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Product Clertincati。 n

产品报告

1.Product inforlnation

1.产 品信息

2.:rest

2.测试

Quality record num.ber: JLˉ zL-342-02

质量记录编号:JLˉ zL-342ˉ02

RefNun1ber

货号
ASN00P4117

ProductiNalne

产品名称

Disposablc Plas1naAphcresis set

一次性使用单采血浆分离器
Lot Nulnber

生产批号

I)ate ofR江 anufacture

i生产 日期
18/09/2024

Model NL1n1ber

型号
P-4117

sterile Load Nulmber

灭菌批号

2409184

2409193

2409192

2409194
Product description

产品描述

Bowl■ /Tubing■ /Bag■ /Bottle□ /N· eedlc□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器

I)ate of sterilization

灭菌 日期

18/09/2024

19/09/2024
Qua11tio

数量
20050

Expiration Date

有效期至
17/09/2028

Type of sterilization

灭菌方法
EO

Control and Tests

检验项 目

RefcrenGe

检验方法

Acceptable Lirnits

可接受限度

Results

检验结果

P11ysical Tests

物理性能

Is0)3826ˉ 1:2019+

Internal Methods

Must be wit11in如 e limits hdiGated breac11'Iost

必须在每项测试规定的限制范围内
PASS

Leakage controls

密封性

ISo3826-1∶ 2019+

Internal Methods

N·o leakage is allowed on visual inspection

目视检查不允许有泄漏
PAss

Tiensile strcngth of line

Connectors

强度

IS0)3826-1:2019+

Internal Methods

Mustresist a pull force of20 N for 15 s.

必须承受 20N的拉力 ,持续 15秒
PAss

LALˉTest

细菌内毒素

EP 2.6,14 2018∶20614

Met11odA

((0.5ILJ/n11

`J`于
0.5EU/1nl

PAss

Sterility'Ilest

无菌

EP 2,6,12011∶ 20601

1EP  5.1,2  2017∶ 50102

4-1-1.Ettayle11e o岫 de

sterili冽ionArCC 9372

Must be sterile

应无菌生长

瑟
E咖

Water-soluble cxtracts

水溶出物 EI>3,3,52020∶ 30305
ML】st be w批 h】1e linlits

必须在每项测试规定

Fpu l
→》【PAs
迅己̀'

s

Residual EO

环氧乙烷残留量
EP 2.2.282023∶20228

ML△st抚 雨恤 妃 lilmits漏
顸 拜

甬
网 鼯

必
~须在每项测试规定的限制而愿睦阻⒉J'

/
/PAss

1/2

4117240918

嚣朦噶蔽 l



彳∷‰
黢缟粢
御善瑗△磊 豸红

忄”氵饣

sICHUAN NIGALE BIOTECHNOLOGY Co” Ltd。

四川南格尔生物科技有限公司

2.1.Nigale sterile disposables arc Fnanufactured 11orn nlaterials tested and certif~ed to bc sai℃ for use

in short duration(less than 24 hours)ciroulating blood contact applications.Fluid path materials

mcct European Pharmacopocia standards and meet the requiremcnts hr biocompatibility and

biological safoty.

2.2.Ph)/sical Testing

The standards ofthe NˇI|PA G·ood 1岖 anufacturing Practices are rnet.PVC tubing and bags

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

2,3,Sterility and Pyrogenicity

1·

lhe product is stcrile and pyrogen-n·
cc.It n△ccts thc requiren△ ents of|EP.1′ he stcrilization proccss

has bcen validated following|EIN IsC)11737.2ˉ 2020 Guidelincs.

Nigale,hereby,ccrti丘 es that the listed batch lnccts all above 1nentioned require1nents a.nd all Nigale

demcd requirements hr pcrbnmancc,safety,sterility and pyrogcnicity.

I ccni灯 that appropriatc controls征 e in place to assurc prior to relcase of

product for distribution and that the authorization to bution is lirnitcd and

controllcd.'I′hc abovc products arc according to

Name姓名 : Titlc职务:_Ω2Ma11a塑 _ Date日 期:~S型9坐鱼Cr mL⒛24~

Add∶ No.28 Kuixing Road,Jianyang,sichuan,RR,China,641400

地址:中华人民共和国四川省简阳市奎星路 28号,641400

Fax:ˉ 1·862885195886

Tel:ˉ +ˉ862885130655
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