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WOk K i i B i 3 Ethylene Oxide Sterilization Process Record

KEHHS Sterilizer:

Kt Sterilization Batch: 2019032701 F1i Date: 20190327 BE# Order: 1
Article Name#) & % ¥ Lot No.’k = §if, Specification K F/ 1 4 CTN/NO;#) 3 | Quantity ¥ fit A
Envy Cartridges 19-03 7OCTNS g,
N Bt
K E
igiodn
il A
01 Vol ~—Trar  O#e
Process Parameters i £ # Settli ng V_alue Actual Value - R_equirementﬁi}é Pass!_FaiI Sterili:.:g!ion Process Stgrl time End time elap::Srminj
i 5z i 3 B minfib A | maxbicqy | SRS Kt f IFUEIN fi) & e ) P,
Vaccum value (KPa) fil 177 500 503 52,0 -48.0 Pass Heating i /i 20193127 1643 | 2019/3/27 2151 308
Leak test time(min) it i #l et ] v 5_ i 1-?-0 B 4 6 Fail ;(eeping warm {1l 2019/3/27 18:06 | 2019/3/27 2251 285
Pressure change at end of leak test (KPa)ilt i 7 A s T _“0 6 o N 0 (.J 3.0 Pass Pre-vacuum 4 #1455 2019/3/27 20:06 | 2019/3/27 22.58 172
Pressure change at end of steam injection (KPa) g J5 ik 18 (kA ; N 1.8 Hir:-50.0/5:-48.2 10 30 Pass leak testilltif &) 2019/3127 20:14 | 2019/3/27 23.03 169
Pressure change at end of EO injection (KPa) MEQJ i 1175 4k A 99.0 322 fil:-48.3)7°-16.1 00 100.0 Pass steam injection N iyt 2019/3/27 20:19 | 2019/3/27 2314 175
EO weight injected(Kg) MEO fit " 00 o 10.0 Pass EQ injection 1 £ 2019/3/27 23:14 | 2019/3/27 2359 45
Temperature (T1) during EQ exposure( C):K K B ki i 495 Win:| 48.2 |Max:| 521 45.0-___ 55.0 Pass EO dwell K i 2019/3/27 23.59 | 2019/3/28 7:55 480
Humidity (RH) during EO exposure(% RH ]H{ﬁﬁrﬁlﬁi;ﬁi‘:ﬁf - Win:| 474 [Max:| 614 300 85.0 Pass EO Removal EO¥1i: 2019/3/28 7:59 | 2019/3/28 8:03 4
Pressure (P1) during EQ exposure (Kpa) KB B T Win:|-21.0 [Max:| -16.1 5+ - Pass air washing 47 ({5 i 2019/3/28 8:03 | 2019/3/28 8:33 30
EO dwell (min) % i It i 480 480 479 481 Pass repressure fi " 2019/3/28 8:33 | 2019/3/28 9:11 38 ]
Numbers of air washes %% plri#: M 8 3 3 2 4 Pass




BB & RLERM)”  Guixi City Jinlong Tattoo Equipment Manufactory

YGRS File Number: JLTS-1903 KESE43E Chamber No.: U17-03-04/CE

KE YRR KERNE % il 5 88 Test Date: 20190327

Original Record of BL Growth Test after Sterilization

2 F1 4§ Customer; TATSOUL

7= {4 FX Product Name:ENVY Cartridges

F= it 5 Product Lot No.:19-03

K # H #f Sterilization Date:20190327 KE LS Sterilization Lot.:2019032701
il £ 5 Test Quantity: 20 pcs f M5 H Test Item: Bl Growth Test Record
il H 73 Test Date:20190327 fa DU bRHE Test Standard: ISO 11737-2:2009

e W fe R B A S 5632 Bl Growth Test Record Time Table

MAEDF: MEAE RO TR HiliE AU E R ERFIRA A
Strain: Bacillus Atrophaeus ATCC9372 Bl Manufacturer: Hangzhou Future Biotech Co., Ltd
Bl fit % Lot No.: 1810 7R ¥ Incubation Tempearture: 36 C
e 153705 18] Je (< %L Culture Time and Bl Growth
gy | SPNo- 8 16 24 32 40 48
i AR 1-10# - - - - _ .
11# + + - + B +

gt Result: (1-10#) 3R LRAK, MRS (118) E855F 24-48/ 0\ A H LK.
After 48 hours incubation, The (1-20#) are not bacteria growth, Positive(11#) bacteria growth well.

#&7E Note: (--): #FAE represent negative, (+): L7~ represent positive.

4516 Detection Conclusion:

WIS TE R B 45 5 Bl test of sterility: K % 1% The results indicated PASSED
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