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Wuxi Zhushi Sterilization Factory

YH9wS File Numberl SZLF/ST01 05-02 | WA /&S Version/revision number [B/l

A 7.5 K#EB Certification of EO Gas Sterilization

% Customer Suzhou Lengfeng Medical Instruments Co., Ltd
FEu%iS Product codes| FEfh & FK Productname |#t% LotNo
/ KWADRON NEEDLES 006, 0225UT, 026, 035, 050, 081, 082, 098, 110, 143,
0107, 0108, 0110, 0111, 0119, 0120, 0126, O0126MZ,
0126MI, 0127, 0128, 0130, 0203, 0222, 0223, 0226,
0227UT, 0301, 0303UT, O0302KTS, 0306, 0311, 0310UT,
0312UT, 0313, 0315UT, 0316, 0322, 0323, 0324, 0325,
0326, 0327UA, 0330, 0331, 0332, 0401, 0408, 0412, 0415,
0416, 0420, O0421UT, 0422, 0426UA, O0427UA, 0428, 0503,
0504, 0505, 05606, 0507, 0510, 0512UA, 0518UT, 0520,
0521, O0601UT, O6O1KTS, 0602, 0603, 0604, 0605, 0607,
0608, 0609, 0609UT, 0610, 0611, 0617, 0618, 0623, 0624,
0701, 0703, 0706, OT09UT, OTIOKTS, 0712, 0713, 0715,
0720, 0721, 0725, 0807, 0825, 0901, 0902UA, 0903, 0905,
0906, 0907, 0909, 0915UA, 0919UA, 0922, 0924, 0924UA,
K KIS 1007, 1015, 1016, 1018, 1019, 1030, 1104, 1109, 1111,
s 1115, 1118, 1119, 1120, 1122MZ, 1123UA, 1124, 1129KTS,
Sterilization mode Chamber NO. 1130, 1207, 1215, 1216, 1221, 1224, 1225, 1228, 1229,
EO S{kKif EO-Gas | 2# 1231
Ki#Z¥ Sterilization parameters Wi Validated | fo¥Ffl% Tolerance | 3EFR Actual
Fii#JE ¥ Preconditioning Temperature (°C) 50 +4 50.5-53.5
fii#J%E Preconditioning RH (%RH) 55 +10 49-55
fii##t (8] Preconditioning Time (min) 360 +20 350
Tl E%¥ Initial Evacuation Vacuum (kpa) -25 +2 -25.0
{#ERA] Keep Pressure (min) 20 +10 15
KEHIMARE Weight of EO Injection (kg/25m?) 15 +1.25 15
KEFIMAEZE Rate of EO Injection (kpa/min) 0.5 +0.2 0.50
KA E EO-Concentration (mg/L) 600 +50 600
EO J£ARIJEH /1 EO Injection Pressure Changed (kpa) >25 1/ S:-25.0E: 8.0
{E it a] Exposure Time (min) 720 +20 720
Ki# i ZE Sterilization Temperature (°C) 52 +3 50.5-53.5
K# ¥ Chamber RH of Sterilization (% RH) 55 +10 49,5-55.5
# < K% FE Post Evacuation Vacuum (kpa) -20 +2 205
#< k¥ The Number of Ventilator (times) 6 // 6
fifi ¥ Aeration Temperature (°C) 42 +5 38.5-40.5
fi##fri[a] Aeration Time (day) 7 // 4
AEYIRIE Strain Bocillus Ptrophoeus ATCC9372 | ###{1 % & Nominal Population(cfu/unit) | 1.7x 10¢
BI #t5 Lot NO. 200825 D{E D-Value (min) 3.0
B Culture Temperat| 36°C B4FEW) 8] Culture time(days) 7
¥ 7€ H M culture Date 2021
B F#0 8] Culture time (day 15t 2nd 3rd 4th 5th 6th 7th
W%tk Observed Item| - - - " = p :
BH{%ER 8 Positive control Y 3 + + * # +
VTR R E RIS R Bl test OfStEI'ility O&# conformity
#51 Conclusion:
PAEP= S T E MR AL KE, STKESEAR, TE/K 1088 BI6RE, FaRidfidr.
The sterilization cycles were performed as per the validated param ﬁ%% viations.
The Sterile Assurance Level (SAL) of 10° is assured. X o0
<4

it Approved by: ,‘{!f; 48 f’i’_
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oA KER—AM Wuxi Zhushi Sterilization Factory
4SS File Number] SZLF/ST01_05-02 l}-’ailli/ﬁ%E&%’ Version/revision number !B/l

Kl ey s R e 3x
Original Record of BI Growth Test after sterilization
1 AZFR Customer:  Suzhou Lengfeng Medical Instruments Co.,Ltd
P4 TR Product Name:  KWADRON NEEDLES
Frﬁ]ﬂ% Product Lot: 006, 022SUT, 026, 035, 050, 081, 082, 098, 110, 143, 0107, 0108, 0110, 0111,

0119, 0120, 0126, O126MZ, O126MI, 0127, 0128, 0130, 0203, 0222, 0223, 0226, 0227UT, 0301, 0303UT,

0302KTS, 0306, 0311, 0310UT, 3I2UT, 0313, 0315UT, 0316, 0322, 0323, 0324, 0325, 0326, 0327UA, 0330,
332, 04 408, 0412, 04 416, 0420, 042 ( 427UA, 04 ' 4, 0505
0506, 0507, 0510, 0512UA, 0518UT, 0520, 0521, 0601UT, 060LKTS, 0602, 0603, 0604, 0605, 0607, 0608. 0609,

0609UT, 0610, 0611, 0617, 0618, 0623, 0624, 0701, 0703, 0706, O709UT, O7I1O0KTS, 0712, 0713, 0715, 0720,

0721, 0725, 0807, 0825, 0901, 0902UA, 0903, 0905, 0906, 0907, 0909, 0915UA, 0919UA, 0922, 0924, 0924UA,

1007, 1015, 1016, 1018, 1019, 1030, 1104, 1109, 1111, 1115, 1118, 1119, 1120, 1122M7Z, 11230UA, 1124,

L129KTS, 1130, 1207, 1215, 1216, 1221, 1224, 1225, 1228, 1229, 1231

KM H Test Item: _ BI Growth Test Record

M HHA Test Date: _ 2021

BibrdE Test Standard: IS0 11737-2:2009

¥ri{x 2% Test Equipment:

MmAEE %54 Electric Constant temp Incubation Container, #{# T.{fEf Ultra-Clean-Bench.
Biidk 54 8 Test Record and Result:
1. kR Sample Prepared:iZtnfEf] &R, i Make Incubation Medium, Test Liquid
according to standards

2. KWk Test Method: HEERE:ANEL, M HWELLR Direct Inoculation,View and Record Everyday

AWK E N ECF % BI Growth Test Record Time Table

MAEYFZE Strain: FEFHBOTMIEREH #i& % BI Manufacturer: HiMEEVEIHARAF]

Bocillus Otrophoeus ATCC9372 Hangzhou Future Biotech Co.,Ltd
BI #t5 Lot NO. :200825 ZFfl&# Nominal Population:1.7x 10°cfu/unit
B 38R Incubation Temperature: 36°C B FEmta] Culture time: Tdays

B Fr4S Strip No(1-26#)
(1-138) 1 i 3 4 5] 6 T 8 9 10 11 12 13

24 hour — o = - - = = = — - = = -

| 48 hour = = - - - =2 S - i £ , = 2
168hour = - - - - i = = fo R i & -
(11-26#) 14 15 16 17 18 19 20 21 22 23 24 25 26

24 hour = = = == e g g 8 = = - 8

48 hour = - - - = - = 2 = e == -
168hour = = = = = = & = - = 5 2 i
45 Result: (1-258) fERGFRIE WA, PAMEXHRE (268) fERIFF 24-48 P EAEAK.
After 168 hours Incubation, The (1-25#)are no bacteria growth. Positive (26#)bacteria growth well.
F Note: (-): FiRFAYE represent negative, (+): FRPHE: represent positive
Rl 25 Detection conclusion: :
ZHER K B A $% 15011135:2014 FRAEMIERBEIFRM, FFREMSE BT (1-258) EHEAK,
FE PR E A B A RAF, YA ARRECR 7= 5 K S
All testing Bis no bacteria growth except the positive control growth well. It sho aﬁkteﬁl%gn
is qualified. For this lot, the placement of Bl and teTLate_based on [S011135:20 resultsij

of this Lot

Kl Test by: & 5 1 ¥ Review by:
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