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Product Clertincati。 n

产品报告

1.Product infor1rlation

1.产品 息

2.′rest

2.测试

Quality record num.ber: JLˉ zLˉ342-02

质量记录编号:JL-zLˉ342ˉ 02

RcfNulmber

货号
ASN00P4117

Productl`larnc

产品名称

Disposable PlasIna Apheresis set

一次性使用单采血浆分离器

Lot Number

生产批号
4117241117

Date ofMantlfacturc

生产 日期
17/11/2024

Model Nunlber

型号
P-4117

Stcrile Load Number

灭菌批号

2411171

2411173

2411172

2411183

Product desGription

产品描述

BOwl■ /Tubing■ /Bag■ /Bottlc□ /Needle□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器

1∶)atc of stcrilization

灭菌 日期

17/11/2024

18/11/2024

Quanti0

旦里
#
火米
豸

20050

Expiration Datc

有效期至
16/11/2028

乃 pe of sterilization

灭菌方法
EO

Control and Tests

检验项目

ˉ
Referencc

检验方法

Acceptable LiFnits

可接受限度

Results

检验结果

PhysiGal'「 ests

物理性能

ISC)3826-1∶ 2019+

Internal Methods

Mtlst be within t11e limits i11dicated for eacll Test

必须在每项测试规定的限制范围内
PASS

Lcakage cO11trols

密封性

IS(E)3826二 1∶2019+

Inter11al b压 ethods

No leakage is allowed on visual inspection

目视检查不允许有泄漏
PAss

'「cnsile strcngth of line

Connectors

强度

ISO)3826-1∶ 2019+

Internal Methods

Must resist a pull force of20 N for 15 s.

必须承受 20N的拉力 ,持续 15秒
PASS

EP 2.6,14 2018∶20614

Method A

<0.5IU/ml

小于 0.5EU/m1
PAss

LAL-Test

细菌内毒素

sterility'I′ iest

无菌

EP 2.6.12011∶ 20601

EP  5.1.2  2017∶ 50102

4+1.Ed1)严lene oxide

steriliz乱ionATCC 9372

Must be sterile

应无菌生长
sTER~ILE

漉碗》辶
Watcr-solublc cxtracts

水溶出物
EF)3.3.52020∶ 30305

MLIst bc widlin t1e lhFⅡ ‘illdicated fˇ店垩E垂FFe“ J
I===△~ _■

必须在每项测试规定的限制范狷喔打 1■

l°珏试
`卜
:飘

l三)F)2.2.282023∶ 20228

·-- 
一

Mustbewitllillthelilmitshdicatedfaead哑 |“ j

必须在每项测试规定的限制范曲酽 逻'FJ

△  了ˉ ■

动普罗
Residual EO

环氧乙烷残留量
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2.1.Nigale sterilc disposables are rnanufactured 11on1 n1aterials tested and certif.ed to be safe for use

in short duration(lcss than 24 hours)circulating blood contact applications.Fluid path materials

nacet Europcan iPharn△ acopoeia standards and rneet the requiren△ ents for bioconapatibility and

biological safety.

2.2.Physical Tcsting

Thc standards ofthe NMPlA.Good NI|anufacturing Practices are xuet.PVC tubing and bags

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

2.3.sterility and Pyrogenicity

T.hc product is sterile and pyrogcn-free.It nleets the requiren△ ents ofEP.′rhe sterilization process

has becn validatcd following EN Iso 11737.2-2020 Guidelines.

Nigalc,hereby,certines that the listed batch rneets all abovcimcntioned rcquire1nents and alliNigale

deined requirements br perhnmance,sa免 ty,sterility and pyrogenici″ .

I ccHif)/that appropriate co11trols盯 c in place to assure records arc rcvic、 vcd prior to release of

product for distribution and that thc authorization to is liFnitcd and

controllcd.′ Γhc abovc products arc according to 93
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