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Data di produzione

Test of sterilits
Sterility centrol

Testdi'sterilita a 22°C( + 2°C) x 4 gg / Sterfiity coritrel 2t 22°C{ & 2°C) for 4
) days:

mercoled] 18/01117T

Test dj sterilta a 37°C{ £ 2°C) x 4.9¢  Steriity control at 37°C{.+ 2°C) for 4 days:

Asseriza df cresclta microbica /' Na microbial growth

Assenza df crescita microbiva / No microbial growth

Test di sheck termice
/ Shock termic fest

‘Conservazions nella confezione minime di vendita per@gg a 23+ 2°C /
Storage (in minimum saliing packaging) for 6 days at 23 £ 2°C :

Conservazions nela confezipne d'imbalo per3-gg a 40 £ 2°C f Storage in-shipping packaging for 3 days at

40 2°C:

Nessuna variazione signifieativa dell'aspetto e deffz performance 7 Na
significant variation i appearance and performance

Nessuna vaniazione signfficativa delfaspetlo v dells performance / No significant vaiiafion in appearance

and performance

Pracedure secondo
Indlcazioni/As. per

directives:

European
Pharmacopoeia {EP)

‘Caratteristiche fisiche / Physical characteristics

Attese [/ Expected

Qsservate [ Observed

Trasparenza /Transparency

trasparente / transparent

trasparente / transparent

Colore [ Colour

gialio chiara/ figth yellow

gialle chigro / kgth yellow

United States USP
CLSI M22-A3
UNTEN 183 11433

Test n.

pH {20-25°C)

56+02

571

vacliiesT

Microorganismi testati / Tested

Mietodo di semina e incubazione f Inoculation method and
incubation

Sospensicne d'inocutof Inoculum level

Risultat! attesi
Expected resolts

Risultati osservati
Observed results

Candida afbicans® 10-702UFC ATGC 16231 e .wm%mogn%%mj .mmm@wmmmmﬁ&ﬂ%ﬂmmﬁg 0,85
Asperyillus brasltiensis™ 10-102UFC ATCC 16404 e R oy B 0,85
Saccaromices cerevisiae® 1o{G2UFC ATCC 8763 w_whm:%qﬂmmwﬁmvo%mmwvmmmﬁj mWMﬁMﬁ”%Nm%ﬂﬂﬂn%qvoPsmj 082
\Penicitlium cyclopium™ 10-102UFT ATCC 16025 R ooty ostioron s S ety Pt 0,84
Trichaphyton mertagrophytes* T0-T02UFC ATCC 9533 mmﬂwwm”mww_uwﬂmﬂ%%ﬁ: mwm_ﬂwwﬁwmww&mm%wmwﬁa 0,99
et o o0 e N o e :
—hhmtqoan:mu aeruginosa* {04-166UFC ATCC 27853 %umwm.ﬁ. M_m __n Mw_mﬂ_a_jj Wﬁ&oj _DEWPM”MNW_M ._“M.ﬂwmkm M.M:ou G
_mme.::m subtilis™ 104-106UFC ATCC 6533 Ini mﬁummm_m“.mﬂ.%nﬁw%: e o inron €

* Metode guantitative, Semina in supefficie {Miles-Misra modificato) ed Incubazione In asrobiosi a 25 °C per 3-5'gg, Terreno di fferimento SDA/ ~ Quantitative methad, Sutface plating (Miles-Mista

madified) and Agrsbiz incubation at 25°C for 3-5 days. Reéference. medium SDA.

**Metodo gualitative: 5.3.3 - ISO/TS 11133-2, incubazione in aercbiosi a 25 °C per 3-8gg. Terreno di riferimento TSA 1 ** Qualitative method: 5.3.3 - ISO/TS 11133-2. Aerobic incubation at 25°C for 3-5

days. Reference medium TSA.
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