Medicilon—CFDA GLP, FDA GLP, AAALAC

> Chemistry Services/ttF [R5+

Medicilon provides fully integrated pharmaceutical services to the global pharmaceutical community. The services across biology,
chemistry and preclinical research are specially designed to help clients develop their research and discovery programs from the
initial idea stage to the IND filing phase. Chemistry department in Medicilon provides custom synthesis, medicinal chemistry, focus library
preparation, and process and scale-up synthesis. Either in FTE or integrated project team arrangement, our medicinal chemistry group
has helped clients discover novel, potent, and highly drugable chemical series. Our contribution has led to several pre-clinical and clinical
candidates. We also provide scale up service to deliver kilogram of material with high-quality and on-time delivery.

Medicilon is headquartered in Zhangjiang High-Tech Park , Shanghai, China, with wholly-owned research facilities in Chuansha Economic
Park, Shanghai, China. We occupy over 250,000 SF lab space. Over 60% employees have MS and PhD degrees, and over 15% of our
employees have significant foreign education and/or working experiences. We has a 55,000 SF chemistry laboratory, equipped with
state-of—the-art equipments, such as NMR, LC/MS, HPLC and preparative HPLC. Our chemists have extensive experiences cooperating with
Medicilon biologists and preclinical scientists. We strive to enhance the potency, selectivity and pharmacokinetic characteristics of drug

candidates.
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Our chemistry department possesses advanced synthetic medicinal chemistry skills, and has an excellent
record-tracking system to progress programs and generate preclinical candidates. We can rapidly transform your drug
discovery program from hit screening to SAR-driven medicinal chemistry in an efficient, and cost effective manner. We
use state-of-the-art parallel synthesis and purification technology to prepare high-quality compound libraries. Our
chemists have extensive experiences in working with clients on hit to lead and lead optimization for candidate’s
programs, and in converting medicinal synthetic routes of compounds into processes that make multi-kilogram
quantities to support animal studies within a restricted time frame.
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Medicinal Chemistry > At

e Hitto lead and/or lead optimization o ESMbEWITEEAAL

e Computer aided drug design (CADD) o IHENIEHBI AR

. Structure Activity Relationship (SAR) campaign ° FIRR BT

. Final lead optimization and candidate nomination ° S SAA WA LA B YD I e AR AL
e Process development of preclinical candidate o IR ERE S T ERA

We utilize medicinal chemistry efficiently and cost-effectively to move forward our clients’ drug discovery projects
to candidate nomination, preclinical development, and IND.
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Custom Synthesis > EPTHIA R

e High quality products from mg to kg scale o MNETT BN T RS
e Reagents, intermediates, building blocks, and scaffolds o HEBRAF . HrEAR AN 4> T R B A%
e Preparation of APl or reference standards o JEURLZG BRI R I ) 4%

* Development of synthetic routes for impurities and metabolites o 245 FIAC U 724 & Rl 15 T R 4%

Medicilon has synthesized over 10,000 individual compounds from gram to kilogram quantities, and many compounds

are synthesized with more than ten synthetic steps. The overall synthesis success rate is over 95%.
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Process and Scale up Synthesis > L
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e High quality products in multi-kilogram quantities o ANFERE &
I
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e Process development, route scouting and optimization o

We have sucessfully supplied one client 6 kgs of product with eight synthetic steps within a very short period, including

reaction optimization.
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Library Synthesis > AW B A
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e Design and synthesis of focused libraries

e Solution phase parallel synthesis o VHIITEATER
e Hands on experience in solid phase synthesis o [HME
e Automated purification capability o Hzh4iikEE S

We utilize medicinal chemistry and computational chemistry to design and synthesize drug-like templates and libraries
of compounds to increase our clients' compound collections. The annual capacity of library production is more than
100,000 compounds.
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Analytical Chemistry

High throughput purification and analysis capability
Structure and purity determination

Impurity characterization

Chiral purification

Water content and residual solvent

Certification of analysis (COA)
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Well-designed and well-validated analytical methodology is critical to data integrity and central to our

approach. We work closely with clients to ensure that our methodology will yield accurate results.

Meanwhile, our precise quality systems ensure that all the facilities, equipment, methods, practices, records,

and controls will be tightly complied with our regulations, study protocols, and standard operating

procedures.
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CHC Services /25l IR e

Our CMC department focuses on establishing large-scale synthetic routes along with formulation development
and quality control, our drug categories can be proprietary drugs or generic drugs. All studies are complied with
ICH and CFDA guidelines.
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»  Project Advisory & Planning > TH &\

e Feasibility study o THEMERIATATYE

e Project planning o IIHEAFATHE
> Synthesis > ER L 2R

e Establish synthesis o HRIMKEHfE

e “Freeze” the synthesis o BRI ZANML

e Establish large-scale o HRLZIK

Formulation Development HIF L2 5
> e Preformulation testing > o WUTHIHFAR

. Formulation development . b7 i i

e Process optimization o LZEMM

e VIV correlation o RNAMHEICHTTE

e Scaleup e LZK
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» Analytical Development >
. Establish HPLC methods for API, impurities,

isomers and drug product
o Develop HPLC method for stability testing
o Conduct HPLC method validation

o Set APl and drug product specifications

»  Stability Study >
o Perform stability study for APl and drug

product under ICH & SFDA guidelines

»  Regulatory Submissions >

o Prepare documentation for regulatory submissions

o Prepare supporting documentation and data package
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Our CMC experts with decades of experience are familiar with various ICH and CFDA regulations and guidelines, and

have helped many clients completed their pre-formulation and formulation studies to provide reliable data for the

regulatory submissions. We have already successfully assisted many clients completed the 1.1 class, 3.1 calss and 6

class new drugs for CFDA application.
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Robust methodology! Precise analysis! Accurate results!

Please contact us for more information on how we can help move your drug along the development

pathway.
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