Total Solution for Pharmaceuticals

Compliances & Accreditations
- Taiwan FDA GLP Laboratory

- OECD GLP Laboratory
- Malaysia NPCB Qualified BE Center
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Mithra

About MithraCRO

MithraCRO is the 15t Contract Research Organization (CRO) established in
Taiwan since 1988 and has delivered over 1000 BA/BE Studies.
Comprehensive life science services provided includes pre-clinical studies,
clinical studies, bioanalysis, biopharmaceuticals, and the entire project
management in order to cope with the increasing demands in the
pharmaceutical industry.

From Small Molecule Drugs to Proteomics

After the integration of Mass Solution Technology in 2011, MithraCRO has
evolved into a multi-dimensional company and is capable to provide
analytical services from small molecule drugs to biopharmaceuticals.

BA/BE Experience

Apart from BA/BE studies in conventional pharmaceutical preparations,
MithraCRO is also experienced in handling a variety of new preparations
such as IR, SR/ER, ODT, patch, solution, inhaler, liposome and injectables.

Compliances and Accreditations

Staying abreast of regulatory trends, MithraCRO strives to attain industrial

recognized accreditations:

v TFDA GLP Compliance Laboratory for Small Molecule Drugs

v TFDA GLP Compliance Laboratory for Proteomics

v" OECD-GLP Compliance Laboratory

v National Pharmaceutical Control Bureau, Ministry of Health Malaysia,
BE Center Qualification

eess e = =
A W L TN AN |

TR R R EIET 8




Drug Metabolism and Pharmacokinetic Study

B Bioavailability and Bioequivalence

B Pharmacokinetic (PK) Study ® Pre-clinical PK Study

m Bridging Study m /n vitro and In vivo Metabolism Study

m Post-Marketing PK Study m PK Study Consultations

Bioanalysis

MithraCRO is equipped with state-of-the-art analytical instruments
including UPLC-MS/MS , LC-MS/MS, nanoflow LC-HRMS, ICP-MS and
ELISA systems for sensitive and high throughput drug quantification in
various biological matrices.

B Bioanalysis for Clinical Study
MithraCRO is specialized in bioanalysis of human plasma, serum, urine,
and other biological matrices, and provides study reports in
compliance with Taiwan, USFDA, EMA and ASEAN regulatory
requirements.

B Bioanalysis for Pre-Clinical Study
Mithra has developed numerous bioanalytical methods using advance
analytical instruments to tackle challenges encountered in quantifying
parent drug and/or its metabolites in animal plasma, whole blood,
urine, faeces, organs and tissues.

W Bioanalysis for Cell Lines /n vitro Study
Concentration determinations of parent drug and/or its metabolites in
cell line samples.




Mithra Biotechnology Inc.

Address

Phone
Fax
Email
Website

- 7F, No. 104, Sec. 1, Xintai 5th Rd., Xizhi Dist.

New Taipei City 221, Taiwan, R.O.C.

: +886-2-2696-2669

: +886-2-2698-9512

: info@mithracro.com
: www.mithracro.com

MithraCRO is your partner of choice with
Effective Management
Professional Capabilities
Solid Experience



