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Determination of Sterilization Operation Specification

LOT No : 0306/2021
Date : 8 November 2021

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

Jutha Liammukda

Research and Development Engineer
Salamander Jewelry Co., Ltd.
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Sterilization:
Tenperature : 45.9C
Huidity: 20.2RH
Pressures:-4.0KPa
Sterilization time:3Hwr
Air replace rounds:5
roud tine:15vin(s)
2021-11-9 15:21

Md ED gas

Tenperature : 45.5 ¢
Humidity: 20.2fH
Pressures: -4 [KPa
Sterilization time:3Hour
4ir replace rounds:5
round tine:15ainis)
2021-11-8 15:21

Evacuation

Tenperature : 44,50
Hunidity: 20 28K
Pressures:-0.0¥Pa
Sterilization twme:SHaur
Alr replace rounds:5
round tine: 15mins)
2021-11-8 15:7

¥eeping Teap
Tesgerature : 44.9C
Humidity:20.1RH
Pressures:-1.6KPa
Sterilization $im::3Hour
Air replace rounds:5
round tima:jdnin(3)
2021-11-8 14:7

Keep pressure qua'ified
Temperature : 43.90C
Humidity: 20, IRH
Pressures:-58. 800
Sterilization time:3sur
Air replace rounds:5
round tme: 15minf:.)
2021-11-8 14:5

tvacuat lon

Temperature : 42,5¢C
Humidity :20.2RH
Pressures:-3,00Pa
Sterilization tine:3Hour
dr replace rounds:5
rond tige: 15min(s)
2021-11-B 13:5¢

Heating-wp:
Tenparature : 23 4¢
Humidity : 20, IRH
Pressures: 3. P
Sterilization tin::ZHmu
Air replace round::5
round time: {Smini )
2021-11-8 13:26

Setting:

Tenperature : 45.00
Hunid 1ty :55.0R
Pressures:-60.0kPa
Sterilization LimezSHaur
Air replace ronds .5
round time: 15w
2021-11-8 12:2¢

£

Air replacenent:
Tenperature: 44 3¢
Hnidity:20. 204
Pressures:~1.5KPa
Sterilization tim :0Rwr
Air replaca round::i
round tine.Dminis:
2021-11-8 19:¢0

Air replacement:
Tergerature : 45.0¢C
Hunidity:20.20H
Pressures :-1.5KPa
Sterilization time:0Hour
Air replace round::2
raud tine:Ominis
2021-11-9 19:28

Mr replacesent :
Terperature: 45
Humidity:20. 14
Pressures :-1.5Pa
Sterilization tim::QHour
Air replace round::3
round tine:Ominfs)
2021-11-6 19:8

Al replacasent
Teaperature: 44.9¢
Hunidity: 20, 20H
Pressures:-1,%Pa
Sterilization tim::0Heur
hir replace rond:4
round tine:Dninis
2021-11-8 1B:4B

Air replacenent:
Tesperature : 45,.1C
Huridity:20. 1RH
Pressures:-1.5KPy
Sterili2ation tine:0Hour
Air replace rounds:5
roumd tine:1Sain(s)
2021-11-8 18:27

Sterilization;
Tergerature: 44.5¢C
Hunid! ty: 20, 1fH
Pressures :-0.0KPa
Sterilization tim::0Hour
Air replace rounds:3d
round time:15nins)
2021-11-8 18:22

Sterilization:
Teaperature : 46,7 C
Humidity:20, I”H
Prassures:-4.(KP3
Starili2ation tine:3Hour
Air replace rounds:S
round tine:15ain( )
021-11-8 15:22
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LINE Code Description LOT Color| BOX | TOTAL
2374529
1 |Z-GSNEEDLES-0.8-48.0 STERILIZED STAINLESS STEEL NEEDLE LOT-0306 1000
2 |Z-GSNEEDLES-1.0-48.0 STERILIZED STAINLESS STEEL NEEDLE LOT-0306 500
3 |Z-GSNEEDLES-1.2-48.0 STERILIZED STAINLESS STEEL NEEDLE LOT-0306 3000
2372570
13 | TDFZ-BNN-1.6-12.0-5/8 STERILE SURGICAL STEEL NAVEL BANANA FOR TDI LOT-0306 50
19 |TDFZ-COBC-1.0-10.0 STERILE SURGICAL STEEL CONTINUOUS RING FOR TDI LOT-0306 100
2368754
9 |PT-Z-TCB-1.6-10.0-4 STERILE TITANIUM 90 DEGREE STAPLE BARBELL FOR PTIT ROC LOT-0306 117
2372214
2 |Z-TMBN-1.2-10.0-3-HP STERILE TITANIUM MICRO CURVED BARBELL LOT-0306 50
2370565
2 | TDFZ-JNO-OP-1.0-6.5-2.35-CR STERILE SURGICAL STEEL CZECH CRY STAL JEWELED CURVED NOSE STUD FOR TDI LOT-0306 | CR 200
2365260
5 |TDFZ-BN-1.6-12.0-4 STERILE SURGICAL STEEL CURVED BARBELL FOR TDI LOT-0306 100
2375294
1 [Z-GSNEEDLES-1.0-48.0 STERILIZED STAINLESS STEEL NEEDLE LOT-0306 150
2373798
29 [QL-Z-ZGMBN-1.2-10.0-3 STERILE ZIRCON GOLD PVD SURGICAL STEEL MICRO CURVED BARBELL FOR QUILLIAN NO CARD| LOT-0306 100
2364586
2 |TDFZ-TINO-OP-1.0-6.5-2-CR STERILIZE CZECH CRYSTAL CURVED NOSE STUD FOR TDI LOT-0306 [ CR 400
158214
1 |[Z-XINLB18JS08-1.2-8.0-2.5-CL-CR | STERILE BIOFLEX INTERNAL LABRET WITH 18K GOLD JEWELED ATTACHMENT LOT-0306 [ CR 2
2 |Z-XINLB18JS09-1.2-6.0-2.5-CL-CR | STERILE BIOFLEX INTERNAL LABRET WITH 18K GOLD JEWELED ATTACHMENT LOT-0306 [ CR 2
158112
92 [Z-SCSH033-0.8-8.0-CR STERILE SURGICAL STEEL JEWELED MULTI PURPOSE CLICKER LOT-0306 | CR 1
157711
11 |Z-TLB-1.6-10.0-3/5B-HP STERILE TITANIUM LABRET LOT-0306 15
158154
1 [Z-LINO-1.0-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED LARGE LEFT CURVE NOSE STUD LOT-0306 [ CR 200
16 |Z-TLJNO-0.8-6.5-2.35-HP-CR STERILE TITANIUM LARGE CURVE JEWELED NOSE STUD LOT-0306 [ CR 50
153116
18 |Z-TLJNO-0.8-6.5-2.35-HP-CR STERILE TITANIUM LARGE CURVE JEWELED NOSE STUD LOT-0306 [ CR 30
155036
3 |Z-TINBL-1.6-16.0-4-HP STERILE TITANIUM INTERNALLY THREADED BARBELL LOT-0306 5
152468
18 |Z-SCNS52-1.6-14.0 STERILE SURGICAL STEEL NIPPLE BAR - HEART LOT-0306 2
19 |Z-SCNS52-1.6-16.0 STERILE SURGICAL STEEL NIPPLE BAR - HEART LOT-0306 2
156516
7 |Z-TLB-1.6-10.0-3/5B-HP STERILE TITANIUM LABRET LOT-0306 20
157711
8 |Z-TBL-1.6-36.0-3-HP STERILE TITANIUM BARBELL LOT-0306 1
157195
5 |Z-MBN-1.2-12.0-3 STERILE SURGICAL STEEL CURVED MICRO BARBELL LOT-0306 2
157405
15 |Z-TBC-1.2-9.0-4-HP STERILE TITANIUM BALL CLOSURE RING LOT-0306 50
158175
5 |Z-SCSH031-0.8-8.0-CR STERILE SURGICAL STEEL JEWELED MULTI PURPOSE CLICKER LOT-0306 | CR 3
6 |Z-SCNC9-1.6-14.0 STERILE SURGICAL STEEL NIPPLE CLICKER - SNAKE LOT-0306 2
7 |Z-SCSH006-1.2-8.0-CR STERILE SURGICAL STEEL JEWELED MULTI PURPOSE CLICKER LOT-0306 | CR 7
TOTAL 6161
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