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Foct o sterilits Vest di sterilitd .a 22°C{x 2°C) x.M..mw m.m m,,nma%.”nozqo_ at22°C{ = 2°C) fo Test di sterilita & 37°C( 4 2°C) x 4.gg / Sterility control at 37°C( + 2°C) for 4 days:
Sterility control . , . . . o
i Assenza di crescita microbica / No microbial growth Assenza.di crescita microbica / No.microbial growth
Tost.di shock Oozm”w,oﬂmmmumomm,.w:mmw:ﬂuanﬁmu&wmmm__ﬁ%ﬁmwmmw w%_,a%whm MWWMWMO» 2°C nservazione nella confezione dimballo per 3 gg 240 2 2°C / Storage in shipping packaging for 3 days at 40+ 24
termico / Shock : — , —— —— _
" termictest Nessuna variazione significativa. dellaspettc e della performance /No |  Nessuna-variazione sigrificativa deif'aspeito & della performance / Ne significant varfation' in appearance and
. significant variation in appearance and performance performance.
Procedure secondo[[Caratteristiche fisiche / Physical characteristics Attese / Expected Osservate / Observed
%M%w.%%:% per (Trasparenza /Transparency trasparente /transparent trasparents / fransparent
%%mmmmwmuommm (EP) Calore f Colour verde-blu / gresn-hlue verde-blu/ green-blue
United: States USP |IpH (20-25°C) 7,302 CONFORME./ CONFORM
mww_m_mm_w.%_ 1135 IMicroorganismi testati / Tested
Microorg anisms Risultati attesi Riswuitati osservati PR
Metodo di semina / Inoculation method Expected results Observed results
Sospensione d'inoculo/ Inoculum level .
Escherichia colf* 10-102UFC ATCC 25922 nrsan,n_unﬁdﬂ_w_nnwﬂumuﬁun.mm?ﬁwuwxn.mnunaﬁé raly oaou_nmiiEWhﬂ“w__mﬁrvaﬂnﬂmziBsﬁ nala: O“mm
Enterobacter aerogenss* 10-102UFC AT CC 18048 | e o rat say = e S ereduciony oy roerwame 0,97
“.muﬁonmﬂmamﬂmhubmhl .AblAUNPQHO >|W.OO x_NL.mm Creseits aﬁ”%ﬁﬁﬂaﬂﬂg blu/ Grawth wig invasion, biue ciear colonles Crescity n.mimﬁ_uann%c@ﬂwuuvh?q G bl } Grawth wio invesion, bius clear colonies O . mh.
Enterococcus faecalis* 10-102UFC. ATCC 29212 e oo, Rty g Yol moories B Bt Ry o Yoo el 0,95
mnm.ﬁwd.a_.onﬁﬂnn.w agreus® 10-102UFC >..m|00 N@@me Crescita, tol. piccale aﬂﬂ&%ﬁmﬂcﬂ“ﬁ%ﬁ% opaque golden caf, Crescita, ool. piccale. uw«ﬂ%%‘mwmﬂﬂw«swuﬁiﬁmﬂﬁ epague golden cal, D“.@m
WHN.U_SE.OQOnﬂﬂm..mhmtha__«nﬂ.m» ubt.MQNQ—ﬂn ) }Auoo E .._ NNNm -Col. plecole wg%n..sﬂnnamﬁﬁh%nﬁ_% col, blue changing mediism Gl plecole bianghe, ﬁBuumwvu_wzawﬂn%wM.ﬁﬂWsﬂgwn col, biue changing ann.__.ﬁ— Oumb
Pseudomonas aeruginosa* 10-102UFC ATCC 25922 | O B vt s oo e e e gTented Mi-green colosles 1

* Semina In superficie {Miles-Misra modificato)} ed Incubazione & 37°C per24 ore/ * Surface plating {Miles-Misra.medified) and incubatien-at 37°C for 24 hours.
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