KIMA US

Quality control card / Scheda Controlic Qualita

PRODGTTC - J
rropuct B19333 Piastre/Plates COLUMBIA AGAR + 5% Sangue montone (Sheep blood)
, ‘SCADENZA / EXP. DATE 26/04/17 {OTTO/LOT 2817201410
: Data di produzione venerdi 10/32M7
Test o7 steritd 3 22°C(+ 2°C) x 3 gg / Sterify.contral at 22°C{ + 2°C) for 3 R . . e AT 2 .
Test di sterifita daye: Test di sterilita a37°C(£2°Cyx3 g9 7 Sterfity contral at 37°C{+ 2°C) for 3 daya:
Sterility control - . . . . . R B j . s .
Assenza di crescita microbica / No microbial growih Assenza di crescita microbica / No microbial growth
Conservazione nella confezione minima di vendita per 6 gg a 23+ 2°C/ Conservazione nelia confezinne dimballc per 3 gg & 40 = 2°C / Storage in shipping packaging for 3 days at
Test df shock termica Storage (in minimum selling packaging) for 6 days ai 23 3 2°C: 40 +-2°C:
/ Shock termic test Nessuna varazionesignificativa dell'aspetic e deffa performance / No Nessuna variazione slanfficativa deliaspetio o della performance / No significent variation i appesrance
significant variation in appearance and performance and perfirmance
Procedure secondo  |Caratteristiche fisiche | Physical characteristies Attese / Expected Osservate / Observed
indicazioni/As per
h:_wmﬂ,m..ﬁm.. P [Trasparenza /Transparency Opalino | Opalescant Opalino{ Opalescent
European Colore f Colour rosso vivo / red rosso vivo / red
Pharmacopoeia (EF) -
Uinited States USP pH (20-25°C) 7302 7,29
mwﬂmﬁm_m%_ 1133 Microorganismi testafi / Tested PR
Metodo di semina e incubazione / Inoculation method and Risultati attesi Risultati osservati
incubation Expected results Observed results M_._m
ospensione d'inoculo/ Inoculum level
. Crescita, B emolisi / Growth, § hemolysls Crescita, p emolis] / Growth, $ hemolysis
Streptococcus pyogenes® 10-102UFC ATCC 18815 PR (Procuctivity Ratio} »0,7 PR (Produciivity Ratio} >0,7 0,895
- P Crescita, o emolisi 7 Growt?, a hemalysis Crescita, a emolisi / Growth, a hemolysis
|[Streptococcus prieumonias 10-102UFC ATCC 6305 PR (Productivity Ratic} »0,7 PR (Productivity Ratic) »0.7 0,88
y rn® Crescita, 8 emolisi / Growth, B hemolysis Crescita, B emolisl / Growih, § hemolysis
Streptococcus agalactize™ 10-102UFC ATCC 12386 PR (Productivity Ratio) 0.7 PR (Preductivity Ratio) »0.7 0,82
. g Crescita + emolisi / Growth £ hemolysis Crescita £ emolisl / Grewth = hemaolysls
Staphylococeus aureus” 10-102UFC ATCC 25823 PR (Productivity Ratic) 0.7 PR {Produciivity Ratio) 0.7 0.9
; ek L Crescita senza emolisi  Growth wio hemalysis Cresciia senza emolisi / Growth w/o hemolysis
Eriterococcus faecalis* 10-102UFC ATCC 28212 PR (Producivity Ratio) 0.7 PR (Productivily Rafic) 0.7 2,93
o i 40 Buona crescita / Good growth Buona crescita / Gaod growih
Escherichia coli” 10-102UFC ATCC 25922 PR (Produchivity Ratio) >0.7 PR (Productivily Ratio) >0.7 0,93
* Semina in superficie (Miles-Misra modificato) ed Incubazione in C0210% a 37°C per 24 ore/ * Surface plating (Miles-Misra modified) and CO2 10% incubation 4t 37°C for 24 hours.
Testn. 17334 1l responsabile del controilo / Quality controt responsible
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