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Determination of Sterilization Operation Specification

Item Detail Specification | Setting | Result

Chamber Setting Temperature 40.0-55.5 °C 45.0 °C
Vacuum pressure 40-60 kPa 60 kPa
Vacuum Time 50-60 min 60 min

Humidification
Humidity ‘ 50.0-90.0% ‘ 20.2 %

Sterilization
Sterilization Temperature ‘ 40.0-55.5 °C ‘ 43.5°C ‘
Gas Injection
Final pressure 0-10 kPa 4 kPa
Final temperature of vaporizer 40.0-55.5 °C 44.8 °C
Exposure
Temperature at start point of Exposure time period 40.0-55.5 °C 43.3 °C
Temperature at finish point of Exposure time period 40.0-55.5 °C 46.0 °C
Exposure Time 120-240 min 180 min
Exhaust
Exhaust Time 60-80 min 75 min
First Vacuum pressure 0-2 kPa 1.5 kPa
Second Vacuum pressure 0-2 kPa 1.5 kPa
Third Vacuum pressure 0-2 kPa 1.5 kPa
Fourth Vacuum pressure 0-2 kPa 1.5 kPa
Fifth Vacuum pressure 0-2 kPa 1.5 kPa
Storage

Storage Time ‘ > 48 hour ‘ > 48 hour ‘

Chemical Test
EO sterilization temperature 40-55°C, Time Sterilization by EO 3hours ‘ Blue ‘ Red ‘ Pass

Biological Test
EZ Test Biological Indicator ‘ Green ‘ Green ‘ Pass
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terilization:
erperature: 45.0C
Hunidity:20,28H
Pressures:-4.0KPa
Sterilization tir::3Hour
Air reolace round.:h
round tine:15min(i)
2021-11-9 15:18

Add EQ pas

Terperature: 5 .0C
Hunidity:20.2fH
Pressures; -4 .0KPa
Sterilization tim::3Hour
Air replace rounds:5
round tine: 150l ]
2021-11-9 15:18

Evacuation

Terperature : 45.1¢
Humidity: 20, 7/H
Pressures:-0.04Pa
Sterilization lim::3¥ur
Afr replace round-:5
roud tine:15in(:)
2021-11-9 15:8

Keaping Tenp
Tenperature : 45.1¢
Husidity: 20, 1RH
Pressures:-1.9KpPa
terilization tine:3'hur
Air replace roind:S
round tine:15nind ()
2021-11-9 14:9

Keep precsure qua'ified
Tenperature : 44.1¢
Hunidity:20, IR%
Pressures;-53. 6P
Sterilization tim::SHour
Air replace rond::5
round time: 15minf.)
021-11-9 14:7

Evacuation

Tempsrature: 42 6
Humidity: 20, 1RH
Pregsures:-3.0kP3
Sterilization time:3Hour
Alr reglace round:d
round time: iGmind.)
2021-11-9 13:56

Heat ing-up:
Temperature: 20.6¢
Humidity:20, 1FH
Pressures:-2.(KPa
Sterilization tin: 3w
Air replace rownd .25
round tine:15mni.)
021-11-9 13:29

Satting:

Tenperatura: 45.0C
Humidity:55.0Rk
Pressures; -60.KPa
Sterilization time:3Hour

END

Air replaresent
Temparature: 45,10
Hunidity:20. (R4
Pressures:-1.5¢"3
Sterilization tim::DHowr
Air replace round.:1
round tine:0Oninis
2021-11-9 19:46

Air replacement
Terperature: 45,7
Hunidity: 20, 1RH
Pressures:-1,54Fa
Ster11ization tineQHour
gir replace rounds:2
reund tine:Deinis
2021-11-9 19:26

Afr replacenent:
Terperature : 45.6¢
Hunidity:20, IRH
Pressures:-1.5KPa
Sterilization tine:0Hour
Air replace round i3
raund time:Quinis
2021-11-9 19:6

4ir replacesent:
Tenperatura : 45.7¢C
Hunidity: 2. 2RH
Prescures:-1.5Kkfa
Sterilization tim-:Ohour
Air replace round .4
round tim2:Oninis
2021-11-9 18:46

Ar replacement
Temparature : 45.3¢C
Humidity :20. IRH
Pressuras:-1.6kPa
Sterilization tim :0-our
fr replace roundsi5
round time: 15mind .}
2021-11-9 18:2%

Sterilization:
Temperature : 45.5C
Humidity :20.2RH
Pressures:-0,0kP3
Ster1112ation time:(Hour
air replaca round~:S
rond time: 15mind.}
2021-11-9 13:0

Sterilization:
Tenparature : 45.6C
Humidity :20.2RH
Pressures:-3.0%a
Sterilization time:3Hour
fiir replace round-:5
round tiee; 15min{ .}
2021-11-8 15:21
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LINE Code Description LOT Color | BOX | TOTAL
2375088
1 |TDLZ-BC-1.2-12.0-4 STERILE SURGICAL STEEL BALL CLOSURE RING FOR TDI LOT-0307 50
2 |TDZ-BL-1.6-16.0-5 STERILE SURGICAL STEEL BARBELL FOR TDI LOT-0307 100
3 |TDZ-BL-1.6-18.0-5 STERILE SURGICAL STEEL BARBELL FOR TDI LOT-0307 200
4 |TDFZ-BL-1.6-38.0-5 STERILE SURGICAL STEEL BARBELL FOR TDI LOT-0307 100
9 |TDFZ-MBN-1.2-10.0-3 STERILE SURGICAL STEEL MICRO CURVED BARBHE.L FOR TDI LOT-0307 100
11 |TDFZ-MLB-1.2-10.0-3 STERILIZED SURGICAL STEEL MICRO LABRET FOR TDI LOT-0307 200
12 |TDFZ-MLB-1.2-12.0-3 STERILIZED SURGICAL STEEL MICRO LABRET FOR TDI LOT-0307 200
2366737
11 |PT-Z-TBL-1.6-14.0-5 STERILIZED TITANIUM BARBELL FOR PTIT ROC LOT-0307 438
2363617
3 |TDZ-TBL-1.6-36.0-5 STERILE TITANIUM BARBELL FOR TDI LOT-0307 100
2372570
23 |TDFZ-INMLBJ-1.2-6.0-2-CR STERILE SURGICAL STEEL INTERNALLY THREADED JEWELED MICRO LABRET FOR TDI LOT-0307 | CR 100
2374352
1 |Z-GSCNEEDLES-1.2-48.0 STERILE CURVED STAINLESS STEEL NEEDLE LOT-0307 100
2368807
1 |PT-Z-TBL-1.6-40.0-5 STERILIZED TITANIUM BARBELL FOR PTIT ROC LOT-0307 38
2368754
6 |PT-Z-TBL-1.6-34.0-5 STERILIZED TITANIUM BARBELL FOR PTIT ROC LOT-0307 36
2374574
4 |PT-Z-TBCSH-1.6-10.0-HP STERILE TITANIUM HINGED SEGMENT RING FOR PTIT ROC LOT-0307 69
155036
1 |Z-INMCB-1.2-6.0-3 STERILE SURGICAL STEEL INTERNALLY THREADED MICRO CIRCULAR BARBELL LOT-0307 10
158236
4 |Z-MCBUD-1.2-8.0-3-BK STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL WITH UV ACRYLIC DICES LOT-0307 1
163117
17 |Z-XINLBJ4-1.2-7.0-CL-CR STERILE BIOFLEX INTERNAL LABRET WITH JEWELED SURGICAL STEEL ATTACHMENT LOT-0307 | CR 10
158271
11 |Z-SCSH027-1.2-7.0-CR STERILE SURGICAL STEEL JEWELED MULTI PURPOSE CLICKER LOT-0307 | CR 1
12 |Z-SCSH042-1.2-8.0 STERILE SURGICAL STEEL MULTI PURPOSE CLICKER LOT-0307 1
158284
3 |Z-MBLSSC321-1.2-6.0-3-CR  |STERILE SURGICAL STEEL JEWELED TRAGUS MICRO BARBELL - BUTTERFLY LOT-0307 | CR 1
4 |Z-MLBSC229-1.2-6.0-AQ STERILE SURGICAL STEEL MICRO LABRET WITH JEWELED ATTACHMENT - TRIPLEJEWELED | LOT-0307 [ AQ 1
158282
2 |Z-JNO-0.8-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED CURVED NOSE STUD LOT-0307 | CR 48
154310
1 |Z-LINO-0.8-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURVE NOSE STUD LOT-0307 | CR 250
158274
28 |Z-BKMBN-1.2-10.0-3 STERILEBLACK PVD SURGICAL STEEL CURVED MICRO BARBELL LOT-0307 20
29 |Z-BKMBN-1.2-8.0-3 STERILE BLACK PVD SURGICAL STEEL CURVED MICRO BARBELL LOT-0307 30
30 |Z-LJNO-0.8-6.5-2.35-AB STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | AB 6
31 |Z-LINO-0.8-6.5-2.35-AQ STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | AQ 10
32 |Z-LJNO-0.8-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | CR 11
33 |Z-LJNO-0.8-6.5-2.35-RO STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | RO 6
34 |Z-LJNO-1.0-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | CR 8
35 |Z-LJNO-1.0-6.5-2.35-FU STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | FU 5
36 |Z-LJNO-1.0-6.5-2.35-LSI STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | LSI 7
37 |Z-LJNO-1.0-6.5-2.35-PE STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 | PE 7
38 |Z-LJNO-1.0-6.5-2.35-SA STERILE SURGICAL STEEL HIGH END CRY STAL JEWELED LARGE LEFT CURV ENOSE STUD LOT-0307 [ SA 10
158050
1 |Z-BL-1.6-30.0-3 STERILE SURGICAL STEEL BARBELL LOT-0307 8
2 |Z-BL-1.6-32.0-5 STERILE SURGICAL STEEL BARBELL LOT-0307 4
5 |Z-MCB-1.2-10.0-3 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT-0307 6
TOTAL 2292
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