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B LhiKi# i FHER Ethylene Oxide Sterilization Process Record

KEH.9% 5 Sterilizer: KWt S Sterilization Batch: 2018121101 [ Date: 20181211 BL X Order: 1
Article Name#1 & £ ## Lot No./E ™" fit & Specification il #/ 5 CTNINO; 1 # [Quantity 3 &t 4 R
Envy Bugpin Cartridges 18-12 EC-0917CM 10CTNS PIESEAR 95 1 A
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Procss RarameenSiiiie Setting Value Actual Value Requirement32R Pass/Fail Sterilization Process Starttime. End time Elap;;'fmin}
' 5 it BN minfb it | max@ gy | AWK KB FERAI fi S50 fi) PO
Vaccum value (KPa) fil 5197 j& -50.0 -50.4 520 -48.0 Pass Heating fiij 2018/12/11 18:22 |2018/12/11 21:32 180
i Leak test time{min)ilt & &1 & i) 5 5 4 - 6 Pass Keeping warm {% if 2018/12/11 21:32|2018/12/11 2224 52
Pressure change at end of leak test (KPa) it #i [ /714 - 0.2 0.0 _ 30 Pass Pre-vacuum )45 1 ¢ 2018/12/11 22:24 | 2018/12/11 22:31 7
Pressure change at end of steam injection (KPa)Imi# i IE /14 4k 4 20 29 Hi:-50.0/5:-47 1 10 3.0 Pass leak testilt i il ::Tm B/12/11 22:31|2018/12/11 22:36 5
Pressure change at end of EO injection (KPa)NEQ G [k /) %k 99.0 30.7 fil-47 1/5:-16.4 0.0 3 100.0 Pass steam injection il 2018/12/11 22.36 | 2018/12/11 22:44 8 II
EO weight injected(Kg)MEO it - 0 n 10.0 Pass EQ injection ¥, 2018/12/11 22:44 | 2018/12/11 23:27 43
Temperature (T1) during EO exposure('C) & i B &5 & 490 Min:| 47.8 [Max:| 505 450 : 55.0 Pass EO dwell & 14 2018/12/11 23:27 | 2018112112 7:27 480
Humidity (RH) during EO exposure(% RH 7 i It B i i 1 - Min:| 387 [Max:| 48.0 30 u_ 85.0 Pass EO Removal EQ# [} 2018/12112 7:27 | 2018/12/112 7:31 4
Pressure (P1) during EO exposure (Kpa) % &bt B i 4k € 4 = Win: | -20.0 |Max:| -16.4 - Pass air washing = "Lk 2018/1212 7:31 | 2018/12112 7:52 21
EO dwell (min) X & fil 480 480 479 481 Pas;—— repressure fir: 2018/121127:52 | 2018/12/12 B:26 34
Numbers of air washes%=“{ *# ¥ 3 3 2_— 4 Pass




RRNERQKBHI Guixi City Jinlong Tattoo Equipmant Manufsctory

KRG File Numdar: JLTS-1812 KW BERF Chamber No.:

KWEMBrkMaMNiZa QNBER Test Date: 20181211
Original Recod of Bl. Growth Tes1 after Sterilization

%04 8 Customer: Taisoul

7 & % 8% Product Name Envy Bugpin Cartndges

P8 # 8 Product Lat No.:18.12

KEBM Sterlzation Date: 20181211 K@% Swerilization Lot.: SLWX2018121101
RN Test Quantty: 20 pcs R#TADN Test Item: BI Growth Test Recod
@I Test Date: 20181211 B &8 Test Standand: 1SO 11737.2:2009
& 49957 B K R HB ;2 KR Bl Growth Test Record Time Table
REDRA: BIXIFTHMECERFRON LELREE LR ES T P
Strain: Baciltus Atrophaeus ATCCQ372 B Manufacturer; Hangz2heou Future Biotech Co., Ltd
Bl % Lot No.: 1808 3 %R Incubstion Tempeartuse: 36 C
nrEe (99 23 € 1AL Culture Time and 81 Growsh

Anmzm| SN 8 18 2 32 40 48

HEMR 1-108 - - e = = i

i 18 + + 3 + + +

AR Result, (1-105) E/HBTW LK, MEHEUL (112) EB/A 24480 SHWE K.
After 48 howrs incubation. The (1-20#) are not bacteria 9romh, Positve( 118) bacleria growth well.

& Note: (-): 2L represent negative. (+): XX RITE reprasent positive,

B R§A ¢ Detoction Conclusion:
LMMABEMRLER B 1est of stenlity; KB SH The results indicated PASSED

Q23 Testby:REW A 2 Review by: 3L




