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CERTIFICATE OF EO STERILIZATION

P14 HF (Customer): GARRIC MEDICA S. L.
=i ﬁﬁ’%(LGt NO.): JS198202

Descriptien: STERILE NON-WOVEN SWABS-30G

: WEEBELYAA A FiZ(Quantity): 3448 (CTN)
Seseriptien: STERILE GAUZE SWABS-17THR.
FMERR: HEBESAR OR¥E) #120(Quantity): 40 58 (CTN)
Description: STERILE TISSUE DRAPE-39G
FEan K IREHRRALKEA  HE(Quantity): 4055 (CTND

PJAM G AEHRERAT B EREHOLAANTHRE 260K E
B KE, FHKEE.

Shaoxing Yibon Medical Co., LTD. hereby certifies that the %)‘f(&dﬁ%:i:
mentioned above had been sterilized by EO, The products are Ster;
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CERTIFICATE OF EQ STERILIZATION
PROCESS PARAMETER
Chamber : 3# Sterilization Lot : 1807018
Preconditioning . Start  2019-07-05 09:53 End 2019-07-05 18:14
Sterilization ; Start  2019-07-05 18:22 End 2019-07-06 03:55
Aeration . Start  2019-07-06 05:54 End 20189-07-G7 05:54
ITEM | UNIT | SETPOINT | MIN | MAX | MEASURE
PRECONDITIONING
Preconditioning temperature [& 55 50 60 51.9~56.3
Preconditioning RH % 60 45 75 50.2~61.8
Preconditioning time Mir 600 478 720 482
STERILIZATION
Time needed from preconditioning to chamber Min =60 N/A 60 8
Pressure achieved KPa ~70 -65 -75 -70.0
Time needed of leak test Min 5 4 6 5
AF of leak test KPa <0.3 N/A 0.3 0.1
Time needed for steam injection Min 15 10 20 11
AP after injected KPa 3 1.5 4.5 2.0
Conditioning time Min 15 10 20 14
Weight of EQ injected Kg 15 14.5 15.5 15.05
AP after EO injected KPa 36 33 40 35.9
Pressure during sterilization KPa =30 -30 -40 ~34.1~-31.9
Exposure time Min 360 358 362 359
Temperature in chamber during sterilization € 50 45 55 50.0--52.2
RH in chamber during sterilization % 60 45 75 61.7~72.5
Gas concentration (calculated) mg/l 591 534 667 587.0
Evacuation for EQ removal KPa ~50 ~45 ~55 ~-54.9
Pressure recovery KPa -8 -6 -10 -8.4
Flushing times Number 2 N/A N/A 2
AERATION
Aeration temperature T 45 40 50 '424 4~49,3
Aeration time Hours =24 24 N/A 24

As the physical sterilization process variables and results of biological indicator incubation (see attachment) are reviewed

to assess the conformance of the sterilization process, the products of this sterilization lot is allowed to release.
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Sterilization lot: 1807018

SHAOXING YIBON MEDICAL CO., LTD.

CERTIFICATE OF EO STERILIZATION

STERILIZED PRODUCT LIST
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Product

Ref '

Lot ,gf?«f a§§ﬂ€§¥y bl Remark
NON-WOVEN SWABS JS198202 1300522010400 [fco/%%" 34
GAUZE SWABS 5198202 172040 40
TISSUE DRAPE 15198202 08111135 AN
TISSUE DRAPE J$198202 09348 h 20
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Yibon Medical

SterilizationNO.:1907018

Sterilizing date: Jul.05.2019

Testing date: Jul.06.2019
Test Method: Refezr to ISO11737-2

Introduction:

Bl STERILITY TEST REPORT

Sterile Type: EtO

Ref:

YB/WI-603-24-01

Rev:

1.0

Number of indicator: 20

BP Batch No.: 333933

1. According to the demand of the sterilization. Place one biological indicator (Bl) in an integrated pouch, attach

on the exterior side of the carton and distribute evenly throughout in the sterilization load to monitor the

sterilization process in routine.

2. The biological indicators should be taken out from the load after a sterilization cycle. incubate the Bl as soon

as possible.

3. The cuiture condition: incubate the Bl in TSB at temperature 35°C for 7 days. Use one Bl which wasn't

treated by EtO as a positive control.

4. Observe the phenomenon and get a result.

Test result:

NO. 1 2 3 4 5 8 7 8 g 10 11
Resuit - — - . s s —_ — — - -
NO. 12 13 14 15 16 17 18 19 20 | Positive control
Result oo — — - — — —_ — — %
i
Test Conclusion: All BI's test
Reporting date: Jul.13.2019
L vl Y B
Checked by: _ 2he~ X% r Tested by: |

Zhou Xiao Li

Yu Qiu Qi
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