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Product Clertincation

Quality record num~ber: JLˉ zL-342-03

1.Product inforn1ation

2.Test

RcfNulnber ASN00P4117 Product Name E)isposable Plasnla Apheresis set

Lot Numbcr 4117251014 Date ofManufacture 14/10/2025

Modcl Nurnber P-4117 sterile Load Number
2510144  2510145  2510146

2510147

Product dcsGription Bowl■ /Tubing■ /Bag■ /Bottle□ /N^eedle□

I∶)ate of sterilization 14/10/2025 Quantit)′ 20050

Expiration Date 13/10/2029 Type of sterilization EO

ResultsReference Acccptable LiInitsControl and Tests

PAss
IsC)3826-1∶ 2019+

Internal Methods
Mustbe witllin the li111its indicated for each TestPhysical Tests

PASS
ISC)3826-1∶ 2019+

Internal Methods
l`To leakage is allo、 ved on visual inspectionLeakage cOntrols

PAssMust resist a pull force of20 N for 15 s.
ISC)3826-1∶ 2019+

Intcrnal Mcthods

Tensile stre11gth ofline

Connectors

PASS<0,5IU/mlLAL-Test EP 2,6.14 2018∶ 20614

Mctllod A

PASS

EP 2.6,12011∶ 20601

EP  5.1.2  2017∶ 50102

4-1ˉ1.E嵌ylene oⅪde

sterili冽ionATCC9372

Must be stcrilestcrility'rest

MLstbewiulinthelimitshdicatedfo1·EP3.3.52020∶ 30305ⅣV|ater-soluble extracts

Mustbe widlin the lilmits indicatcd for】EF)2.2,282023∶ 20228Residual EO

I′`、

汽i囝
卜七Ⅱ查 ly。
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SICⅡUAN NIGALE BIOTECHNOLOGY Co” Ltd。

2.1小ligale sterile disposables are rnanufacturcd n。 1m111aterials tested and certined t。 be safe for

usc in short duration(less than 24 hours)circulating blood contact applications.Fluid path

matcrials meet European Pharrnacopoeia standards and mect thc rcquirements br biocompatibility

a∶nd biological safety.

2,2.Physical△ 1esting

T‘he standards ofthe NR顷 PIA、 G-ood`江anufacturing Practices are 1net.PVC tubing and bags

corrcspond tO EP/DAB VI1.2.1.l and VI2.2.2.2.

2.3.sterility an.d Pyrogenicity

Thc product is sterile a.nd pyrogen-n·ee.It naeets thc requiren1ents ofEP.rΓ he stcrilization process

has been validatcd following EN ISC)11737.2-2020 Guidelines.

Nigale,hereby,ccrtif.cs that the listcd batch lneets all above 1n.entioned rcquiren△ ents and all

Nigalc deined Fequiremcnts for performancc,safety,sterility and pyrogenicity.

I GeHi灯 that appropnate c。 ntrols are in placc to assllre records arσ to release of

product for distribution and that thc authorization to rcleasc is liFnitcd and
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controlled.'Γ hc above products arc accordi11g tO 93

Name

Add∶ No,28I<uixing Road,Jianyang,Sichuar1,P.R.().hina,641400

Fax∶ +̄862885195886

Tel∶ +̄-862885130655
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