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Quality control card / Scheda Controllo Qualita
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SCADENZA | EXP. DATE 24/04/2019
Data di produziong gioved:

LOTTO/LOT

181112018

2818111315

Pharmacoposia ﬁmv,

vinaccia /viclet-red

Test di sterilith. a22°C(+.2°C) x4 gg./ Sterility control at 22°C{ £ 2°C) for 4 A o p 20 i - a9 - .
Test df sterilits : days: Test di-sterilitd a37°C(£2°C)yx 4 gg / Sterility control at 37°C{ £ 2°C) for 4 days:
Sterility controf .
y Assenza di crescita.microbfea/ No microbial growth Assenza di crescita microbica / No-microbial growth
‘Conservazione nella confezions minima: di vendita per§ ggia 23 £2°C/ |onservaziene nella confezione dimballo per3 gg a 40 22°C J Storage in:shipping packaging for 3.dzys at 40
Test di shock Storage (in minimura selling packaging) for § days at 23+ 2°C : 2°C:
termico/ Shock , . A - . . e
terniic test Nessuna variazione significativa. dellaspetto e delfa performance-/No  |Nessunia varfazione significetiva delfaspeito e delfa performance f No significant variation in. appearance and
. significant varfation.in appearance and performance performance
Procedure seconde [[Caratieristiche fisiche / Physical characteristics Attese / Expected Osservate / Observed
,_mew_%_wmmﬂ:%.vmﬂ iTrasparenzz /Transparency trasparents / fransparent trasparente /fransparent
European Colore:/ Colour

vinaccia f violat-red.

United States USP |jpH (20-25°C})

CLSI M22-A3.
UNIEN 180:11138

Testn.

Data controilo
Control.date

7102 CONFORME/ CONFORM
Microorganismitestati / Tested Microorganisms PR
. . . Risultati attest Risultati osservati
Vetodo di semina ! Inoculation method Expected results Observed results M_ﬂ
Sospensione. d'incculof Inoculum level
. Colome 05501052 % 2lone 4f precipii, ~DiNK COIGTies £ Drecip) =RINK COlorues & precipit.
Escherichia colf* 10-102UFC ATCC 25922 | hale PRi{Producitivity.Ratio} [[hala PR(Producitvity Ratie) (0,98
07 07
; S * - . Colonle rosg-rosso mucese & alonef Mucous pink-red colonfes = haly ||Cokinie rosa-rosso mucose. alones Musous pinfred doloniss = hale.
Eriterobacter aerogenes* 10-102UFC ATCG 13048 PR (P Rat ST PR (Predlciiviy Raties »0.7 0,99
. . crescita na sciamagglo, ¢ol. Inesion./ growth wie Invasion; B_o:mmm Cressiia no seiamaggio, col. incoleri-F growth wia invasion, colorless .
Proteus mirabilis* 10-102UFC ATCC 12453 cal, PR {Producitivity Ratio} || col. . PR (Productinity Ratio) 0,83
>0T >0,
5 - oot : erescita, colorie Incolori /£ growth, ;- coloriess colonias: icrescita, colonie insoleri / growth | colorless colonies .
Salmanefla typhimurium™10-102UFC ATCC 14028 PR (Produritivity Ratio) 0.7 PR (Producitivty Rafio} 0.7 0.89
= Inibizione totale / Total Inhibition Inibizions totale 1 otal Inkibition
Enterococcus faecalis® 104-106UFC ATCC 29212 SF (Seleciiviy Fadtor) 52 SF (Selectivity Factor) 52 B
- ; Inibizione totale / Total inhigition Inibizitre totaled Total inhibition
zmﬁbb.&ononn:m aureus® 104-106UFC ATCC 25823 SF (Selectiviy Fastor) 2 SF (Selectivity Fastor) 2 5

*-8emina in superficie (Miles-Misra Boaw.ﬁm@ ‘ed Incubazione inaerobiost a 37 *C.per24 ore/ * Surface plafing {(Miles-Misra modified) and Aerobic incubation at 37°Cfor24 hours,

182986
19/11/2018.
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