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CERTIFICATE OF COMPLIANCE AND STERILITY

Issue Date: 2024-03-28

This is certifying that the products listed below are in compliance with 1SO13485:2016 standard and current FDA Quality System Requirements (QSR)
as stipulated in 21

CFR Part 820.
PO# ltem# Description Pcs/Cs Q’'ty/Cs Lot# Sterilization Lot # Exp
Date
YD-4490 EA-REF50122-50 Sterile PVP Solution 10% PVP 300 1 20240325 | 51-20240320-5719N2 | 2027-01-28
Solution 3/40z

Conclusion:

A review of the applicable Device History Record(s) has been conducted and the device was manufactured in accordance with the requirements

specified in the Device Master Record.
A review of primary identification labels and labeling used for production units was conducted and confirmed to be correct.

This shipment is in conformance with the Specification listed and meets all requirements necessary for product release.

Product samples representative of this lot of production is guaranteed to be sterilized.
The sterilization by ETO gas is per international standards 1ISO11135:2014.
The sterilization by Gamma Radiation is per international standards EN 1SO11137-1 Name and Title of Responsible Offer

Jerry Zhu



: ChangShu Rozer Sterilization Technology Co., Ltd.
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Sterilization Date 20244703 A 20H Sterilization Lot S 1-29240320-5719N2
Product Name Product Itemf LOT# Quantity (Carton)
fat i o =R Eaitts i E ()
HEW EA-REF50122-50 20240325 6

Changshu Rozer Sterilization Technology Co.,Ltd. hereby certifies that products listed above have
'been sterilized by ETO gas per sterilization process #APD-14-16 , the sterilization process has been
validated in accordance with AAMI/IS011135:2014 at Sterility Assurance Level 10°¢.
HERFHAEEATRATEREAU LA HOTROLEBRE T ZAPD-4-16HTH AR KE, %KE
T2 XCALEMI0FT B RMA T ML AL FFHEAAMI/1S011135: 201452 ARAEIE .

The main parameters were listed as follows EEIEZHFIBMT:

1)

The pressure after ETO gas injected is 40 to 43 Kpa.

MAFRZ&E (ET0) FEHIEF5940-43Kpa.

2)

The temperature is maintained at 45-53 degrees centigrade.

B4 F7r45-63TC,

3)

The exposure duration:320-330 Min.

L BEKENE: 320-3304 4.

4)

The sterilization equipment is certified, licensed, and validated.

KERERBEREATINEN.

5)

All records are maintained on file.

FRERRB#H{TRIZ.
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RE TEEcycle No. Cycle#06 |K#iftBLoad No,  [51-20240320-5719N2
ig 3 7= 48 BProducts Information
\ Precondition processHiz WET IPCR-2 BA= C
| BiAATE 48 B B ] 2024/3/20 8:50 B EL/ B 2024/3/20 20:00
Precondition Parameter Fiih &3 Set Point #5244 Ml\::‘;al}izmlemncaﬂﬂ:[ﬂaf gi{ﬂ Acma;;;'eﬂ:;l;mem
l% a2 (Temperature $EE°C 48°C 43°C 65°C 43.8 49.3
s Hunidity #2)3% 55% 30% 80% 50.8 58.7
l,} Timekd [Emin N/A 880min 2880min 870
b [ i D Wi NIA <60 18
v Sterilization K1 e 81
4 REFIRE WU zuzm.rzlo 20:18 [ REEF /M 202473121 8:37
i Measure Tolerance@§Iik 5t ¥r # M Actual Measurement
f i Parameter £ SetPoint @M  —Fgam | Mex @kl bR
it (i I 48°C [ wc | 55°C [ 480 | 488
l[f : (R85 (7 I Smin | 3min | 7min | 5
La
1o 3 Ei&ﬁ&
Initial Evacuation )4 % & 60kpa 61kpa -59kpa -60.0
] RIE A% NIA Okpa 2kpa_ 0.1
: KR B TR (M 8min Bmin 10min B8
. [BoEs
g RS Bk (times) 2 2 2 2
@;;j: A ) -10kpa -11kpa -9kpa -9.0 | 8.9
B A A -60Kkpa B1kpa “59kpa 601 | 600
e g2
g MR 8 i 1kpa 0.5kpa 1.5kpa 1.0
b ) BRI i ] | Smin . 4min Bmin 5
m
AEEVEREEE I N/A 16°C 60°C 230 | 484
G S 41kpa 40.0kpa 43,0kpa 41.0
gk ) NIA 2Bmin 82min 46
BREOR it NIA 40kg B5Kg 56.8
TANK NO 385 1284 i WE10F42172
HEEN RS
HENFLE S [ 10kpa ] Skpa | 11kpa | 10.0
g ) T N/A | 2min ] 40min [ 3
REHEEH
KU 48°C 45°C 53°C 46.2 | 49.2
| Rusig N/A 0% 99% 428 | 51.0
. | R (min) 325 320 330 325
£ EQ 2L (mg/L) NIA 848 716 676.8
7 UE A LS B piRa On On /Off On
= =i
L U R (times) 2 2 2 2
w MAFERD -50kpa -61kpa -50kpa 600 [ -60.1
o g E R -10kpa A1kpa 9kpa 88 | 88
Ly (Y 1 1 1 1
L [ ES -60kpa -61kpa -50kpa -50.0
i s L ~10kpa 1kpa -okpa ~10.0
12 BRSH
2 (B R 1) | 3min | 2min | 20min | 13
l j (B TR | NiA L -20kpa | 3kpa_ | -8B | 25
e Fisi RG] 2024/3/21 6:59 " | Igﬁmgﬁghﬁgm 2024/3/22 6:23
if: . easure Tolerance: Nam Actual Measurement
Paramater £ Set Point #E{ MinGL /i I Max BA T R
RE-4R4T B (min) NIA <60 22
i 42°C arc | 50°C 384 | 444
B4 f5) N/A 1110min-4320min 1403
Fﬁ#
(B Mesa WA HE G-239
& & NIA N/A NIA 21081124
Number of Bls: %37 80E 30+1 30+1 30+1 30+1
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) ST LR ) 2024/3/21 12:46 BT 202473125 12:51
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