Report Test

Model : SQ-H220
Serial No : HNS(Q2020050063

M/C : Henan Sanqiang Medical Equipment Liability Co. Ltd

LOT No : 0639/2023
Date : 04 July 2023

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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Kegp préessure quaiitiad
Temperature: 43.5T
Humidity: 20 7R
Pressures:=58. MHPa
Starilizat on time:SHour
Air replace rounds:d
round time:lbain(s)

J001=1-1 D:4]

Evacuat ton

Tapperatureg : 47,310
Humid i1ty :20. 1kH
Pressures: -3, EPa
Sterilizatfion T1me:3Hour
Alr renlace rounds: s
round time:lhminls)

2001-1-1 0:29

HEat Ing-ud:

Temperatura: 25,41
Humidity: 20, 1A
Hressyres: -4, REs
Steriltzation tapacd=our
Afr replace rounds:a
round time: 15mims)

208-1-1 D0

salting:

[enperatwa - 2h 01
Mt iy, 0. DR
Pressures -6l k3
Sterilization time:Iour
Avr replare rounds -5
round time:15ainis]

d01-1-1 00

sterilization:
Temperature : 45 61
Auntonty: 20, 264
Pressures: -0, (KPa
sterilization time:MHour
Air replace rounds:5
round tim2: 15ninis )

Z001-1-1 4:48

ater1i1zat won:
lemperature: 44, 1T
Humidity =20, 284
Frossures <0, 0KPa

Starilization 1ise: Hour

AIF replace rounds:h
round time:15minis]

A0]1-1-1 1:45

cterilization:
Temperatura: 44.1T
MRty 0. IRK
Fressures: -2, TEPa
sterilization time:3tou
Air replace rounds:5
ound Time:15nin{s)

2Ull=1-1 1:47

A&dd ED pas
lepperature: 44,10
Rumidaty 20, 2N
Pressuras: -4 (K23

aterilizaticn time:3Hour

AlF raplaca rownds:5
round time: IFﬂ:I'I"F_]

A001-1-1 1:47

Evacuat ion

[emperature : 44 5T
Humidity: 20, 1RH
Pressures:-{.KPa

otert zation time:FHour
Ar replace rounds:s
round time: 15nins)

d001-1-1 1:42

Feening Temp
Iemparature: 44 BT
Humid ity 20, 2RH
Préssures:~1.6KPg
starilization time:3Hou
Alr raplace rounds-h
round tme:1%ainl3)

A01-1-1 0:42

END

Alr replacemant :
[emperatuere : 45,30
Hmidity 20, 26H
Fressures:=] . 6kP3

STeri 1Zation 1ise:0Hour
Air replace rounds:]
reund tise:Ominls)

2001-1-1 6:14

Air replacement :
Temperature : 45.8T
Humid 1ty 20, 1RH
Pressures: -1 . BPa
sterilizatwon tie :0Hour
ATF replace rounds:Z
round time:0mings)

2001-1-1 5:54

Air replacement
Tesperature: 45,0T
Husidity:20.2fH
Préssurés; -1, R
Ster1l1zaton time:DHour
Air replace rounds:3
rowy] tima:Ominis)

A01-1-1 3:34

Alr replacemant
lanperature: 49.0T
Hum1di Ly :20.2H
Pressures:-1.BKPa
Sterilization time:DHour
Alr replace rounds:q
round time:Oeinis)

2001-1-1 5:11

Alr reolacesent :
Temperature: 45.9%T
Humid ity 20, TR
Fressures: =1 .HFa
aterilization time:(Hour
Alr renlace rounds:5s
round time:15min(s)

A2001-1-1 453
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Report Test

M/C : Henan Sanqiang Medical Equipment Liability Co. Ltd LOT No : 0653/2023
Model : SQ-H220 Date : 04 August 2023
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 > 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

(... Gl Leam. )
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AT TEplacemant :
Temparatyre : 4541
mmidity:20.2/Y
Pressuras:-1.56Pg

51:'5.f-i lization time:0Hour
Rir replace rounds:5
round time: 15minds)

ZU00-1-9 454

Sterilization:
Temperature: 45 61
Rmioty:20. 254
Pressures: -0, 0kPa
sterilization time -k
Atr replace rounds-§
round time: 15einis)

2000-1-9 4:48

sterilization:
lemperature : 43.0%
Humidity-20. 1kH
Pressyres:-0.0kPa
olerilization time:3Hour
Atr replace rounds:5
round time:15ein(s)

J000-1-9 1:50

sterilization:
Temperature : 43,61
Humigdity:20. 1Y
Pressures:-1.5KPa
steriiization time:IHoyr
AVr raplace rounds:5
round tima:15minds)

Evacuat fon

lapparature : 44 31
Humidity:20. IRH
Fressudes =0, 0kP3
sterilization time:3Houl
Air replace rounds:h
round time:15ainig)

JH0-1-9. 1:43

Keeping Temp
lemperatuse : 44,30
Humidity: 20, 1RH
Pressures:-1.65Pa

Sterilization time:Bour

Alr replace rounds:5
round tiee: 15810 s)

2000-1-3 0:43

Keep pressure qual if ied
lemperature: 43.47T
Humidity : 0. 1RH
Precsires -89 KPa
sterilization time:3Haur
RiF replace rourdds:s
round £ime:15ain(s)

A000-1-9 0:41

Evacuat ion

lemperature: 42,2
Humid ity : 20,264
Pressures:-3.KPa
sterilization tise:3Hour
Air replace rounds:s

END

d II.'",? I,l' b b
b+ b3

Air raplacasent ;
Temperature : 44, .9
Humidity:20.28H
Fressures:-1.5KPs

Sterylzation time:0Hour

Air raplace rounds:
round time:0min{s)

2000-1-3 6:15

Air replacesent:
Tenparature: 45,1%C
Humidity:20.2RH
Fresgures -] . 5KPg

Sterilization time:0Hour
Air replace rounds:?

round Yime:Ominis |

Z00-1-3 5:5%

wir replacemant !
[emparature : 45,41
Hmidity:20. 284
Precsures:-1.hEPa

Sterilvzation tise:OHu
Air replace rounds:d

round time:0tminis)

2000-1-3 5:34

Alr raplacesent :

1B s Temperature : 45,87
e round 1 ime: 15ain(s ) Hunidity 20, 1R
: Pressures:-1.56Pa
Add ED gas 00013 174 Sterilization time:0Hour
Temperature : 43.6C Alr replace rounds:4
Humidity: 20 2fH Heat ing-up: round time:iminis)
PrEﬁ:E_iUI‘EE-:‘_'d-.{rh.F'i:I TETI[I’E'ri'tI.I"E : 94 9t 000-1-T 5+ 14
sterilization time: 3Hour Humidity:20. IRH ittt
round time: 15min{s) aterilization time:3Hour
Air replace raunds:5
£000-1-3 1:48 round time:15ain(s)
2000-1=8 =0
etting:
lemperature : 45,01
Humidity:55. 0RH
Pressures -6, OKPa
sterilization time:3Hou
A1F raplace mounds:5
round time: 15minisg)
A00-1-9 0:0
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