E-bidding with
Price Performance
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Overview Of Clinical Trials
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— Narrow Therapeutic Index

— Control release, special design, complex formula
— Anticancer, Immunosuppressive, Anticonvulsant, Antibiotic
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L= Peptide
M= Glycoprotein
H= MAb
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Product Specifications Product Specifications &
Performance Criteria

Chemicals Chemicals

1. 41059 UTFIIU 1. 41059 1UTF9IY
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3.1 ANNWNLTANNII LA F2ANTTU 3.1 ANUWNLALNNII LA F2ANTTU
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TE Criteria @2snausnindivisioale’ BE
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(Good Manufacturing Practice)

2. AN TNNNASTIUNAAAIUA N v v
(Product specifications)

3.1 @ VTINNIILN R 2ANTIU X* v
(Pharmaceutical Equivalence/PE)

3.2 ArsuyauaInNdns il v v
(Bioequivalence Study) Clinical data* BE
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(Product Specific Requirement)

4. 1NA3FIUNTTLALIAYN ANTNTTINLLUN AINTNAIAUL AU v v
AYED

(Storage/distribution/packaging/labelling/stability)

Total 90* - 100 100
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TE Criteria wosnauuailvi [us PE (PE is enough)
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1. 1NO5FIUT599U v 4
(Good Manufacturing Practice)

2. ALANWNNONSTIURAN T U AU (%4 (%4
(Product specifications)

3.1 ANUVNLAANNMIILAT 2NN X* 4
(Pharmaceutical Equivalence/PE)

3.3 garduiGinduidnanan1ssnn v v
(Product Specific Requirement)

4. 1NATFIUNTTLALSABY ANTNTZIANELT ALATNANAUL AUAY v V4
(7]

(Storage/distribution/packaging/labelling/stability)

Total 75/70** = 100 100

*silsziiiu PE dvsusnaunuy

** lunsanluaniusasd 3.3
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CoA vs Specification

(API/Finished product)
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