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产品报告

1.Product infor111ation

1.产品信息

2.Test

2.测试

Quality record nuiⅡ lber: JL-zLˉ 342ˉ 01

质量记录编号:JL-zLˉ342-01

RefNumber

货号
AsN00P4117

Product Name

产品名称

Disposable Plas1ma Aplleresis Sct

一次性使用单采血浆分离器
I'ot Number

t产批号
4117240719

1)ate(∶ )f Ma11ufiicture

生产 Fl期
19/07/2024

Moclel Numbcr

型号
P¨4117

sterilc Load^NLllllbc1·

灭菌批号
2407195  2407201  2407202

Pro(Itlct description

产品描述

Bowl■ /Tubing■ /Bag■ /Bottle□ /Needlc□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器

[)ate()f sterilizatioll

火茵日期

19/07/2024

20/07/2024
Quantity
来”工中^
∶烘 里

20046

Expiration lDatc

有效期至
18/07/2028

T)pe ofstcrilization

灭菌方法
EO

Control and Tests

{佥验项目

Refcre11cc

检验方法

Acceptable Limits

可接受限度

Results

检验结果
Pllvsical Tests

物理性能

Iso3826ˉ 1∶2019+

Internal Mcthods

Must bc\vitllill tlle lilllits indicatcd f。
1· cacll Test

必须在每项测试规定的限 范围内
PASS

L.er】 |〈 agc cOlltrols

密封性

ISC)3826。 1∶2019+

In.ternal Met11ods

No lcal(ag.c is allo、 、̀ed on vistlal illspcctio11

日视检查不允许有泄漏
PASS

'「
cnsile strelllgtll of linc

(l、 )llnectors

甬 强度

Is0)3826-1∶ 2019+

Internal Mcthods
`/1ust rcsist a lDull force of20 N ft)1·

15s.

必须承 受 20N的拉力,持续 15秒
I)ASS

LAL-Test

细菌内毒素
EP 2,6.14 2018∶20614

Mcthod A

<(0.5IU/ml

'I`于 0.5Eu/nll
PASS

Slerility'rest

无菌

EP 2.6。 12011∶20601

EP. 5,1.2  2o17:50102

4-1ˉ1.Et11ylene oⅪ de

sterilimtionATCC 9372

λ/1Llst bc sterile

应无菌生长 △0吒
=ERILE
物|饿

`
VViatc1-ˉ solLlble cxtracts

水溶出物

Residual EO

环氧乙烷残留量

E【
>3.3.52o20∶ 30305

Must be\\`itllill tlle linlits

必须在每项测试规定

indicatcd允 1搁匪鑫est0

的限制范曲迪蜇1 7新国
EP 2.2,282019∶20228

Must bc\vimil)1|le lilllits indicatt`d For

必须在每项测试规定的限制范围内 (
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2.1.Nigale sterile disposablcs are llla11ufacturcd士 ion1 111atcrials tested and certilied to be safo for usc

in short duration(less tllan 24 hours)circulating blood contact appiicatio11s.Fluid path n∶ ·1aterials

111eet Ettropean I)har1△ 1acopocia standards and nlcet tllc 1ˉ eqtlirelllcllts fo1· biocOnlpatibility and

biological safety.

2,2.IPllysical Tlesting

T.he stalldards oftllc Nλ 犭PlA、 Good``fanufhcturillg Practiccs a1· c1△1et.Pˉ V([)ttlbing alld bags

correspond tO EP/DAB VI1.2.1,l and V12。 2.2.2,i

2.3.sterility and Pyrogcnicity

Thc p1· c)(luct is stcrile and pyrogen-isree,It nlccts thc rcqtlirelnellts of EP,1′ hc sterilization process

has bccll validatcd following∶ EN ISC)11737.2-2020 Cluitlclincs.

Nigalc^llcreby,certilies that thc listcd batch 111ects all al)0ve 111clltioncd 1· cquircnlents and all Nigale

definctl rcquircnle1△ ts flDr pcrforn△ a1·1ce,safcty,stcrility alld pyrogcllicity.

I cedi卸 that appropriatc co11trols征 e in placc to assurc to rclcasc of

product for distribution and that the authorization to
is lil11itcd and

Contr();|cd.Tlle abovc lDroducts arc according tO 93

Namc姓 名 Title职务:_QqN`1allager Datc冂 期 :~tLI!工3o,2Q21___

s Add∶ N(、 28 Kuixing Road,Jianyang,sichuan,RR.China.6· 11/100

地址:|||华人民共和国四川省简阳市奎星路 28号 ,641400

「ax∶ {̄862885195886
'「
el∶ |862885130655
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