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Shijiazhuang Rainbowlabs Pharmaceutical Technology Co., Ltd 

(Rainbowlabs), founded in 2009.

石家庄润柏医药科技有限公司2009年成立；

Rainbowlabs is a high-tech enterprise located on the 9th Floor, 

Tech Centre, No. 136, Huanghe Boulevard, High-Tech 

Development Zone, Shijiazhuang, China, occupying an area of 

1,400m2.

位于石家庄高新区科技中心九楼，总面积为：1400m2
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2011 Ireland Ambassador 

Visit Rainbowlabs

2011年爱尔兰大使为中欧联合实验室揭牌

2011 Ireland Ambassador 

Visit Rainbowlabs

2011年爱尔兰大使为中欧联合实验室揭牌



2016  September Ireland Ambassador 
Visit Rainbowlabs
2016年9月 爱尔兰大使参观润柏实验室



Provide International Regulatory Affairs
国际法规注册服务2

1 Contract Testing Services
委托检测服务

◆Main Services主要服务

3 Formulation Research and Development
制剂研究及开发
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2.Contract Testing Services
委托检测服务



审核、批准

Self-inspection
自检

Training
培训

Review and Approval
审核及批准

CAPA
纠正及预防管理

Supervision for QC Testing

Customer Management
客户管理

自检

Documents & Records ManagementDocuments & Records Management
文件管理

培训

文件记录管理

Quality 
Assurance 

System

Samples Management
样品管理

Validation and Verification 

验证管理

Validation and Verification 
Management
验证管理

Management of Change Control, 
Deviation, OOS and Complaint
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Implementation Validation 

验证实施

Implementation Validation 
and Verification

验证实施

Implementation Training
培训实施

Investigation of Deviation , OOS 
and Complaint

偏差，OOS，投诉等调查

Instrument Management
设备管理

Testing
检测实施

Environment  Monitoring
环境监控

Purchasing Management
采购管理

Material Warehouse Management
仓库管理

Quality 
Control 
System
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Rainbowlabs possesses the advanced testing equipment including 

but not limited to 

HPLC (2 Agilent),  

GC (1Agilent,1 PE), 

IR (Nicolet), Automatic Titrimeter (Mettler), 

Karl Fischer Moisture Titrator (Mettler), 

UV, AAS, Laser Particle Size Tester, etc. 

Total ： More than 200 instruments. 

◆Instruments
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GC HPLC

Muffle Furnace & Drying oven Atomic Absorption Spectrophotometer
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Testing ability
The list of Rainbowlabs Testing Ability

Method  Development 
/Validation/ Verification
（CP, EP, USP, FCC, 
Customer method, etc.）

Assay of HPLC analytical methods

Impurities of HPLC analytical methods

Residual solvent of GC analytical methods

Physical and Chemical 
Testing
（CP, EP, USP, FCC, 
Customer method, etc.）

ID, UV, pH, Practical size distribution
Heavy metal, Melting point, etc.

Microbiology Testing
（CP, EP, USP, FCC, 
Customer method, etc.）

Bacterial Endotoxin test

Total bacterial count determination

Total mold count determination

Bio-assay



Physical & Chemical 
Testing

HPLC Testing

Method 
validation/Verification Environmental Monitoring
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Titratoin Testing Endotoxin Testing

Class 10,000 area GC Testing

2. Contract Testing Services委托检测服务



3. International Regulatory Affairs
国际法规注册服务



Our regulatory strength

Regulatory Affairs & Quality Platform

 DMF / EDMF filling and submission;

 FDA/EDQM application and cGMP auditing, training

Contract auditing



FDA inspection Project FDA认证项目

2014/2016 Ningxia Tairui
pass FDA inspection.



2012/2015，Inner Monogolia
Changsheng passed FDA 
inspection with 0 483.

FDA inspection Project





US FDA inspection(2013)



◆FDA inspection with 0-483（2016 ,June）



US FDA letter (2016)



CNAS

CNAS （China National 
Accreditation Service for 
Conformity Assessment) inspected 
Rainbowlabs according to ISO 
17025:2005 in November, 2014.
CNAS L7572



◆CNAS inspection（2016 ，March）



CNAS re-inspection（2017，Dec.）



Rainbowlabs obtained the ISO9001 
certificate from 2011 . 
2011年获得ISO9001认证。

We received the approved letter 
from  Canada Health Department 
in 2014.
2014年得到加拿大卫生部认可信。

ISO  and Canada Health Department approved



Thank you!


