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HE 25t KL #id % Ethylene Oxide Sterilization Process Record

Kt S Sterilizer: K i#i fit 5 Sterilization Batch: 2018050601 H ] Date: 20180506 HEI Order: 1
Article Name¥ & 4 % Lot No.2E =t & Specification /% 5 CTN/NO; i ¥ |Quantity ¥ fit H PETA
Envy Cartridges 17-06 SCTNS neh# . BELE
BefE - BEEE
K EH: W4
FiH B =
R BLE 19 7 2\
t
i 8 O s
g Requirement 3k . L , P : e Time
Vaccum value (KPa)Fi 3T %7 fif -50.0 -50.2 -52.0 -48.0 Pass Heating 4 2018/5/6 20:06 | 2018/5/6 22:15 129
Leak test time{min )it 3 3 &L ) 5 5 4 6 Pass Keeping warm {4 ifi 2018/5/6 22:15 | 2018/5/6 23:15 60
Pressure change at end of leak test (KPa)illt s /% /1 {f — 0.3 0.0 3.0 Pass Pre-vacuum 1] ¥ %* 2018/5/6 23:15 | 2018/5/6 23.22 " s
Pressure change at end of steam injection (KPa)ni# 5 M ) k{8 2.0 2.2 fil:-49.9/5:-47.7 1.0 3.0 Pass leak testilt i sl 2018/5/6 23:22 | 2018/5/6 23:27 5
Pressure change at end of EO injection (KPa)iNEOJ5 I 1 % k(& 99.0 455 ii:-47.9J5:-2.4 0.0 100.0 Pass steam injection i 2018/5/6 23:27 | 2018/5/7 0:07 40
EO weight injected(Kg)IMEO#it - 0.0 10.0 Pass EO injectionin#j 2018/5/7 0:07 2018/5/7 0:57 50
Temperature (T1) during EO exposure{C) X & K Ui (5L 50.0 Win:| 48.9 [Max:| 522 45.0 SE.Q Pass EO dwell X 2018/5/7 0:57 2018/5/7 8:57 480
Humidity (RH) during EO exposure(% RH )7 i B BUiE (438 B — Win:| 48.6 |Max:| 63.9 30.0 85.0 Pass EO Removal EOf% % 2018/5/7 8:57 2018/5/7 9:03 6
Pressure (P1) during EO exposure (Kpa) i B (65 - Min:|-12.0 |Max:| -2.4 = i Pass air washing “ “1if % 2018/5/7 9:03 2018/5/7 9:20 17
EO dwell (min) X i fi 480 480 479 481 Pass repressure Jit % 2018/5/7 9:20 | 2018/5/7 9:53 33
Numbers of air washes 5“1 ¥t & #( 3 3 2 4 Pass




BRI A REIZESM)  Guixi City Jinlong Tattoo Equipment Manufactory

{445 File Number: JLTS-1805 K14 22445 Chamber No.: U18-5-6/CE

KR K EAae R ¥ H 19 Test Date: 20180506

Original Record of BL Growth Test after Sterilization

7 2 4§/ Customer: Tatsoul

77 i 478 Product Name: Envy Cartridges

7= it Product Lot No.:17-06

K1 H #] Sterilization Date: 20180506 K it Sterilization Lot.: JLWX20180506
K% & Test Quantity: 20 pcs &35 Test Item: Bl Growth Test Record
¥l H W] Test Date: 2018-5-6 K ill#7 ik Test Standard: ISO 11737-2:2009

He WS K E R [0 3 % Bl Growth Test Record Time Table

1A R A ST T B R AR HIEN: MM EREDHEARERAF
Strain: Bacillus Atrophaeus ATCC9372 Bl Manufacturer: Hangzhou Future Biotech Co., Ltd
Bl {it*5 Lot No.: 180304 5272 H B Incubation Tempearture: 36 C
B 32 92 1) K2 K 1 %1 Culture Time and Bl Growth
Strip No.:

T 8 16 24 32 40 48

P (TD=% G S 1-10# & 2 s = e =

11# + + + 5 + +

4E 5 Result: (1-10#) 78R E R BA K, FHYEXT IR (11#) {E3ESF 24-48/\i fFEH B AE K
After 48 hours incubation, The (1-20#) are not bacteria growth, Positive(11#) bacteria growth well.

%3 Note: () 275F1E represent negative, (+): & A TE represent positive.

&l 4518 Detection Conclusion:

AT T R e 45 5 Bl test of sterility: K # &1 The results indicated PASSED

—

el Test by: Bt 511 Reviewby: H4&4  HAH wi/aeﬁérf;qaﬁz‘

» f'-,

..‘_._I.-\qu ol i \
# % Campany ﬁ‘ﬂn oy
\\w» ;:;
\ & i
"‘-.‘ s F




