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WA 2 KELC % (EO-Sterilization Batch Report)

Furnace Noffi5: Y1-01 Sterilization No. K #lt'5:  # 230401 Date HHH: 2023-04-20
Article Name | Production No | Specification | Quantity Remark Parameters During Sterilization Cycle Required Actual
W b A2 F SRS =) kg /B e U RS BB E SERRE
Black Claw #230401 SRR B 5T 14CTNS ;;?VT‘:O(T)L.QEEDLE KB B Chamber Temperature while Sterilization(C) 47-53  [S:48.5 E: 52.6
K [k /1Chamber Pressure while Sterilization(kPa) -30—20 |S:-27.1 E:-15.5
K i JE Chamber Humidity while Sterilization(%RH) 40-80 33.5-52.8
X K i [8] Exposure time(min) 480 480
TIH % Pre-Vacuum Value(kPa)
NS 7708 Pressure Amplitude while Humidifying(kPa)
YRR G JE /1Pressure Changed while Humidifying (kPa)
INZ5E J1E EEPressure Amplitude while EO Injection(kPa)
N2 5 J& /1Pressure Changed while EO Injection(kPa) // S:=69.2 E: -35.2
hnzGE EWeight of EO used(kg) 3.8-4.2 12
Sterilization Phase Start Time |End Time| Actual Time Sterilization Information Release
KEit e Jraante | gkt schReiE KPR / R
i # Conditioning 9: 17 13: 17 240 Normal IE% H'I Passed 2 #%
A Air Removal 13: 17 13: 24 7 Normal IE® [] Rejected iH U
(%K Pressure Time 13: 24 13: 29 5 Normal EF e S 2 i ‘el e 2
#AEO EO Injection 13: 35 13: 50 15 Normal A2 et M VAKAN
KHHE  Exposure Time 13: 50 21: 50 480 Normal In‘éctori]u/éf ﬁﬂferatorﬁéf’ﬁﬁ
#SfE  EO Removal 21: 50 22: 16 26 EO Manger K £
WFHISEE  Finishing 22 16 22: 48 32 A 4L X
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WA Ok K E tic % (EO-Sterilization Batch Report)

Furnace Noff5: Y1-01 Sterilization No. K #t5: # 230401 Date Hl: 2023-04-20
Article Name | Production No | Specification | Quantity Remark Parameters During Sterilization Cycle Required Actual
L ERE SV A=) itk /1S HE #HIE RIS WEE SEBRE
Black Claw #230401 i estan 9CTNS \TJ?EO(T)UQEEDLE K H 5 F Chamber Temperature while Sterilization(°C) 47-53  |S:48.5 E: 52.6
K Ik 77Chamber Pressure while Sterilization(kPa) -30—20 |S:=27.1 E:-15.5
K HE [ Chamber Humidity while Sterilization(%RH) 40-80 33.5-52.8
K T i A]Exposure time(min) 480 480

i = Pre-Vacuum Value(kPa)

VR & /7R B Pressure Amplitude while Humidifying(kPa)

I8 AT JG & /JPressure Changed while Humidifying (kPa)

INZ5 % fiMRE Pressure Amplitude while EO. Injection(kPa)

Nz J5 & f1Pressure Changed while EO Injection (kPa) // Si-69.2 By =38:2
Iz EBWeight of EO used(kg) 3.8-4.2 12
Sterilization Phase Start Time |End Time| Actual Time Sterilization Information Release
KB iR JEUERS IR | gEoRng (A ]  SEPRES ) KEENR / ook
i # Conditioning 9: 17 13: 17 240 Normal IEW ‘ﬂ Passed & #%
HMEZ  Air Removal 13: 17 13: 24 7 Normal IE% [] Rejected il
4
(RFERT A Pressure Time 13: 24 13: 29 5 Normal IE3 [], Hold RE o

Nt O
L /DA

# AEO EO Injection 13: 35 13: 50 15
KER Al Exposure Time 13: 50 21: 50 480 AT Bafﬁzéfé(émﬁ% fE3
S HfE EO Removal 21: 50 22: 16 26 EOManger K £ &
EH5EEE  Finishing 22: 16 22: 48 32 £
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Furnace Nofi5: Y1-01

Sterilization No. Kt 5 : # 230401
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R 2 K E e 3 (EO-Sterilization Batch Report)

Date H#: 2023-04-20

Article Name | Production No | Specification | Quantity Remark Parameters During Sterilization Cycle Required Actual
Yk 2R SR ) g/ B M i KRS WEE SPrE
Black Claw #230401 iy -tay 9CTNS ;ﬂgoguggmw R 15 FF Chamber Temperature while Sterilization(C) 47-53  |S:48.5 E: 52.6
K 1 [ /1Chamber Pressure while Sterilization(kPa) -30—20 [S:-27.1 E:-15.5
K #1E B Chamber Humidity while Sterilization(%RH) 40-80 33.5-52. 8
, K it} [8] Exposure time(min) 480 480
T 7= £ Pre-Vacuum Value(kPa)
HN¥RJE S IE FFPressure Amplitude while Humidifying(kPa)
INIE AT G JE /1Pressure Changed while Humidifying(kPa)
245 % S8 B Pressure Amplitude while EO Injection(kPa)
JNZ570 )5 FE JiPressure Changed while EO Injection(kPa) // S:-69.2 E: —35.2
Nz EEWeight of EO used(kg) 3.8-4.2 12
Sterilization Phase Start Time |End Time| Actual Time Sterilization Information Release
KRB EAE paRELiRNLE] gEAIA | SEPRE (A KB E N, z Eodie

fii  # Conditioning 9: 17 13: 17 240 Normal IE% \é oz & %

fE%  Air Removal 13: 17 13: 24 7 Normal 1E% o [0 Rejected 3E ¥

{RFER W  Pressure Time 13: 24 13: 29 5 Normal e 1o Hald N

#AEO  EO Injection 13: 35 13: 50 15 L 2N\ A o

K HE  Exposure Time 13: 50 21: 50 480 Anjdétor ﬂgké/ﬁ)e atorﬁé{’ﬁm

#5 i E  EO Removal 21: 50 22: 16 26 ;E,‘(;Mangerﬁﬁi"‘L

W H 5 Finishing 22: 16 29: 48 32 _GE. 2L I
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R O K E e % (EO-Sterilization Batch Report)

Furnace Nofi5: Y1-01 Sterilization No. K # it 5 : # 230401 Date H#l: 2023-04-20
Article Name | Production No | Specification | Quantity Remark Parameters During Sterilization Cycle Required Actual
LURLEZ N A g/ 85 HE BiE KRS WE A SERRE
Black Claw #230401 YIRS B % | 49CTNS ;?EO%QEEDLE K iR E Chamber Temperature while Sterilization(C) 47-53  |S:48.5 E: 52.6
K & /1Chamber Pressure while Sterilization(kPa) -30—20 [S:-27.1 E:-15.5
K 1% & Chamber Humidity while Sterilization(%RH) 40-80 33.5-52. 8
K H# i 7] Exposure time(min) 480 480

T H %5 £ Pre-Vacuum Value(kPa)

HNiE & /108 ¥ Pressure Amplitude while Humidifying(kPa)
HNi& A )5 & J1Pressure Changed while Humidifying(kPa)
fNZ4 K J10E fE Pressure Amplitude while EO Injection(kPa)

fNZ4570 J5 & J1Pressure Changed while EO Injection(kPa) // S:-69.2 E: —35.2
mzgE sEWeight of EO used(kg) 3.8-4.2 12
Sterilization Phase Start Time |End Time| Actual Time Sterilization Information Release
KEE R JEUGET ] | SRS la) | SEPRE (E REE 7 Uk
it #  Conditioning 9: 17 13: 17 240 Normal IE% / Passed & #%
HE%  Air Removal 13: 17 13: 24 7 Normal 1EW |:] Rejected 1 X
{RIERE]  Pressure Time 13: 24 13: 29 5 Normal Eﬂy ; Hold (s — ,;
FAAEO EO Injection 13: 35 13: 50 15 Normal J:% ﬂ. i 2\ oA
KEiflE  Exposure Time 13: 50 21: 50 480 AT bﬂ%ﬁ)jg\peﬁtor&wﬁ
%St E  EO Removal 21: 50 22: 16 26 EC %ngerlm%jz%s
W5 Finishing 22: 16 22: 48 32 WA AE
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WA OB K e 5% (EO-Sterilization Batch Report)

Furnace No#fi5: Y1-01 Sterilization No. KEiflt 5: # 230401 Date Hifl: 2023-04-20
Article Name | Production No | Specification | Quantity Remark Parameters During Sterilization Cycle Required Actual
Y ih 44 FR ST (1 ik /TS5 K T RELESH WEE SEhRE
Black Claw #230401 L Eeesgay 4CTNS  |taTT00 NEEDLE || KI5 Chamber Temperature while Sterilization('C) 47-53  |5:48.5 E: 52.6
Black Claw #230401 spgerer | sorns |(A00 MEFPLE | 1o 1 Chamber Pressure while Sterilization(kPa) -30—20 |s:-27.1 E:-15.5
K 15 F Chamber Humidity while Sterilization(%RH) 40-80 33.5-52. 8
. K 14 I 6] Exposure time(min) 480 480
TRE 75 ¥ Pre-Vacuum Value(kPa)
BNV E 318 B Pressure Amplitude while Humidifying (kPa)
BI85 & /7Pressure Changed while Humidifying(kPa)
25 E 1% Pressure Amplitude while EO Injection(kPa)
INZ5 87 )5 & 1 Pressure Changed while EO Injection(kPa) // S:-69.2 E: -35.2
m#5EEWeight of EO used(kg) 3.8-4.2 12
Sterilization Phase Start Time |End Time| Actual Time Sterilization Information Release
KEETE JEahmt ] | SEeRi A | SERRA (A KA z Erdlle
i # Conditioning 9: 17 13: 17 240 Normal IE# Passed & #
fillfLa  Air Removal 13: 17 13: 24 7 Normal IEH [] Rejected iE U
{RERA]  Pressure Time 13: 24 13: 29 5 Normal IEWZ’W |j_ Hold (S 178
#ANEO EO Injection 13: 35 13: 50 15 £ N A/~ PANCADN
KAl Exposure Time 13: 50 21: 50 480 ﬂnje&tor )U/Dlﬁﬁ?pe\rator%‘é%ﬁ
# 3 E EO Removal 21: 50 22: 16 26 EO'I\)IangérI%I%
W 5EE  Finishing 22: 16 22: 48 32 4B - X

Micro hab ManQerIﬁ*ﬁﬁ
P /‘/1
QA Manager &




