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Determination of Sterilization Operation Specification

LOT No : 0333/2022
Date : 5 January 2022

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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Sterinzatimn:
Terperature: 44,70
Humidity:20.28H
Pressures:-4, 1KP3
Sterili2ation tim::3Hour
Air replace round::§
rond tise:[5mini:)
M021-11-12 15:20

Add €0 gas

Tenperature: 44.6C
Humidity :20.7RH
Pressures:-4.0kP3
Sterilization tiae;3Hour
Air replace rounds:5
round tine:15min(-)
2021-11-12 15:20

Evacuat ion

Tenperature: 44.7C
Hunidity:20. 1R
Pressures:-0.0KP3
Sterilization tin-:3Hour
Air replace round::5
rond tine:15einio)
2021-11-12 15: 1

keeping Tenp
Tenperature: 44 9¢C
Hunidity:20. R4
Prescures:-1.5kFa
Sterilizaticn tin :3Hur
Lir replace round.:5
round tine:iSnl:)
2021-11-12 14:10

Keep pressure qua 1fied
Tenperature: 4350
Humidity:20, IR4
Pressures:-56.64Pa
Starilization tin SHour
Air replace round 5
round tine: 1%nl |
2021-11-12 14:8

Evacuation

Tenperature: 42.5<
Humidity:20, 1/H
Pressures: -3, (KPg
Sterilization tin :JHour
Afr replace rond ;5
round tin2:15ain’
2021-11-12 13:56

Heat ing-up:
Tercerature: 22 8¢
Hunidity:20. 184
Pressures;:-3.0kMa
Sterilization tim:Jur
Nir replace roonda:3
rou tize:Linin.)
2021-11-12 15:1

Setting:

Tenperatura: 4500
Humidity:S5, (RH
Pressures:~B0,0¥P.
Starilization tin :Zour
Air replace rourd 25
round tine:1%ini )
2021-11-12 13:28

END

Lir replacenent :
Temperature: 45.5C
Hunidity: 20,2
Pressures:-1.5a
Sterilization tin:(Hour
Air replace round.:1
roud tiwe:0ninis
2021-11-12 19:46

Air replacenent:
Tergerature: 45.9¢
Hunidity:20, 280
Pressures:-1.5Pa
Sterilization tim :OHwr
Afr replace rownd ;2
round tine:0minis
2021-11-12 19:7%

fir replacesent:
Tenperature : 45.6C
Hunidity:20.2RH
Pressures:-1.5KPa
sterilization tine:0Hour
Air replace round::3
round time:Cminis
2021-11-1% 18:6

Air reolacement:
Tenperature : 46.0C
Hunidity :20.7RH
Pressures:-1.5kPa
Sterilization tin:;Ovour
air replace round:.:4
round time:lminis
2021-11-12 13:46

Air replacenent:
Temeraturs: 44.9C
Hunidity:20. 204
Pressures:-1.5¢Pa
Sterilization tie:0Hour
kir replace round<:5
round tine:l5minis)
2021-11-12 18:26

Sterilization:
Terperature: 44.9¢
Hunidity:20.2RH
Pressures:-0.0kPa
Sterilization tim:OHour
Air replace round.:S
round tine; 15an(:)
2021-11-12 18:21

Sterilization:
Tesperature: 45.3C
Hunidity:20.28H
Pressures:-3.%P3
Sterilizatien time :3Heur
Ar replace round- 3
round tine:iSaini)
2021-11-12 15:72
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LINE Code Description LOT Color [ BOX | TOTAL
2380240
14 |TDI-Z-TMBL-1.2-8.0-3-HP STERILE TITANIUMMICRO BARBELL FOR TDI LOT-0333 100
18 |TDI-Z-TMCB-1.2-10.0-3 STERILE TITANIUMMCRO CIRCULAR BARBELL FOR TDI LOT-0333 300
2381078
11 |PT-Z-TMBN-1.2-10.0-3 STERILE TITANIUMMCRO CURVED BARBELL FOR PTIT ROC LOT-0333 349
12 |PT-Z-TMBN-1.2-8.0-3 STERILE TITANIUMMCRO CURVED BARBELL FOR PTIT ROC 282
15 |PT-Z-TMLB-1.2-10.0-3 STERILE TITANIUMMCRO LABRET FOR PTIT ROC 227
17 |PT-Z-TMLB-1.2-9.0-3 STERILE TITANIUMMCRO LABRET FOR PTIT ROC 190
24 |PT-Z-TMLB-1.2-8.0-3 STERILE TITANIUMMCRO LABRET FOR PTIT ROC 1294
2379982
11 |PT-Z-TMBL-1.2-8.0-3-HP STERILE TITANIUMMICRO BARBELL FOR PTIT ROC LOT-0333 292
14 |PT-Z-TMLB-1.2-10.0-3 STERILE TITANIUMMCRO LABRET FOR PTIT ROC 285
15 |PT-Z-TMLB-1.2-6.0-3 STERILE TITANIUMMCRO LABRET FOR PTIT ROC 215
2378411
8 |PT-Z-TMBN-1.2-10.0-3 STERILE TITANIUMMICRO CURVED BARBELL FOR PTIT ROC LOT-0333 220
2362330
25 |TDI-Z-TINMBL-1.2-8.0-3 STERILE TITANIUMINTERNALLY THREADED MICRO BARBELL FOR TDI LOT-0333 100
2382381
2 |PT-Z-XBL-1-1.6-20.0-5-CL STERILE BIOFLEXBARBELL WITH STEEL BALLS FOR PTIT ROC LOT-0333 61
160433
5 |Z-COBC-1.0-8.0 STERILE SURGICAL STEEL SEAMLESS RING LOT-0333 4
6 |Z-COBC-1.2-10.0 ETERILE SURGICAL STEEL SEAMLESS RING 4
I_ 160454
8 |Z-PNV-CRE STERILE DISPOSAL ROUND CLAMPS LOT-0333 1
153996
2 |Z-RGBLDJS-1.6-14.0-5-CR STERILE ROSE GOLD PVD COATED SURGICAL STEEL DOUBLE SIDE HIGH END CRYSTALS JEWELED NIPPLE BARBELL| LOT-0333 6
159440
4 |Z-BNDJ-1.6-8.0-4/8-CR [§TERILE SURGICAL STEEL DOUBLE HIGH END CRYSTALS JEWELED NAVEL BANANA LOT-0333 4
160361
6 |Z-MCB-1.2-8.0-3 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT-0333 100
160453
10 |Z-BL-1.6-19.0-5 STERILE SURGICAL STEEL BARBELL LOT-0333 1
160514
2 |Z-MBLSC104-1.2-8.0-3 STERILE SURGICAL STEEL TRAGUS MICRO BARBELL - WING LOT-0333 1
3 |Z-BNDJ-1.6-10.0-5/8-LS [§TERILE SURGICAL STEEL DOUBLE HIGH END CRYSTALS JEWELED NAVEL BANANA LOT-0333 1
160505
1 |Z-FPL-1.2-6.0-8 STERILE SURGICAL STEEL FAKE PLUG LOT-0333 2
160532
1 [Z-XONR-0.8-7.0-2-BK STERILE BIOFLEXOPEN NOSE RING LOT-0333 2:
160565
1 |Z-BL-1.6-10.0-4 STERILE SURGICAL STEEL BARBELL LOT-0333 4
2 |Z-BL-1.6-12.0-4 STERILE SURGICAL STEEL BARBELL LOT-0333 4
3 |Z-BL-1.6-14.0-4 STERILE SURGICAL STEEL BARBELL LOT-0333 4
4 |Z-BL-1.6-16.0-3 STERILE SURGICAL STEEL BARBELL LOT-0333 4
5 |Z-BL-1.6-20.0-5 STERILE SURGICAL STEEL BARBELL LOT-0333 8
6 |Z-BL-1.6-42.0-5 STERILE SURGICAL STEEL BARBELL LOT-0333 1
7 |Z-BL-1.6-44.0-5 STERILE SURGICAL STEEL BARBELL LOT-0333 1
8 |Z-BNDJ-1.6-12.0-5/8-AB STERILE SURGICAL STEEL DOUBLE HIGH END CRYSTALS JEWELED NAVEL BANANA LOT-0333 3
9 |Z-BNDJ-1.6-12.0-5/8-BZ STERILE SURGICAL STEEL DOUBLE HIGH END CRYSTALS JEWELED NAVEL BANANA LOT-0333 3
10 |Z-BNDJ-1.6-12.0-5/8-RO STERILE SURGICAL STEEL DOUBLE HIGH END CRYSTALS JEWELED NAVEL BANANA LOT-0333 3
11 |Z-INO-0.6-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED CURVED NOSE STUD LOT-0333 6
13 |Z-JNO-0.8-6.5-2.35-AM STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED CURVED NOSE STUD LOT-0333 2
14 |Z-JNO-0.8-6.5-2.35-AQ STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED CURVED NOSE STUD LOT-0333 2.
15 |Z-JNO-0.8-6.5-2.35-LS STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED CURVED NOSE STUD LOT-0333 2.
16 |Z-MCB-1.2-10.0-3 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT-0333 2
18 |Z-SCES430-3 STERILE SURGICAL STEEL EAR STUDS PAR - BALL 3MM LOT-0333 4
21 |Z-XBNNJ-1-1.6-12.0-5/8-CL-CR [BIOFLEX JEWELED NAVEL BANANA WITH SURGICAL STEEL BALL LOT-0333 3
TOTAL 4097
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