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Product CJertincati。 n

Quality record nuI△ 1ber: JL-zLˉ 342-03

1.Product inforlllation

2.Test

RefNumber Product NaF11e Disposable Plas1ma Apheresis set

Lot Number 4117250917 I1)ate ofManufacture 17/09/2025

Model Nun1ber P-4117 Sterile Load Nuim~ber 2509174. ∶2509175  2509176

Product description Bolwl■ /Tubing■ /Bag■ /Bottle□ /Nˉeedle□

Date of sterilization 17/09/2025 Quantity 20046

Expiration Date 16/09/2029 Type of sterilization EO

Control and Tests Rcferencc Acceptable Lirnits Results

Physica1 1′ ests
ISC)3826-1∶ 2019+

Internal Mcthods
Mu威 be withhthe li1△ its hdicated forcachTest PAss

Leakagc controls
ISC)3826-1∶ 2019+

Internal Methods
1`lo leakage is allo、 ved on visual inspection PAss

Tensile strength of line

Connectors

Iso)3826-1∶ 2019+

Internalˇ Iethods
Must resist a pull force of 20 N for 15 s, PAss

LAL-Test EP 2.6,14 2018∶ 20614

Met11odA
(0.5IU/ml PAss

sterility'Iiest

∶E.P2.6.12011∶ 20601

EP  5,1,2  2017∶ 50102

⒋1-1.E】1ylene oxide

s11erili冽ionATCC 9372

Must bc stcrile
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PAss

W·ater-soluble extracts
IEP 3.3.52020∶ 30305 f簏麈F镪
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Mustbe wit11illthe lilnits hdicatcd √瑶鼬
巨 翅 J∶

Residual EO
]E)【
)2.2.282023∶ 20228
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2.1.Nigale sterile disposables are lllainufactured nroFn n1aterials tested aind certif.ed to be sai℃ for

use in shon duration(lcssthan 24 hows)Girculating blood contact applications.Fluid path

materials meet Europcan Pharmacopoeia standards and mcct the requiremcnts for biocompatibility

and biological safety.

2.2.Physical△ 1esting

'Γhe standards ofthc N`IPA Good b顷 anufacturing Practiccs are 111et,PVC tubing and bags

CoFespond tO EP/DAB VI1.2.1.1 and VI2.2.2.2.

2,3,Stcrility and Pyrogenicity

T.hc product is sterile and pyrogen-firec.It rnccts the requireni· lents of IJP.′ I′hc sterilization process

has bccn validatcd following|EN ISC)11737.2-2020 Guidclincs.

Nigalc,hcreby,ccrtin.cs that the listed batch n△ eets all above 1ncntioncd requireF11ents and all

Nigale denned rcquircmcnts for pcrbrmances safety,sterility and pyrogenicit)严 。

I ceHi灯 that appropriate controls are in place to assure records are reviewed prior to relcasc of

product fOr distribution and that the authorization to rclease is lin1ited and

controllcd,'I′hc above products are according to 93/4

Ni 胧 Ⅱ人 Title∶~匹 Ma旦鲣 r~

Add∶ t`lo.28I〈 luixing Road,Jianyang,sichuan,P.R,(:)hina,641400

Fax~∶ +862885195886

Tcl∶ +862885130655
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