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Bk RS Wuxi Zhushi Sterilization Factory
4= File Number| SZLF/STO1 05-02 | Bi#A/#8(5 Version/revision number |B/1

KA Dfam YK E i
Original Record of BI Growth Test after sterilization
Z TR Customer:  Suzhou Lengfeng Medical Instruments Co.,Ltd
P4 FR Product Name: _ KWADRON NEEDLES

F;ﬁu%% Product Lot: 0101, 0114, 0120, 0219, 0225, 0302UT, 0303, 0304, 0306, 0311UT, 0312, 0312B, 0317UT. 0320,
0328, 0330UT, 0407, 0407B, 0410, 0510, 0515, 0515B, 0523, 0525, 0530, 0606, 0606B, 0610, 0610B, 0613, 0618, 0618B, 0619
0701, 0705, 0709, 07098, 0712, 0717B, 0720, 07208, 0801, 0801B, 0802, 0811, 0815, 0820, 08228, 0822PT, 0826, 0906UT,
0909, 0915, 0915ATS, 0915MZ, 0915TM, 0920UT, 0925, 0930ATS, 0930TM, 1005, 10058, 1010, 1010B, 1010KTS, 1010TM,
1015KTS, 10178, 1028, 1108, 1108UT, 1109, 1109B, 1113B, 1115, 111B, 1120UT, 1121, 1122, 1122TW, 1122UT, 1123, 1127,
1205, 1207, 1210, 1212, 1215UA, 1219, 1223, 12258, 1226, 1230, 1231, 0108, 0110, 0111, 0115, 0117-M, 0128, 0130, 0201,
0203, 0223, 0226, 0229, 0305, 0306, 0312, 0322, 0525, 0406, 0416, 0423, 0428, 0506, 0508, 0512, 0515, 0516, 0520, 0521, 0522,
0529, 0530, 0603, 0608, 0612, 0617, 0626, 0627UA, 0701, 0702, 0703, 0706, 0707, 0710, 0718, 0719, 0720, 0722, 0723, 0726
0730, 0807, 0810, 0817, 0818, 0901, 0902, 0904, 0905, 0906, 0914, 0915, 0916, 0917, 0921, 0923, 0926, 1006, 1007, 1008, 1009,
1010, 1011, 1012, 1013, 1017, 1021, 1022, 1023, 1024, 1030, 1104, 1109, 1111, 1112, 1113, 1116TM, 1120, 1121, 1123, 1124,
1130, 1201, 1204KTS, 1205, 1207, 1208, 1210TM, 1211, 1215, 1218TM, 1219TM, 1221, 1222, 1224, 1225, 1228, 1231, F0728
i Test Item:  BI Growth Test Record
K F 3 Test Date: _ 2019-2020
BMlFrdE Test Standard: IS0 11737-2:2009
*ﬁﬂﬂ&%& Test Equipment:

B IE R 55 Electric Constant temp Incubation Container, #8{% T.ff& Ultra-Clean-Bench.
Klics 5453 Test Record and Result:

1. Ak 5h#E® Sample Prepared:3dnaEf] & B35, M Make Incubation Medium, Test Liquid
according to standards

2. KWL Test Method: BEFE:FEFL, fHWEHLFR Direct Inoculation,View and Record Everyday

AW da R I 1EC % BI Growth Test Record Time Table

A AP Strain: FHELFF B AR R S #i&7 BI Manufacturer: Wi/l EEWEHHRAF

Bocillus Otrophoeus ATCC9372 Hangzhou Future Biotech Co.,Ltd
BI #it5 Lot NO. :200825 ZFfi4 & Nominal Population:1.7x 10°cfu/unit
BEFRIRE Incubation Temperature: 36°C 3R A Culture time: Tdays

B H 4S5 Strip No(1-26#)

(1-13%) 1 2 3 4 5 6 7 8 9 10 11 12 13
24 hour ~ = = — = = = = — = = = o
48 hour = s — = = = = N = s — - e
168hour = = i = = - = = = = e = =
(11-26#) 14 15 16 17 18 19 20 21 22 23 24 25 26
24 hour =5 = = = = e £ = = = — - -
48 hour = = = = = - = = - o s =

168hour - = 5 = = = = = = = e = o+

g5 Result: (1-25#) EERSFRIE LA, PHYEXTHEE (268) 7EREF 24-48 M G R ALK,

After 168 hours Incubation, The (1-25#)are no bacteria growth. Positive (26#)bacteria growth well.
3 Note: (-): FRPIM: represent negative, (+): FRPHPE: represent positive
4518 Detection conclusion:

ZAEVCOK B #2 1S011135:2014 ARe (O ZERBCE IR, BFREMER BT (1-258) EEAK,
FRMEXHR A A B AF, SEBAHE R K™ i K A .

All testing Bis no bacteria growth except the positive control growth well. It sho
is qualified. For this lot, the placement of B and test are based on 1S011135:20
Wl Testby: & 54 4% R Review by TL

a(rgtg%b@l of this Lot

resu]ts 1%3 d that.
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TEHHARKERER Wuxi Zhushi Sterilization Factory
YH9mS File Numberl SZLF/ST01_05-02 I A/ S Version/revision number | B/1

& 258 K HE Certification of EO Gas Sterilization

Z ' Customer Suzhou Lengfeng Medical Instruments Co.,Ltd
A4S Product codes| /=4 FK Productname |#tS LotNo
/ KWADRON NEEDLES 03300, 0407, D407, 6410, 6510, 0535, 5,58, 0523, 0525, 0530, 0606, 0606, 0610, 610K, 615,
0618, 0618B, 0619, 0701, 0705, 0709, 0709B, 0712, 0717B, 0720, 0720B, 0801, 0801B, 0802, 0811,
0815, 0820, 0822B, 0822PT, 0826, 0906UT, 0909, 0915, 0915ATS, 0915MZ, 0915TM, 0920UT, 0925,
KEH R K % T206UT, 1109, 11098, 11138, 1115, 1115, 11200, 1121, 1122, AZHTW, 11220, 1125, 1127, 1205,
Sterilization mode Chamber NO. 0125, 0134, 0201, 0203, 0223, 0226, 0229, 0305, 1306, 0312, 0372, 0325, 0406, D416, 0423, 042,
0506, 0508, 0512, 0515, 0516, 0520, 0521, 0522, 0529, 0530, 0603, 0608, 0612, 0617, 0626, 0627UA,
EO “fAXi# EO-Gas | 2# 0315, 0901, 090, 0904, 0905, 0906, 0914, 0915, 0916, 0917, 0921, 0923, 0926, 1006, 1007, 1006,
1009, 1010, 1011, 1012, 1013, 1017, 1021, 1022, 1023, 1024, 1030, 1104, 1109, 1111, 1112, 1113,
1116TM, 1120, 1121, 1123, 1124, 1130, 1201, 1204KTS, 1205, 1207, 1208, 1210TM, 1211, 1215,
1218TM, 1219TM, 1221, 1222, 1224, 1225, 1228, 1231, F0728
| K#EiZ¥% Sterilization parameters W Validated | fo¥FfiiZ Tolerance | =LFR Actual
TR FE Preconditioning Temperature (°C) 50 +4 50.5-53.5
fii#JERE Preconditioning RH (%RH) 55 +10 49-55
fii#4h [E) Preconditioning Time (min) 360 +20 350
TE =¥ Initial Evacuation Vacuum (kpa) -25 2 -25.0
{# A Keep Pressure (min) 20 +10 15
KEFMAR Weight of EO Injection (kg/25m?3) 15 +1.25 15
KIS Rate of EO Injection (kpa/min) 0.5 +0.2 0.50
KES AR E EO-Concentration (mg/L) 600 +50 600
EO VEAHIfGE/1E EO Injection Pressure Changed (kpa) >25 !/ S:-25.0E: 8.0
{EFii} & Exposure Time (min) 720 +20 720
K E Sterilization Temperature (°C) 52 +3 50.5-53.5
KA Chamber RH of Sterilization (% RH) 55 +10 495-55.5
$ S H 4P Post Evacuation Vacuum (kpa) -20 +2 -20.5
S /X #1 The Number of Ventilator (times) 6 // 6
fAHTIRAE Aeration Temperature (°C) 42 +5 38.5-40.5
fE#fTHL[A] Aeration Time (day) 7 // >
AP Strain Bocillus Ptrophoeus ATCC9372 | #£f{l & & Nominal Population(cfu/unit) | 1.7x 108
BI #t5 Lot NO. 200825 D D-Value (min) 3.0
HFFEE Culture Temperat| 36°C B¢ 8] Culture time (days) 7
¥23% H B Culture Date 2019-2020
B0t E] Culture time (day 15t 2nd 3rd 4th gth 6th 7th
M EZ L% Observed Item - - 2 . 3 G =
PH{EX$ & Positive control - s + + + + +
LR AR E S5 R Bl test of sterility O&# conformity
25 Conclusion:
PAEF= it T A R O K, STKESHEW, TRAK 1088 BI0RIE, P Rmir T .
The sterilization cycles were performed as per the validated param %t)&% viations.
The Sterile Assurance Level (SAL) of 10° is assured. %{;-; o0

i Approved by: 2 & % AW Repbiate: her o |
@ Comp: lﬂﬁimp: "

e \,b'ﬂ":-t
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