Document No

YX-10-JL17

Document Name

Certification of EO Sterilization

Version

A0

Report No0.:2024080401

Sterilizer number:

YX-EO6-01

Product Name Product No. Specification Lot No. Carton Size (cm) Quantity
Needles/Cartridges —_ M1 M2305 / 600PCS
Needles/Cartridges _ F7 M2207 / 100PCS
Needles/Cartridges —_— F7 M2306 / 100PCS
Needles/Cartridges _ 12 Needle M2207 / 200PCS
Needles/Cartridges —_ Round Nano M2207 / 300PCS
Steri‘fzilcz)lr;ﬁ%ate: 2024-07-27 szﬁij 20240727-01

Sterilization Parameters Validated Control area Min Max Accept/Reject
Heating Temperature C 50 +5 50 Pass
Holding Time After Heating min 120 +2 120 Pass
Initial Evacuation Vacuum kpa -50 +2 -50.3 Pass
EO-weight kg 4.8 0.2 4.8 Pass
Exposure temperature C 50 5 49.6 50.8 Pass
Exposure RH %RH N/A 30-80 52.1 73.4 Pass
EO exposure time min 480 +10 479.8 Pass
Post-Evacuation Vacuum kpa -50 +2 -50.2 Pass
Numbers of times of repetition time 5 5 5 Pass
Ventilation time min 20 +1 20.1 Pass
Bl Type £76/6 BI Strain ATCC9372 popm:t?(';':]i(ré?i it 2.2x10°
Bl Lot No | G-247 Bq:;:s“ty Téﬁ;g?;tz?e 37°C Culture time 4Day (96H)
Culture time(d) 1st (24h) 2nd (48h) 3rd (72h) 4th (96h) 5th (120h) | 6th (144h) | 7th (168h)
Observation Record — - -
Positiue control + + +
Bl test of sterility 7 co t [J non-conformity

Note: (—): represent negative,

conclusion

The results showed that the above products were routinelf
sterilization parameters were qualified. The products were allow

hylene oxide, and the
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