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Test di sterilita a 22°C{+2°C):x4.gg / Sterility control at 22°C( + 2°C) for4

Test di sterilit days: Test di-sterilitd a 37°C(12°C) x4 gg/ Sterility control at 37°C(£ 2°C) for 4 days:
Sterility-control ; . . e
&4 Assenza df crescita microbica /No.microbfal growth Assenza.di crescita microbica £ No microbial-growth
. Conservazione nella confezione minima di venditz per6 gg = 23 £2°C/ [onservazione nella confezidne diimballo per3 gg-a 40 2°C./ Storage in-shipping packaging for.3 days:at 40
Test:di shock Storage (in minimum selling packaging) for&daysat 23 £2°C 2 :
termico/ Shock T . ) } ] . L
termiic test Nessuna variazione significativa dell'aspetto e della performance /No.  |Nessuna variazione significativa deli'aspetio e.della performance / No significant \rariation in appearance and)|
significant variation in appearance and performarnce performance

Procedure secondo
indicazioni/As per

Caratteristiche fisiche f Physical characteristics

Attese / Expected

Osservate | Observed

directives: iTrasparenza /Transparsncy trasparente’/ transparent trasparente ! transparent
vﬂcmﬁmwmvo&m {ER) Colore /Colour vinaccia fviolet-red vinacciaf viclet-red-
United States USP ‘pr.z025°c) 7102 CONFORME / CONFORM
‘CLSI M22-A3 | L X K .
UNIENIS0 11133 [Microorganismitestati / Tested Microorganisms PR
T . Risultati attesi. Risultati-osservati .
Metodo di seminz / Inoculation method Expected results Observed restlts Wu—ﬂ
ospensione d'inoculo/ Inoculum level ..
L. i COl0NIE T05S0-T05a = alone Ol precipi, PK-colonIes & precipi. clonie rasso-fosa + ajgne i preqip -PINK COIGHIES, & DI BLIPH, !
Escherichia coli* 10-102UFC ATCC 25922 |hale PR (Produchivity. Ratis) [thalo o PR {Producifivity Ratio)  {}, 94,
. =07 >0 7
* Colonle rosa-resss mutsss 2alone ! Mussts pink-red colonies = halo JColonierasarssso mucose & alone ! Musous pink-red colenies = halo
Entercbacter aercgenes™® 10-102UFC ATCC 13048, PR (Produicitivity Retioy vmu_. ' : PR (Producitivity Ratic) vmu 0,89
crestita ne sclamaggis, col, incelor {.growth wio.invasion, colorless || crescita ro stiamaggio, <ol insslori £ growth wio invasion, coloriess
Proteus mirabilis* 10-102UFC. ATCC 12483 col. PR-tProducitivity Ratio} || -cal, - PR (Producitivity Ratio) 0,88
>07 >
. s 2 A o -grescita, colorieincelori / growth ; celorless colonies cresita; colonie incolor i growth , colorless. solories :
Salmonella typhimurium™16-102UFC. ATCC 14028 PR (Produciivty Ratio) 507 PR (Producitivity Ratic) >0.7 0,95
- L% 0 . inivizione totale / Total inhibition Intpizicne totale F Total inhibition
IEnterococcus faecalis® 104-106UFC ATCC 29212 " SF (Seloctivhy Factory »2 SF (Selectiviy. Factor) 22 6
. Inibizione totale 7 Total mhibition Iniblzione.totale / Total inhibition
Staphylacoccus aureus® 104-106UFC ATCC 25923 SF (Seleciivity Factor, 2 SF (Selectvity Facter) o2 5

Test n.

Bata: controllo
Conftrol date

*Semind'in superficie (Miles-Misra modificato) ed Incubazione in aerobiosi-a:37 *C per 24.ore / * Surface plating (Miles-Misra modified) znd Aerobic incubation-at 37°C-for 24 houts.
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