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Product Certincati。 n

产品报告

1.Product inforIllation

1.产 品信息

2.Test

2.测试

Quality record number: JL-zL-342-01

质量记录编号:JL-zL-342-01

RefiNulnber

货号
A~SN· 00P4117

Product Name

产品名称

Disposable Plas1na Apheresis set

一次性使用单采血浆分离器

Lot Number

生产批号
4117240721

E)ate ofManufact1【 re

i生产 日期
21/07/2024

Mode1^Nu1△ ber

型号
P-4117

stcrile Load N^ulmber

灭菌批号
2407213  2407214  2407224

Product dcscription

产品描述

BOwl■ /Tubing■ /IBag■ /BOttle□ /ˉNˉ eedle□

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

21/07/2024

22/07/2024
Qua11ti0

数量
20046

Expiration Date

有效期至
20/07/2028

Typc of sterilization

灭菌方法
EO

Control and Tests

检验项目

Reference

检验方法

AGGeptable Linaits

可接受限度

R~esults

检验结果

P”sical Tests

物理性能

Iso3826-1:2019+

Inter11al Methods

Must be witllillt11e 1nits indicated for each Test

必须在每项测试规定的限制范围内
PASS

Leakage controls

密封性

ISC)3826J1:2019十

Internal NI|etli1ods

No leakage is allowed on visual inspection

目视检查不允许有泄漏
PAss

11ensile strength ofline

Connectors

强度

IS(二)3826-1∶2019+

Intcrnal b淫 cthods

Mustresist a pull force of20 N for 15 s,

必须承受 20N的拉力 ,持续 15秒
PAss

LAL-Test

细菌内毒素

EP) 2.6,14 2018∶ 20614

Mct11od A

(0,5I1~J/nll

小于 0.5EU/ml
PAss

sterility Tcst

无菌

EI)2.6,12011∶ 20601

EI)  5.1.2  2017:50102

⒋1-1.Ethylenq oxide

sterilizationArCc 9372

Must be sterile

应无菌生长
STERILE

Water-soluble extracts

水溶出物
lE)I)3.3,52020∶ 30305

Mtlstbe讷`ithinthe limis indicatd丧 四甄jh'resu

必须在每项测试规定的限帝I攉墨泓

′
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P

石甾

`i粟殒吓s
△心L■

Rcsidual EO

环氧乙烷残留量
EP 2,2,282019∶20228

Mtlstbe诫 thi11t11e lilmis hdicate抵r战狮 |婀 辶

必须在每项测试规定的限制拾潢胬留rlDW
軎嗾s
于
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2.1.lqigalc sterile disposables are Fnanufactured 11oFn n△aterials testcd and certif~cd to be safe for usc

in short dwation(less than 24 hours)circulating blood contact applications.Fluid path materials

mcet E11ropean Pharmacopoeia standards and meetthc requirements br biocompatibili0 and

biological sa允 ty.

2.2.Physical△ 1csting

The standards ofthe N⒈ 压PA Gˉ ood⒈江anufacturing Practices arc rnet.PVC tubing and bags

correspond to EP/DAB VI1.2.1。 1 and VI2.2.2.2.

2.3.sterility and Pyrogcnicity

T‘he product is stcrile and pyrogcn-n· ee.It 11△ eets the requirernents ofEP.′ I′he sterilization process

has been validated following I]N ISO 11737.2-2020 Guidelines.

Nigalc,hcreby,ccrtincs that the listcd batch rncets all above nlentioned require1m.ents and alll`rigalc

deincd requircments for pcr允ninance,sa允ty,sterility and pyrogcnici印 。

I ceHi灯 that appr。 priatc controls盯 c in placc to prior to rclcasc of

product for distribution and that thc authorization is lilnitcd and

controlled.′ I′hc abovc products are according to 93

Name姓名 Title职务 oC Manager Date日 期:_A互 ust D.⒉ -2024

Add:No,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∶ -+ˉ862885195886
′
I′ el∶ +̄ˉ862885130655
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