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CTl Biotechnology (Suzhou) Co., Ltd.(hereinafter referred as CTI BIO) is a CRO company specializing in the pre-
clinical research for new drugs, invested by Centre Testing International Corporation (Stock Code: 300012) in
2011 in Kunshan Suzhou. Now CTI BIO is a professional drug safety evaluation center with advanced facilities, first
-class technology and strong technical strength.Authorized certificates:China Food & Drug Adminstration official
GLP certificate (February 2016).The laboratory accreditation certificate ofChina National Accreditation Commit
-tee for conformity assessment (CNAS) (September 2017).AAALAC International full accreditation (November2017).

We are committed to providing one-stop tfechnical service, such as safety evaluation, pharmacokinetic/toxicok-
inefic bioanalysis and pharmacodynamics, for customers of domestic and oversea biomedical enterprises and

scientific research institutions.

CTI BIO has geographical advantages by nature: located in Kunshan New & High-Tech Development Zone, adj-
acent to Suzhou Industrial Park Zone, with new drug innovation base Shanghai in east, enjoying the geographical
advantage in the core position of Yangtze River Delta medicine industrial cluster.CTI BIO occupies 72 mu, and the
facility of Phase | project covers 13,300 square meters with laboratories in comply with international GLP standards.
CTI BIO has an excellent talent team: 3 CFDA new drug reviewers and 2 GLP investigators. The core technology

tfeam is consist of more than 120 people, including 6 members with senior professional fitles, and over 50% with
bachelor’ s degree or above, with education background in medicine, pharmacology, foxicology, animal
medicine, biology, efc..
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AAALAC International
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We are
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by AAALAC International
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CTI BIO occupies 13,389 sgm: 5,862 sgm conventional animal housing, 2,200 sgm barrier system housing and
867 sgm laboratory for clinical, pathology, analytical and fest article management research. Daily envi-
ronmentindexes (temperature, humidity, differential pressure, noise, illumination, etc.) are monitored by Jonson

Controls HYAC equipment to guarantee GLP regulatory compliance. Animal housing capacity is as follows:
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CTI BIO is equipped with advanced instruments for drug safety evaluation, valued 60 million RMB. And we have a

specialized equipment management team for 3Q verification, instrument inspection and so on.

Pristima, the infernationally recognized data acquisition management system, is installed to collect, analyze and

manage the experimental data fo ensure the authenticity, reliability and security of the data.

Maijor instruments are:ACQUITY UPLC I-Class,Xevo TQ-S LC-MS/MS,ACQUITY UPLC H-Class,Cobasé000 C501 Automatic

Biochemical Analyzer,Sysmex CA-7000 Coagulation Analyzer,DSI Remote-measuring System,BD Flow Cytometer,

MSD1300 Electrochemiluminescence instrument, etfc.

CFDA FDA GLP
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CTI Bio provides drug safety evaluation service in compliance with CFDA and FDA

GLP regulations:

1. Single-dose Toxicity Study
¢ Single-dose toxicology in rodents

¢ Single-dose toxicology in non-rodents

2. Repeated-dose Toxicity Study
e Species: mice, rats, canines, NHPs

¢ Administration methods: oral, injection and

percutaneous administration, etfc.

3. Reproductive and Developmental Toxicity Study

e Fertility and Early Embryonic Toxicity Study
e Embryo-fetal Developmental Toxicity Study

e Perinatal toxicity study

4. Genetic Toxicity Study
* AMES Test

e Chromosome aberration test

* Micronucleus test

. Safety Pharmacology(rats, mice, canines, NHPs)

¢ Cenfral Nervous System
e Cardiovascular system

e Respiratory system

. Preparations safety

e |rritation test(venous stimulation test, muscle
stimulation test, skin irritation test, mucosa”

irritation test and phototoxicity test)
¢ Allergy test (active and passive anaphylaxis study)

¢ Hemolysis test

. Toxicokinetics (TK) test

. Immunogenicity/Immunotoxicity test

. Carcinogenicity test ( Preparing)
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CTI BIO accordance with the guidelines
requirements, conduct pharmacokinetic

study system:

In vivo metabolism

Absorption, distribution, metabolism and excretion

(ADME)

Infracorporal process of drugs and major PK parameter

Bioavailability

Bioequivalence

In vitro metabolism
Human and animal metabolism stability
Drug-drug interactions
Drug absorption and kinetics
Protein binding

Metabolite identification, stability, and profile
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