WUJIANG CITY WORLDFUL TRADE CO; LTD

INE LA KB UER Certification of EO Gas Sterilization
&S Report NO: 2021070019

% J* Customer: LUCKY’S SUPPLY COMPANY. INC
e %K Product Name FUA% Specification fit*5 Lot No. & Quantity
1-9 Liner Bugpin; 1-11 Liner Tight; 1-18 Liner; 7-9
TATTOO CARTRIDGE Power Liner Tight; 8-14 Loose Liner; 7-11 Hollow
NEEDLE; CARTRIDGE Liner; 3-14 Shader; 8-11 Shader Medium Taper; 5-25
GRIP Mag Bugpin; 5-25 Magnum; 5-17 Magnum Curved 210601 82CTNS
Bugpin; 5-25 Magnum Curved; GRIPADJ; GRIPFXD
K J3 Sterilization mode K1 #% Chamber No: K HHA Sterilization date K ftt*5 Ster Lot No.
EO Gas #2 20210716 210701-5

‘KB ZH( Sterilization Parameters BEE Validated VP Z Tolerance | SEFR Actual
T#HGE R Preconditioning Temperature(°C) 48 +4 44.8-50.1
iR Preconditioning RH(%RH) 55 +25 36.7-67.1
Ti#AHS 18] Preconditioning Time(min) 360 +20 377
THE % Initial Evacuation Vacuum(kPa) -37 x2 -37
£R I} [E] Keep Pressure(min) 20 +10 18
KEFIINAE Weight of EO Injection(kg/25m?*) 20 +0.5 20.1
KEFIIIAEZ Rate of EO Injection(kg/25m?*) 0.5 +0.2 0.50
KESARHE EO Concentration(mg/L) 600 +200 588
EO VENAI /G J1{E EO Injection Pressure Changed(kPa) >3] / S:-37.5 E:-5.3
YE R 1E] Exposure Time(min) 720 +20 712
K IRZ Sterilization Temperature(°C) 52 +3 50.0-53.3
K2 % Chamber RH of Sterilization(%RH) 55 +25 39.8-71.9
¥ H A Post Evacuation Vacuum(kPa) 25 +2 245
<% The Number of Ventilators(times) 6 // 6
fENTIE . Aeration Temperature(°C) 42 x5 39.9-46.3
f#E M 5] Aeration Time(day) 7 / 7
AP Strain Bacillus atrophaeus(ATCc9372) ZEfil & & Nominal population(cfu/unit) 1.7X10°
BI {lt*5 Lot No. 210701-5 D i D-value(min) 3.0
7% Culture Tem. 36°C BrF%IS[H] Culture time(days) 7
3% H 4 Culture Date 2021.07.10--2021.07.16
Ki 72t E] Culture time(day) It 2nd 3rd 4th 5th 6t 7th
WELiL5% Observed Item - - - - - - -
FHPEXTHE Positive control + + + + + + +

VTR R TC LI 45 3 Bl test of sterility V& Conformity A& H non-conformity

#E8 Conclusion:

PAEP= S AT WA SR L K, S TR E S Ea ks, TwKF 1005 21 0R9E, 7 5 A AATS 15
The sterilization cycles were performed as per the validated parameters with no deviations. \fhg Sterile A&}‘l?fa Level(SAL) of
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