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sICHUAN NIGALE BIOTECHNOLOGY Co” Ltd。

四川南格尔生物科技有限公司

Product Certincati。n

产品报告

1.Product infornlation

1.产品信息

2.1rest

2.测试

Quality record number: JL-zL-342-01

质量记录编号:JL-zLˉ34⒉ 01

RefNumber

货号
AsN00P4117

Product NaFne

产品名称

Disposable PlasIna A~pheresis set

一次性使用单采血浆分离器

Lot N^uInber

生产批号
4117240725

l:)ate ofManufacture

,生产 日期
25/07/2024

Model Nun1ber

型号
P-4117

sterile Load N·um.ber

灭菌批号
2407256  2407263  2407265

Product description

产品描述

Bowl■ /Tubing■ /Bag■ /Bottle□ /Needle□

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

25/07/2024

26/07/2024

Quantity

数量
20046

Expiration Date

有效期至
24/07/2028

Type of sterilization

灭菌方法
EO

Control and Tests

检验项 目

Reference

检验方法

Acceptable Limns

可接受限度

Rcsults

检验结果

P11)/sical Tests

物理性能

Iso)3826-1∶ 2019+

Interna1 Methods

Mustbe withi11me li1.i‘ indica胎 d for eaGhTest

必须在每项测试规定的限制范围内
PASS

Lcakage controls

密封性

ISo3826ˉ 1∶ 2019十

Inter11al Methods

No leakage is allowed on visual inspection

目视检查不允许有泄漏
PASS

T.c11sile strcngt11 ofline

Connectors

强度

ISo3826ˉ 1∶2019十

Internal Methods

Must resist a pu11 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

]E)∶P) 2,6.14 2018∶ 20614

Medlod A

(0.5IU/ml

小于 0.5EU/ml
PASS

Sterility rrest

无菌

EP 2,6.12011:20601

EI)  5.1.2  2017∶ 50102

4-1-1.Ed1y1ene oxide

ste1^ili咧ionA|rcC 9372

b压ust be sterile

应无菌生长
△ 丿钾
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Wiater-soluble extracts

水溶出物
EI)3.3.52020∶ 30305

瀛抚诫恤扯li1nitshdicatedfof≤卧、
必须在每项测试规定的限制堕国洹圣L_望

Residual EO

环氧乙烷残留量
EI)2.2,282023∶20228

Mustbe witlli11t11c lhmi“ s i11diGated R)r

必须在每项测试规定的限制范围内
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SICHUAN NIGALE BIOTECⅡ NOLOGY Co” Ltd。

四川南格尔生物科技有限公司

2.1小ligalc stenlc disposables are rnanufactured no1.1natcrials tested and certined t。 be safc for usc

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

meet Ewopean Pharmacopocia standards and mect the requircments br biocompatibility and

biological safety.

2.2.Physical Testing

Thc standards ofthe N1诳 PIA G·oodˇIanufacturing Practices arc rnet.P·VC tubing and bags

correspond tO EP/DAB VI1.2.1.1 and ⅤI2.2.2.2.

2.3.sterility and Pyrogenicity

rrhe pr。
duct is sterile and pyrogen-n.ee.It rn.cets the requirer1△ ents ofEP.The stcrilization process

has becn validated following|EN ISO 11737.2-2020 Guidelines.

Nigale,hereby,certines that the listed batch 1neets all above rnentioned require1.nents and a11 Nigale

de∶Ened requircn△ ents for perforlnance,safety,sterility and pyrogcniCity.

I ccnify that appropriate con“ ols are in place to assure prior to rcleasc of

product for distribution and that thc authorization is liFnited and

controllcd.′ rhe above products are according to

Title职务 : QC Date日 期 :~卫业墼型卫鱼22生工~

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
're1∶

1̄·862885130655

检验专用章
(1)

弋夕
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