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Determination of Sterilization Operation Specification

LOT No : 0341/2022
Date : 17 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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Research and Development Engineer
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sterfhz2atin:
Tesperature: 44,70
Humidity:20,28H
Pressures:-4, 1kP3
Sterili2ation tim::SHour
air replace round::5
rond tise:15nin:.)
021-11-12 15:20

Add €0 gas

Tenperature: 44 .67
Humidity :20.72RH
Pressures: -4, 0kPa
Sterilization tiae;3Hour
Air replace roud::5
rownd tine:15nin{~)
2021-11-12 15:20

Evacuat ion

Tenperature: 44.7C
Hanidity:20. 1%
Prassures:-0.00P3
Sterilization tin-:SHour
Air replace rourd::5
round tine:i1Seini )
2021-11-12 15: 14

Keeping Temp
Tenperature: 44 8¢
Hunidity.20. R4
Pressures:-1.5KFa
Sterilizatien tim :3Hur
Air replace rount :5
rond tine:1Ssini:)
2021-11-12 14:10

Keep pressure qua ' ifivd
Tenperature: 43.90C
Humidity: 20, IR4
Pressures:-5B.54Pa
Starilization tin 3Hwr
Air replace rourd 5
round tine: 1%nl )
2021-11-12 14:B

Evacuatien

Tenparature: 42.5
Humidaty:20, 1/4
Pressures: <3, (KPy
Sterilization tin :3Hour
Afr replace round
round tine: {5ain’
2021-11-12 13:56

o

Heat ing-up:
Tercerature: 22 8¢
Hunidity:20. 1’4
Pressures; -3, 0kl
Sterili2ation tim 3w
Nir replace roonda:5
round tire:LSnind
2021-13-12 15:29

Setting:

Tenperatura: 4500
Humidity:95, ORH
Pressures :~60,0¥P.
Starilization tin :Bour
Air replace round :5
round twme:15aini )
2021-11-12 13:28

END

Lir replacement :
Temperature: 45.5C
Huidity: 20,2
Pressures:-1.5a
Sterilization tinm:0Hour
Afr replace round.:1
roud twe:lninis
2021-11-12 19:46

Afr replacenent :
Tercerature : 45.9¢C
Hunidity:20, 2RH
Pressures:-1.5Pa
Sterilization tir :QHwr
Atr replace rownd ;2
round tine:Oninis
2021-11-12 19:2%

fir replacesent:
Tenperature : 45.6C
Hunidity: 20 .2RH
Pressures:-1.5KPa
Sterilization tine:OHour
Air replace round: :3
round tine:Crinis
2021-11-1Z 18:6

Air replacerent:
Tenperature : 46.0C
Humid ity :20.7RH
Pressures:-1.56Pa
Sterilization time;Owour
air replace round: .4
round time:Ominis
2021-11-12 19:46

Air replacenent :
Temeraturs: 44 8¢
Humidity:20. 28
Pressures:-1,5¢P3
Sterilization tim:(Hour
hir replace round::5
round tine:]5mini.)
2021-11-12 18:76

Sterilization:
Terperature: 44.9¢
Hunidity: 20.2RH4
Pressures:-0.0KPa
Sterilization im:OHour
Air replace round.:S
round time: 15an(:)
2021-11-12 18:21

Sterilization:
Tesperature: &5.3C
Hunidity:20,28H
Pressures:-3.%P3
Sterilizatien time :3Hour
Ajr replace round @5
round tine:i5ainic)
2021-11-12 15:22
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LINE Code Description LOT Color | BOX|TOTAL
2375622
1 |PT-Z-TBCH-1.2-10.0-4 STERILE TITANIUMBALL CLOSURE RING WITH HEMATITE BALL FOR PTIT ROC LOT-0341 143
2 |PT-Z-TBCH-1.2-8.0-4 STERILE TITANIUMBALL CLOSURE RING WITH HEMATITE BALL FOR PTIT ROC LOT-0341 151
2359599
3 [TDI-Z-TINBN-1.6-10.0-4 |STERILE TITANIUMINTERNALLY THREADED CURVED BARBELL FOR TDI LOT-0341 200
2366128
2 |TDI-Z-BKCNO-0.8-6.5-2 [STERILE BLACK PVD COATED SURGICAL STEEL CURVED BALL NOSE STUDG FOR TDI | LOT-0341 50
2376821
3 |PT-Z-TBCH-1.6-10.0-4 STERILE TITANIUMBALL CLOSURE RING WITH HEMATITE BALL FOR PTIT ROC LOT-0341 53
2384837
18 |PT-Z-TMLB-1.2-10.0-3 STERILE TITANIUMMICRO LABRET FOR PTIT ROC LOT-0341 305
160963
44 |Z-TMBL-1.2-9.0-3-HP STERILE TITANIUM MICRO BARBELL LOT-0341 50
161007
49 |Z-PEB-1.6-5-WH STERILE SYNTHETIC PEARL BALL LOT-0341 10
160963
30 |Z-TNO-0.8-6.5-2-HP STERILE TITANIUM CURVED BALL NOSE STUD LOT-0341 100
48 [Z-TNOD-0.8-6.5-2-HP STERILE TITANIUM CURVED DISC NOSE STUD LOT-0341 15
161090
2 |Z-COBC-1.2-10.0 STERILE SURGICAL STEEL SEAMLESS RING LOT-0341 10
161092
18 |Z-COBC-0.8-10.0 STERILE SURGICAL STEEL SEAMLESS RING LOT-0341 10
19 |Z-COBC-1.0-10.0 STERILE SURGICAL STEEL SEAMLESS RING LOT-0341 10
160767
3 |Z-NSS-1.6-12.0-5 STERILE SURGICAL STEEL NIPPLE STIRRUP WITH HOOP LOT-0341 17
4 |Z-NSS-1.6-10.0-5 STERILE SURGICAL STEEL NIPPLE STIRRUP WITH HOOP LOT-0341 7
161114
11 |Z-B-1.6-3 STERILE SURGICAL STEEL BALL LOT-0341 2
12 |Z-B-1.64 STERILE SURGICAL STEEL BALL LOT-0341 2
13 |Z-B-1.6-5 STERILE SURGICAL STEEL BALL LOT-0341 2
14 |Z-CNOJ2-0.6-6.5-1.7-AB [STERILE SURGICAL STEEL FLAT HIGH END CRYSTAL JEWELED CURVED NOSE STUD | LOT-0341 1
15 |[Z-CN0OJ2-0.6-6.5-1.7-AQ [STERILE SURGICAL STEEL FLAT HIGH END CRYSTAL JEWELED CURVED NOSE STUD | LOT-0341 1
16 [Z-CNOJ2-0.6-6.5-1.7-CR [STERILE SURGICAL STEEL FLAT HIGH END CRYSTAL JEWELED CURVED NOSE STUD [ LOT-0341 1
TOTAL 1140
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