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Product Clertincati。 n

产品报告

1.Product infor111ation

1.产品信息

2.Test

2.测试

Quality record nun1ber: JL-zL-342-01

质量记录编号:JL-zL-342-01

RcfˉNumber

货号
ASN00P4117

Productl\lallle

产品名称

ˉ
E)isposable Plas111a Ap11cresis sct

一次性使用单采血浆分离器

Lot Numbcr

生产批号
4117240203

I1)ate of Manufacturc

生产日期

Modc1^Nuluber

型号
P-4117

Stcrile Load NL11mber

灭菌批号

2402034

2402037

2402035

2402041

2402036

2402042

Product description

产品描述

Bowl■ /Tubing■ /Bag■ /Bottlc□ /·Nccdle□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器

1∶)ate of sterilizatio11

灭菌 日期

03/02/2024

04/02/2024

Quantity

数量
30058

Expiration Datc

有效期至

Type of sterilization

灭菌方法
EO

Control and Tcsts

检验项 目

Rc免 rencc

检验方法

Acceptablc Limits

可接受限度

Results

检验结果

PIlysical Tests

物理性能

ISC)3826-l∶2019+

Internal Mct11ods

Mtst be、 vitllin the li111its indicated for cac11 Tcst

必须在每项测试规定的限制范围内
PASS

Leakage cOntrols

密封性

ISC)3826-1∶ 2019+

Internal Methods

No leakagc is allo、 vcd on visual inspection

目视检查不允许有泄漏
PASS

Tlensilc strengtll ofline

Connectors

强度

Iso3826-1∶ 2019+

Interna1 Methods

λ/【 ust resist a pull forcc of 20 1`(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

Metllod A

(0.5IU/ml

小于 0,5EU/ml
PASS

Stcrility′rcst

无菌

EP 2.6,12011∶ 20601

EP  5,1.2  2017∶ 50102

4-1-1.   Etllylcnc  Oxide

stcnlizationATCC 9372

Must be stcrile

应无菌生长

以

STERILE

di淹t虹
Water-soltlble extracts

水溶 出物
EP3,3.52020∶30305

MLst be wit11ill ule limit indicatcd fo1·

必须在每项测试规定的限制范围

lW鳎
)

u

Residual EO

环氧乙烷残留量
EF)2.2.282019∶20228

MLIstbe v~itlli11the limi‘ hdica】ed 1or

必须在每项测试规定的限制范围内
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2.1。Nigale sterile disposables arc nlanufactured】 ilorn n△ aterials tcstcd and Ccrtificd to be safc for usc

in short duration(less than 24 hours)circulating blood cOntact applications.Fluid path rn~aterials to

our kno、vlcdgc 1△ 1cct European iPharnlacopoeia standards and nleet the requiren|lents for

bioconlpatibility and biological safety.

2.2.Physical Testing

Thc standards ofthe NMPA Good Manufacturing Practiccs arc r11ct.PVC tubing and bags

correspond to EP/D2⒋ B′VI 1.2.1.l and VI2.2.2.2.

2.3.Sterility and Pyrogcnicity

The product is sterile and pyrogen-siee.It 111ccts the requiren△ cnts of EP.′ 1′he sterilization proccss

has becn validatcd following iEN ISC)11737.2-2020(iuidclincs.

Nigales hereby,ccrtincs that the listed batch n△ ccts all abovc r11cntioned require111ents and all Nigale

defined require11△ ents for pcrforr11ance,safety,sterility and pyrogcnicity.

I certi灯 that appropriatc cOntrols盯 c in placc to assurc records盯 c rcvicwcd

product for distribution and that the authorization to rclcasc products for

Controllcd.′ I′hc above products are accOrding to 93/42/EEC.

Name姓名 以 锋 Titlc职务 ~工E-业皿塑 _ Date日 期:_Feb 15,2024

Add∶ l`do.281<uixing Road,Jianyang,sichuall,P,R.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

Tel∶ +̄·862885130655
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