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W L5 KL #2id 3% Ethylene Oxide Sterilization Process Record

Keibl9 5 Sterilizer: KWifit 5 Sterilization Batch: 2018091301 H ¥ Date: 20180913 BEWR Order: 1
Article Name® & 4 & Lot No.2E /=it 5 Specification /1 5 CTN/NO; #i ¥ | Quantity ¥ fit A FEEA
Envy Cartridges 18-08 50CTNS e # . ik
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Process Parametersid £ # Settg ;’EEIUE Act;;lﬁ‘u{';lue ST ;;ﬁifg_% Etenllz;t:i::nir;;m:ﬁs S;:g;ﬂ[?; ;E;:j_n;; eiapsﬁa:;:min}
Vaccum value (KPa)Hi 31 %% fif -50.0 -50.4 -52.0 -48.0 Pass Heating i 4 2018/9/13 19:08 | 2018/9/13 20:33 85
Leak test time(min)itt i §l &0 (5] 5 5 4 6 Pass Keeping warm {#if 2018/9/13 20:33 | 2018/9/13 21:33 60
Pressure change at end of leak test (KPa)illt # & 1 - 02 0.0 3.0 Pass Pre-vacuum #74f 4 <* 2018/9/13 21:33 | 2018/9/13 21:40 7
Pressure change at end of steam injection (KPa)ni® )& fE 13 (k4 2.0 3.5 fi1:-50.0/5:-46.5 1.0 3.0 Fail leak testiflt i £ il 2018/9/13 21:40 | 2018/9/13 21:45 5
Pressure change at end of EO injection (KPa)MEOJ& FE /12 {k.{iL 99.0 40.0 fil-46.5/5:-6.5 0.0 100.0 Pass steam injection/illif 2018/9/13 21:45 | 2018/9/13 21:51 6
EO weight injected(Kg)INEOfit - 0.0 10.0 Pass EO injectionn} 2018/9/13 21:51 | 2018/9/13 22:52 61
Temperature (T1) during EO exposure{'C)X & b Bt 4k f 50.0 Min:| 49.0 |Max:| 52.3 45.0 55.0 Pass EO dwell K i 2018/9/13 22:52 | 2018/9/14 6:52 480
Humidity (RH) during EO exposure(% RH )7 ifi [ B H: 141 F Min:| 405 |Max:| 54.7 30.0 85.0 Pass EO Removal EO# [ 2018/9/14 6:52 | 2018/9/14 6:58 6
Pressure (P1) during EO exposure (Kpa) & $lr B i 4k & Min:|-150 |Max:| 65 - Pass air washing =F “Uiit ik 2018/9/14 6:58 | 2018/9/14 7:16 18
EO dwell (min) X % i a] 480 480 479 481 Pass repressure Jil 4* 2018/9/14 7:16 | 2018/9/14 7:49 33
Numbers of air washes#* S Mk ¥ # 3 3 2 4 Pass




HETERLERH) Guixi City Jinlong Tattoo Equipment Manufactory

%5 File Number: JLTS-1809 K 28445 Chamber No.:

KEEDIERKEREMCs /8 H# Test Date: 2018-09-13

Original Record of BL Growth Test after Sterilization

% P14 Fr Customer: Tatsoul

7= i 4 1 Product Name: Envy Cartridges
7= it s Product Lot No.:18-08

KB H ¥ Sterilization Date: 18-9-13 K E k= Sterilization Lot.: JLWX20180913
fa i & Test Quantity: 20 pcs Rl
kW H #A Test Date: 2018-9-13 Rl
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I H Test Item: Bl Growth Test Record
FrtE Test Standard: 1ISO 11737-2:2009
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K WF8 R Y I (8] 12 3% % Bl Growth Test Record Time Table

AP 2R #?'fﬁ%“ REBEMT AR R HIER: PUNEREDE ARG IR A F]
Strain: Bacillus Atrophaeus ATCC9372 Bl Manufacturer: Hangzhou Future Biotech Co., Ltd
Bl #t5 Lot No.: 1806 B IR Incubation Tempearture: 36 C
g B R [a] S 2 Cuitl:Jre Time and Bl Growth
5 Strip No.:

e e ) 32 40 48
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78 Result: (1-10#) EREFRELE ALK, HEXRE (11#) 7E37F 2448/ M A REAEK.
After 48 hours incubation, The (1-20#) are not bacteria growth, Positive(11#) bacteria growth well.

%7E Note: (—): #aBATE represent negative, (+): 7~ PHTE represent positive.

¥l £ 18 Detection Conclusion:

HMte Y L HE R IR 45 5 Bl test of sterility: ‘K & 1% The results indicated PASSED
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Fl Test by: FRIL ¥ Review by: &4 fix & H #A ?&pnr’t Date:'QU"l'fB_;—_Q-1* 4
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