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Product Clertincati。 n

1.Product inforrllation

2.Test

Quality record nulmber: JLˉ zL-342ˉ03

RcfNun1ber Asl`T00P4217 Product Nanle Disposablc Plasnla Apheresis Sct

Lot Numbcr 4217250813 Date of Ⅳranufacturc 13/08/2025

Model Nˉ un△ber P-4217 sterile Load Numbcr 2508134  |2508135  2508136

Product description BoⅥ严l■ /Tubing■ /Bag■ /Bottlc□ /Necdle□

I∶)ate of stcrilizatio11 13/08/2025 Quantity 20046

Expiration Date 12/08/2029 Type of stcrilization EO

Control and Tests Refcrence Acccptable Lirnits Results

Physical'rcsts
Iso3826-1∶ 2019+

Interna1 Methods
M11stbe withht11e lilllits i11dicatcd fo1· eachTest PAss

Leakage con.trols
Is0)3826-1∶ 2019+

Internal Methods
l`To leakage is allo、、/ed on visual inspection PAss

Tensile strength of line

Connectors

Iso3826-1∶ 2019+

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

LAL-Tcst EP 2.6.14 2018∶ 20614

N4ct11od A

(0.5IU/ml PAss

sterilit)`Test

∶E.P2.6,12011∶ 20601

∶E.P  5.1.2  2017∶50102

4-1-1.Edaylene oxide

sterilizationATCC 9372

Must bc sterilc ■ J口■

`

Ξ摁圣塑塑
VVater-soluble extracts EI)3.3.52020∶ 30305 岫

i麻
伽洫耐滏吐翳ss

覃

''PAss
Residua1 EO EF)2,2.282023∶20228 Mtlstbe witllin t11e lilni‘
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2.1小ligale sterile disposables are rnanufactured n· 。1m lnaterials tested and certined t。 bc safe for

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

matcrials meet European Pharmacopoeia stand盯 ds and meet the rcquirements for biocompatibility

and biological safcty.

2.2.PhysiGal Ticsting

Thc standards ofthe公T1岖PA Goodl汀 anufacturing Praotices arc rnet.PVC tubing and bags

correspond tO EP/DAB VI1.2.1.1 and ⅤI2.2.2.2.

2.3.stcrility a∶ nd Pyrogenicity

′
rhe product is sterilc and pyrogcn-J“ ee.It 1Ineets the rcquirerrlents ofiE`P.rrhc sterilization process

has been validated following EN Iso 11737,2-2020 Guidelincs.

Nigalc,hercby,ccrtif.es that the listed batch 1n~eets all above 1nentioned requircn△ ents and all

Nigalc deined rcquiremcnts hr performancc,safety,stcrility and pyrogenicity.

I Gcrti灯 that appropriatc co11trols are in placc to prior to releasc of

product for distribution and that thc authorization bution is lilnited and

cOntrollcd.′ I′he abovc products are accOrding to

Name HoJ帆 Title∶  oC Date∶  August 2 2025

Add∶ No.28【<uixing Road,Jianyang,Sichuan,IP.R.C)hina)641400

|Fax∶
-+-862885195886

Tel∶ -+-862885130655
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