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Product Clertincati。 n

1.Product infornlation

2.Test

Quality record number: JL-zL-342-03

RefNulllber Product Nan△c E)isposable Plas1na Aphcrcsis Sct

LOt Numbcr 4117250919 l∶)ate ofManufacturc 19/09/2025

Model Nunlber Pˉ4117 sterile LOad N^ulllbcr 2509191  2509192  2509193

Product description Bowl■ /Tubing■ /IBag■ /∶Bottle□ /Needlc□

I∶)atc of sterilization 19/09/2025 Quantity 20046

Expiration Date 18/09/2029 Type of sterilization EO

Control and Tests Reference A.cccptablc Li1nits R.esults

P11γ
7sical Tests

ISC)3826-1∶ 2019+

Internal Methods
M1stbe witllillthe li111its i11dicatedfor eachTest PASS

Lcakagc controls
ISC)3826-1∶ 2019+

Internal Methods
l`IO leakage is allo、 ved on visual inspection PAss

'「cnsilc strength of linc

Conncctors

ISC)3826-1∶ 2019+

Intcrnal Mcthods
Must resist a pull force of20 N for 15 s, PAss

LAL-Test EP 2.6.14 2018∶20614

M.cthod A
<0.5IU/ml PAss

sterility'Γ est

IE)P2.6.12011∶ 20601

EP  5.1.2  2017∶ 50102

4-1-1,Ethyle11e oxide

stenlizationATCC 9372

Mtlst be sterile z曰口口

感砷|∶黠:∶

·
I∶∶.,1

Water~soluble extracts
lE)P3.3.52020∶ 30305 岫bew腼 the limits赢 f。黠叫蚶翻~~如 ^ f ;

Residual EO
l3F)2.2.282023∶20228 Mtstbe widlin the li111its i11dicated允 r

ti′

止巍禹
eacn△躐巍如

s
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2.1.Nigalc stcrile disposablcs are Inanufact11red n· o1in lnaterials tested and certined to bc saiRD for

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

matcrials meet European Pharmacopocia standards and meet thc requiremcnts for biocompatibility

and biolog1cal safety.

2.2.P”sical TCsting

T.hc standards ofthc N卜IPlA.Good N1|ainufacturing Practiccs are 1n.et.P``C)tubing an.d bags

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

2.3.Sterility and Pyrogcnicity

The product is sterile and pyrogcn-n· cc.It Fn.eets thc rcquire111ents ofEP.The sterilization process

has been validatcd following iEN ISC)11737.2-2020 Guidclincs.

Nigale,hcreby,certif.es that the listed batch ln.eets a11 above rnentioned requiren△ ents and a11

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

I certi匆 that appropriate controls are in place to assure records arc rcvic、 ved prior to rclcasc of

product for distribution and that the authorization to rclease

Corltrollcd.rr11.c above products arc according to 93/4
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Na1me∶_Ⅱ巴些空_ Title OC Manager

Add∶ l`lo.28I<∶ uixing ROad,Jianyang,sichuan,P,R.China,641400
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