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Determination of Sterilization Operation Specification

LOT No : 0272/2021
Date : 26 August 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
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Air replacement:
Tenperature : 45.5TC
Hueidity:58,3RH
Pressures:-1.5kPa
Sterilization time:CHour
Alr replace rounds:1
round time:Cnin(s)
2021-8-26 16:10

Alr replacement:
Terperature : 46.2T
Hunidity:61.68H
Pressures:-1.5¢Pa
Sterilization tine:0Hour
Air replace rounds:?
round time:Onin(s)
2071-8-26 17:50

Afr replacesent:
Terperature: 45.6¢
Humidity:64.33H
Pressures:-1.5¢7z
Sterilization time:0Hour
Air replace rounds:d
round tive:dnin(s)
2021-8-28 17:30

Air replacerent :
Tenperature: 46.1C
Hunidity:68, 17H
Pressures: -1.5kPa
Sterilization tine:0Hour
dir replace rounds:4
rownd tize:dnin(s)
2021-8-26 17:9

Air replacerent:
Temperature : 45,3t
Hunidity:79.0%H
Pressures: -1, 5kPa
Sterilization tine:0hour
Air replace rounds:5
round tise:15ninis)
2021-8-28 16:49

Sterilization:
Terperature: 45.8T
Humidity:80.9%H
Pressures:-0.0KPa
Sterilization time:(Hour
Air replace rounds:h
round tiee: 15min(s)
2021-8-26 16:44

Sterilization:
Tengerature : 43.4C
Kumidity: 77 .TRH
Pressures:-4.7kPa
Sterilization time:3Hour
Alr replace rounds:S
round time: {Swin(s)
2021-8-76 13:45

Sterilization:
Tergerature : 43.5¢
Hurnidity:65.58H
Pressures:-4. 1#Pa
Sterilization tise:3Hour
Air replace rounds:S
round tine:1%ain(s)
2021-8-26 13:43

Add E0 gas

Teaperature : 43,6T
Humidity:70.3RH
Pressures:-4 ,0KPa
Sterilization time:SHour
Afr replace rounds:5
round tiee:15nin(s)
2021-8-26 13:43

Evacuat ion

Terperature: 44.5T
Huwidity:66.28H
Pressures:~0.0kPa
Sterilization tire:3Hour
Air replace rounds:s
round tine:15ain(s)
2021-8-26 13:38

Keeping Temp
Temparature : 44.9C
Humidity:20, 284
Pressures:~1, 5P
Sterilization tine:SHour
Alr replace rounds:S
raund time: 1Smin(s)
2021-8-26 12:38

Keep pressure qualified
Terperature : 44,10
Humidity:20.1RH
Pressures:-53. 24P
Sterilization time:3Hour
Air replace rounds:5
reund ting:1min{s)
2021-8-26 12:36

Evacuation

Temparature: 42.5¢
Hunidity:20, 1RH
Pressures:-3.0KPa
Starilization tine:3Hour
Air replace rounds:S
round tine: [5vin(s)
2021-8-26 12:25

Heat ing-up:
Terperature: 24 4T
Hueidity:20.1RH
Pressures:-3.0KPa
Stertlization time:3Hour
Air replace rounds:5
round tine:15ainis)
2021-8-726 11:56

Setting:

Terperature: 45.0T
Hunidity:55.0RH
Pressures: -6, 0KPa
Starilization tin2:3Hour
Air reslace rounds:S
round tire:15ninis)

1SO 9001 1SO 14001

150 45001 SEDEX CSR-DIW

Intertek ot Intertek o1

eHele®

OSR DIW

FM-ISO0-009 Rev.02 (05/11/2020)



Salamander Jewelry Co., Ltd.
128/1 Moo 7, Soi Wat Nakhon Chuenchum, Phutthamonthon Sai 4 Rd.
Tambon Krathumlom, Amphur Sampran, Nakhon Pathom 73220, Thailand.
S A |_ A M A N D E R Tel: 66-2814-4455 | Fax: 66-2-814-3300 | Email: info@body-piercing.com

jewelry Website: www.body-piercing.com
LINE Code D iption LOT Color [ BOX [ TOTAL

2344573

19 |THD-Z-TMLB-1.2-10.0-3___|STERILE TTANIUM MICRO LABRET FOR THENDRO LOT-0272 1500
2351819

49 [THD-Z-TMLB-1.2-10.0-3___|STERLE TTANIUMMICRO LABRET FOR THENDRO LOT-0272 400
2361023

12_|PT-Z-XVMBN-1-1.2-12.0-3-CL | STERILE BIOFLEX MICRO CURV ED BARBELL WITH STEEL BALLS FORPTIT ROC _| LOT-0272 53

2364501

1 |Z-MB-1.2-12.03 STERILE SURGICAL STEEL MCRO LABRET LOT-0272 300
2357986

13_|PT-Z-TMLB-1.2-10.0-3 STERILE TTANIUM MICRO LABRET FOR PTIT ROC LOT-0272 151

15_|PT-Z-TMLB-1.2-8.0-3 STERILE TTANIUM MICRO LABRET FOR PTIT ROC LOT-0272 226
2363617

12_|Z-PRTA-8.0-70.0 STERILE DISPOSABLE MULTI ANGLED RECEIVING TUBE 8.0MM LOT-0272 509
154309

1_|Z-BL-1.6-34.04 STERILE SURGICAL STEEL BARBELL LOT-0272 150

2 |Z-BL-16-44.04 STERILE SURGICAL STEEL BARBELL LOT-0272 150

3 [Z-VBL1.2-803 STERILE SURGICAL STEEL MICRO BARBELL LOT-0272 600

5 |Z-MCB-1.2-10.0-3 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT-0272 200
154172

1 |Z-MBN-1.2-10.0-3 STERILE SURGICAL STEEL CURVED MICRO BARBELL LOT-0272 200

TOTAL 4439
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