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助缵汪荔勃扩 sICHUAN NIGALE BIOTECⅡ NOLOGY Co” Ltd。

Product C)ertincation

1.Product infor111ation

2.1rlest

Quality record nulllber: JL-zL-342-03

RefNulmber A、ST`T00P4217 Product Nalne Disposable Plas1na Apheresis set

4217250801 II)atc ofManufacture 01/08/2025

Model Nun·1ber P-4217 sterile Load N· u1△ber 2508012  2508015  2508016

Product description BOwl■ /Tubing■ /Bag■ /BOttle□ /Needle□

I)atc of stcrilizatiorl 01/08/2025 Quantity 20046

Expiration Date 31/07/2029 Type of sterilization EO

Control and Tests Rcfcrcncc Acceptable Lilnits R`esults

P11ysical Tests
ISC)3826-1∶ 2019+

Internal Methods
Mustbeˉ witlli11】1e lilni‘ indicatedibreach Tcst PAss

I∶`eakage controls

Iso3826-1∶ 2019+

Internal R淫 cthods
l`To leakage is allo、 ved on visual inspection PASS

Tensile siength ofline

Connectors

IsC)3826-l∶ 2019+

Intcrnal Methods
Must resist a pull force of20 N for 15 s. PAss

LAL-Test EP 2.6.14 2018∶ 20614

Met11odA
<0.5IU/ml PASS

Sterility rrest

EP 2.6,12011∶ 20601

EP  5.1.2  2017∶ 50102

4-1-1,Et11ylene oⅪ de

sterilizationATCC 9372

Must be sterile J■■臼●o

胴 料波̀PASS场k
Water-soluble extracts EP 3.3.52020∶ 30305 Mtlstbe wit11i11t11e lilni飞

Residual EO EI)2.2.282023∶20228 Mt】stbe with|hthe lilni‘ hdicated for

tl·
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i扬名豹 ~/杉 豸: sICHUAN NIGALE BIOTECHNOLOGY Co” Ltd。

2.1.Nigalc sterile disposablcs are 1.nanu~factured nron· l Flnaterials tested and certincd t。 be safe for

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

materials meet Europcan Pharmaoopoeia standards and mcctt1△ e requircments for biocompatibility

aind biological safety。

2.2.Physical rΓ esting

The standards ofthc·Nb压PA Good卜 Ianufacturing Practiccs arc Fnct.P·VC tubing and bags

corcspond to EP/DAB VI1.2.1.1 and VI2.2.2.2.

2.3.stcrility and Pyrogcnicity

Thc product is stcrilc and pyrogen-n· cc.It n1eets the requirc1nents ofEP.The stcrilization process

has been validatcd fo11owing IEl`TIsC)11737.2-2020 Guidelincs.

Nigale,hcreby,certines that the listed batch Fneets all above Fn.entioned requirernents and all

Nigale denned rcquirements for perbrmance,safety,sterility and pyrogenicity.

I Gerti勾 t11at appropriatc controls盯 c in place to assurc to release of

product for distribution and that the authorization to is li1nitcd and

cOntrollcd.′ Γhe above products are acCording tO 93/4

Name Title∶_∝ Ma11鲤r~ Date August 12.2025

Add∶ No.28【<uixing Road,Jianyang,sichuan,P.R,C)llina,641400

Fax∶ -+862885195886

Tel∶ +̄862885130655
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