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SICHUAN NIGALE BIOTECⅡNOLOGY Co” Ltd。

Product Clertincati。 n

1.Product inforlllation

2.Test

Quality record num.ber: JL-zL-342-03

RefNumber Asl`T00P4217 Product Nˉ aIne E〉isposable PlasIna Aphcresis set

Lot Number 4217250717 Date ofManufacture 17/07/2025

Modcl Nun1ber P-4217 Sterile Load Nu1△ ber 2507181  2507192  2507194

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

Date of stcrilization
18/07/2025

19/07/2025 Quanti″ 20046

Expiration Datc 16/07/2029 Type of sterilization EO

Control and Tests Rcfcrcnce Acceptable Li1△ its Results

P” Sical Tests
ISC)3826-1∶ 2019+

Internal Mcthods
Mustbe· wit11int11c linits indicated t)reachTest PAss

Ijeakagc cOntrols
Iso3826-1∶ 2019+

Internal Methods
No leakage is a11o、 ved on visual inspection PASS

'I′

ensilc strength oflinc

Conncctors

ISC)3826-1∶ 2019+

Internal Met11ods
Must resist a pull force of20 N for 15 s PAsS

LAL-Test EP 2.6.14 2018∶20614

Mcthod A
<0.5IU/ml PASS

sterility∶「est

EP 2.6.12011∶ 20601

EP  5.1.2  2017∶ 50102

4+1.Et11ylenc Oxide

sterilizationATCC 9372

Must be sterilc
,¨■■■■

ij∫
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PASS

Watcr-soluble eixtracts
EI〉 3.3.52020∶ 30305 '秘

氵
、

J

M明tb∶、vitlli11伽 l洫 hdic船dt寥
Te屮盱翻

Residual EO
EF)2.2.282023∶ 20228 Mustbe witlli11t11c limi“ hdicated fo1·

用
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sICHUAN NIGALE BIOTEcHNOLOGY C0” Ltd。

2.1.Nigale stcrile disposables征c manufactured nrom materials testcd and certined t。 be safc for

usc in shon duration(less than 24 hours)circulating blood cOntact applications.Fluid path

materials meet Europcan Pharmacopoeia stand盯 ds and mcct thc requircments hr biocompatibility

and biological safety.

2,2.Physical Tlesting

The standards ofthc NR压 PlA、 Good l汀ianufacturing Practiccs are rnet.PVC tubing and bags

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

2.3.Sterility and Pyrogcnicity

The product is sterilc and pyrogenon· ee.It Fn.eets the rcquirer11e且 ts ofI3P.T· he stcrilization process

has bccn validated following]El`IIsC)11737.2-2020 Guidelines.

小Tigale,hereby,ccrti丘 cs that the listcd batch n1eets all above lncntioncd requiren△ cnts and al1.

Nigale denned requirements for performance,safeo,sterility and pyrogcnicity.

I ccrti灯 tllat appropriate controls缸 c in place to ass11rc prior to relcase of

product for distribution and that the authorization to is lilnited and

controllcd.'Γhc abovc products arc according to 93/4

NaI11e∶上I垄山丛 Tide∶_Q~o Man翌￡r_ Jul

Add∶ No.28 Kuixing Road,Jianyang,sichLlan,P,R.C11ina,641400

Fax∶ +-862885195886

Tel∶ }̄862885130655

∷肠|历茈 ,i亥∷
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检验专用章


