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SICHUAN NIGALE BIOTECHNOLOGY Co” Ltd。

四川南格尔生物科技有限公司

Product Clertiscation

产品报告

1.Product inforI11ation

1.产品信息

2.Tlest

2.测试

Quality record number: JL-zL-342ˉ 02

质量记录编号:JL-zL-342-02

RefˉNulnber

货号
AsN00P4117

Product Name

产品名称

E)isposable Plas1maA.pheresis set

一次性使用单采血浆分离器

Lot Number

生产批号
4117241227

Datc of~Manufacture

生产日期
27/12/2024

ModeI Nulllber

型号
P-4117

Stcrilc Load Nulllber

灭菌批号

2412277

2412284

2412282

2412285

Product description

产品描述

Bowl■ /Tubing■ /~Bag■ /Bottlc□ /INeedlc□

分离杯/血浆管路/血浆收集袋/血浆收集瓶/静脉穿刺器

I∶)ate of sterilization

灭菌日期

27/12/2024

28/12/2024

Qua11tity

数量
20050

Expiration Datc

有效期至
26/12/2028

'Γypc of stcrilization

灭菌方法
EO

Control and Tests

检验项目

Rcfcrcncc

检验方法

A~cccptable Lilllits

可接受限度

Results

检验结果

Physical Tests

物理性能

Iso3826-1∶ 2019+

Intcrnal Methods

Must bc wmin thc limits indicatcd for each Tcst

必须在每项测试规定的限制范围内
PAss

Leakage cOntrols

密封性

Is(E)3826-112019+

Intcrnal Met11ods

No leakagc is a11o、 vcd on visual inspection

目视检查不允许有泄漏
PASS

Tcnsilc strcngth of linc

Connectors

强度

Is(E)3826-1∶2019+

Inter11al Methods

Mustresist a pull force of 20 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

Mcd1od A

<0.5IU/ml

小于 0.5EU/ml
PASS

Sterility'「 est

无菌

EP2.6.12011∶ 20601

EP  5,1.2  2017∶50102

4+1.Emylene 。xide

stehlizationATCC 9372

Must be sterile

应无菌生长
`L isTERILE

薮
`Vatcrˉ

solublc extracts

水溶出物
EP 3.3,52020∶ 30305

M11st抚诫tlli11t11e linlits hd番疆蔬i品鬣甑T
必须在每项测试新定的溉魏霾|由内镩髻Lˉj

9冫 l
奶 PAss
Iˉf0

Residual EO

环氧乙烷残留量
EF)2.2.282023∶20228

MLIst be w血 hule lilllits

必须在每项测试规定的限

弘
·
J/

'mss
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sICHUAN NIGALE BIOTECIINOLOGY Co” Ltd。
四川南格尔生物科技有限公司

2.1,Nigale sterile disposables are F11anufactured fron△ rnaterials testcd and certifi~ed to be safe for use

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

nlcet E,uropcan Pharl]△ acopoeia standards and n1eet thc requircn△ ents for biocon△ patibility and

biological safety.

2.2.Physical Testing

'Γhe standards of thc NNIIPIA.Good N`Ianufacturing Practiccs arc nlct,PVC)tubing and bags

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

2.3.Sterility and Pyrogcnicity

The product is sterile and pyrogen-士 ree.It ni·lects the requiren1ents of EP,The sterilization process

has becn Ⅴalidated follo、 ving∶EN ISO 11737.2-2020 Guidelincs,

Nigalc,hercby,ccrtif~es that thc listed batch nflccts all above I11entioned rcquiren|1cnts and all Nigale

dellncd rcquirenlcnts for perfornlancc,safety,sterility and pyrogenicity.

I ceHif)7that appropriate Go11trols are in place to revie、ved prior to rcleasc of

product for distribution and that thc for distribution is lirnitcd and

controllcd.The above products are according

Name姓名 Titlc职务 Datc日 期 Januarv 2025

Add∶ No.28I<uixing Road,Jianyang,Sichuan,P.R.C)llina,641400

地址:中华人民共和国四川省简阳市奎星路 28号 ,641400

Fax∶ -+ˉ862885195886
rI′

el∶ +862885130655
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