
sICHUAN NIGALE BIOTEcⅡ NOLOGY Co” Ltd。
四川南格尔生物科技有限公司

Product Certincati。n

产品报告

1.Product inforlllation

1.产品信息

Quality record number: JL~zL~342~01

质量记录编号:JL-zL-342~o1

2.Test

2狈刂试

RefNumber

货号
ASN00P4117

Product Na1△e

产品名称

Disposable Plas1naA.pheresis set

一次性使用单采血浆分离器
Lot Number

生产批号
4117240515

Date oflⅥanufacture

生产日期
15/05/2o24

Model Nu1nber

型号
P-4117

sterile Load Nu111ber

灭菌批号
2405155  24o5157  24o5161

P.roduct description

产品描述

Bow1■ /Tubing■ /Bag■ /Bottle□ /ˉNˉeedle□

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

15/05/2024

16/05/2024

Quantity

数量
20046

Expiration Date

有效期至
14/05/2028

Type of sterilization

灭菌方法
EO

Co11trol and Tests

检验项目

Reference

检验方法

Acceptable Lilnits

可接受限度

R.esults

检验结果
Physical Tests

物理性能

ISC)3826ˉ 1:2019+

Internal Methods

Must be widlinthe li111its illdicated fo1· eachTest

必须在每项测试规定的限制范围内
PAss

Leakage GOntrols

密封性

IS0)3826~1∶ 2o19+

Internal b汪 ethods

No leakage is allowed on visual inspection

目视检查不允许有泄漏
PAss

Tensile strength ofline

Connectors

强度

IS0)3826~1∶ 2019+

Internal b压 ethods

Mustresist a pull force of2o 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

MethodA

(<0.5IL1/nll

小于 0.5Eu/Inl
PAss

sterility Test

无菌

EP 2.6,12011:20601

EI)  5.1.2  2o17:5o102

⒋1ˉ 1.Ethylene oxide

sterilizationATCC 9372

Mt】st be steole

应无菌生长

饣

exltraots

水溶出物 EI)3.3,52o2o∶ 3o305
ML】stbe widailltlle li111its hdicated

必须在每项测试规定的限制

T— 甲盱三Iˉ—

r.鹦Residual EO

环氧乙烷残留量
EP 2.2.282o19∶20228

lVIustbe within t11e Ⅱ111its hdicated

必须在每项测试规定的限制范围 (I
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2.1.Nigale stenle disposables are manufactured nom lnatenals tested and certined t。 be safe for use

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

med E11ropean Pharma∞ poeia standards and med the requirements for biocompatibility and

biological safcty.

2.2.Physical Testing

The staindards ofthc NMPIA Gˉ ood⒈压anufacturing Practices are rnct.P`厂 C tubing and bags

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

2,3.sterility and Pyrogcnicity

The product is sterilc and pyrogen-nree.It n1eets the requiren△ cnts ofEP.Thc sterilization process

has bcen validated following EN IsC)11737.2~2020 Guidelines.

Nigale,hercby,certifes that thc listcd batch 1Ineets all above 1nentioned requirernents an.d all∶ Nigalc

denned rcquircments for perfonnance,safcty,stenlity and pyrogenici0.

I cc⒒ify th缸 appropriate controls are in place to assIIrc to rclease of

product for distribution and that the authorization to
is liFnited and

controlled.′ I′hc above products arc according to 93/4
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