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LOT No : 0316/2021
Date : 29 November 2021
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We erased their address from this document.

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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Sterinizatim:
Terperature: 44,70
Humidity:20.28H
Pressures:-4, 1KP3
Sterili2ation tim::3sour
Air replace round
rond time:[5ning
021-11-12 15:20

3

on

e

Add €0 gas

Tenperature: 44.6C
Humidity :20.28H
Pressures:-4,0kPa
Sterilization time;Hour
Air replace rounds:5
round tine:i5nini-)
021-11-12 15:20

Evacuat ion

Tenperature: 44,70
Haidity:20. 18
Prassures:-0.0KF3
Sterilization tim:SHour
Air replace rounvd: :5
rond tine:15eini-)
2021-11-12 15: 1

Keeping Temp
Tenperature: 44 9¢
Hunidity:20. 1RH
Prescures:-1.5kFa
Sterilization tim :3Hwr
Lir replace round. :5
round tine:iSanf:)
2021-11-12 14:10

Keep pressure qua ' if ied
Tenperature: 43,40
Humidity:20, IR4
Pressures:-56.64Pa
Sterilization tin 3Rwr
Air replace round.:5
round tne; 1%n( )
2021-11-12 14:8

Evacuation

Tenparature: 42.5
Humidity: 20, I/
Pressures: -3, (KPg
Sterilization tin :3Hour
Afr replace rond 25
round tinz: 15ain’
2021-11-12 13:56

Heat ing-up:
Tercerature: 22.8¢
Hunidity:20. 134
Pressures;-3.0kRa
Sterilt2ation tim . Jaur
Nir replace roonda:5
round tize:LSnind
2021-13-12 15:29

Setting:

Tenperature: 4500
Humidity S5, 0RH
Pressures :~B60, WP,
Starilization tin :Saur
Air replace round .5
round tne: 15aini: )
2021-11-12 13:28

END

Lir replacenent :
Temperature: 45.5C
Hunidity:20. 2”4
Pressures:-1.5%a
Sterilization tim :0Hour
Air replace round:.:1
roud tie:0ninis
2021-11-12 19:4§

Afr replacenent :
Tergerature: 45.9¢
Hunidity: 20,280
Pressures:-1,5Pa
Sterilization tim :QHour
Afr replace round .2
round tine:Oninis
2021-11-12 19:7%

fir replacesent:
Tenperature : 45.6C
Humidity: 20 .7RH
Pressures:-1.5KPa
sterilization fire:0Hour
Air replace rond: :3
round tine:Cminis
2021-11-1Z 18:6

Air reolacement:
Tenperature : 46.0C
Humidity :20.7RH
Pressures:-1.56Pa
Sterilization tin:;Ovour
air replace round:.:4
round time:Ominia
2021-11-12 13:46

Air replacement:
Temperaturs: 44 9¢C
Humidity:20. 284
Pressures:-1.5¢P3
Sterilization tis-:0Hour
kir replace rownd<:5
round tine:15mini.)
2021-11-12 18:28

Sterilization:
Terperature: 44.9¢
Hunidity: 20.2RH
Pressures:-0.0KPa
Sterilization Lim:OHour
Air replace round.:5
round time; 15min(:)
2021-11-12 18:21

Sterilization:
Tesperature: 45.3C
Hunidity:20.28H
Pressures:-3.%Pa
Sterilizatien time :3Hour
Air replace round-:5
round tine:i5aini-)
2021-11-12 15:72
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LINE Code Description LOT Color | BOX | TOTAL
2376338
13 [THD-Z-RGCNO-1.0-6.5-1.8 STERILE ROSE GOLD PVD COATED SURGICAL STEEL CURVED BALL NOSE STUD FOR THENDRO| LOT-0316 200
16 |THD-Z-TBL-1.6-19.0-4 STERILE TITANIJUMBARBELL FOR THENDRO LOT-0316 200
2377547
2 |TDI-Z-BC-1.2-8.0-4 STERILE SURGICAL STEEL BALL CLOSURE RING FOR TDI LOT-0316 100
2360639
5 |Z-PSTC-CRE STERILE DISPOSAL SLOTTED ROUND CLAMPS LOT-0316 587
2375546
11 |Z-TES3-3-CR STERILE PAR OF TITANIUM SQUARE PRONG SET JEWELED EAR STUDS LOT-0316 [ CR 10
2373798
6 |QL-Z-BKFBC-1.0-9.0-3 STERILE BLACK PVD SURGICAL STEEL FIXED BEAD RING FOR QUILLIAN NO CARD LOT-0316 50
159261
8 |Z-RGMLB-1.2-8.0-2 STERILE ROSE GOLD PVD COATED SURGICAL STEEL MICRO LABRET LOT-0316 6
12 |[Z-TMCB-1.2-10.0-2.5-HP STERILE TITANIUMMICRO CIRCULAR BARBELL LOT-0316 10
158580
3 |Z-BNDJ-1.6-12.0-5/8-CR STERILE SURGICAL STEEL DOUBLE JEWELED NAVEL BANANA LOT-0316 [ CR 15
158688
3 |Z-BNDJ-1.6-12.0-5/8-CR STERILE SURGICAL STEEL DOUBLE JEWELED NAVEL BANANA LOT-0316 | CR 20
153118
26 |Z-TBNDJ-1.6-10.0-5/8-HP-CR [STERILE TITANIUMDOUBLE JEWELED NAVEL BANANA LOT-0316 [ CR 8
157898
11 [Z-JNO-0.8-6.5-2.35-CR STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED CURVED NOSE STUD LOT-0316 | CR 20
159165
12 |Z-GPSCES430-4 STERILE GOLD PVD COATED SURGICAL STEEL EAR STUDS PAR - BALL 4MM LOT-0316 2
157971
10 [Z-NO31-0.6-6.5 STERILE SURGICAL STEEL CURVED NOSE STUD - STARS LOT-0316 10
159261
1 |Z-BL-1.6-10.0-3 STERILE SURGICAL STEEL BARBELL LOT-0316 4
2 |Z-BL-1.6-12.0-3 STERILE SURGICAL STEEL BARBELL LOT-0316 10
3 |Z-BL-1.6-8.0-3 STERILE SURGICAL STEEL BARBELL LOT-0316 4
4 |Z-CNOD-1.0-6.5-1.5 STERILE SURGICAL STEEL CURVED DISC NOSE STUD LOT-0316 20
6 |Z-MCB-1.2-8.0-2 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT-0316 20
7 |Z-RGCOBC1-1.0-10.0 STERILE ROSE GOLD PVD COATED SURGICAL STEEL SEAMLESS RING - TWIST LOT-0316 1
11 [Z-SES1-3-LV STERILE SURGICAL STEEL ROUND PRONG SET JEWELED EAR STUDS PAR LOT-0316 [ LV 5
159165
3 |Z-BKMLB-1.2-10.0-3 STERILE BLACK PVD SURGICAL STEEL MICRO LABRET LOT-0316 3
5 |Z-BLJ-1.6-16.0-4-AQ STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED BARBELL LOT-0316 [ AQ 1
6 |Z-BLJ-1.6-16.0-4-BKD STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED BARBELL LOT-0316 | BKD 2
7 |Z-BLJ-1.6-16.0-4-CR STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED BARBELL LOT-0316 [ CR 2
8 |Z-BLJ-1.6-16.0-4-MB STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED BARBELL LOT-0316 | MB 1
9 |Z-BLJ-1.6-16.0-4-SA STERILE SURGICAL STEEL HIGH END CRYSTAL JEWELED BARBELL LOT-0316 [ SA 1
10 |Z-CN0O90-0.8-6.5-2.35 STERILE SURGICAL STEEL 90 DEGREE BALL NOSE STUD LOT-0316 9
13 |Z-HL-1.2-56.5-2.5 STERILE SURGICAL STEEL HELIXSHIELD WITH BALLS LOT-0316 2
14 |Z-MBL-1.2-16.0-3 STERILE SURGICAL STEEL MICRO BARBELL LOT-0316 3
15 |Z-MBLSC309-1.2-8.0-3 STERILE SURGICAL STEEL TRAGUS MICRO BARBELL - FLOWER LOT-0316 2
19 |Z-SES9-4-JE STERILE SURGICAL STEEL JEWELED CUP EAR STUDS PAR LOT-0316 [ JE 1
20 |Z-TINDAB-1.6-2.0-2.5-HP STERILE TITANIUMINTERNALLY THREADED DERMAL ANCHOR WITH BALL LOT-0316 1
21 |Z-TINDAJD-1.6-2.0-3-HP-CR [STERILE TITANIUMINTERNALLY THREADED DERMAL ANCHOR WITH JEWELED DISC LOT-0316 [ CR 5
23 |Z-TPFIND-1.2-10.0-2-HP STERILE TITANIUMTHREADLESS DISC LABRET LOT-0316 2
24 |Z-TPFIND-1.2-8.0-2-HP STERILE TITANIUMTHREADLESS DISC LABRET LOT-0316 2
25 |Z-TPFIND-1.6-10.0-2.5-HP STERILE TITANIUMTHREADLESS DISC LABRET LOT-0316 6
26 |Z-XINDATJD-1.6-2.0-3-CL-HP-{STERILE BIOFLEXINTERNALLY THREADED DERMAL ANCHOR WITH TITANIUM JEWELED DISC LOT-0316 [ CR 2
27 |Z-XINDATJD-1.6-2.0-4-CL-HP-{STERILE BIOFLEXINTERNALLY THREADED DERMAL ANCHOR WITH TITANIUM JEWELED DISC LOT-0316 [ CR 2
28 |Z-XINDATJD-1.6-2.0-5-CL-HP-{STERILE BIOFLEXINTERNALLY THREADED DERMAL ANCHOR WITH TITANIUM JEWELED DISC LOT-0316 [ CR 2
TOTAL 1351
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