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Biologics Testing Solutions

病毒清除验证

我司每年执行

ï 800 次纳滤

ï 1,600 次层析

ï 1,200 次灭活

病毒清除（Viral Clearance）检测

受数百家公司信赖，开展了数千个完整病毒清除研究项目

细胞系来源的生物制品具有病毒污染的固有风险，故进行病毒清除研究以确保患者安全至关重要，也

是强制性的。我司在病毒清除项目方面拥有超 30 年的设计和执行经验，可确保为您进行智能、量身

定制的研究设计，提供及时的报告，并确保项目最终成功且富有成本效益。我们在欧洲和美国的实验

室可以帮助您设计和执行定制化研究。

美国宾夕法尼亚州费城（Wayne） 德国科隆市

ï 9,700 ft2 | 902 m2

ï 专用客户办公室

ï BSL-2 和 BSL-2 +

ï GMP 设施

ï 10,000 ft2 | 1,000 m2

ï 专用客户办公室

ï BSL-2 和 BSL-3**

ï GLP 设施

www.criver.com

EVERY STEP OF  THE WAY

BIOLOGIC S TESTING SOLUTIONS

Viral Clearance Testing 
Trusted by Hundreds of Companies for Thousands of Viral Clearance Studies 
Are you confident your viral clearance studies fully evaluate the risk for viral contamination in your drug manufacturing 

process? Your product is unique, with unique needs a one-size-fits-all approach can’t address. With over 30 years of 

experience designing and performing viral clearance projects, you can rely on us for intelligent, tailored study designs and 

timely reports that ensure the end result is a successful, cost-effective program. 

Viral Clearance Centers of Excellence 

Philadelphia, PA (Wayne)

• 9,700 ft2 | 902 m2

•  Dedicated Client Offices

•  BSL-2 and BSL-2+

•  GMP Facility

Cologne, Germany

•  10,000 ft² | 1,000 m²

•  Dedicated Client Offices

•  BSL-2 and BSL-3**

•  GLP Facility 

Every Year We Conduct 
More Than…

• 800 Nanofiltration Runs 

• 1600 Chromatography Runs 

• 1200 Inactivation Runs  
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Charles River 病毒清除研究特色和优势

Biologics Testing Solutions

• 经证实的监管优势：每年开展超 200 次客户审计和 6

次监管检查

• 符合目的的研究：每项研究均按照您的需求量身定制

• 独家定制的研究：提供现场培训和支持，无额外费用

• GLP 验证的联合加标法：比传统加标法降低 ~45% 的成本

• 业内很高的客户声誉：客户满意度高达 98.6%

• 30 多年病毒清除研究经验：拥有包含数千项研究的数据库

Features and Benefits

• Proven Regulatory Excellence 

Over 200 client audits and 6 regulatory  
inspections conducted annually

• Purpose Built Studies 

On-site training and support at no extra cost

• A Client Champion in Your Corner 

98.6% of clients ‘extremely satisfied’ with study 

• Fit-for-Purpose Studies 

Every study is tailored to fit your needs

• Industry Leading Program Flexibility  

Customize the level of support you need

• Three Decades of Experience 

Leverage a database of thousands of studies 

The ClearancePlusSM Difference
We start your study with a comprehensive review of your viral safety testing program, production processes, and raw 

material quality in order to minimize required viral clearance and ensure an economic study design. Extensive experience 

with multiple product types and purification steps allows us to provide support and advice tailored to each product and its 

requirements, including downscale assistance, execution of process steps, and interpretation and troubleshooting of results.

What We Provide
•  Äkta Pure systems

•  Lyophilizers

•  Peristaltic pumps

•  Vacuum ovens

•  Temperature and pressure recorder system

•  Equipment for all common virus filters

•  Ultra and classical centrifuges 

•  Cryogenic and thermostatic water baths

•  Photo, conductivity, and pH meters

•  Autoclaves and sampling devices

•  E-beam and gamma radiation

What You’ll Need to Bring
•  Starting material

•  Chromatography columns

•  Virus retentive filter

•  Special buffers 

Viral Clearance Testing

Client Specific ~4–6 Weeks ~3–4 Weeks 1–3 Weeks ~8 Weeks

Statement of Work Setup Phase Pre-Test Phase Process Phase Final Report

客户专属 SOW    ~4-6 周    ~3-4 周 1-3 周  ~8 周

Trusted by Hundreds of Companies for Thousands of Viral Clearance Studies

years of experience client satisfaction rating on-time final reporting

30 99% ＞99%

我们提供

ï Äkta Pure 系统

ï 冻干机

ï 蠕动泵

ï 真空干燥箱

您需要提供

ï 起始物料 ï 色谱柱 ï 病毒截留过滤器 ï 专用缓冲液

ï 温度和压力记录仪系统

ï 所有常见病毒过滤器的设备

ï 超离心机和经典离心机

ï 低温和恒温水浴

ï 光度计、电导率仪和 pH 计

ï 高压灭菌器和取样装置

ï 电子束和γ辐射



关注Charles River生物制品服务

www.criver.com

Charles River|生物制品解决方案

上海市青浦区华隆路1777号G幢一层

联系电话：021-39739800

Biologics Testing Solutions
可用病毒

我们有广泛的包膜和非包膜病毒，可供您进行病毒清除研究。如果下方列表中没有您开展研究所需的

病毒，请“联系我们”。我们可以从我司批准的供应商列表中获取新病毒，或者从我司遍布世界各地

的众多实验室中协调，转移到我司。

Charles River 可用病毒

包膜 , RNA

人类免疫缺陷病毒 1 型

异嗜性鼠逆转录病毒

兼嗜性鼠逆转录病毒

单嗜性鼠逆转录病毒

牛病毒性腹泻病毒

水疱性口炎病毒

副流感病毒 3 型

辛德毕斯病毒

甲型流感病毒

猪血凝性脑炎病毒（β冠状病毒）

鼠内源性逆转录病毒

寨卡病毒

无包膜 , RNA

呼肠孤病毒 3 型

脊髓灰质炎病毒 1 型

脑心肌炎病毒

甲型肝炎病毒

猫杯状病毒

包膜 , DNA

伪狂犬病病毒

单纯疱疹病毒 1 型

单纯疱疹病毒 2 型

牛传染性鼻气管炎病毒

苜蓿银纹夜蛾核型多角

体病毒（杆状病毒）

无包膜 , DNA

人腺病毒 5 型

猴病毒 40

猪细小病毒

小鼠细小病毒

牛细小病毒


