
检 验 报 告
Certificate of Analysis(COA)

试剂盒名称

Product Name

毕赤酵母宿主蛋白残留检测试剂盒
(酶联免疫吸附法 步法 )

PiChia Pasto"s HOst Ce"Protein(HCP)

ELlsA Kit

蚪

o
T

扯

L
20260207

牡产日煳

ρroduction date
20260207

检验项目
Test"em

成品检验
Finished Product Fu"lnspection

有效期
expiration date

20270206

检验依据
Test Basis

企业标准
Enterprise standard

报告日期
Reρ ort Date

20260306

规格
specification/MOdel

96Tests/命

96Tests/Kit
保存条件

storage conditions
⒉8℃

检验项目

Test"em
企业标准

Enterρ

"se standard

检验结果

Test resu"s

外观捡验
Appearance

l、 标识应清晰,易识别 ;
2、 试剂盒内各组分应齐仝、完整,液体尢渗漏、尢絮状物 ;
3、 铝箔袋应无破损漏气现象。

冂 Labels sha"be clear and easy to identify;

2AⅡ Components in the kit sha"be complete and∶ ntact`with no liquid Ieakage or floC∶

3.AIuminunn fo"bags sha"be free from damage and airIeakage

符个标准

Qualified

包装内容及数量

Packaging contents

and quant"ies

Pichia pastoris HCP标准品7管 ,抗 Pichia pastoris HCP 酶标结合物工作液l瓶 ,浓缩洗
液 (⒛×)1瓶 ,显色液1瓶 ,终止液1瓶 ,抗 Pichia pastoris℃ P抗体预制酶标板 1块 ,封
板膜2张 ,说明书1份。
a set of Pfchfa ρastorjs HCP standards(7vials)`° ne bottle of anti-Pjch`a ρasro″s HCP
detection an刂 body`one bott丨 e of Concentrated washing buffer(20× l'° ne b°t刂e ofsamρ Ie

d"uen1one bottle of TMB substrate,one bou丨 e of stop solution`96-We"ρ late coated with

anti-P`chJa pasrorJs HCP,two sheets of sea"ng fⅡ m,and one instruction manua丨

符个标准

Qual亻 ied

装量

volume

试剂盒组成内,液体试剂成分的装量应不少于标示值。
ln the comρ osition ofthe kit,the volume oftheliquid reagent components should be no丨 ess

than the indicated value

符合标准

Qualified

标准曲线相关系数
Correlation

coefficient of the

standard curve

四参数拟合R2)0∞
Linear fitting,R2)099

符合标准

Qualified

最高浓度孔

MaxImum
concentration

检测标曲最高浓度孔 (⒛0ng/mL),0Ild50乇 30nm佶 号均值≥15
The highest concentra刂 on ofthe detecuon standard curve O00ng/mLl had an average OD

va丨 ue of450-630nm≥ 1 5

符合标准

Qualified

空白孔

B丨ank
检测空白孔,0M50630nm估 号均值≤0I5

Testthe blank we"s氵 and the average signal of0D450-630nm should be-015
符合标准。

Qua丨 ified

定量限
Lim"of Quantitation

标曲最低浓度孔重复10次 ,计算均值 ,回收率不超过701SO%
Reρeatthe bIank we"s for10tirnes,and the rnean value was calcu丨 ated`w1h a recovery rate

not exceeding7o-130%

符合标准

Qualified

亟复性

Repetition

标曲测试,3个 平行,各浓度CV应不大∫100%
Precision on t"pⅡ cate sample shov丨 d yield the coefficient of va"a】 on(Cv)for each

concentration less than100%

符合标准

Qualified~

检验结论
Test conclusion T"s阳duCtⅡⅡeent酎刨m Ⅱcord￡虽帑辂颦岔弘各虞石醒爨丬守舀

`hj甚

、郅孤尘、。mpl m∞毗"№

取只一+一检验人/lnspector: 复核人/


