Report Test

M/C : Henan Sanqiang Medical Equipment Liability Co. Ltd LOT No : 00982
Model : SQ-H220 Date : 27 May 2025
Serial No : HNSQ2020050063

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 I > 48 hour ‘

Chemical Test
EQ sterilization temperature 40-55°C, Time Sterilization by EO 3hours ‘ Blue ’ Red ‘ Pass

Biological Test
EZ Test Biological Indicator ‘ Green | Green ‘ Pass

r.Jutha Liammukda
Research and Development Engineer
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LOT Color BOX TOTAL / PCS
209266
2 |Z-SES14-LV STERILE SURGICAL STEEL ROUND PRONG SET JEWELED EAR STUDS PAIR LOT MO 00962 100
210043
2 |Z-TMLB-1.2-10.0-3/4B-HP STERILE TITANIUM MICRO LABRET LOT MO 00982 50
3 [Z-XBL-1-1.6-20.0-5-CL STERILE BIOFLEX BARBELL WITH STEEL BALLS LOT NO 00982 100
4 |Z-XMBN-1-1.2-12.0-3-CL STERILE BIOFLEX MICRO CURVED BARBELL WITH STEEL BALLS LOT NO 00982 25
210027
13 |Z-8ES1-25CR STERILE SURGICAL STEEL ROUND PRONG SET JEWELED EAR STUDS PAIR LOT NO 00982 82
14 [Z-8ES1-3CR STERILE SURGICAL STEEL ROUND PRONG SET JEWELED EAR STUDS PAIR LOT NO 00982 235
210113
1 |Z-MLBC-1.2-5.0-3X3 STERILE SURGICAL STEEL MICRO LABRET WITH CONE LOT MO 00962 50
2 |Z-MLBJ-1.0-8.0-3-AB STERILE SURGICAL STEEL JEWELED MICRO LABRET LOT MO 00982 13
210114
1 |Z-BNDJ-1.6-14.0-5/8-CR STERILE SURGICAL STEEL DOUBLE PREMIUM CRYSTALS JEWELED NAVEL BANANA LOT NO 00982 10
2 |ZLJND-0.8-6.5-1.8-CR STERILE SURGICAL STEEL PREMIUM CRYSTAL JEWELED LARGE LEFT CURVE NOSE S| LOT NO 00982 40
3 [Z-MBN-1.2-11.2-3 STERILE SURGICAL STEEL CURVED MICRD BARBELL LOT NO 00982 15
4 |Z-MBN-1.212.0-3 STERILE SURGICAL STEEL CURVED MICRO BARBELL LOT NO 00982 10
5 [ZMCB-1.2-8.0-3 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT NO 00982 10
6 [Z-MLBJ-1.2-10.0-3-CR STERILE SURGICAL STEEL JEWELED MICRO LABRET LOT NO 00982 25
7 |Z-TBL-1.6-32.0-5-HP STERILE TITANIUM BARBELL LOT MO 00962 5
210115
1 |Z-TBL-1.6-19.0-5-HP STERILE TITANIUM BARBELL LOT MO 00982 4
2 |Z-TBL-1.6-38.0-5-HP STERILE TITANIUM BARBELL LOT MO 00982 5
210116
1 |ZMCB-1.2-8.0-25 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT NO 00982 5
2 |ZMCB-1.2-9.0-25 STERILE SURGICAL STEEL MICRO CIRCULAR BARBELL LOT NO 00982 5
3 [Z-MLBJ1.2-8.0-3-CR STERILE SURGICAL STEEL JEWELED MICRO LABRET LOT NO 00982 7
210134
1 |7Z-BCS-5.0-14.0 STERILE SURGICAL STEEL SMOOTH SE%'X‘QE%E RING LOT NO 00982 1
§ |THD-Z-GPMBL-1.2-10.0-3 STERILE GOLD PVD COATED SURGICAL STEEL MICRO BARBELL FOR THENDRO LOT MO 00982 500
20 |THD-Z-TINMBL-1.2-10.0-3 STERILE TITANIUM INTERNALLY THREADED MICRO BARBELL LOT MO 00982 700
2543414
1 |Z-GPTINMLB-PIN-1.2-8.0-4B STERILE GOLD PVD COATED TITANIUM INTERNALLY THREADED MICRO LABRET PIN LOT NO 009582 20
2 |Z-GPTMLB-PIN-1.2-8.0-4B STERILE GOLD PVD COTAED TITANIUM INTERNALLY THREADED CURVED MICRO BARBH  LOT NO 00982 20
2544418
11 |PT-Z-TBL-1.6-40.0-5 STERILIZED TITANIUM BARBELL FOR PTIT ROC LOT MO 00982 50
12 |PT-Z-TBN-1.6-10.0-4 STERILE TITANIUM TITANIUM CURVED BARBELL FOR PTIT ROC LOT NO 00982 100
17 |PT-Z-TMLB-1.2-7.0-3 STERILE TITANIUM MICRO LABRET FOR PTIT ROC LOT NO 009582 150
20 |PT-ZTST-1.6-32.04 STERILE TITANIUM 90 DEGREE STAPLE BARBELL FOR PTIT ROC LOT NO 00982 10
23 |PT-Z10-TBL-1.6-14.0-5 STERILIZED TITANIUM BARBELL FOR PTIT ROC LOT MO 00952 SET/25 250
27 |PT-Z10-TMLB-1.2-9.0-3 STERILE TITANIUM MICRO LABRET FOR PTIT ROC LOT NO 00982 SET/50 500
2543527
2 |SV-STERILIZE SERVICE STERILE LOT NO 00982 2
2542945
1 |SV-STERILIZE SERVICE STERILE LOT NO 00982 4
2543280
5 |SV-STERILIZE SERVICE STERILE LOT MO 00982 9
254391
7 |SV-STERILIZE SERVICE STERILE LOT NO 009582 50
2544751
2 |SV-STERILIZE SERVICE STERILE LOT NO 00982 7
2542188
7 |SV-STERILIZE SERVICE STERILE LOT NO 00982 9
3178
1SO 2001 150 14001 150 45001 SEDEX CSR-DIW
m
J
3
Intertek Intertek \C'§E'P|W

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



%terﬂ;iuiim;‘ 7
amperatire: AT
Husidity:20. 1RH
Pressures:-4.08Pa
Steri1tzation Tine: SHnw
Mr replace rounds:S
round tlz?e I&m(s)

3

Add EO gas

Tesparature = 44 4T
Humidity:20, 284
Pressures: -4 (KP3
Steriiization tise:JRur
Ar replace rounds:5
round time:15ainis)
A05-5-27 13:39

Evatuation

Tesperature : 84.3T
&uldity 20. 1

Pressures -0, (¥Pa
Sterilization tiee:Sour
Air replace rounds: §
round time:15ein(s)
A25-5-27 13:00

keeping Tesp
Tesperature : 43.5T
Fumidity:20, If
Pressures:-1.603
Steriiization time :Shour
Air replace rounds:5
round tiee:15ein(s}
A25-5-27 12:30

Keep pressure qalifed
Tesperature: 42.2T
Hueidity:20. 134
Pressures:-58.3Pa
Sterilization tias: :ﬂour
Air replace

round time: LSnnfs]
A25-5-27 12:29

Evauat ion

Temperature : 41.6TC
Bumidity:20. 1-H
Pressures:-3.0#Pa
Sterilizatinn tipe:Gans
Air replace conds S
roung time: 1Sainis ]
A25-5-27 12:17

Heat Ing-n:
Tewerature : 25.0C
Howidity: 20, 1R
Pressares:-3.00Pa
Sterilization tise:Sour
Ar replace rounds:
round tive: t5ainis)
2005-5-27 11:40

?mng; £5.0T
Epperatyre: 45,01
ity 55 0%

Pressures (-0 . (%P
Sterilization tisa:3Hoor
Air replacs rounds:®
round tina:iSxin(s)
A25-5-27 11:40

t
!

.29 o5}

BN LOT %Q_

- M1 replaceent ;

Terperature d45.BT
Hamidity:20 2l
Prassures:-1.6kPa
Sterilizatim tise:0Hcur
Atr replace rounds:1
round time:Bvinis)
2025-5-27 18

i
re A
;umm 2l IIR‘I

ressures: -1, 6KPa
Stermmlm time :(Hour
Air replace rounds:?
round time:(ninds)
2025-5-27 17:4F

Alr replacemsnt:
Tesperature : 45,50
Husidity: 20,184
Pressures:-LGkPa
Sterilizaticy time:Obour
hir replace rounds:s
round tise:Cain(s)
2025-5-77 10:26

hir replacesant:
Tewoerature - 42 9T
Husidity: 20204
Prassures:-1.6¢%a
Sterilizaticy time:0Hour
Kir replace “ourdds:4
round tise:lein(s)
2025-5-27 %5

fir replacesant:
Temperaturg  ¢5.71
Hunidity: 20 194
Pressures:-1.6¢Pa
Sterilization time:DHoor
Air replace ‘aunds:h
round tise:iainic)

| 2025-5-27 1645

Sterifization:
Temperature 4.4T
Mldlty 20.17H
Pressures: -z, KPy
Starilizatior tine:OHour
Air replace 2
rand tise: Tain(s)
A05-5-21 1E:40

?tcriliiatim‘:‘ e
ewsrature 44,
Humidity: 201/
Pressures: -4. P2
Shenhzatlcl time:SHour

Air rug 5
isn: Tains)
A025-5-27 12:41
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