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Certification of EO Gas Sterilization

REERA
!‘ Products Name /=5 & # Type/Size BIE##& LOT No.it & Quantity # &
YUEE L4 AR ZE: 1571 &
N—
Sterilization agent: K& 7% | Ethylene Oxide (100%) 7
Sterile No.: K&t & 24082021
Sterilization date: KEHE | 2024.08.20
e Specification | Reached values
Precondition parameters W45 % F;% ER -
Internal chamber temperature during action time (C) & 50+10 50.5-53.5
Internal chamber Reactive humidity during action time (%)ZE 40~80% 47.3~72.3
Internal chamber time during action time (min)E}8) 720+30 720
Sterilization parameters K&
Internal chamber temperature during action time (C) imE 5015 50.1~53.1
Internal chamber Reactive humidity during action time (%) EE 40~80% 47~70.1
Pressure difference before and after injection EQ (Kpa)E 3 30+2 30.0
Agent concentration (mg/L)iK B 500450 489.5
Duration faction time (minutes) R kT ] 360£10 360
Flushing cycles (times);EFE R 23 3
A N/A
Outgassing parameters R85 O Bangliabia
Internal chamber temperature during action time (C) ;B 50+10
Internal chamber time during action time  (hr.)&g] 224
[/ conformity

Evaluation of sterilization parameters Z&i¢ [J non-conformity

B2 NETTH

The above products are sterilized by EO gas normally, and realized sterility. ;_t 7= 5 B ¥R 48 7, 18 i,
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Goods name Lot ITEM CTNS BOXES
202408 1204RL 1 64
202408 1207RL . 128
202408 1208RL 1 64
202408 1201RLT 1 64
202408 1205RLT 2 128
202408 1209RLT 1 64
202408 1005RLT 2 128
202408 1205M~1 1 64
202408 1223M-1 ; 28
202408 823M-1 18
e 202408 1403RL : 32
Nzgdfzg 202408 1405RL 32
202408 817M-1 1 32
202408 1407RL | 32
202408 1015M-1 ) 32
202408 1409RL 32
202408 1209MC-1 3 192
202408 1211MC-1 1 64
202408 1213MC-1 1 64
202408 1215MC-1 1 64
202408 1225MC-1 1 53
202408 1013MC-1 1 64
202408 1208RS-1 2 128
Totall 25 1571
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