x llirv.r<160?
Eyes Eno

x(A)>C.5xilNv"/?
Eyes Eno

x (B) 2 0.S x x (1tu"

or Nral1000) ?

El yes E no

t (c/ > 0.5 x i flw"/?
Eyes Eno

Val.ldation suspension (tvls) x!

85. 5

30<i(Iw./1obo)<roo?
Eyes Eno

Test suspension:
(N and N.) IO -5 

;

lU ;q

ro weight ed
tnea: co!nts

Test:

S e mndturd inde s c ifrab i I d

D C vlatson BSc, CBiol, MSB, [,lIFST, ACIEHO

X LfiII

Ns - l,/10
5.1? { Is
Ototient ,

Sefween 5

1.59 xlO
,' lg ll"

N" < 6.?0
- 8.{a
and 15 ?

; Lg IV - 't.23

6.23
EYes Eno

Eyes Enq

Product
test conc.

Contact
time

Dil.n.
step

Ig ttl6 -
ls (i Hrn x10)

lgR
lIg Nt, - 6-2312 min < 2.15 > {.09



Traducere din limba englezd

Pagina: 4 din 4Certificat nr. : 15G. l1OMF. PAL Data: 28 august 2015

RezuTtate: caadida aTbicans (NCEP 3779)

Validare si controale:

VaIi.dation
suspension (lJv")

ExpertmenCal
conditions cont:ol (Al

Neutralizer or
filtracion control (Bl

;=
9{

;=
88

I-
7fVc2 1 .ia,

30 J n (lvv"I < I50 ?

8y€s E ao

x fat:0.5xi {tw.)?
Eyes Ono

x fS, > 0.5 x i fror"
or f,Ivcll00O) ?

E ]res O no

x (C,l )0.5xx (ItLr.,?

I yes El no

Validat.ion suspenslon lNlrl x=
104

30sx(ri!!/I000) <160?
8-rcs Eno110

Test rusp€ns:.on:
(N and N" I

Test:

Se mndtur d inde s c ifr ab i I d

D C t,latson BSc, CBiof , MSB, MIEST, ACIEHO

C- irrm - 2.81 xIO' ; 19N- 7.{6
No - Itl10 ; 19 l{" - 6.48
5.17 < lg No 3 5,70 ? Syes E no

10'5
l0 52

ContEol of wej.ght€d
r0€an count s

Quotierrt = 5.58
Betveen 5 and 15 ? Syes Eno

Product
Eesl cgnc.

Contact
time

DiIn.
steP

Ig t'[ =

Ig (x wrn x10l
lgA
(Ig lvl, - 6.{5)

10 0 0 < 2.15
I0'r 0

I



Subsemnata DOMNITEI LILIANA, interpret Si traducdtor autorizat pentru limbile strdine:

italiand, englezd, francezd, spaniold Si rusd, in temeiul Autorizoliei nr. 1804 din data de

19.09.2002, eliberatd de Ministerul Just$iei din Romdnia, certific exactitotea traducerii

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

INTBRPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA

o vx

;iPnrlrorA e
I xuse .9i ,. a '],.rt n. +
'llsttl\V



Abbott Anafuticat
Consulting Scientists to the Disinfectant Industry

Certificate of Analvsis
Medipal Disinfectant II

PaI International Ltd. Bilton Way, Lutterworth, LE17 4JA

Product name:

Batch or ref no:

Manufacturer or
supplier:

Sample ref:

Date tested:

Certificate no:

Analysis required:

Storage conditions:

Appearance of product (solution)

Active substance (s) and their
concentration ( s ) :

t4J / 037 Date received:

1B September 2014 Certificate date:

14J.0311F.PAL

5 September 2074

22 September 2074

1of 3Page:

EN 1650:2008+A1 :2073, Chemicaf disinfectants and
antiseptics - Quantitative suspensi-on test for the
evafuatlon of fungicldal- or yeastici-dal activity of chemlcal-
disinfectants and antiseptics used in food, industrial,
domestic and instltutlonal areas - Test method and
requi-rements (phase 2, step 1)

Room temperature

: Cl-ear cofourless liquid

Not declared

llotes.'

The test results in this report relate only to the sample(s) tested.
This test report may not be reproduced except 1n fu1l, without written approval-
from Abbott Analytical.

-\.''....:\
.. .)!, ,

D C Watson BSc,CBioI,MSB,MIEST,ACIEHO

I init 2. Hiclirnarrs Road,
Llilkenhead. Lltl4l I JI{.
IJnitcd Kirrqdonr

Tel: +44 (0) l-s l 324 1176
emai I : enqs(riahbotlanall'ticul co"uk
u,*"vri abhottana lytical.co ul,



Abbott Anatyticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 14J. 031IF. PAL

ExoerimentaT conditions :

Concentration(s) of product testedr

Product diluent:

Test organism(s):

Contact time(s):

Test temperature:

Test conditions:

Interfering substance :

Neutralising solution:

Incubation temperature :

Ramarks reoardino the re.su.l.ts-'

\,
D C Watson BSc,CBIoI,MSB,MIFST,ACIEHO

I lnit 2, llickmarrs Road,
Llirkeuhead. tlll4l I JI{.
(inited Kinsdonr

The actual concentratlon of the product during testing was B0% due to the
constraints of the test method. Thi-s reduces the effectiveness of the test
product which may have contributed to the product failing agalnst Asperqillus
braslJ.i.ensis.

Conclusion:

At a test concentration of B0?, this sample of Medipal- Disinfectant II passes
the requlrements of EN 1650:2008+A1:2013 for yeasticidaf actlvity 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
Dislnfectant II does not pass the requirements of EN 1650:2008+A1:2013 for
fungicidal activity in 1 minute at 20oC under cfean conditions against
Asperqillus brasi-liensis (NCPF 2275) .

Date: 22 September 2014 Page: 2 of 3

Neat as received
(test concentration 80%)

N/A

Aspergillus brasjliensis (NCPF 2275)
Candida afbicans (NCPF 3179)

1 minute

ZU L ! U.5 U

Cfean

0.39/I bovine albumin

309/)- Polysorbate B0 + 39,/1 Lecithin
1gl1 L-histidine + 79/l L-cysteine

30'c I 1"c

Tel: +44 (0)l-51 -124 1276

emai I : enc;s(zr)atrbotlanal ltical.co.uk
r.irl,r,ri abhottanlll,tical co-ulr



Abbott Anatyticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031IF.PAL Date: 22 September 2074 Page: 3 of 3

Besults: AsperqiTTus brasiTiensis NCPF 2275)

Validation and controls:

Vali.dation
suspension (lvl/")

ExperimentaJ-
conditions control (A)

Neutra]izer or
filtration controf (B)

Method valj-dation (C)

Vc! 177

LZO

Vcl 110

LL1

Vcl 727 ^-
laA C

Vc7 114

)-11139 Vc2 724 Vc2 128 Vc2 120
30<x (Nv")<760?

Eyes Eno
x (A) > O.5xx (Nv")?

E yes Eno
i (e), o.5xx (Nv")?

E yes Elno
t< (C) > 0.5 x x (Nv")?

Eyes Dno

Test suspension:
(lf and l{")

Test:

ResuTts: Candida albicans (NCpF il7gr

Validation and controls:

.t/ VcL Vc2 x wm = 2.11 x10 7 ; 19 I/ = 1.44
N" = N/10 ; 19 I'/" : 6.44
6.71 < 19 N" ( 6.'70 ? Eyes El no

l0- 252 264

10 42 52
lontrol- of weighted
nean counts

Quotient : 5.49
Between 5 and 15 ? Eyes Eno

Product
test conc.

Contact
time

Vcl Vc2 Na:rx1O 19 Na lgR
(19 N" : 6.44)

3tatus

on9 7 mln 58 64 510 2 .19 3.6s FAIL

Val idat ion
suspension (lVv" )

Experimental
conditions control- (A)

Neutralizer or
filtration control (B)

Method validation (C)

Vcl 141

148

Vcl 736

139

VcI 718 A_

t25
VcL 130 x:

131.5
7 55 142 Vc2 132 Vc2 133

30(N (Nv")<760?
Eyes Eno

)( (A) > 0.5 x x (Nv")?
El yes E no

N (B) > 0.5 x x (Nv")?
Eyes Ano

N (C) > 0.5 x x (Nv")?
Xyes Eno

Test suspension:
(N and .l\I")

Test:

a-'- ,\\ -.:r.
r*1. . .' '\ ,

1 /^!-i '.

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

l-lnit 2, Hiclirrans Road.
Birkenheud. tltl4l I JI l.
Iinitcd Kingdonr

'lcl: +-14 (0) l-s I 324 1276
email : enqs@al.bottanal1,'ticai.co.r-rk
\.,r1r"r\: abbottana lytical.co.uk

N Vcl Vc2 x wm = 3.15 xlOr ; fg N: 7.50
N" = lvl10 ; 1g No = 6.50
6.11 < 19 N" 3 6.10 ? Eyes Eno

10 - 274 318

l0 45 55
lontrol of weighted
Tlean counts

Quotient = 5.92
Betldeen 5 and 15 ? Eyes Eno

Product
test conc.

Contact
time

VcL Vc2 Na:xx10 fg /Va lgR
(19 rv" = 6.50)

Status

8AZ 7 m)-n 2 3 < 140 <) 1tr, > I ?q DZC<



Traducere din limba englezd

Abbott Anagticat
Cercetatori Consultanti pentru I ndustria Dezinfectanti lor

CerXif icat de antaf-iza.

Nume produs: Medipal Dj-sinfectant II

Lot sau nr. ref:

Producator sau furnizor: PaI International Ltd. Bilton Way,

Referinta esantion: l4J/031

Data testarij.: 18 Septembrie 2aI4

Certificat nr. : 14J.031IF.PAL Pagj.na: 1 din 3

Analiza solicitatS: EN 1650:2008+A1:2013, dezinfectanti chimici si antiseptici
- test cantitativ aI suspensiel pentru eval_uarea activitatij_
fungicide sau l-evuricj-de a dezinfectantilor chimici si a
antisepticelor fol-osite in domenij-Ie al-imentare, industriale,
domestice si institutional-e - metoda de testare si cerinte
(faza 2, etapa 1)

Data primirii:

Data certificat:

Temperatura camerei

Lichid 1J-mpede j-ncolor

Nede cIa rata

Lutterworth,LElT 4JA

Septembrie 2014

Septembrie 2014

5

22

Conditii de depozitare:

Aspectul produsului (soJ-utie) :

Substanta activa si concentratia ei:

Note:

Rezultatele testarli din acest raport se refera numai
Acest raport de testare nu poate fi reprodus decat j-n
scrisa a Abbott Analytical.

l-a esanti-oanel-e testate.
i-ntregime, 9j- numal- cu aprobarea

S e mndt ur d inde s c ifr ab il d
D C l.d.itson

[)( \\atson l]Sc (.1]i01. \'11 l.lir,l.lvlll,S"l i\(tltrl-t()
[)() IJor r)5. Nor, []cr rr \\' i rral CIltr2 6Hr\
Tel: 01 5 1 637 333 1 Nlob: 07767 87 1Z7S

email: abboltanalyticalr. holrnail co uk



Traducere din limba englezd

bbott Anugricol
Cercetatori Consultanti pentru lndustria Dezinfectantilor

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

Condi ti i experia,entale :

Concentratia produselor testate: asa cum au fost primite (concentratla de testare B0%)

Diluantul produsu]-ui: N/A

Organisme teEtate: Aspergillus brasiLiensis (NCFP 2275)
Candida albicans (NCFP 3179)

Timp de contact: 1 minut

Temperatura de testare: 20''C t0 . 5"C

Conditii de testare: Curatenie

Substanta interferenta: 0.39l1 albumina bovrna

SoLutie de neutralLzxe:30q/l- Polisorbat B0+ 3 g/1 Lecitina + 1ql1 L-histidina +
1gl1 L-Cisteina

Temperatura de incr:bare: 30"C + 1oC

RerI,arci referitoare la rezultate:

Concentratia reala a produsului in timpul testarii a fost de 80% din cauza
constrangeril-or metodei de testare. Aceasta reduce eficacitatea produsul-ui testat care
ar putea contribui la esuarea produsului fata de Aspergillus brasj-lrensjs.

Concluzie:

La o concentratie de testare de B0%, acest esantion de Medipal Disinfectant II
indeplineste cerintele EN 1650:2008+A1:2013 pentru activj-tate fevuricida j-n 1 mj-nut Ia
20oC in conditii- de curateni-e fata d.e Candida afbicans (NCFP 3179) .

Totusi l-a aceeasi concentratie de testare de 80%, acest esantion de Medipal
Disinfectant fI nu indeplineste cerintele EN 1650:2008+A1:2013 pentru activitate
fungicida in 1 minut la 20"C in conditii de curatenie fata de Aspergiffus braslliensis
(NCFP 2275)

Semnd tu r d i.n d es c ifrabil a

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



Certifi.cat nr. : 14J. 031IF. PAL DaLa: 22 septembrie 2014

Traducere din limba englezd

Pagina: 3 din 3

Rezultata: AsperqiTTus brasiTiensis (NCPE 2275)

Validare si controale:

Valj-dation
suspensron (rVvo)

Experiuenta.I-
;onditslons control (A)

Neutral:.zer or
fil,tration control tB)

Mcthod vaLidati.on (C)

x=
128

t: 14=

117

x=
1?d q

11/ [=
117Vc2 :3_,? ,. 

L:- i28 Vc2

30(x (Nvo)< 160?
Etyes E no

x (A)2 0.5xx (!.V"J?
EYas Eno

x (B) 2 0.5 x t (Ilv")?
EYes E no

x (C)2 0.5xx (tw.)2
Eyes Eno

Test suspension:
(N and nI")

Test.:

Rezaltate: Candida aibicans (NCI? 3779)

Validare si controale:

itun = 2.77 x1O? ; fgIr' = 1.44
t" = lrl10 ; Ig ItI" = 6.44
A.L1 S lg !I" < 6.70 ? Eyes Ono

, . ..
-!l

lontrol of wei.gh-"eri
nean counts

Quotient = 5.49
Betrreen 5 and 15 ? Eyes Dne

Product
test conc.

Contact
tiDe

Na=xx10 1o Na lgR
(lg ![. = 6.141

Status

i nin c, ?.19 3.65 FAJT

validation
suspension (itrrr")

Expe:imentai
condiiions conE:oi (A)

Neutralizer or
fil"ration control (.B)

X=

1{8
N=

139

x X=

131.5L/ !_- i55 ira: 132 '':;. iJ3
30<t(Nv")5L60?

Eyes Dno
i tal > 0.5 xi (Nv.)2

Eyes Eno
i (sl > 0.5 xi (rur,.la

EYes 0no
x tc) > 0.5 xi $tv.)2

Eyes Eno

Test' suspension:
(r and IV")

Test:

Se mn dturd inde s c ifrab i I d

D C [^i atson BSc, CRioJ ,

i "t, = 3.15 xIO t ,. 19 N = ?.50
Ilt" = lrl10 ; lg I\Io = 6.50
6.11 S 19 l,I" S 6.?0 ? Byes Eno

ControL of wei.ghted
nnean counts

JuoEient = 5.92
Betlreen 5 and 15 ? Eyes Dno

Prodrct
ccst conc,

Contact
tiEc

..;;: L Na=xx10 19 .t{a lgR
(lg I'I" = 6.50)

Status

J > 4.35

MSB, MIFST, ACIEHO



Subsemnata DOMNITEI LILIANA, interpret Si traducdtor autorizat pentru limbile strdine:
italiand, englezd, francezd, spaniold Si rusd, in temeiul Autorizaliei nr. 1804 din data de

19.09.2002, eliberatd de Ministerul Justiliei din Romdnia, certific exactitatea traducerii
efectuate din limba englezd in limba romdnd Si cd, prin traducere, inscrisului nu i-au fost
denaturate conlinutul Si sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

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

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    BluTest Laboratories Ltd 
      Robertson Incubator (Level 4) 

Robertson Building 
56 Dumbarton Road 
Glasgow 
UK - G11 6NU 

Identification of sample 
Name of the product Medipal Disinfectant II Wipes Solution  
Batch number Not Provided 
Client PAL International, Bilton Way,  

Lutterworth, LE17 4JA 
 
Project Code BT-PAL-20  
Date of Delivery    13 June 2016 
Storage conditions                          Ambient 
Active substances   Not Provided 
  

 

Test Method and its validation   
 Method     Chemical - neutralization 

Neutralizer 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. 

Experimental Conditions 
 Period of analysis   22 June 2016 to 21 July 2016 
 Product diluent used   Sterile distilled water 
 Product test concentrations  100.0% v/v; 50.0% v/v; 5.0% v/v 
               Appearance product dilutions Clear 

Contact time    t = 1 minute 
 Test temperature   20oC + 1oC  
 Interfering substance   3.0 g/l bovine albumin 
 Stability of mixture   Stable 
 Temperature of incubation  30oC + 1oC 

Identification of strains        Candida albicans ATCC 10231 
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SOP 8002 EN13697 FUNGAL REPORT TEMPLATE V07 
Effective Date: 06 May 16 BT-PAL-20 

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

Candida albicans 10-5: 302 ; 268 10-2: 208 ; 236 10-2: 150 ; 166 10-2: 196 ; 176 10 0:  >330 ; >330 10 0:  226 ; 262 10 0:  11 ; 9

10-6: 33 ; 26 10-3: 26 ; 27 10-3: 11 ; 22 10-3: 13 ; 19 10-1: 100 ; 100 10-1: 26 ; 28 10-1: 1 ; 1

10-4: 2 ; 5 10-4: 1 ; 2 10-4: 0 ; 1 10-2: 6 ; 6 10-2: 3 ; 4 10-2: 0 ; 0

ATCC 10231 Nts :  Nts :  Nts :  Nts :  

N: Nd:  Nd:  Nd:  

Q: NT: NC: Nc:  R: R: R:

Validation val id va l id va l id

5.35 5.20 5.27 <10(3) <10(3)

Fungal Test 
Suspension

Validation Test Water Control Test Procedure at Concentrations % V/V of the Working 
Concentration

Test Organisms

100.00%NC Nc 5.00% 50.00%N NT

7 3 046

3.98 3.39

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

<0.10

9.66 >10(3)

5.87

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

 

Conclusion 
 
According to EN 13697 2015, Medipal Disinfectant II 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/l bovine albumin) against Candida albicans ATCC 10231.  
 
 
Signed     

 
 
 
 
 
Dr Chris Woodall, Director 
BluTest Laboratories Ltd 
Glasgow, UK  
Date: 16 August 2016 
 

 
 
 
 
 
 

 
     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. 
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SOP 11000  
EN14562 REPORT TEMPLATE V01 
Effective Date: 15 August 2016 BT-PAL-20 

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    BluTest Laboratories Ltd 
      Robertson Incubator (Level 4) 

Robertson Building 
56 Dumbarton Road 
Glasgow 
UK - G11 6NU 

Identification of sample 
Name of the product Medipal Disinfectant II Wipes Solution  
Batch number Not Provided 
Client PAL International, Bilton Way,  

Lutterworth, LE17 4JA 
 
Project Code BT-PAL-20  
Date of Delivery    13 June 2016 
Storage conditions                          Ambient 
Active substances   Not Provided 
 

Test Method and its validation   
 Method     Chemical-neutralization 

Neutralizer 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 

 
Experimental Conditions 
 Period of analysis   26 July 2016 to 03 August 2016 
 Product diluent used   Sterile distilled water 
 Product test concentrations  100.0% v/v; 50.0% v/v; 5.0% v/v 
                Appearance product dilutions Clear 

Contact time    t = 1 minute 
 Test temperature   20oC + 1oC  

Interfering substance 3.0 g/l bovine albumin + 3.0 ml/l erythrocytes 
 Stability of mixture   Stable 
 Temperature of incubation  30oC + 1oC 

Identification of strains         Candida Albicans ATCC 10231 
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SOP 11000  
EN14562 REPORT TEMPLATE V01 
Effective Date: 15 August 2016 BT-PAL-20 

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

 
 
 

Candida albicans 10-6: 254 ; 277 Vc: 72 ; 74 Vc: 87 ; 92 Vc: 73 ; 79 V c: 73 ; 74 10-2: >330 ; >330 10 0:  >330 ; >330 10 0:  >330 ; >330 10 0:  >330 ; >330

ATCC 10231 10-7: 21 ; 35 10-3: >330 ; >330 10-1: >330 ; >330 10-1: >330 ; >330 10-1: >330 ; >330

10-4: 58 ; 60 10-2: >330 ; >330 10-2: >330 ; >330 10-2: 282 ; 328

Q: 10-3: >330 ; >330 10-3: >330 ; >330 10-3: 25 ; 29

N: A: B: C: Nv: Nd:  Nd:  Nd:  

Lg N: Nc:  R: R: R:

Validation

<10(4)

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)

30 ≤ Nvo ≤ 160 ?A  ≥ 0.5 x Nvo B ≥ 0.5 x Nvo C  ≥ 0.5 x Nvo <10(4)

yes yes yes yes yes yes Test is 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.

Test organisms Validation test

50.00%

<10(4)8.43 6.77

7.30E+01 7.35E+02

N: A:

Fungal suspension 
(Nv)B:

Water control Test procedure at concentrations % V/V of the working 
concentration

7.60E+01

Fungal test 
suspension

100.00%

2.67E+08 >6.51 >6.518.95E+01 5.48

9.48

C Nc 5.00%
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SOP 11000  
EN14562 REPORT TEMPLATE V01 
Effective Date: 15 August 2016 BT-PAL-20 

 
 
Conclusion 
According to EN 14562 2006, Medipal Disinfectant II 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     
 

 
 
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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Raport de testare: EN 14562:2006 Dezinfectanţi chimici şi 
antiseptice – Testul cantitativ de suspensie pentru evaluarea 
activității fungicide sau levuricide pentru instrumente utilizate în 
domeniul medical - Metoda de testare și cerințe (faza 2, etapa 1) 
 

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

56 Dumbarton Road 
Glasgow 
UK - G11 6NU 

Identificare mostră 
Denumire produs Medipal Disinfectant II Wipes Solution 
Număr lot Nefurnizat 
Client PAL International, Bilton Way, 

Lutterworth, LE17 4JA 
 

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

Metodă de testare şi validare 
Metoda Neutralizare chimică 
Neutralizator 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 sterilizat în 
autoclav 

 

Condiţii experimentale  
Perioada analizei 26 iulie 2016 - 03 august 2016 
Diluant produs utilizat Apă distilată sterilă 
Concentraţii 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 20ºC ± 1ºC 
Substanţe interferente 3.0g/l albumină bovină + 3.0g/l eritrocite 
Stabilitatea amestecului Stabil 
Temperatura de incubare 30ºC ± 1ºC 
Identificarea tulpinilor Candida Albicans ATCC 10231  
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EN 14562 Rezultate pentru eficacitatea Medipal Dezinfectant II Wipes Solution de la PAL internațional în condiții de murdărie 
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Concluzie 
 

În conformitate cu EN 14562:2006, Medipal Disinfectant II Wipes Solution NU POSEDĂ ACTIVITATE 
LEVURICIDĂ la o concentrație de 100,0% V/V al concentrației de lucru aşa cum a fost testată după  

1 MINUT la 20C împotriva Candida Albicans ATCC 10231. 
 
Semnat 

 

Semnătura indescifrabilă 
 
 

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 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; (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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Abbott Anafiticut

Product name:

Batch or ref no:

Consulting Scientists to the Disinfectant Industry

Certificate of Analvsis
Medipal Disi-nf ectant I I

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

sampre ref: l4J/037 Date received: 5 september 2oiL4

Date tested: 18 September 2014 Certificate date; 11 October 2014

Certificate nor 14J.031MM.PAL page: I of 4

Analysis required: EN 14348:2005, Chemical disinfectants and antiseptics -
Quantitative suspension test for the evaluati_on of
mycobactericidal (or tubercufocidaf) actlvity of chemicaf
disinfectants and antiseptics used in the medical- area -
Test method and requirements (phase 2, step 1)

Storage condj-tions:

Appearance of product (solution):

Active substance(s) and their
concentration ( s ) :

Room temperature

Cl-ear colourless Iiquld

Not decfared

llotes:

The test resufts 1n this
This test report may not
from Abbott Analytical.

report relate only to
be reproduced except

the sample (s) tested.
in full, without written approval

'\"'&,
-....,l..ir. 

I

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

I lnit 2, Hiclirrrans Road.
Llir'[cnheud. CIl4l I JII.
llrritcd Kin,edonr

'l'el: +44 (0) l-s I 324 1276
email : enqs(ir)uhboltanair,'rical co.uk
u'wT,l: abhottanalyti cal co- ul<



Abbott Anagticat
Consulting Scientists to the Disinfectant Industry

Certificate no: 14J. 031MM. PAL

EzcF>erimental conditions :

Concentration(s) of product tested:

Product diluent:

Test organism(s):

Contact tine(s):

Test temperature:

Test conditions:

Interfering substance :

Neutralising solution :

Incubation temperature :

t'\i\
'.-'. .l .\_v
D C Watson BSc,CBi-oI,MSB,MIFST,ACIEHO

LInit 2. [{iclinrans Roird,
Elilkeuhead. CU4l I JI{.
[.irrited Kingdonr

Conclusion:

At a test concentration of 80?, thj-s sample of Medi-paf Disinfectant II passes
the requirements of EN 74348:2005 for mycobactericidal activity in 1 minute at
20oC under clean conditlons against Mycobacterium terrae (DSM 4322'7 ) and
Mycobacterium avium (DSM 44157).

Date: 17 October 2014 Page: 2 of 4

Neat as received
(test concentration 80%)

N/A

Mycobacterium terrae (DSNI 4322'7)
Mycobacterium avium (DSM 44157)

1 minute

20"c + 0.5'c

Clean

0.Zg/t bovine al-bumin

305/t Polysorbate B0 + 39,/1 Lecithin +
1gl1 L-histidine + 7q/l L-cysteine

--O^J/ U T 1L

'l'el: +-1.1 (0)l-sI 324 1276
email : enqslzf abbotlanall'ri cal. co.uk
vrr"w: abbottanal],ti cal co. uh



Abbott Anafuticat
Consulting Scientists to the Disinfectant Industry

Certificate no : 1 4 J. 03 1MM. PAL

Test suspension:
(lI and N")

Test:

"\\ t,..-..
I '\,i 

'iil 
-' i \

D C Watson BSc,CBj-o1,

l lnit 2, Hickrnans Road.
Llirkerrhead. CIi4 I I JtI.
Ilrrited Kingdom

ResuTts: Mycobacterium terrae (DSM 43227)

Validation and controls:

Date: 17 October 2014 Page: 3 of 4

Validation
suspenslon (1,/v" )

Experimental
conditions control (A)

Neutralizer or
fiftration control (B)

Method validation (C)

Vcl EA

88

Vc7 73

14.5
Vc1- 72

80

Vc7 64

Vc2 95 Vc2 76 VCZ 88 Vc2 87

30<x (Nv.)<160?
El yes E ao

x (A) > 0.5xN (Nv")?
Eyes Eno

x (B) > 0.5 x x (Nv")?
Eyes Eno

x (C) > 0.5 x x (W")?
E yes fJno

lJ Vcl Vc2 x wm = f .95 x1Oe ; 1g.tV = 9.29
N" = AIl10 ; 19 1V" = 8.29
8.17 < 1g N" < 8.10 ? Eyes Eno

10 168 275

10" 77 29
Controf of weighted
rean counts

Quotient = 8.35
Between 5 and 15 ? E yes E:ro

Product
test conc,

Contact
tlme

Diln.
step

Vc1, Vc2 lgNa=
1g (x wm x10)

1gR
(19 A/rTr = 8.29)

Status

8AZ 7 nin 10 0 0 0 / 1 1l > 6.14 PASS

10 -1 0 0

10 -2 0 0

l0 -3 a 0

'fel: +-1.1 (0)l-51 324 1276
email : enqs(a)ahbottanalldcul.co.uk
ra,r.w,v:abtrottanalytical co.uli

MSB , MI FST , AC ] EHO



Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031MM. PAL

Results: Mvcobacteriun aviutr (DSM 44757)

Validati-on and controls:

Abbott Anatyticut

Date: 17 October 2014

Test suspension:
(N and IV")

Test:

\\ '..\
...-. . ,, .i\r^-:.

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

t init 2, Hickrnans Road,
Elifkenhearl. Ctl4 I I J[I.
Ilnited Kin_qdonr

Page: 4 of 4

Val idat ion
suspension (i'/v" )

Experimental
conditions controL (A)

Neutra]izer or
filtration control- (B)

Method vafidation (C)

Vcl 91

95

Vcl 69

12

Vcl 58

61.5

72
'76Vc2 99 Vc2 75 Vc2 77 Vc2 80

30<x (Nv")<160?
Eyes Eno

x (A)> 0.5xx (Nv")?
Eyes Eno

x (B)2 0.5xx (Nv")?
Eyes Dno

x (C) > 0.5 x x (Nv")?
Eyes lno

N Vcl Vc2 h wln = 2.L3 x10' ; lg ru = 9.33
N. : N/10 , 1g N" : 8.33
8.17 < 19 No < 8.70 ? Eyes Eno

l0 176 232

10 zt 36

lontrol of weighted
nean counts

Quotient = 5.69
Between 5 and 15 ? EYes Eno

Product
test conc.

Contact
time

Diln.
step

VcI Vc2 lg l,ta :
Ig (x wm x10)

lgR
(19 Nw = 8.33)

Status

802 7 min 100 0 0 /1 1< > 6.1,8
10 -1 0 0

10 -2 0 a

10 -l 0 0

'Iel: +44 (0)l5l 324 1276
email : enqs(a)abbotlanalt'ricul.co.r,rk
ull$v: abhottan al,vt i cal. co. rrk



Traducere din limba englezd

Abbott Anagticat
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat de analiza
Denumire produs: Medipa1 Dj-sinfectant II

Lot sau nr. ref:

Producator sau furnizor: PaI Internati-onaI Ltd. Bj-1ton Viay, Lutterworth,LElT 4JA

Referinta esantion: 14J,/031 Data primirii: 5 Septernbrie 2076

Data testarii: 18 Septembrie 2014 Data certificat: 17 Octombrie 2014

Certificat nr. : 14J.031MM. PAL Pagina: 1 din 4

Analiza solicitati: EN 14348:2005, dezinfectanti chimj-ci si antiseptice - test
cantitatj-v a1 suspensiei pentru eval-uarea activj-tatii
micobacterj-cide (sau tuberculocide) a dezinfectantilor chimici si
a antisepticelor fol-osite in domeniul- medical - metoda de
testare si cerinte (faza 2, etapa 1)

Conditii de depozitare :

Aspectul produsului (soJ.utiei) :

Substanta activa si concentratia

IVote:

Rezul-tatele testarii din acest raport se refera numaj-
Acest raport de testare nu poate fi reprodus decat in
scrisa a Abbott AnaIytical.

La esantioanele testate.
intregime gi numai cu aprobarea

Temperatura camerei

Lichid limpede incol-or

Nedeclarata

S e mndt ur d i nde s c ifr a b i I d
D C Watson BSc, CBiol-, MSB, MIFST, ACIEHO

DC Watson BSc. CBiol, Ml l3iol, MlFS"l ACIEI-10

PO Box 95. New Ferry, Wi rral. CH62 6HA
Tel: 0 1 5 1 637 333 1 Mobt 07767 87 1275

email: abboltanalyticalr hotrnail co.uk



Abbott Anagticat
pentru Industria Dezinfectantilor

Data: 17 octombrie 2014 Pagina: 2 din 4

cum au fost primite (concentratia de testare 80t)

terrae (DSM 43221},
avium (DSM 44157)

Cercetatori Consultanti

Certificat nr. : 14J.031MM. PAL

Conditii e4>erimenxale :

Concentratia produselor testate: asa

Dituantul produsului: indisponibi-I

Organism testat: MYcobacterium
Mycobacterium

Timp de contact: 1 minut

Temperatura de testare: 20nC t 0.5'C

Conditii de testare: Curatenie

Substanta interferenta: 0.39/1 albumini bovinl

Solutie de neutralizare 3Og/L Polisorbat B0 + 3gl1 Lecitina + lg/l L-histidina +

1gl1 L-cisteina

Temperatura de incubare: 37oC + 1"C

Concluzie:

La o concentratie de testare de B0%, acest esantj-on de Medipal Dlsinfectant II
indeplineste cerintele EN 14348:2005 pentru activitate micobactericida in 1 minut Ia
2OoC in conditii de curatenle, impotriva Mycobacteriun terrae (NDSM 43227) si
Mycobacterium aviun (DSM 44157) .

S emn d lurd i nd s c ifrab il d

D C l,latson BSc, CBiol, MSB, MIEST, ACIEHO

Traducere din limba englezd



Traducere din limba englezd

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certifj.cat nr: 14J.031MM.PAL Data: 17 Octombrie 2014 pagina: 3 dj_n 4

Rezultate: Wrcobacteriun tairae (DSM 432271

Validare si controale:

Abbott Anafiticat

Test suspension:
(lr and l\I")

Test:

S e mndtur d inde s c ifr ab i I d
D C Watson BSc, CBiol,

validation
suspensj.on (Nrr")

Erperinent,al.
condi.ti.ons control (A)

NeuiraLi.zer or
filtrati.on control (.B)

Metlrod vaLidatlon (c)

Vcl 80 x-
oo

Vc! 73 X=

14.5
VcI 72 x-

8o

Vct 64 X=

72.5Vc3 9b 76 Vc2 88 Vc2 u.l

30(x(f\rv"J<160?
Eycs D no

x (e) 20.5xx (Nv")?
Eyes Eno

x(E)I0.5xx(W")?
Eyes E no

x (C)2 0.5xx ll&r")?
Eyes 0no

Vc? i urn = 1.9S x10 e ,. 19 M = g-Zg

iV" = Iry'1O ; 19 lIo = 8.29
8.17 < 19 lV" 3 8.70 ? Eyes Eno

i0- i.6e Jt6

10' 1/ 29
3ontsroL of Heighted
nean counts

2uotlent = 8.35
Between 5 and 15 ? Eycs Ono

Pzoduct
test conc.

Cont
tj-IIe

DiIn.
steD

VcL vc- Ig rva =

Lq (x tm xlO)
rgR
(19 Nr = 8.29)

Status

80$ I mr.n 100 a 0 < 2.15 > 6-14 PAs5

10 -r
10 -z 0

10 -3 0 0

MSB, MIFST, ACIEHO

*l
-1o:A rl/.'J



Traducere din limba englezd

Abbott Anagticot
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr. : 14J. 03tMM. PAL Data: 17 octombrie 2014 Pagina: 4 drn 4

Rezultate: Myrcobactarivm aviua (DSM 441571

Validare si controale:

Test suspension:
(n and IiI")

Tesf:

Validation
suspension (i/ve)

Ex!rcriEnta1
conditi.ons controL (A)

Neutrallzcr or
filtration control (8)

Method validat5.on (C)

Vct 9i !=
95

VcL 69 X=
'12

Vct 58 X=

6?.5
Vct 72 i-

1€Vc2 99 Vc2 75 Vc? 77 Vc2 80

303x (Nv")3160?
Elyes Eno

x (A,) 2 0.5 x x (Nv")?
Elyes Eno

x(B)20.5xx(Wo)?
Eyes EJno

x (C) 2 0.5 x x (ttvo)?
Eyes Eno

Vc2 i wrr = 2.13 x10 ' ; 1g tt = 9.33
l/" = il/10 ; lg lI" = 8.33
8.1? < 19 N" S 8.70 ? Eyes Ono

10- 176 .a^

^5 36
ControL of weighted
mcarr counts

Juotieng = 6.69
Bctrcan 5 and 15 ? EYes Eno

Ptoducts

test conc,
Contact
ti-Dc

Dil.n.
steD

VcL Vc2 Lg lla =
Lq (x rar x10)

lgR
(lg r.Ir = 8.33)

Status

e08 7 min 100 c c < 2.15 > 6.18 .DA55

10 -r 0 0

10 -2 0 0

10 -2 0 0

Se mndturd inde s c ifr ab i I d
D C Watson BSc, CBiol,

-o rn
ui lT

Q;:i

MSB, MIFST, ACIEHO



Subsemnata DOMNITEI LILIANA, interpret Si traducdtor autorizat pentru limbile strdine:

italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr. 1804 din data de

19.09.2002, eliberatd de Ministerul Justiliei din Romdnia, certific exactitatea traducerii

efectuate din limba englezd in limba romdnd Si cd, prin traducere, inscrisului nu i-au fost

denaturate conlinutul Si sensul.

INTERPRET $I TRADUCATOR

DOMNITBI LILIANA



Product narne:

Batch or ref no:

Manufacturer or
supplier:

gamFle ref:

Date tested:

Certificate no:

Analysis required:

16J.017CM. PAL

Abbott Anufuticot
Consulting Scientists to the Disinfectant Industry

Test Report
3in1 Disinfectant Wipes Solution

QMP0068

PaI fnternational Ltd
Bilton Way, Lutterworth, LE17 4JA

76J/011 Date received:

31 October 2015 Certificate date:

Page:

EN 14563:2008, Chemical disinfectants and antiseptics -
Quantitative carrier test for the evaluatj-on of
mycobactericidal or tuberculocidaf activity of chemicaf
disinfectants used for instruments in the medicaf area
(phase 2, step 2)

Room temperature in darkness

Clear cofourless liquid

Not discfosed

5 September 2016

29 November 2016

7of4

Telephtrne: +.14 (0)l-il 315 6751
ernail : enqsZlabhottanalvti oal.co. uk
u'lrnv abbottanalyti ca L co. uk

A cornpany registered in Errgl;rnd and Wales
Conrpml' nunrber I Cl0i l40b

Storage conditions:

Appearance of
product (solution):

Active substance(s)
and their
concentration ( s ) :

'.:..

d)'.

D C Watson BSc,CBiol,MRSB

,\hbott,Anal)'tical Lirn it.-d
Llnit 2. IIickrnans l{oad.
Birkerrheacl, ClH4l lJtl. [Jnited Kingdonr

Re-gistered lddress (emp I{r,ns<. l(r0 Crtl'Rord.
Ltxtkrn. ECIV lNX, t-Tnited Kingdonr

Notes

The test results in thi-s report reJ-ate only to the sample (s) tested.
This test report may not be reproduced except in fuJ-1, adapted, altered or used
to create a derivative work, without written approval from Abbott Analytical.



Abbott Anugticat
Consulting Scientists to the Disinfectant [ndustry

Certificate no: 16J. 017CM. PAL

Experimental conditions

Concentration(s) of product tested:

Product diluent:

Test organism(s):

Contact tine(s):

Test temperature:

Test conditions:

Interfering substance:

Method:

Neutralisi-ng solution :

Incubation teuperature :

-a). .

D C Watson BSc,CBioI,MRSB

,\hbott,{.nal1'tical Lirn ited
Iinil 2. Ilickmans Iload.
Ilirkcrrhead. UH4l l.lll. llnited Kingdonr

I{r"gistered address Kernp IIotrse. 160 Crt}'Ri1ad.
Ltudtrn- ECI V lNX, ljnited [ingJonr

Conclusion

When tested neat this sampl-e of 3in1 Disinfectant Wipes Sofution meets the
requj-rements of EN 14563:2008 for mycobactericidal activity in 1 minute aL 20"C,
under clean conditions, against the referenced strains of Mycobacterium terrae
and Mycobacter ium avium.

Date: 29 November 2015 Page: 2 of 4

Neat as received

N/A

I,Iycobacterium terrae (DSM 4322'7)
Mycobacterium avium (DSM 441-5'7)

lmin+5s

200c + 10c

Cfean

0.3q/l bovine al-bumin

Di lut ion-neutral i sation

305/l Polysorbate 80 + 3q/l Lecithin +

1gl1 L-hi-stidine + lq/l L-cysteine

^-O^ , . O^Jb U f 1 L

Telephtrne: +.1-1 (0)l5l 315 6153
ernail ; enqs,la)ahbottana lytioal.co. uk

rvlvrv. ab bottanal l,ti ca l. co. uk

A company registered in Elgland auJ \&hles

Conrpml.' nurDber I 003 l10b



Abbott Anafuticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 16J. 017CM. PAL

Test suspension:

Water control:

Test:

Results: Mycobacteriua terrae (DSM 43227)

Validation and controls:

Date: 29 November 20L5 Page: 3 of 4

Vaf idat ion
suspension (1Vv" )

Experimental
conditions control- (A)

Neutralizer or
fil-tration controf (B)

Vethod validation (C)

VcL 115

103.5

Vcl 84 ^-
95

Vcl 90 ^-
aI q

Vc1- 59

tq RVc2 92 Vc2 106 Vc2 79 Vc2 B2

30<x (Nv")<160?
Eyes Zno

x (A) > 0.5 x r< (Nv")?
Eyes Eno

x (B)> 0.5xx (Nv")?
Eyes Ano

x (C) > 0.5 x x (Nv")?
Eyes Zno

/V Vc1, Vc2 iru l : 2.ol x1Oo
]s N : 9.30
9.71 < 19 N < 9.10 ? El yes Eno

10 172 220

10 ZO 23
Controf of weighted
nean counts (lV)

Quotient : 1.69
Between 5 and 15 ? I yes fl no

lVh/ Vc1, Vc2 ,l*n) : 1.80 x1O 
r

19 Nru : 1.26
7.15<19Nrv< (IgN-1.3)? Byes Eno

10- 190 165

10 27 15

Control of weighted
nean counts (lVar)

Quotient : 8.45
Between 5 and 15 ? EYes Eno

Product
test conc.

Contact
time

DiIn.
step

VcL Vc2 Na:x(wm) x1O

(19 lvrtr - Ig lva)

Status

Aiea t 7 min 10 0 71 ) a1 4 .45 1,l{55

10 -1 I
10 -2 0 0

10 -3 0 0

,,\hbott ,A.nal1'tical Lirn itcd
Iinil 2. [[ickmans Road.

llirkerrhead. Clll4l lJH. [Jnited Kingdonr

Regisreredarltless K<mpIltuse- I60Cir! Road.
London- ECIV lNX, [Jnited KingJonr

Teleplrone: +,14 (0)l5l 345 6153
ernail : enqsirr)abhottanal-v"ti cal.co. uk
u'wrv. abbottanall,tical.co. u k

A cornpauy registsred il Err_cland ald Wales
Conrpan_v nunrber I 00i I 40tr



Consulting Scientists to the Disinfectant Industry

Certificate no: 16J. 017CM. PAL

Results: Mvcobacteriua aviua (DSM 44157)

Validation and controls:

Abbott Arcutyticat

Date: 29 November 201-6

Test suspension:

Water control:

Test:

D C Watson BSc,CBioI,MRSB

,\hbott,\nal1,tical Lirnit*d
linit 2. [[ickmans Itoad.
[]irkcrrhead. Ctl4l lJtl. United Kittgclont

I{egisrered addrcss li(ar!p II.,trs!'. lt'>0 Crt,v Roari.

Londiu- ECIV lNX, Lrrited NitrgJoN

Page: 4 of 4

Validation
suspension (lVv" )

Experimental
conditj-ons control- (A)

Neutralizer or
filtration control (B)

Method validatlon (C)

Vcl 96 4-

92 .5

Vcl 79 ^-
1L

Vcl 72 4- Vc7 59 4-

12Vc2 89 Vc2 63 Vc2 79 Vc2 75

30<x (Nv")<\50?
Eyes Ano

x (A) > 0.5 x x (Nv")?
Eyes Ano

x (B) > 0.5 x r< (Nv")?
Eyes Eno

x (C)> 0.5xx (Nv")?
Eyes Ano

IJ VcL Vc2 7 (r*) : 1. 61 x1O 
o

IS lV : 9.27
9.71 < lgN<9.'10? Eyes Ano

_1
10 121 196

10 " 22 16

lontrof of weighted
nean counts (IV)

Quotient : 8.34
Betrreen 5 and 15 ? Eyes lno

.lJh/ Vcl Vc2 ,fu ) : 1.75 x10'
Ig lVw : 1.24
7.15 < 19 l\rw < (Ig N-1.3) ? I yes A no

10- 150 191

10- 26 1B

Sontrol of weighted
nean counts (lvtr)

Quotlent: 1.'1 5

Between 5 and 15 ? SYes Eno

Product
test conc.

Contact
time

Diln.
step

Vcl Vc2 Na:x(wm) x1O

fgNa: (19 1Vu - lg lva)

Status

lJea t 7 min 100 123 135 3.14 4.10 PZSS

10 -1 15 27
10 -2 0 3

10 -3 0 0

Tclephone: +44 (0)151 145 6153
ernai I : eni1s,1o)ahhottanal-vti ca l. co uk

wu."w abb0ttanall,tical.co. uk

A crtrnpany registered in England aud Wales
Conipany nunber I 001 tl0tr



Trad ucere d i n I im baeng lezd

Abbotr Anagticot
CercetatoriConsultantipentrulndustriaDezinfectantilor

Raport de testare
3 in 1 Dj,sinfectant Wipes Solution

Lot saunr. ref: QMP006B

producatorsaufurnizor : pal r nte rnationalLtd. Bi l- tonway, Lutte rworth, LE 1 7 4 JA

Referintaesantion : 1 5Jl O 1 TData primirii : 6septembrj-e2 0 1 6Datsa testarii :

3lOctombri e2076 Data certificat: 2gFNoiembr)'e 2016

Certificatnr. :16J. OlTCM.PALPagina: ldin 4

Analizagolicitati: 8N14563:2OOE,dezinfectantichimicigiantiseptici- testcantitativ
aI
suspens ieipentruevaluareaactivitatiimicobactericides autube rculocide
i -a'e 

zi-n tectantilorchimi ciut ilj- zatipentruinst rumentelndomeni-ul
medical (faza 2, eL aP a2)

NumeProdus:

Conditii de dePozitare:

Aspectulprodusului (eolutiei) :

Substantaactivasiconcentratiaei :

lilote.'

Rezultatef etestari-i din acestraport
Acestraport de testare nu Poate fi
a Abbott AnalYtical.

Temperaturacamerei 1a intuneric

Lichidl imPedeincolor

Nedeclarata

se referanumai- 1a esantioanefe testate'
reprodusdecat in intregineSinumai cuaprobareascrisa

Se mndtur d inde s c ifrab il d
DCWatson BSc, CBjo1, MRSB



Tra d ucere d i n I im baenglezd

bbott Anafiticol
CercetatoriConsultantipentrulndustriaDezinfectantilor

certificatnr.: 16J.o17CM.PAL Data: 2gnoiembrie 2016Pa9ina: 2 din

C o ndi t i ! experi.uen t al, e .'

Concentratiaproduselor testate:asa cum au fostprj'mite

DiluantulProduaului: N/A

organisn(e)testat(e|:Mycobacteriunterrae(Ds|tj43227)
Mycobacteriun avium(DSM 44157 )

Tiry de contact: L minutt 5s

Tenperatura de testare: 20oC t 1"C

Conditii de testare: Curdtenie

substantainterferenta: 3' 0g'l1 albumind bovind

Metodal DiLuare - neutrafizare

Solutiede neutralizare: 3Ogl1 PoLisorbat 80+ 3 q/1 Lecitina + 1'g/l L-histidina +

1gl1 L-Cisteina

T€ryeratula de incubare: 35oC + 1oC

Concluzie:

Acestesantion de3 in 1 Disinfectant wipes solution testataga cum a fostprimit'
indeplinestecerj.ntefe EN 14563:200Speniruactivitatemicobactericida in 1 minut fa 2ooC

in conditii de curSlenie, inpotrivatulpinilor de referinta a Mycobacterium

te r raeSLMycobacter iun aviun

Se mndtur d inde s c ifrab i I d



A bbott A na$ricarrraducere 

din timbaenstezd

CercetatoriConsu ltantipentrulndustriaDezinfectantilor

certificatnr.: 16J.O17CM.PAL Data: 2gnoiembrie 2016Pagina: 3 din 4

Re,zu.ltata : Mvcobacterivm tetrae (D€M4!22f )

Validaregi control:

Icet eurpcn*j-on:

t{aEer control:

llar t:

S e mndtur d inde s c ifrab il d
Dcwatson BSc, CBio1, MRSB

'r.rfJ*i."NeutraLizarExpcr-mentrJ NeutraLizar or
coDdlti)ns control (.l11 frltration control i

!alidati on

suspenslon .Iwo )

r,,cL I rrs -T_-

i tct > 0.5 xf .twor?i at z 0.5 x r< (wo)? x ial 2 0.5 x x fIlV'J?
E yes E nc E;res E nc

30sxfNvoJS16C?
By€s D no

Nl;'cl lirc? it',urt - 2.01. x10e
Ig II - f-i0
9.1? s 1g N 5 9.?D '] Eyes Eno

-n ). it Z!L

o-tl:a l:s
Ccntro]. o{ wrightad
nean counts Nl

Quotlont - ?.(9
Betueen 5 ard L5 ? EYes Eno

IJH 'r'c1 .t ct i twnt = I .80 x10 '
:q IY - l.2ti
?.15 t Is tfir < (Ig r+1.31? E I'ee El no

1o -( 19( r65
7q:o- i'?

ccntro- of neigl-tac
n€aD counts t lrt"')

Quotlent - 8,45
Detveen I anc 15 ? Eyes Eno

ftroduct
test, corr.

Contact
r ime

Diln.
stefi

Uc1 lrfu : r(trrn) xLO

19Na-
lgR-
(ig lJu - Iq tlr)

Status

I nrlrr 10' ?I 5i
?

2 .81 4.t5 P,q5S

10'
10 -' o tl

10 n



Abbott Anagticat
CercetatoriConsultantipentrul ndustriaDezinfectanti lor

Certificatnr. : 16J' 017CM' PAL

Validaregi control:

Tc!3L sulpalgton:

Wate: eontrol:

Se mndturd inde s c ifrab il d
DCWatson BSc, CBioI, MRSB

Traducere din I imbaenglezd

29 noiembr:-e 2016 Pagina: 4 dj-n 4

'ralldatlon (c)ExperilEntrl NPLtraILze: o:
eondltlons cont,rol Ir) filtratlcn conBrol tE)

VaIirJaLiett
suspenslan rMr. )

!.u-! I 8' I gz. s

l0 ( r (Uv.J < !l5C ?

Eyes D no
"-fl) 

->-Ai * ! 1rt'.)r i igl ) 0'5 :r x OrJv')?

E yes 0 nc 0! l/es E nc

(Cl > 0.5 x x if{\'"r?

x (r+n) ' I .5: xlO '
-g N - 9.21
g-1? { 19 l,s l.?O ? EYcs ,Eao

Irol of welghE3d lent . 8,:4
Eecveen 5 anc L5

i frarl - 1.?5 -(10
- g lJur - '? .2tl
?.15 s Lg tJld S (fg IFr.J)? Eyes E no

QuotiarE = 7.?5

Betveen 5 anc L5 ? EJ'cs Eno
cntrol of wcightad

\,:2 Na - x (yrn) x10
l:On: act
:rm

) mln

Prndttnf

test conc.
lJA4 t I _?5 3 .I't

I vcr 79 I x= vcl
Vci 5J I ?l vcZ

NH )fc1

156 I r_I

-o-' I ,6 l6



Subsemnata DOMNITEI LILIANA, interpret si faducdlor aulorizat pentru limbile strdine: ita,liand'

englezd, lrancezd, spaniold si rusd, in temeiul Aulorizaliei nr. :t804 din data de 19.09.2002, eliberatd

ai Uirite*t Just4iei din Romdnia, certirtc exactitatea traducerii efectuate din limba englezd in

limba romdnd si cd, prin lraducere, inscrisului nu i-aufost denaturale conlinutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



EffiW

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
I nterfering substa nces

Stability of mixture
Temperatu re of incubation
ldentification of virus

SOP I l00o
SOP 801)3 EN I.I.I7(I REPORT TEI\4PLATE V I2
Elfecttre Dde 03 Mffch 2016

Test Report: EN 14476 2OL3 + A1 2Ot5 Chemicat disinfectants and

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

BluTest Laboratories Ltd
Robertson lncubator (Level 4)
Robertson Building
56 Dumbarton Road

Glasgow
UK - G11 5NU

Medipal Disinfectant ll Wipes Solution
Not Given

Pal lnternational, Bilton Way,
Lutterworth, LELT 4JA

BT-PAL-20(1)

L3 June 20L5
Ambient
N,N-Didecyl-N, N-Dimethylammonium Chloride N-
(3-Aminopropyl)-N-dodecylpropa ne-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 cfiotoxicity control, interference control,
neutralization control and a formaldehyde internal
standa rd.

Dilution-neutra lization/gel filtration
Dulbecco's modified Eagles medium + 5% v/v foetal
bovine serum at 4oC

22 June 2015 to 28 June 2015
Sterile distilled water
97 .O %(v /vl; s0.o %(v/v); 10.0 %(v /v)
2t10s
20oC + 1oc

0.3g/l bovine albumin
Stable

37oC+ toc+5%CO2
Poliovirus 1 LSc-2ab (NIBSC Code 01/528))/HeLa
cells

BT-PAI-20(I ) Page 1 of8



ILJ ffi%

soP I I(nx)
SOP II(X)3 ENI.I.176 REPORTTEMPLATE VI2
Efftrtr\e Dde 03 Much 2ol(r

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 95-well tissue culture plates to determine the tissue culture infectious dose5s (TClDso)

of surviving virus. Poliovirus 1 LSc-2ab (NIBSC Code 01/528))/HeLa cells are assayed in parallel in

each test. TClDsg is determined by the method of Karberl.

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.

lnterference 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 contro!
Virus is exposed lo 0.7% W/V formaldehyde and the recovery of virus determined by TClDso after 5,

15, 30 and 60 minutes, in order to assess that the test virus has retained reproducible biocide
resistance. ln addition, the formaldehyde cytotoxicity of neutralized formaldehyde is determined, to
measure assay sensitivity.

lKdrber, G.: Beitrag zur Kollektiven Behandlung Pharmakologischer Reihenversuche. Arch. Exp. Path.
Pharmak. 162 (L931): 480-487.

BT-PAL-2(X r ) Page 2 of 8
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Poliovirus-l LSc-2ab (NIBSC Code Otl528l

soP I l(nx,
SOP It(I03 EN I4176 REPORT TEMPLATE V I2
Effectr\e Dale (13 Mdch l0l6

SOP 10000 VO2 EN14475 Suspension test results for the efficacy of Medipal Disinfectant ll Wipes Solution, BT-PAL-20 from PAL lnternational

asainst PV-1
Exposure Time Virus Recovery

0 min
Virus Recovery

2 mtn

Cytotoxicity Disinfectant
Suppression

to.o%lvlvl so.o%(vlvl NA

t=2
raw data TCI D*/ml raw data TCI Dso/m I raw data TClDso/ml raw data TClDso/ml raw data TClDs0/ml raw data TCI D50/ml

6.00 550 1.00E+07

1.00E+07

7.00

NA NA 5tl 4.68E+05

4.68E+06

6.57

0.33

183 2.L4E+O3

2.L4E+O3

3.33

3.57

o8

log difference

Summary table of results of virucidal activity against PV-l under clean conditions for Medipal Disinfectant ll Wipes

Solution, BT-PAI-2O from PAL lnternational
lnterfering
substance

Concentration Level of
cytotoxi ci ty

lg TClDro >4 lE

reduction
after.. Min

0 min
2min/5

mtn 15 mn 30 min 60 min

0.39/l BSA in PBS sD.o% (vlvl 0.00 7.50 333 na na na >2

7o.o% lv/vl 000 7.50 6.67 n.a . na na >2

Formaldehyde PBS O.7Y" lwlvl 2.50 7.50 683 5.50 5.83 3.61 >60

Vi rus Control BSA na n.a . 7.50 7.00 n.a . na 7.33 n.a .

BT-PAL-20( r )
Page 3 of 8



!rJ
Control Data

Stock Virus (TClDso)

soP I t(xn)
SOP IIOO3 EN I4476 REPORT TEMPLATE V I 2

ElTectre Dale 03 Milch 201 6

t.L7 I c.sar+og

Formaldehyde reference inactivation control

Exposure time Virus recovery

0 min
Virus recovery

50 min
Cytotoxicity 0.7% Formaldehyde

5 15 30 50

raw data TClD5e/ml raw data TClD5r/ml raw data TClD5s/ml raw data TCI D solm I raw data TClD5n/ml raw data TCI D5s/ml raw data TClDso/ml

60 min

log

log difference

6.00 3.15E+07

3.15E+07

7.50

5.83 2.14E+O7

2.14E+O7

7.33

1.00 3.15E+02

3.15E+02

2.50

5.33 6.76E+06

6.76E+06

6.83

0.50

5.00 3.16E+06

3.15E+05

5.50

0.83

433 6.75E+05

6.75E+05

5.83

1.50

2.77 4.58E+03

4.58E+03

3.57

3.6G

Column Control

7.50

lnterference control

Virus

dilution

Cvtoxicitv dilution

-L -2 -3 Mock

-5

-6

-7

c
c
c

c
C

C

c
C

c

3

3

3

BT-PAL-20( r ) Page 4 of 8
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Poliovirus-l LSc-2ab (NIBSC Code Otl528l

soP I l(xxr
SOP II(XI3 ENI4476 REPORT TEMPLATE VI 2

Effeclr\e Dale: (13 Milch 201(,

sOP 10000 VO2 ENLM76 Suspension test results for the efficacy of Medipal Disinfectant ll Wipes Solution, BT-PAL-20 from PAL lnternational
against PV-1
Exposure lime Virus Recovery

0 min
Virus Recovery

2 mtn

Cytotoxicity Disinfectant
Suppression

NA NA s7.o%lvlvl

2

raw data TClD5s/ml raw data TCI Dso/m I raw data TClDso/ml raw data TClDso/ml raw data TClD50/ml

5.77 4.58E+05

4.58E+05

6.57

5.t7 700 3.16E+03

3.15E+03

3.50

2.00 3.15E+03

3.16E+03

3.50

3.17

200 3.15E+03

3.16E+03

3.50

3.17

o8

log difference

Summary table of results of virucidal activity against PV-l under clean conditions for Medipal Disinfectant ll Wipes

Solution, BT-PAI-2O from PAL lnternational
Prod uct;

Medipal Disinfectant ll
Wipes

I nte rfe ri ng

s u bsta nce

Concentration Level of
cytoto xi ci ty

lg TClD5s >4 lg
reduction

after.. Min

0 min
2 min/5

mrn 15 min 30 min 6O min

0.3gllBsAinPBS e7.o% (v/vl 3.50 6.67 3.50 n.a . n.a . n.a . >2

Formaldehyde PBS o.7% (wlvl 2.50 6.67 683 6.50 583 3.67 >50

Vi rus Control BSA n.a. n.a . 667 6.67 n.a. n.a . 7.33 n.a .

BT-PAL-lo( I )
Page 5 of 8



soP I 1000
SOP 8O0] ENI4476 REPORT TEMPLATE V I 2

Emectre Date 03 Mrch 2016

ABORA]'C}A:E$ i TT)

Control Data

stock virus (TclDsol I t.tt I c.eee+oa

Formaldehyde reference inactivation control

Exposure time Virus recovery

0 min
Virus recovery

60 min
Cytotox icity 0.7% Formaldehyde

5 15 30 50

raw data TCI D*/ml raw data TClDso/ml raw data TCI D solm I raw data TCI D-/m I raw data TClDso/ml raw data TClDso/ml raw data TClDso/ml

50 min

log

loe difference

500 3.15E+07

3.16E+07

7,50

5.83 2.14E+O7

2.L4E+O7

7.31

1.00 3.15E+02

3.16E+02

2.50

5.33 5.76E+06

6.76E+06

5.83

0.50

5.00 3.16E+05

3.16E+05

5.50

0.83

4.33 6.76E+05

6.76E+05

5.83

1.50

2.17 4.58E+03

4.68E+03

3.67

3.66

No Column Control lnterference control

Virus

dilution

CytoxiciW dilution

1 -2 -3 Mock

-5

-6

-7

c
C

C

C

c
c

C

C

C

3

3

3

BT-P.4L-20( t) Page 5 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)

e)

According to EN 14476 201.3, Medipal Disinfectant ll Wipes Solution POSSESS VIRUCIDAI activity of
> 3.0 lo916 at a concentration of SrO.O%VlV of the working concentration as tested after 2 MTNUTES

at 20oC under CLEAN conditions (0.3 gll bovine albumin against Poliovirus 1 LSc-2ab (NIBSC Code

}tls29llrlHela cells.

The product shows high post column neutralization residual cytotoxicity at 50.0% and80.0%Y/Y
against Poliovirus 1 LSc-2ab (NIBSC Code 01/528))/HeLa cells, which reduces the assay sensitivity,
and thus does not allow a >4.0 logls reduction to be demonstrated at97.O% V/V. However,a3.67
logls reduction at 50.0% V/V is a good log reduction and is highly indicative that the product has

achieved a >4.0 logle al97.O% V/V but that cytotoxicity has not allowed this to be demonstrated in

the test.

f)

Test virus suspension has at least a concentration which allows the determination of a

4 logle reduction of the virus titre.
Detectable titre reduction is at least 4 logro.

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 logp 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 lllustra Microspin 5-400
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

logls indicating effective neutralization of the virucidal activity of the disinfectant by dilution
at a concentration ofX% v/v.
A difference of <0.5 lo916 is not observed between virus recovered directly from the virus
recovery control at 50 minutes and virus from the same control recovered through an

lllustra Microspin 5-400 HR column

soP I t(nx)
SOP 8(X)3 EN I.I.176 REPORT TEMPLATE V I2
EITetr\e Date 0l Mdch 201(, BT-PAj--2(( r )

Page 7 of 8
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soP I 1000
SOP 8003 EN I.I.176 REPORT TEMPLATE V I 2

Effectr\e Date 03 Much 2016

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK

Date: 30 August 2015

Expanded Uncertaintyof Measurement U =i0 44

DISCI.AIMER

The results in this test report only pertain to the rmple 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 protGol All forecasts, rsommendations and resutts contained in this report are submitted in good faith, Howerer, other than as expressly *t out in this

report, no Mrranty is given (i) in relation to the testjng or the use(s) to which any results or delivenbles produced in the cou6e of the testing are or may be put by the Client

or their fitness or suibbility for any particular purpose or under any spsial condrtions notwithsbndirE that any such purpose or conditions may have been made known to
BT or (ii) that the intended results or deliveGbles from the testing can be achieved or (iii) that the Client can freely make use of the resutts or the deliveEbls without

of buiness, market or g@dwill, that the Client my suffer diretly or indirEtly as a rsult of or in connection with: (i) the performance of the testjng (ii) the use of any

materials, samples or other information provided bythe Client for use in the t6ting; and (iii)the Oisfs reliance upon or Ee of any roults ordeliverebles provided as part of
the tening

BT-PAL-20( r )
Page 8 of 8
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Traducere din limba englezd

l,.*r:n.\"$fr1[6 t"ft]

Raport de testare: EN L4476 2OL3 + A1 2OL5 Dezinfectanfi
chimici 9i antiseptice - Testarea cantitativi a suspensiei pentru
evaluarea activitifii virucide in domeniul medical - Metoda de
testare 9i cerinle (Faza 2 I Etapa 1l

Laborator de testare

ldentificare mostrd
Denumire produs
Numir lot
Client

Cod proiect
Data livrdrii
Condilii de depozitare
Substanle active

Metoda de testare givalidare
Metoda

Neutralizare

Conditii experimentale
Perioada de analizi
Diluant produs utilizat
Concentratiile de testare a produsului

Timp de contact (minute)

Temperatura de testare
Su bsta nge interferente
Stabilitatea amestecului

Temperatura de incubare
ldentificarea virugilor

BluTest Laboratories Ltd
Robertson lncubator (Level 4)

Robertson Building
56 Dumbarton Road

Glasgow

UK - G11 6NU

Medipal Disinfectant ll Wipes Solution
Necomunicat
Pal lnternational, Bilton Way,

Lutterworth, LE77 4JA

BT-PAL-20(1)

13 iunie 2016
Ambient
N, N-Didecyl-N, N-Dimethylammonium Chloride N-
(3-Aminopropyl)-N-dodecylpropane-1, 3-diamine

1 parte substanti interferenti + L part suspensie

virus + 8 pSrti biocid au fost amestecate gi

incubate la temperatura de contact indicatd pentru

timpii de contact indicati. Testele au fost validate
printr-un control de citotoxicitate, control
interferenti, control neutralizare 5i un standard
intern de formaldehidi.

Diluare-neutralizare/filtrare prin gel

Mediul Eagles modificat al lui Dulbecco + 5%vlv ser fetal
bovin la 4"C

22 iunie 2Ot6 - 28 iunie 2015
Apd distilatd sterilS

97 .O%(v / vl ; SO.O%(v / v); LO.Oo/.(v I v)

2t10s
20oc + 1oc

0.3gll albumini bovini
Stabil

37oc+1oc+5%Coz
Poliovirus 1lSc-2ab (Cod NIBSC

OUszSlllHela cells

Pagina 1 din 8
soP I 1000

SOP Ii(X)] EN I.{176 REPORT TEMPLATE V I2
Efffftr\e Dale: 03 Much 20l(, BT-PAL-20( I )

BLUTEST LABORATORIES LIMITED, Level 4, Robertson Building, 56 Dumbarton Road, GIasgow, r,.
g ma il : i nfo@ blutest.Fom. Web site: www. bl utest. com.
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ElIU-llest Traducere din limba englezd

AOHATOFIES LTD

CONCLUZIE

Verificarea metodologiei

Un test este valabil numaiin cazul in care sunt indeplinite urmitoarele criterii:
a) Suspensie cu virus de testare are cel pulin o concentrafie care si permitd determinarea unei
reduceri de 4 log10 a titrului virusului.
b) Reducerea detectabilS a titrului este de cel pulin 4 log10.
c) diferenla dintre titrul logaritmic a virusului de control minus titrul logaritmic al virusului de test
in testul de inactivare de referinl5 este cuprinsi intre - 0,5 gi - 2,5 dupd 30 de minute ti intre
- 2 5i - 4,5 dupi 50 de minute pentru virus.
d) Citotoxicitatea solufiei produsului nu afecteazi morfologia celulard gi cregterea sau

susceptibilitatea virusului de testat in dilulii ale amestecurilor de testare care sunt necesare pentru a

demonstra o reducere de 4 log a virusului.
e) Rezultatul controlului interferenlelor nu arat5 o diferenlS <1,0 log10 a titrului virusului in
comparativ cu martorul de recuperare a virusului; dilulii de dezinfectant la niveluri sub-acute nu au

intervenit ?n generarea efectului citopatic viral.
e) Validarea neutralizirii. Aceasta se numeste testul de supresie dezinfectant in acest protocol.
dezinfectant a fost neutralizat prin cromatografie pe coloanS, printr-o coloand lllustra Microspin S-

400HR pentru a obline cea mai bund neutralizare posibilS disponibilS pentru acesttest. Diferenla
pentru virus este usor ridicati, indic5nd activitatea virucidd ireversibilS rapidd a dezinfectantului
prin diluare la o concentralie de 97,0%ov / v. Diferenta pentru virus nu este mai mare de 0,5
log10 indic6nd neutralizarea efectivi a activitetii virucide a dezinfectantului prin diluare la o
concentratie deX%v I v.

f) Nu se observ5 o diferen!5 de <0,5 log 10 intre virusul recuperat direct din virusul de control al
recuper5rii la 50 de minute 5i virusul din acelagi control recuperat printr-o coloani lllustra Microspin S-

4OO HR

in conformitate cu EN 14476 20L3, Medipal Dezinfectant ll Wipes Solution POSEDA ACTIVITATE
VIRUCIDAde >3.0log10la o concentralie de 50,0% Y lY a concentralieide lucru a5a cum a fost
testate dupi 2 MINUTE la 20 o C, in condilii de CURATENIE (albumini bovini 0,3 g /l impotriva
Poliovirus 1-2ab (cod NIBSC 01/528))/ HeLa cells.

Produsul prezintd o citotoxicitate rezidualS ridicat5 post neutralizare coloand la 50,0% Si 80,O%Y /Y
impotriva Poliovirus 1 6c-2ab (cod NIBSC OL/5281)lHeLa cells, ceea ce reduce sensibilitatea testului, 5i,
prin urmare, nu permite sd fie demonstrati o reducere > 4.0 log10 la 97,O% V/V. Cu toate acestea, o
reducere de 3,57 log10 la 50.O%VlV este o reducere logaritmici buni gi aratd foarte clar ci produsul a

atins o reducere > 4.0 lo9L0 la97,Oo/o V / V, dar cd citotoxicitatea nu a permis ca acest lucru sd fie
demonstrat in test.

soP I t(xx)
SOP Ii(X)3 ENI4476 REPORTTEMPLATE VI2
Efftru\e Date: 0l Mdch 2016
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Se mndtur d inde s c ifrab i I d

Dr Chris Woodall, Director
Bl uTest Laboratories Ltd

Glasgow, UK

Date: 30 August 20L6

soP I t(x)o
SOP Ii(X)3 EN I.T476 REPORT TEMPLATE VI2
E[Teli\e Dde: 03 Mech 20 16
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INTERPRET 9I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



t

Test Laboratory

Test Report: EN 14476 2OL3 + A1 2015 Chemicat disinfectants and
antiseptics - Quantitative suspension test for the evaluation of virucidal
activity in the medical area- Test method and requirements (Phase 2/Step 1)

ldentification 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
lnterfering substances

Stability of mixture
Temperature of incubation
ldentification of virus

soP I 1000
SOP II(X)3 EN I,I.176 REPORT TE]\4PLATE V I2
Ellectr\e Date:03 Mffch 20lf)

BluTest Laboratories Ltd
Robertson lncubator (Level 4)
Robertson Building
55 Dumbarton Road

Glasgow
UK - G11 6NU

Medipal Disinfectant ll Wipes Solution
Not Given

Pal lnternational, Bilton Way,

Lutterworth, LE77 4JA

BT-PAL-20(1)

L3 June 2016
Ambient
N, N-Didecyl-N, N-Dimethylammonium Chloride N-
(3-Aminopropyl)-N-dodecylpropa ne-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
sta nda rd.

Dilution-neutra lization/gel filtration
Dulbecco's modified Eagles medium + 5o/o v/v foetal
bovine serum at 4oC

22 June 2015 to L4 August 20L6
Sterile distilled water
80.Oo/.(v I vl ; 50.0%(v / v) ; t}.O%(v / v)
1110s
2ooc + Loc

0.3g/l bovine albumin
Stable
37oC+ \"C+5YoCoz
Adenovirus 5 (ATCC VR-S)/HeLa cells;
Murine norovirus s99/RAW 264.7 cells

BT-PAj--2(X r )

Page 1 of 8
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soP r 1000

SOP 1t003 EN l:1.176 REPORT TEMPLATE V I 2

Effecli\e Date:03 March 20lf)

PROTOCOL SUMMARY

The basic virucidal efficacy test is set up with three concentrations of disinfectant and a L 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 dose5e (TClDso)

of surviving virus. Adenovirus 5 (ATCC VR-s)/HeLa cells and Murine norovirus s99/RAW 264.7 cells
are assayed in parallel.in each test. TClDso is determined by the method of Karberl.

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

lnterference 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 = L 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 50 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 TClDso after 5,

15, 30 and 50 minutes, in order to assess that the test virus has retained reproducible biocide

resistance. ln addition, the formaldehyde cytotoxicity of neutralized formaldehyde is determined, to
measure assay sensitivity.

lKdrber, G.: Beitrag zur Kollektiven Behandlung Pharmakologischer Reihenversuche. Arch. Exp. Path.

Pharmak. 162 (1931): 480-487.

BT-PAL-20(1 )
Page 2 of 8
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Adenovirus-5 ATCC VR-5

soP I t000
SOP IIO0] EN 14476 REPORT TEIIIPLAIE V I 2
Effeclr\e Dale: 03 March 2016

SOP 10000 V02 EN14475 Suspension test results for the efficacy of Medipal Disinfectant ll Wipes Sotution, BT-PAI-29 from PAL lnternational
against ADV-s
Exposure Time Virus Recovery

0 min
Virus Recovery

1 mtn

Cytotoxicity Disinfectant
Suppression

to.o%lvlvl so.o%(vlvl 80.o%(vlvl

1

raw data TClD5o/ml raw data TCI D */ml raw data TCI Dso/m I raw data Tcl D-/ml raw data TClD50/ml raw data TClDs0/ml raw data TCI D50/ml
500 3.15E+06

3.15E+05

6.50

5.17 4.58E+06

4.68E+05

6.67

200 3.15E+03

3.16E+03

3.50

200 3.15E+03

3.16E+03

3.50

3.17

2L7 4.68E+03

4.58E+03

3.67

3.00

2.00 3.15E+03

3.15E+03

3.50

3.t7

200 3.15E+03

3.16E+03

3.50

3.17

oE

log difference

Summary table of results of virucidal activity against ADV-5 under clean conditions for Medipal Disinfectant ll Wipes
Solution, BT-PAL-2O from PAL lnternational
Prod uct:

Medi pal Disi nfecta nt ll
Wipes

I nte rfe ri ng

s u bsta nce

Co nce ntra ti o n Level of
cytotoxi ci ty

lg TCI D5o ,4 lg
reduction
rfter.. Min

0 min
1 min/5

mtn 15 min 30 min 60 min
0.3gll BSA in PBS 8O.O% (vlvl 3.50 6.50 350 n.a. na n.a >1

so.o% (v/vl 3.50 6.50 3.50 na n.a . n.a . >1

lO.Oo/. (v/vl 3.50 5.50 367 n.a . na na >1

Formaldehyde PBS O.7% (w/ul 3.50 6.50 4.83 3.50 3.50 250 60

Virus Control BSA n.a . n.a . 6.50 6.67 n.a . n.a. 5.50 na

BT-PAL-20( r) Page 3 of 8



I

Contro! Data

Stock Virus (TclDso) | o.oo I r.t6r+oz

Formaldehyde reference inactivation control

Exposure time Virus recovery

0 min

Virus recovery

60 min
Cytotoxicity 0.7% Formaldehyde

5 15 30 50

raw data TClD56/ml raw data TCI Dso/m I raw data TClDqn/ml raw data TCID*/ml raw data TClD.n/ml raw data TClD.n/ml raw data TCI D-/ml
50 mtn

log

log difference

500 3.16E+06

3.15E+05

5.50

5.00 3.15E+05

3.15E+06

5.S0

2.00 3.15E+03

3.15E+03

3.50

3.33 6.76E+O4

5.75E+04

4.83

1.67

2.00 3.15E+03

3.15E+03

3.50

3.00

2.00 3.15E+03

3.16E+03

3.50

3.00

1.00 3.15E+02

3.15E+02

2.50

4.00

Column Control

5.75E+05

6.83

lnterference control

Virus

dilution

Cytoxiciw dilution

-1 -2 -3 Mock

-4

-5

-6

C

c
C

C

c
C

3

3

2

3

3

2

soP I I0(xt
SOP 8OO] EN 14476 REPORT TEMPLATE V I2
Effectile Dale 0l ildch 201 6 BT-PAL-20( r ) Page 4 of 8



Murine norovirus Berlin strain s99.

SOP 10000 V02 EN14476 Suspension test results for the efficacy of Medipal Disinfectant !l Wipes Solution, BT-PAL-20 from PAL lnternational
against MNV
Exposure Time Virus Recovery

0 min
Virus Recovery

L mtn

Cytotoxicity Disinfectant
Suppression

70.o%lvlvl so.o%lvlvl 80.o%lvlvl

t=1
raw data TCI D-/ml raw data TCID /ml raw data TCID*/ml raw data TCID*/ml raw data TCI D50/ml raw data TCI D50/ml raw data TCI D50/ml

4.00 3.16E+05

3.15E+05

5.50

4.t7 4.58E+05

4.58E+05

5.57

300 3.15E+04

3.15E+04

4.50

3.00 3.16E+04

3.16E+04

4.50

L.t7

100 3.15E+02

3.15E+02

2.50

t.t7

200 3.16E+03

3.16E+03

3.50

2.L7

300 3.15E+04

3.15E+04

4.50

L.L7

os

log difference

Summary table of results of virucidal activity against MNV under clean conditions for Medipal Disinfectant !! Wipes
Solution, BT-PAI-2O from PAL lnternational
Pro d u ct:

Medipal Disi nfectant ll
Wipes

I nte rfe ri ng

substance
Co nce ntra ti o n Level of

cytotoxi ci ty
lg TClD56 >4 lg

reduction
after.. Mi n

0 min
lmin/5

mtn 15 min 30 min 60 min
0.3gll BSA in PBS 80 o% (v/v) 450 550 450 n.a . na na >1

so.O% (vlvl 4.s0 5.50 3.50 na na na >1

IO.O% (vlvl 4.50 550 2.50 n.a . na n.a . >1

Formaldehyde PBS o.7% lw/vl 2.50 5.50 4.83 4.50 4.00 2.50 >60

Virus Control BSA na na 5.50 567 na na s.50 na

soP I I000
SOP IiIX)] ENI447(, REPORTTEMPLATB VI2
Efl'ectr\e Dale: (ll March 2016 BT-PAL-20(1 ) Page 5 of 8



lu ruK

SOP I I(XX)

SOP IIOI)] ENI4176 REPORTTEMPLATE VI2
E[Ieclr\e Dale 0] N{arch ll)l('

A**n^1*Rttr!,liri

Control Data

Stock Virus lTClD."l I 5.50 I 1,00E+07

Formaldehyde reference inactivation control

Exposure time Virus recovery

0 min
Virus recovery

50 min
Cytotoxicity 0.7% Formaldehyde

5 15 30 60

raw data TClDso/ml raw data TClD56/ml raw data TClD5s/ml raw data TClDso/ml raw data TClDsn/ml raw data TCI Dso/ml raw data TClDso/ml

400 3.15E+05

3.15E+05

5.50

400 3.16E+05

3.16E+05

5.50

100 3.15E+02

3.158+02

2.50

3.33 6.76E+o4

6.76E+O4

4.83

o.57

3.00 3.15E+04

3.16E+04

4.50

1.00

250 1.00E+04

1.00E+04

4.00

1.50

1.00 3.15E+02

3.15E+02

2.50

3.00

No Column Control
Virus Recovery

30 min

lnterference control

Virus

dilution

CvtoxiciW dilution

-l -2 -3 Mock

-4

-5

-6

C

c
C

C

c
C

c
C

C

3

2

0

BT-PAL-20( r )
Page 6 of 8
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CONCLUSION

Verification of the methodology

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

Test virus suspension has at least a concentration which allows the determination of a

4 lo916 reduction of the virus titre.
Detectable titre reduction is at least 4 logro.

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 50 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 logls 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 lllustra Microspin 5-400
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 8O.O%v/v.

g) A difference of <0.5 logls is not observed between virus recovered directly from the virus
recovery control at 60 minutes and virus from the same control recovered through an
lllustra Microspin 5-400 HR column

According to EN 14475 2013, Medipal Disinfectant II Wipes Solution PossEss vtRuclDAL activity of
> 3.0 loglsat a concentration of tO.O%VlV of the working concentration as tested after I MINUTES
at 20oC under CIEAN conditions (0.3 e/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.O% 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 logls reduction to be demonstrated at
these higher concentrations. However, a >3.0 logro reductio n at 7O.Oo/o V /V for both viruses is a good
log reduction and is highly indicative that the product has achieved a >4.0 logle at the higher
product concentrations but that cytotoxicity has not allowed this to be demonstrated in the test.

a)

b)

c)

d)

e)

f)

soP I t(xx)
SOP IIOO3 EN I.1476 REPORT TEMPLATE V I2
Effeclr\e Dde 03 Mdch 201(, BT-PAL.2( I )

Page 7 of 8
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soP I l0(x)
SOP II(X)3 EN I4476 REPORT TEMPLATE V I 2
Efletire Dde 03 Mdch 2016

Signed

Dr Chris Woodall, Director
BluTest Laboratories Ltd

Glasgow, UK

Date: 30 August 2016

4597

Expanded Uncertaintyof Measurement U = 1044

OISCTAIMER

The results in this test report only pertaintothe sample supplied

BluTest (BT) has performed the testing detailed in this report using reasonable skill and care and has used reasomble endeavours to carry out the testing in accordarce with
an EN 14476 protEol All foreasts, rsommendatpN and resutts contained in this report are submitted in good faith. However, other than as expressly set out in this

report,norerEntyisgiven (i)inrelationtothetestingortheuse(s)towhkhanyrsultsordelivenbloproducedinthecou6eofthetestingareormaybeputbytheClient
or their fitne$ or suitability for any particular purpose or under any spsial conditions rctwithsbnding that any swh purpose or conditions may have ben made krcwn to
BT or (ii) that the intended results or deliveables from the tating on be achieved or (iii) that the Client cn freely make ue of the r6utts or the deliveEbles without
infringing any third party intellectual property rights and the Client will be d€med to have stisfed itself in this regard. BT shall have no l.nbility (whkh is hereby excluded to
the fullest extent permissible by law) in respect of any loss, liability or damage, including without limiEtbn any indirct and/or consequential lcs srch as loss of proflt or lo$
of business, market or g@dwill, that the Client may suffer dirtrtv or indirectly as a result of or in conntrtion 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 Clien?s reliance upon or use of any results or delivembles provided as part of
the testi ng.

BT-PAL-20(l )

Page 8 of 8



EllulTest Traducere din limba englezd

LABORATORIES LTO

Raport de testare: EN L4476 2oL3 + A1 2oL5 Dezinfectanfi
chimici gi antiseptice - Testarea cantitativi a suspensiei pentru
evaluarea activitifii virucide in domeniul medical - Metoda de
testare 9i cerinle (Faza 2 I Etapa 1l

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

Glasgow

UK - G11 6NU

Medipal Disinfectant ll Wipes Solution
Necomunicat
Pal lnternational, Bilton Way,
Lutterworth, LE77 4JA

BT-PAL-20(1)

13 iunie 2016
Ambient
N, N-Didecyl-N, N-Dimethylammonium Chloride N-
(3-Aminopropyl )-N-dodecylpropane-1, 3-diamine

1 parte substan!5 interferentd + L part suspensie
virus + 8 pirli biocid au fost amestecate gi incubate
la temperatura de contact indicatd la timpii de
contact indicali. Testele au fost validate printr-un
control de citotoxicitate, control interferen!5,
control neutralizare gi un standard intern de
formaldehidS.

Diluare-neutralizarefiltrare prin gel

Mediul Eagles modificat al lui Dulbecco + 5%v/v ser fetal
bovin la 4oC

22 )une 2015 to 14 August 2015
Sterile distilled water
80.jo/o(v I v) ; 5O.0%(v / v) ; LO.O%(v / v)

1t10s
20oC + 1oC

0.3g/l bovine albumin
Stable

37oc + 1"c + 5% Coz
Adenovirus 5 (ATCC VR-S)/HeLa cells;
Murine norovirus s99/RAW 264.7 cells

soP I 1000
SOP 8OO3 ENI4476 REPORTTEMPLATE VI2
Effetile Dare: 03 Mech 2016

ldentificare mostri
Denumire produs
NumSr lot
Client

Cod proiect
Data livr5rii
Condilii de depozitare
Substanle active

Metoda de testare givalidare
Metoda

Neutralizare

Conditii experimentale
Perioada de analizi
Diluant produs utilizat
Concentratiile de testare a produsului
Timp de contact (minute)
Temperatura de testare
Substanle interferente
Stabilitatea amestecului
Temperatura de incubare
ldentificarea virugilor

BT-PAL-20( r)

Pagina l din 8



ElluTest Traducere din limba englezd

LABOFATONIES LID

coNcruztE

Verificarea metodologiei

Un test este valabil numai in cazul in care sunt indeplinite urmdtoarele criterii;

Suspensia de virus de testare are cel putin o concentratie, care permite determinarea unei
reduceri de 4 logro a titrului virusului.
Reducerea detectabilS a titrului este de cel pulin 4 lo916.
Diferenfa dintre titrul logarltmic alvirusului de control minus titrul logaritmic al virusului tes-
tat in testul de inactivare de referinld este cuprinsi intre - 0,5 gi - 2,5 dupi 30 min. 5i intre - 2 pi
- 4,5 dupi 50 min. pentru virus.
Citotoxicitatea solufiei de produs nu afecteazi morfologia celulelor gi susceptibilitatea de
cre$tere pentru virusul de testare in dilulii ale amestecurilor de testare, care sunt necesare
pentru a demonstra o reducere de 4 lo916 a virusului.
Rezultatul controlului interferenfelor nu arati o diferen!5 < 1,0 logls a titrului virusului in
comparalie cu controlul recuperdrii virusului; dilulii de dezinfectant la niveluri subacute nu
au intervenit in generarea efectului citopatic viral.
Validarea neutralizSrii. Aceasta se numette testul de supresie a dezinfectantului in acest
protocol. Dezinfectantul a fost neutralizat prin cromatografie pe o coloani lllustra
Microspin 5-400 HR apentru a putea realiza cea mai bund neutralizare posibild disponibili
pentru acest test. Diferenta pentru virus este puJin ridicati indic6nd activitatea virucidi
rapidd ireversibilS a dezinfectantului diluat la o concentralie de go.o%v/v.
Nu se observd o diferen!5 < 0,5 logls intre virusul recuperat direct din controlul de
recuperare a virusului la 60 de minute gi virusul din acelagi control recuperat printr-o
coloand de lllustra Microspin 5-400 HR.

Conform EN 14476 2013, Medipal Disinfectant ll wipes Solution poSEDA activitate vlRUclDA
> 3.0 loglela o concentralie de ]rO.O%V/V a concentraliei de lucru testatd dupi I MlNUTE la 20oC
in conditii de CURAJENIE (0.3 g/l albumini bovini) impotriva Adenovirus 5 (ATcc vR-S)/Heta
cells and Murine norovirus s99/RAW 2G4.7 cells.

Produsul prezinti o citotoxicitateinalti rezidualS dupd neutralizare pe coloani la5o,O%5igO,O%y /
V impotriva Adenovirus 5 (ATCC VR-5) / celule HeLa 9i Murine norovirus s99/RAW 264.7 cells, care
reduce sensibilitatea analizei, 5i, astfel, nu permite demonstrarea unei reduceri > 4.0 log10 la aceste
concentratii mai mari. Cu toate acestea, o reducere > 3.0 log10 la 1,O,O% V / V pentru ambele virusuri
este o reducere logaritmici bunS 5i aratd foarte clar c5 produsul a atins o reducere > 4.0 log10 la
concentralii mai mari de produs, dar ci citotoxicitatea nu a permis ca acest lucru sE fie demonstratin
test.

soP I tu)()
CAD IANI ENIUTA DEDNATTFIiDI ATF \/I)

a)

b)

c)

d)

e)

n^-:^^ r.J;



.'EllulTest
LABORATOI]IES LTD

Semnat

S e mndturd inde s c ifr ab i I d

Dr Chris Woodall, Director
BluTest Laboratories Ltd
Glasgow, UK

Date: 30 August 2016

Traducere din limba englezd
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SubsemnataD1MNITEILILIANA'interpretsitraducdtorautorizatpentrulimbilestrdine:
italiand, englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr' 1804 din data de

19.09.2002, eliberatd de Miiisterul Justiliei din Romania, certific exactitatea traducerii

efectuate din limba englezd in limba ,o*,ard si cd, prin traducere' inscrisului nu i-au fost

denaturate conlinutul Si sensul'

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITBI LILIANA



Product name:

Batch or ref no:

Manufacturer or
supplier:

Sample ref:

Date tested:

Certificate no:

Analysis required:

Storage conditions:

Appearance of
product (solution):

Active substance(s)
and their
concentration ( s ) :

^\*. ".\. r ) .ir.....

D C Watson BSc,CBiol,MRSB

,Abhott ;\ nrl;'tical I.inrited
Unit 2. Hir:krnirns [{oad-
Birke'nhcad. (l14 I l.lIl, (initr"d Kingclonr

Rctsisrered address Kenrp Ilcuse. lo0 Ciry Rocd,
t ondon. t:(.. I \' 2NX, IJurtcd ]..rngdonr

Abbott Anagticat
Consulting Scientists to the Disinfectant Industry

Test Report
Medipal 3J-n1 Wlpes Sofutj-on (C)

22/77/2076

Pal Internati-onal Ltd
Bilton Way, Lutterworth, LE17 4JA

l5L/048 Date received: 24 November 2075

21 Janoary 2016 Certificate date: 3 Eebruary 2017

I6L.04 B ICd2 . PAL Page: 1 of 3

EN 13704:.2002, Chemicaf disinfectants - Ouantitative
suspensj-on test for the evaluation of sporicidal activity of
chemical di-sinfectants used j-n food, industriaf, domestic
and institutional areas - Test method and requirements
(phase 2, step 1)

Room temperature i-n darkness

Cl-ear col-ourless 1j-quid

Not discfosed

Notes

The test results in this report refate only to the sample(s) tested.
This test report may not be reproduced except in ful1, adapted, al-tered or used
to create a derivative work, without written approval from Abbott Analytlcal.

Telephone: +14 (0) I -s I 345 675-3

erniril : enqsiarabhottanirlytical co.uli
rvwu,. ahbotlanalytical.co. uk

,\ conrprnv registercd iu Erglrurd a[d \\ales
Company number I 00-l I 406



Abbott Anufuticat
Consulting Scientists to the Disinfectant Industry

Certificate no: 15L. 04BICd2. PAL

Exrcerimental 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 :

.,-t\.- r
\"r -'.\
.... j. .: i_u_..

D C Watson BSc,CBlof,MRSB

,Abhott Analytical I-irnited
Unit 2. Hiukrnirns l{oad.
Birkr'nhcad. (ll.l1 l.lIl, (initr'd Kingclom

Regrstercd adtless Kenrp Ilouse, lb0 Ciry lload,
I ondon. 1'l('l \' 2NX. [Jtrrtcd i..rngdonr

# PCR-ribotype 027 reference straln, toxin A and B positive

Remarks recrardinq the results

Products can only be tested at a concentration of BO% or Iess as some dilution
is always produced by adding the test organisms and interfering substance.

Conclusion

At a test concentration of 80% thj-s sample of Medipal 3in1 Wipes Solution (C)

meets the requlrements of EN 13704:2002 for sporicldal activity in 1 minute at
20oC, under dirty conditions, against the referenced strain of C-Zostridiun
dif f ic ife .

Date: 3 February 2017 Page: 2 of 3

Neat as received
(test concentration 80%)

N/A

CTostridiun difficlle (NCTC 13366) +

lmin+5s

20'c + 1'c

Dirty

3.Og/t bovine albumin

Dilution-neutral-i sation

305/t Polysorbate 80 + 39ll Lecithin
1gl1 L-histidine + lg/\ L-cysteine

30"C + 1'C

Telcphone: +.l4 (0) I 5 I 3.15 67-5-3

erniril : en qsri4abbr:ttanaly'lical co uk
wrl'\,. ahbottonalytical.co.uk

r\ conlpouy registercrl in Fngland and \\hlcs
Compan)' iltrmb.r l00l 1406



Abbott Anafuticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 1,6L.04 B ICd2 . PAL

ResultE:. CTostridium difficite (NCTC 13355)

Date: 3 Eebruary 2017

Telephone: +44 (0)15 I 315 6753
emai I : enqsri4abbottanirlytical co uk
rvur,',. ahbottanalyti cal.co. uk

.\ comp3nl,regrstered iu Englard and \\hles
Company number 1003 1406

Page: 3 of 3

Va].idati-on tests
Spore

suspensron
Experlmental
condi-tions

Neutraliser
toxicj-ty

Dilution-
neutralisati.on

Vc: I17 ; 121

Nv: 1.2 x10r

Vc: 711 i L2l

A: L.2 xlO2

Vc: 124 ; 126

B: 1.3 x10 2

Vc: 117 ; ll2

C: 1.1 x1O 2

Spore
test

suspenston

Test proeedure at
Contact tlme 1 min

Test conc. 80%

10 -4 : >300 ; >300

10-s : 50 ; 58

N: 5.4 x10 6

2

Na: <1.5 x102
R: > 3.6 x10 3

lg R: > 3.6 PASS

4

\ '\"\\
" .: u\.-,,

D C Watson BSc,CBiol,MRSB

,Abhott ;\nalytical [,irrrited
Unit 2. Hicknrans Roacl.

Birkc'nhea,I. ( I 14l l.lI I, (:nit!'d Kingrdtrrn

Regrstered address Kenrp }louse 160 Ciq ltord,
t ordon. jj('I \' 2\\, ljurteil Krngdolr



Abbort Anagricat
Cercetatori Consultanti pentru lndustria Dezinf'ectantilor

Raport de testare
Medipal 3 in 1 Wipes Sol-ution

22/tt/2016

Producator sau furnizor: Paf rnternational Ltd. Bilton way, Lutterworth,LEll 4JA

Referinta esantion: L6L/O4B pata primirii: 24 Noiernbrie 2076

Data testarii: 27 Ianuarj-e 2016 Oata certificat: 3 Eebruarie 2o_j
Certificat nr.: l6L.04gICd2.pAL pagina: 1 din 3

Anariza sorj'citatS: EN 1'3'704:2002, dezinfectanti chimici - test cantitativ afsuspensiei pentru evafuarea activitatii sporicide adezinfectantiror chimici fofositi in domenii_re alimentare,industriare, casnice si institutionar-e - metoda de testare sicerinte (faza 2, etapa 1)

Temperatura camerei Ia intuneric

Lichid limpede incol_or

Nedecfa rata

Rezultatel-e testarii din acest raport se refera numaiAcest raport de testare nu poate fj- reprodus decat inscrisa a Abbott Analytical.

Nume produs:

Lot sau nr. ref:

Conditii de depozitare:

Aspectul produsului (solutiej-) :

Substanta activa si concentratia ei:

Note;

Se mndturd inde s c ifi ab i I d
D C Watson

Traducere din limba englezd

fa esantioanele testate.
intregime gi numai cu aprobarea

D(' Watson llSc ('lliol. !11 l.iiol. Nlll'S'l AC) El-10
I'O Box f-i. Ncrr lrcr.rr,. \\,irral (. I161 6ilA
Tel: 0'1 51637333 l Mob:0176787 1275
email: abboltanalyticalr hotrnail co uk

,(+'j$'

"3r,;
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Traducere din

Abbott Anagticat
Cercetatori Consultanti pentru lndustria Dezinfectantilor

certificat nr.: l6,l.048rcd2.pAL Data: 3 februarie 2017 pagina: 2 din 3

Conditii experimentale :

Concentratia produselor testate: asa cum au fost primite (concentratia de testare BO%)

Diluantul produsului: indisponibil

Orgranism testat: Clostridium dj-fficile (NCTC 13366) #

Timp de contact: 1 minut + 5s

Temperatura de testare: 20"C + 1oC

Conditii de testare: Murdarie

Sr:bstanta interferenta: 3.Ogl.J_ albumina bovrna

Metoda: Diluare - neutraLizare

Solutie de neutralizare: 30q/I Pol-isorbat B0+ 3 g/I Lecitina + lq/I L-histidina +
1gll L-Cisteina

Temperatura de incubare: 30oC + 1oC

Rematci referitoare la rezultate:

Produsel'e pot fi testate numai 1a concentratia de B0% sau mai putin deoarece seproduce o anumita dil-uare prin adaugarea organismefor pentru testare si a substanteii-nterferente.

Concluzie:

La o concentratie de testare de 80%, acest esantion de Medipal 3 in 1 Wipes Sofution(C) indeplineste cerintele EN 13704:2002 pentru activitate sporicida in 1 minut 1a
20oC in conditii de murdarie, impotriva tulpinii de referinta a C-Zostridj-un difficile.

Semn dturd indesc ifrabild

D C Watson BSc, CBioI , MI{SB

I



Traducere din limba englezd

Certificat nr. : 16L.04BICd2-l . PAL Data: .-1 lrebruari e lO17 Pagina: 3 clin 3

RezuTtate: Costridium difficiTe (NCTC 7i366)

S e mndt urd inde s c ifr ab i I d
D C Watson B:ic, CBiol , I'lltsS

Va.l.idation tests
Spore

3r,:spen.3:,cn
l4'erimental
conii"-.ions

Neutral:.se=
toxicity

Dllutj.on-
neuiralisati.on

vc: 11? ; 72'7

Nv: 1.2 x10 3

a-o

ts: 1.3 xL03

:11 ; L'L2

1- )- x|].

Sgore
test

SUsIEnS!OD

Test procedure at
qontsact i1me 1 lei.n

?est conc. 80t

i0 -' : >30C ,' >3lrl

tLt - : )tj ; ):

N: 5.4 x10 6

Na: <1.5 x102
R: > 3.6 x10 I
19 R: > 3.6 PA55



Subsemnala DOMNITEI LILIANA, interpret Si traducdtor autorizat pentru limbile strdine:

italiand, englezd, francezd, spaniold Si rusd, in temeiul Autorizaliei nr. 1804 din data de

1g.0g.2002, eliberatd de Ministerul Justisiei din Romdnia, certific exactitatea traducerii

efectuate din limbo englezd in limba romdnd Si cd, prin traducere, inscrisului nu i-au fost
denaturqte conlinutul Si sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Abbott Anafiticat
Consulting Scientists to the Disinfectant lndustry

Certificate of Analvsis
MedipaJ- Disinfectant II

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

Product nane:

Batch or ref no:

!'lanufacturer or
supplier:

Sample ref:

Date tested:

Certificate no:

Analysis required:

tAJ / 03L

26 September 2074

14J. O31IS. PAL

Storage conditions:

Appearance of product (solution):

Active substance(s) and their
concentration (s) :

EN 13704:2002, Chemical- disinfectants - Quantitative
suspension test for the evaLuation of sporicidal activity of
chemical disinfectants used in human medj-cj-ne, veterinary
field, and food, industrial, domestic and institutional
areas - Test method and requirements (phase 2, step 1)

Room temperature

Clear col-ourfess liquid

Not declared

Date received: 5 September 201'4

Certificate date: 2 October 2074

Page: 1 of 3

the sampfe(s) tested.
in full, without written approval

Notes;

The test results in this
This test report may not
from Abbott Anal-ytical.

report relate only to
be reproduced except

D C Watson BSc,

Unit 2, Hickmans Road,
Birkenhead. CFI4I lJH.
United Krngdom

Tel: +44 (0)l5l 324 1276
email : enqs@abbottanalytical co.uk
www. abbottanal 1.tica.l co uk

CBioI, MSB, MIEST, ACIEHO



Abbott Anafuticat
Consulting Scientists to the Disinfectant Industry

Certificate no: 14J.031IS. PAL

Exper imer:tal condi t ions :

Concentration(s) of product tested:

Product diluent:

Test organisn(s):

Contact time(s):

Test temperature:

Test conditions:

Interfering sr:bstance :

Neutralising solution :

Incubation tamferature:

Reo,arks reqardina 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
I i sted.

Conclusion:

At a test concentration of 80%, this sample of Medipal Disinfectant fI passes
the requirements of EN 13704:2002 for sporicidal activity in 1 minute at 20"C
under clean conditions against BacilLus subtifis (NCTC 10400) and Bacill-us
cereus (DSM 12001).

Date: 2 October 2014 Page: 2 of 3

Neat as recei-ved
(test concentratj-on 80?)

N/A

Bacil-Lus subtiTis (NCTC 10400)
BaciTLus cereus (DSM 12001)

1 minute

20"c + 0.5'c

Cl-ean

0.39/I bovine albumin

309/l Polysorbate 80 + 3gll Lecithin
19l1 L-histidine + lq/L L-cysteine

^^O^ ' . O^JU L I1U

Tel: +44 (0)151324 1276
email: enqs@abboftanalyical co uk
www.abbottanalltical co uk

D C Watson BSc,CBioI,MSB,MIEST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead. CFt4l lJH,
United Kingdom



Abbott Anafiticat

Date: 2 October 2014 Page: 3 of 3

Consulting Scientists to the Disinfectant lndustry

Certificate no: 14J.031IS. PAL

Results: BaciTlus subtiTis (NCTC 704001

Results: Bac.iJ.Tus cereus (DSM 72007)

- 
\\.\rlar'-- -

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

Unit 2. Hickmans Road
Birkenhead. CFt4l lJH.
United Kingdom

Tel: +44 (0)151324 1276
email : enqs@abbottanalytical-co uk
www. abbottanal ytical. co. uk

Validation tests
Spore

suspensaon
Experimental
conditions

Neutraliser
toxicity

Diluti-on-
neutralisation

Vc: 92 t 125

Nv: 1.1 x10 3

VC

Nv

78 , 95

8.7 x101

VC 85 99

Nv: 9. 3 x10 1

Vc

Nv

81 ; 90

8.6 x10 1

Spore
test

suspensaon

Test procedure at
Contact time 1 min

Test conc. 80%

10 -4 : 238 ; 291

10-s z 45 ; 53

N: 2.9 x70 6

Vc: 0 , 0

Na: < 1.5 x10 2

R: > 1.9 x10 3 PAss

Vali.l.tion tests
Spore

suspensaon
Experimental
conditions

Neutraliser
tox j-city

Difution-
neutrafisation

Vc:

Nv:

159 ; L'73

1.7 x10 3

[c: 138 i t47

Nv: 1.4 x10 2

Vc: 130 , 144

Nv: 1, .4 xI} 2

Vc: 133 ; 135

Nv: 1.3 x102

Spore
test

suspensaon

Test procedure at
Contact time 1 min

Test conc. 80%

10 -4 : >300 ,' >300

10-s : 30 ; 54

N: 4.2 xI06

Vc: 0 ; 0

Na: < 1.5 x10 2

R: > 2.8 xLO 3 PASS



Abbott Anatyricat
Cercetatori Consultanti pentru Industria Dezinfectantilor

Raoort de testare
Nr:me produa: Medipal Disinfectant II

Lot sau nr. ref:

Producator aau furnizor: PaI International- Ltd.

Referinta csantion: LAJ/037

Data testarii: 26 sePtembrie 2014

Certificat nr. : 14J.031IS.PAL

Conditii de depozitarc:

Aspectul produeului (solutiei) :

Sr:betanta activa gi concentratia ei:

llote i

Data

Data

Pagina

Traducere din limba englezd

Bilton Way, Lutterworth,LElT 4JA

primirii: 5 sePtembrie 2Ot4

certificat: 2 octombrie 2014

: 1din3

Analiza solicitati: EN t31O4z2OO2, dezinfectanti chimici - test cantitativ a1
suspensiei pentru evaLuarea activitatii sporicide a

dezinfectantiLor chimici folositi in nedicina uman5, in domeniul
veterinar si. in zonele alimentare, industriafe, casnice si
institutionale - metoda de testare si cerinte (faza 2, etapa 1)

Temperatura camerei

Lichid limpede incolor

Nedeclarata

Rezultatele testarii din acest raport se refera numai
Acest raport de testare nu Poate fi reprodus decat in
scrisa a Abbott AnalYtical..

1a esantioanele testate.
intregime gi numai cu aProbarea

S e mndtur d inde s c ifrab il d
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO

DC Watson BSc. CBiol. Ml l3iol,MlFS"l ACIEI'10

PO Box 95.Nerv Ferry. Winal. CI162 6HA
Tel: 015 1 637 333 I Mob: 07767 871 275

email: abboltanalyticalr hotrnail.co.uk



Tnduere din

Cercetatori Consultanti pentru lndustria Dezinfectantilor

Certificat nr.: 14.I.O31IS.PAL Data: 2 octombrie 2014 Pagina: 2 din 3

Conditl 7 experimentale :

Concentratia produaelor

Diluantul produsului:

Organiem tsestat:

Tiurp de contact:

Teuperatura de testare:

Conditii de testare:

Substanta interferenta :

Solutie de neutralizare:

testate: asa cum au fost Primite
(concentratia de testare 80t)

indisponlbil

BacifLus subtiljs (NCTC 10400)
Bacilfus cereus (DSM 12001)

1 minut

200C t 10C

Curltenie

T€mpelatura de incubare:

Remarci referitoare 7a rezultate:

3.0q/l albumind bovinl

30gl1 Polisorbat 80 + 3 g/1 Lecitina + 1gl1 +

1gl1 L-histidina + lg/L L-Cisteina

300c t 10c

Concentratia reala a produsului in timpul testarj.i a fost de 80t datorita
constrangerilor metodei de testare. Acest lucru reduce eficacitatea produsului, cu

toate acestea a trecut testul Lmpotriva ambelor organisme enumerate'

Coneluzie:

La o concentratie de testare de 80t, acest esantion de Medipal Disj-nfectant II
indeplineste cerintele EN 13?04:2002 pentru activitate sporicida in 1 minut Ia 20oC in
conditii de curatenie, impotriva Bacill.us subtjljs (NCTC 10400) si Bacjlfus cereus
(DSM 12001).

S emndturd inde s cifrab il d

D C Watson BSc, CBioI, MSB, MIEST, ACTEHO



Abbou Anofiticat
Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr. : 14J.031IS. PAL Data: 2 octombrie 2014 Pagina: 3 din 3

Razultate: BactJ.lus srtbtiJ-is (NCTC 70400)

Rezuttate: BactlTus cereurl (DSM 72007)

Teste de validare
Suspensie de test

cu spori: N

Conditii
experimentale

Toxicitate
neutrali zator

Dilutie -
neut rali zare

Vc: 92 i 126

Nv: 1.1 x 103

Vc: 78 ; 95

Nv: 8.7 x 101

Vc: 86 ; 99

Nv: 9.3 x 10r

Vc

Nv

81 ; 90

8.6 x 101

Suspensie
de test
cu spori

Procedurl de tegtare la:
Tinp de contact 1 min.
Conc. de test 80t

70-':238;29t

10-s: 45; 53

N: 2.9 x 106

Vc: 0 ; 0

Na: <1.5x102

R: > 1.9 x 103 TRECUT

Suspensie de test
cu spori: N

Conditii
experimentale

Toxicitate
neutrali zator

Dilutie -
neut ral-i zare

Vc: 159 ; 173

Nv3 1.7 x 103

Vc: 138 ; I4'7

Nv: 1.4 x 102

Vc: 130 , t44

Nv: 1.4 x 102

Vc: 133 ; 135

Nv: 1.3 x 102

Suspensie
de test
cu aporJ.

Proceduril de testare ]a:
Timp de contact 1 mj-n.
Conc. de test 80t

10-{: >300; >300

10-s: 30 ; 54

N: 4.2 x lO5

Vc: 0 ; 0

Na: <1.5xLO2

R: > 2.8 x 103 TREcur

,\e mndturd inrle s c ifrah ili

Traducere din limba englezd



-t

Subsemnata DOMNITEI LILANA, inrerpret Si lraducdtor autorizat penffu limbile strdine: italiand,

englezd, francezd, spaniold si rusd, in temeiul Autorizaliei nr. 1804 din data de 19'09.2002' eliberatd

di Ministerul Justiliei din Romdnia, cerlifc exaclitatea traducerii efectuate din limba englezd in

limba romdnd si cd, prin rraducere, inscrisului nu i-au lost denaturale conlinutul $i sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



Product nane:

Batch or ref no:

l.lanufacturer or
supplier:

Sample ref:

Date tested:

Certificate no:

Analysis required:

SUorage conditions:

Appearance of
product (solution):

Active substance (s)
and their
concentration ( s ) :

Notes

Abbott Anagticut
Consulting Scientists to the Disinfectant Industry

Certificate of Analvsis
Medipal Disinfectant If Wj-pes Sol-ution

Pal International Ltd
Bilton Way, Lutterworth, LE17 4JA

15G/110 Date received: 17 JulY 2015

4 September 2075 Certificate date: 8 September 2075

15G. 110ICs . PAL Page: 1 of 3

EN 13704:.2002, Chemicaf disinfectants - Quantitative
suspension test for the evafuation of sporicidal- actlvity of
chemical- disinfectants used in human medicine, veterinary
field, and food, industrj-al, domestj-c and institutional
areas - Test method and requirements (phase 2, step 1)

Room temperature in darkness

Clear colourless Iiquid

Not declared

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

D C Watson BSc,

tjnit 2. Hickmans Road,
Birkenhead, CFt4l lJH,
[Jnited Kingdom

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

CBiol, MSB, MI EST, ACIEHO



Abbott Anafuticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 15G.11OICs. PAL

Exper imental coodit ions

Concentration(s) of product tested:

Product diluent:

Test organism(s):

Contact time(s):

Test temperature:

Test conditions:

Interfering substance :

Method:

Neutralising solution :

Incr:.bation temperature :

D C Watson BSc,CBi-oJ-,MSB,MIFST,ACIEHO

Unit 2, Hickmans Road,
Birkenhead. CFt4l lJH.
United Kingdorn

Rqarke reqardino the results

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

Conelusion

At a test concentration of B0% this sample of Medipal Disinfectant II Wipes
Solution passes the requirements of EN 13704:2002 for sporicidal activity in
2 minutes at 20oC, under clean conditions, agalnst CLostridium sporogenes
(LMG 14743).

Date: 8 September 2075 Page:. 2 of 3

Neat as received
(test concentration 80E)

N/A

CTostridium sporogenes (LMG l-4'143l'

2 min + 10s

200c + 10c

Clean

0.ZS/t bovine albumin

Dilution-neutral isation

305/t Polysorbate 80 + 39,/1 Lecithin +
1qll L-histidine + lq/\ L-cysteine

370C t Loc

Tel. +44 (0)l5l 324 1276
email : enqsl@abbottanalyical co uk
www. abbottanall.tical co uk



Abbott Anafuticut
Consulting Scientists to the Disinfectant Industry

Certificate no: 15G.110ICs. PAL

Resu.I'ts: CTostridium sporooenes (LlfiG 747431

- 
-\'$v>< ..-

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

Unit 2, Hickmans Road,
Birkenhead, CFt4l lJH,
United Kingdotn

Validation tests
Spore

suspens].on
Experimental
conditions

Neutraliser
toxic j-ty

Dilution-
neutralisation

Vc: 8'l ; '7 4

Nv: 8.1 x10 2

Vc: 53 ; 15

Nv: 6.4 x101 Nv:

56 , 62

5.9 x10r

Vc 51 ,48

x10 1Nv: q?

Date: 8 September 2015 Page: 3 of 3

Tel: +44 (0)r5l 324 1276
email: enqs@abbottanalyical.co.uk
www. abboft anal fi cal co. uk

Spore
test

susPensr-on

Test procedure at
Contact time 2 min

Test conc.8O%

10 -4 : 204 ; 763

10-s : 18 ; 22

N: 1.9 x10 6

3i3

< 1.5 x10 2

> 1.3 x10 3 PAss

Vc

Na

R:



Traducere din timba englezd

Abbott Anagticot
Cercetatori Consultanti pentru Industria Dezinfectantilor

Raoort de testare
Nune produa: Medipal Disinfectant II Wipes Solution

Lot sau nr. ref:

Producator eau furnizor: Paf International Ltd'
Bitton WaY, Lutterworth,LElT 4JA

Referinta esantion: Lsc/110 Data primirii: 17 j-ulie 2015

Data tegtarii: 4 septembrie 2015 Data certificat: 8 septembrie 2015

Analiza eolicitatl: EN 13?04:2002, dezlnfectanti chj-mici - test cantitativ al
suspensiei Pentru evaluarea activitatii sporicide a

dezinfectantiroi cnimici folositi in medicina umand, in domeniul
veterinar si in zonele alimentare, industriale, casnice si
institutionale - metoda de testare si cerinte (faza 2' etapa 1)

Certificat nr. : 15G.110ICs.PAL Pagina: 1din3

Temperatura camerei Ia intuneric

Lichid limPede incolor

Nedeclarata

Conditii de dePozitare :

Aspectul produsului (solutiei) :

Substanta activa si concentratia ei:

llote.'

Rezultatele testarij- din acest raport se refera numaj'

Acest raport de testare nu poate fi reprodus decat in
scrisa a Abbott AnaIYtical.

S e mnd t ur d inde s c ifr ab i I d
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO

Ia esantioanele testate.
intregime gi numai cu aProbarea

DC Watson BSc. CBiol. Mll3iol.MlFS"l ACIF'l-10

PC) Box 95. Nerv Ferry. Wi rral. CI 162 6t IA

Tel: O 15 1 637 333 1 Mob:07767 87 1275

email: abboltanalyticalr hotrnail.co'uk



Tnduete din

Abbott Anofiricat
Cercetatori Consultanti pentru lndustria Dezinfectantilor

Certificat nr.: 15G.110ICs,PAL Data: 8 septembrie 2015 Pagina: 2 din 3

Contt; til axoerizentale :

Concentratia produselor

Diluantul produsului:

Organiam testat:

Tinp de contact:

Tenperatura de testare:

Conditii de testare:

SubsEanta interferenta :

Metoda:

Solutie de neutralizare:

testatc: asa cum au fost primite

indisponibil

Clostrjdj un sporogene s

2 nin. i 10s

200c + 1"c

Curltenie

(concentratia de testare 808)

(LMG 14743)

Temperatura de incubare:

Remarci referitoare 7a rezultate:

3.09/L albumind bovind

Diluare - neutralizare

309/I Polisorbat 80 + 3 g/l Lecitina +

1gl1 L-histidina + lg/I L-Cisteina

370C I 10C

Acesta este un produs gata de utilizare, dar concentratia reala a produsului a fost de
80t din cauza constrdngeriLor metodei de testare. Acest Lucru reduce eficacitatea
produsului, cu toate acestea a trecut testul l.npotriva organismului testat asa cum se
detaliaza mai jos.

Concluzie:

La o concentratie de testare de 80t, acest esantion de Medipal Disinfectant II Wipes
Solution indeplineste cerintete EN 13704:2002 pentru activitate sporicida in 2 minute
la 20oC in conditii de curatenie, impotriva Clostridiun sporogenes (LMG I41431.

S em n d lurd in d e s c ifrab i I d

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



Traducere din limba

Cercetatori Consultanti pentru Industria Dezinfectantilor

Certificat nr. : 15G.110ICs. PAL Data: I septembrie 2015 Pagina: 3 din 3

Rezultate: Costtidium sporogenes (LLIG 74743)

Teste de validare

Abbott Anagricat

englezd

Suspensie de test
cu spori: N

Conditii
experimentale

Toxicitate
neutrali zator

DiLutie -
neutral-i zare

Vc

Nv

87 ; 14

8.1 x 102

Vc: 53 ; '15

Nv: 6.4 x 101

Vc: 56 ; 62

Nv: 5.9 x 10r

Vc: 57 ; 48

Nv: 5.3 x 101

Suspensie
de test
cu gpora

Procedurl de testare Ia:
Timp de contact 2 min.
Conc. de test 80t

lO'at2O4;L63
10-s: 18; 22
N: 1.9 x 106

Vc: 3 ; 3

Na: <1.5x102

Ri > 1.3 x 103 TREcur

Se mndturd inde s c ifrab il d
D C Watson BSc, CBiol, MSB, MIFST, ACIEHO



Subsemnata DOMNITEI LILUNA, interpret $i taducdlor autorizat pentru limbile strdine: italiand,

englezd, francezd, spaniold si rusd, in lemeiul Autorizaliei nr. 1804 din data de l9'09.2002' eliberatd

di Miniiterul Justgiei din Romdnia, certific eractilstea traducerii efectuate din limba englezd in

limba romdnd si cd, prin traducere, inscrisului nu i-aufost denaturate conlinutul si sensul.

INTERPRET $I TRADUCATOR AUTORIZAT

DOMNITEI LILIANA



 
 

Mai 2017 
 

 
 

 

 

Evaluarea Impactului şerveţelelor Medipal 3 in 1 asupra ţesăturilor Dartex 
 

Context 
 

Ţesăturile acoperite cu poliuretan sunt folosite pe scară largă la acoperirea 

saltelelor utilizate în spitale, deoarece sunt impermeabile, rezistente la abraziune 

și permit trecerea aerului. De-a lungul timpului acoperirile din poliuretan sunt 

susceptibile la hidroliză, care poate fi accelerată prin expunerea la agenții de 

curățare utilizați în spitale, în special dacă nu sunt clătite după curățare. 

 

Dartex produce o gamă largă de țesături acoperite, satisfăcând diferite nevoi de 

pe piață. De exemplu, unele produse sunt formulate pentru a maximiza 

permeabilitatea la vapori de umezeală, în timp ce altele maximizează rezistența 

chimică. Susceptibilitatea la deteriorarea din cauza materialelor de curățare este 

diferită pentru fiecare tip de acoperire. 
 

Dartex poate testa impactul unei substanțe chimice de curățare asupra acoperirii 
poliuretanice prin expunerea țesăturii la substanţa activă și măsurarea timpului 
de expunere necesar pentru a reduce capul hidrostatic al stratului de acoperire la 
<35 kPa 

 

Pal, producătorul șervețelelor Medipal, a solicitat să determinăm dacă expunerea 

la substanţele active utilizate în șervețelele Medipal 3 in 1 are un impact dăunător 

asupra textilelor acoperite cu poliuretan Dartex. 

Traducere din limba engleză 



 
 

 

 

 

Procedura de testare  
 

Pal a furnizat un eșantion de soluție utilizată în șervețelele lor Medipal 3 in 1. 
 

Dartex a testat impactul soluției asupra țesăturilor în gamele lor de îngrijire, 

performanță, elasticitate, rezistență și microclimat utilizând următoarea procedură: 
 

1. Eșantioanele au fost tăiate astfel încât să se potrivească echipamentului de 

rezistență sub presiune hidrostatică. 

2. Eșantioanele au fost aranjate pe o sticlă de ceas cu partea care urma să 
fie testată în sus. 

3. 2 ml de soluție de testare a fost distribuită în centrul fiecărui eşantion. 

4. Eşantioanele au fost acoperite imediat cu o altă sticlă de ceas pentru a 

preveni evaporarea. 

5. Eşantioanele au fost expuse în intervale (8, 12, 24, 72 şi120 ore). 

6. După aceasta eşntioanele au fost curățate cu o cârpă curată și umedă și 
apoi uscate. 

7. Rezistența la presiunea hidrostatică măsurată conform QLTA09 (BS3424-26). 

8. Rezultatele au fost înregistrate ca pozitive dacă au obținut un cap hidrostatic 

>35 kPa şi negative dacă au atins <35 kPa. 

 
 

Ţesături t  estate: 
 

• Gama Anduranţă: END457 (lot 704-534) 

• Gama Microclimat: MIC200 (lot 701-585) 

• Gama Performanţă: PER465 (lot 704-550) 

• Gama Elasticitate: RES213 (lot 704-559) 

• Gama Îngrijire: CAR466 (lot 703-631) 

Traducere din limba engleză 



 
 

 

 

 

 

Rezultate – Şerveţel Medipal 3 in 1 
 
 

Produs Cap hidrostatic după 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 obținute considerăm că substanţa activă din șervețelele 

Medipal 3 în 1 este compatibilă cu toate cele 5 țesături testate, deoarece toate 

țesăturile au trecut testul capului hidrostatic chiar după 120 de ore de expunere 

continuă la soluție. 
 

Comparaţie – 10,000ppm Înălbitor cu clor 
 

Ca o comparație, mai jos este un tabel cu rezultatele tipice obținute, când același 

test este efectuat cu 10 000 ppm de înălbitor cu clor. 
 

Produs Cap hidrostatic după timpul de expunere (ore) 

8 12 24 72 120 

Anduranţă Pozitiv Pozitiv Pozitiv Pozitiv Pozitiv 
Microclimat Pozitiv Pozitiv Pozitiv Negativ Negativ 

Performanţă Pozitiv Pozitiv Pozitiv Negativ Negativ 

Elasticitate Pozitiv Pozitiv Pozitiv Negativ Negativ 

Îngrijire Pozitiv Pozitiv Pozitiv Negativ Negativ 

Traducere din limba engleză 



 
 

 

 

 

 

Anexă 

 
Rezultate (Valori reale ale capului hidrostatic) 

 
Produs Cap hidrostatic (KPa) după 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 

 

Traducere din limba engleză 


	2.Brosura-Medipal 3in1 Disinfectant Wipes-Rom.
	4.Fisa tehnica M 3 in 1-Rom.
	Eticheta Medipal 3 in 1 flacon 2 l -Rom.
	6.MSDS Medipal 3in1 Disinfectant Wipes-Rom.
	Cerere notificare ANMDM-Medipal 3 in 1 Disinfectant Wipes
	Certificat Marcaj CE-Eng.-Rom.
	Decl. de conf. CE Medipal 3 in 1-Eng.-Rom.
	Certif. ISO 13485-11.2017-Eng.-Rom.
	Certif. ISO 9001-01.2018-Eng.-Rom.
	Decl. denumire Medipal 3 in 1 in rap. de test-Eng.-Rom.
	EN 13727 BT-Eng.-Rom.
	EN 13727 MRSA. VRE-Eng.-Rom.
	EN13697
	EN13697 Additional organisms
	EN13697 MRSA.VRE
	EN 14561 BT-Eng.-Rom.
	EN 16615-30gsm Tritex-Eng.-Rom.
	EN 13624 CA only BT-Eng.-Rom.
	EN 13624 clean-Eng.-Rom.
	EN 1650-Eng.-Rom.
	EN13697 CA only BT
	Experimental Conditions
	DISCLAIMER

	EN14562 CA only BT-Eng.
	DISCLAIMER

	EN14562 CA only BT-Rom.
	EN 14348-Eng.-Rom.
	EN 14563-Eng.-Rom.
	EN 14476 PV1-Eng.-Rom.
	EN 14476-ADV MNV Vir. 1 min.-Eng.-Rom.
	EN 13704 C.diff.-Eng.-Rom.
	EN 13704-B. subtilis si cereus-Eng.-Rom.
	EN 13704-C. sporogenes-Eng.-Rom.
	DARTEX Medipal Report May 2017 Polyurethane cover compatibility-Rom.

