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EO Sterilization Examining Report

% F1 4 FK Customer name: COSMY

I ih # K Product Name: —IR{EA# FH#:24) Disposable dressing set
=it Lot number: FJ2023041701/MJ2023041102
Fe B E Quantity: 66 f8

‘K 71 Sterilization method: EO A ‘K # EO gas sterilization

K HY Sterilization date: 2022.12.29

K it Sterilization lot number: 20221229-237B

W95 equipment number: ZHYK-SB-237B

MES/NEFRE 22°C U7 SRR T 22°C, JFAME A Tk, P RIEE<0C, Tk
Th; 10°C == iR RE>0CHY, T 6h; 22°C >/~ FiR > 10°CH, Tk 4h.

The minimum start temperature into the cabinet is 22°C. When the product
temperature is below 22°C, start preheating in the cabinet. Product
temperature<<0°C, preheating 7h; 10°C= product temperature> 0°C, preheating
6h; 22°C>product temperature> 10°C, preheating 4h.

K Sterilization

K SH WEH FOVF I 22 SR e
Sterilization parameters Set value Allowable deviation Actual value

iR CC)
i ml,mlg ) 50 +5 51
Holding temperature (°C)
PRIAZIT [E] Cmind
BT Cmin =60 / 60
Holding time (min)

MEZ (kPa)
BRS (kpa 15 +2 -15
forevacuum (kPa)

FiE & (kPa/min)
HZHZE (kPa/min | <40 / Ls
Vacuum Rates (kPa / min)

A Cmin)
P Hs 5[] n?m | | 10 e 10
Pressure holding time (min)
KM (%RH)
JRIEHLIE (RRH) 30-80 / 52
Sterilization humidity (% RH)
KT 7 &= (Kpa)
KEFMAR (Kpa 13 1y 1283
Sterilizer-added amount (Kpa)
KERIE (C
KEMIRE (C)H o 50 e 5
Sterilization temperature (C)
KA Cmin)
Sterilization time (min) 480 +1 480
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YL-ZG-145
BiREAREE (kPa)
Displacement Vacuum Degree -15 +2 -15
(kPa)
B Sk (Times) Aeration
AR >4 / 5
times
I8 X E] Cmin) Ventilation
. 60 / 60
time
, , e . LR 5 & (cfu/unit)
AR Species of | 2543 UM ATCC9372 A Cefuf
_ _ ) Spore content (cfu / 1.8X10°
microorganisms Bacillus atrophy ATCC9372 it
uni
DH (min)
BI #t5 Bl lot number 20221020 t . 2.9
D value (min)
s B2FEMF A (days)
u% R 30-35C s TH y 7
Cultivate temperature Culture time (days)
B R[]

. . . 2023.01.03-2023.01.11
incubation time

EEFEmTE] (day)
Culture time (day)

lst 2nd 3rd 4th 5th 6th 7th

MELL T

Record of observation

BRI B

positive control

+ + + + + + +

AR IRYTE IR 4 R [V]&#% Qualified OA &% Unqualified
Results of the sterility test for
the biological indicators

G5k LR TR A K, SRS SR, TRAKE 1088 RIRIE, 75 R VT .

Conclusion: The above products are sterilized by conventional ethylene oxide, all sterilization parameters are

qualified, the sterility level of 10-¢is guaranteed, and the products are allowed to release.
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