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Product Clertincati。 n

1.Product infornlation

2.Test

Quality record number: JL-zL-342-03

RefNurnbcr Asl`T00P4217 Product Nanle Disposable Plasnla Aph~eresis set

Lot Numbcr 4217250629 Date ofiManufacturc 29/06/2025

ModeI NuInber P-4217 Stcrilc Load Nˉu111bcr 2506291

Product description Bowl■ /Tubing■ /Bag■ /Bottle□ /Needle□

II)ate of stcrilization 29/06/2025 Quantity 5048

Expiration Date 28/06/2029 Typc of stcrilization EO

Control and Tests Reference Acceptable Lin1its Results

P11)sical Tests
ISC)3826-1∶ 2019+

Internal Methods
ML1stbe wit11intlle lilmits indicatcd forcach Tcst PAss

Leakage controls
ISC)3826-1∶ 2019+

Internal Methods
No leakage is allo、 vcd on visual inspcction PAss

t′ensilc strengtll of line

Conncctors

Iso3826-1∶ 2019+

Internal Methods
Must resist a pull force of20 N for 15 s, PAss

LAL-Test EP 2.6.14 2018∶20614

Mct11od A
<0.5IU/m1 PASS

sterility'rcst

EP 2,6,12011∶ 20601

EP  5.1.2  2017∶ 50102

4-l-1.Eulylene 。Ⅺde

sterili囱ionAITCC 9372

Must bc stcrile
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2.1.Nigalc stcrilc disposables are n△ anufactured】:lon1 111atcrials testcd and certified to bc safc for

usc in short duration(less than 24 hours)Circulating blood contact applications,Fluid path

n△atcrials rncct European iPharn|1acopoeia standards and n△ cet thc requiren△ en.ts for bioco111patibility

and biological safety.

2.2.P11)sical Tcsting

The standards ofthc N⒈ 压P|A.Good Manufacturing Practices are rnet.PVC tubing and bags

correspond tO EP/D2父 B、/I1.2.1,1 and ⅤI2.2.2,2.

2.3.Sterility and Pyrogenicity

′
I′he product is sterile and pyrogcn-frec,It nlccts thc rcquirenlcnts of EP.The sterilization process

has bccn validated following iEN ISC)11737.2-2020 Guidclines.

Nigale,hereby,certifies that the listed batch rneets all above lllentioned requirelnents and all

Nigale de11ned requirenlents for perfor111ance,safety,sterility and pyrogcnicity.

I ccrti灯 that appropriatc controls arc in place to assure prior to release of

product for distribution and that the authorization to is lin△ited and

controllcd.'I′hc abovc products arc according to 93
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`~ Title OC Manager

Add∶ ∶No.28 Ktlixing Road,Jianyang,sichuan,RR.China,641400

Fax∶ -+862885195886

:「 el∶
-+862885130655

检验专用
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