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Vaccum value (KPa)Fil i %5 & -50.0 -50.2 520 -48.0 Pass Heating Il 1 2019/5/17 19:20 | 2019/5/17 22:30 190
Leak test time{min)iit i #1 LU ] 10 10 4 _ 6 Fail E Keeping warm {1 i ;ﬂuﬁ_ﬂ 7 22:30 | 2019/5/17 23:30 80
i Pressure change at end of leak test (KPa)iltt i IE 1 - 0.3 -:11_[] il 30 Pass Pre-vacuum {11 iU . _EGEH!}H .F'?.'!. a0 | 2019/5/17 23:38 5]
Pressure change at end of steam injection (KPa)lmi& i AT 20 20 iii--49.9)5:-47.9 10 3.0 Pass leak testiftt i ki M __?D w:m 723 :1; . 2019/5/17 23°48 10
pressure change at end of EQ injection (KPa)IMEQ & Ik S A 99.0 3286 fii:-48.0/5:-15.4 00 1000 Pass steam injection/i _:".‘I.'H-ﬂ.ffa." 1 'f- 23-48- ;}IHIEHE 014 26
EO weight iniected{KgH.lHEGE: - oo 10.0 Pass EO injection n# i i 2019/5/ ;]: 14 2019/5/18 0:53 3=
Temperature (T1) during EO exposure[ﬂ]ﬂ{m'ﬂﬂ-gtﬁé.#iiﬁ 495 Min:| 48.5 |Max:| 52.4 450 550 Pass i EO dwell K ¥ o _}?UE;&}HB 0:53 | 2019/5/18 8:53 480
i Humidity (RH) during EO exposure(% RH )2 B By B PR3 1 Min:| 508 |Max:| 64.2 30.0 85.0 Pass EO Removal EOFE [ _;-?U19."5I1B a53 | 2019/5/18 8:57 4
Pressure (P1) during EO exposure (Kpa) T TE W B AR - Win:|-226 |Max:| -15.4 o — Pass air washing 7" L 2019/5/18 8.57 | 2019/5/18 9:33 36 a
EO dwell (min) % (& i 480 480 479 481 Pass repressure i 2019/5/18 9:33 | 2019/5/18 10:13 40
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Original Recond of BL Growth Test after Sterilization
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=il £ 85 Produet Name:Envy Cariridges
= % % Product Lot No.:19-05
% B 1 1) Sterfization Date: 20190517 FMAL S Steriization Lot -JLWX2019051701
e 8 & Test Quantity: 20 pes Er#mE Test Hem: Bl Growth Test Record
K B %] Test Date: 20190517 Er¥iEAE Test Standard: IS0 11737-2:2009
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| strain: Bacus Arophaeus ATCCEAT2 BI Manufacturer: Hangzhou Future Bistech Co., Lid
|81 2% Lot o 1901 i #EELI Incubation Tempearture: 36 T
PREE S804 1] 24 BVt Cuure Time and Bl Growth
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8 5: Result: (1-10) TEMPE G0 E 6, FRIEHTE (1180 fENE 24-48 00 GITHIE £,
After 48 hours incubation, The (1-208) are not bactera growth, Posstive(11#) bacteria growth well

it Mote: (=) 5 H represent negative, (+): MR represent positive.
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