
/∶f彳⒊

燹蜊
SICHUAN NIGALE BIOTEcIINOLOGY co” Ltd。

四川南格尔生物科技有限公司钐乡嗲讠磊 彡亥:

‘饣铝 饣

Product clertiication

产品报告

Quality record number: J△ rzL-342~01

质量记录编号:JL-zL-342-01
1.Product infornlation

1.产品信息

2.1rlest

2.测试

RefNumbcr

货号
ASN00P4117

product Nanle

产 品名称

Disposable Plasma Apheresis set

一次性使用单采血浆分离器
Lot Number

生产批号
41172402o5

I]冫 ate of Mantlfacturc

生产 日期
05/02/2024

Model Numbcr

型号
P-4117

Sterile Load Nu111ber

灭菌批号

2402052

2402056

2402054

2402057

2402055

2402061
Product description

产品描述

Bowl■ /Tubing■ /Bag■ /Bottle□ /Nˉcedle□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器
Date of sterilization

灭菌 日期

05/02/2024

06/02/2024

Quantity
兴件上寻~
夕义当圣

30058

Expiration Date

有效期至
04/02/2028

T)pe of stemzati。 n

灭菌方法
EO

Reference

检验方法

A~cceptable Lilmits

可接受限度

Results

检验结果
Pllysical'「ests

物理性能

ISC)3826~l∶2019+

Internal Ⅸ/1ethods

Mustbe w牡 in tllc limits indicated fo1· cachTest

必须在每项测试规定的限制范围内
PAss

Lcakage cOntrols

密封性

ISo3826~1∶ 2019+

Internal Mcthods

No leakagc is allo、 ved on visual inspection

目视检查不允许有泄漏
PAss

Tensilc strcngth of line

Conncctors

强度

ISC)3826~1∶2019+

Illternal λ/1et11ods

Must rcsist a pull force c)f2o N for15 s

必须承受 20N的 拉力 ,持续 15秒
PASS

LAL-Test

细菌内毒素
lE.P 2.6.14 2018∶20614

Met11od A

<(0,51U/ml

′
l`于 0.5Eu/ml

PAss

Sterility rrcst

无菌

EP 2.6.12011∶ 20601

EP  5.1.2  2o17∶ 5o102

4-1-1,   E)tllylene   oxide

sterilization ATCc 9372

Must bc sterile

应无菌生长

Watcr-so1 cxtracts

水溶出物 EP3.3.52o20∶30305
Must bc witllin thc limits

必须在每项测试规定

indiGatcd风

的限制范
i

ri熟 l
卩口\  9..‘   ■
___凵Δ泛r.JResidual EO

环氧 乙烷残 留量
EP 2.2.282o19∶ 20228

Must be wit11hd1e lim.its hdicated

必 须在每项坝刂试规 定 的限市刂范 围 闻斟×
— 臼■【工

,|罅秦′
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Control and Tests

检验项日
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2。 1.Nigale sterile disposables are ll△ anufactured flon△ rnaterials tested and certificd to be safe for use

in short duration(less than 24 hours)cirCulating blood contact applications.Fluid path 11△
aterials to

our kno、 vlcdge n· 1eet European Phar1△ 1acopocia standards and n1ect thc require111cnts for

bioco111patibility and biological safety.

2.2.Physical'Γ csting

rΓ

hc standards ofthe NMPA Good~N亻anufacturing Practiccs are 111ct.PVC)tubing and bags

CoⅡespond to EP/DAB VI1,2.1.1 and VI2,2.2.2

2.3.Sterility and Pyrogenicity

T.he product is sterile and pyrogcn~士 rce.It llleets the requircnlcnts of EP.′
I′he stcrilization process

has been validated follo、vingiEN ISC)11737.2-2020 Guidclines.

Nigale,hcreby,ccrtin~cs that thc listcd batch n1ects all abovc nilcntioned requiren△
cnts and all Nigalc

defined require11△ cnts for pcrfor111ance,safcty,sterility and pyrogenicity.

I certif)`that appropriate controls arc in placc to assure records arc rcvicwed

product for distribution and that thc authorization to rclcasc products for

Controlled.′ I′he abovc products arc according tO 93/42/EEc,

Name姓名 Title职 务:_Qc Mana即 r Datc日 期 :_Feb上712024

Add∶ N0,28 Kuixing Road,Jianyang,sichuan,PR.China,641400

地址 :中 华人 民共和 国四川省简阳市奎星路 28号 ,641400

Fax∶ +̄862885195886
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