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cGMP current Good Manufacturing Practice.
CIF Cost, Insurance and Freight.

CPP  Certiticate of Pharmaceutical Product.
GDP  Good Distribution Practice.

GSP  Good Storage Practice.

OTC  Over the Counter.

POM Prescription Only Medicine.

PSUR Periodic Safety Update Report.

QPPV Qualiied Person for Pharmacovigilance.

SPC Summary of Product Characteristics.

L0 Hlats Y
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Table 1: Folder Structure for an Electronic Application for a Pharmaceutical Product

Root Folder
Additional Information
Part 1 Summary of the Dossier
la Administrative Information
1b SPC and Product Literature
1c Critical Summaries
Icl Quality
Ic2 Safety and residues
Ic3 Efficacy
Part 2 Quality Documentation
2a Qualitative and Quantitative Particulars
2al Qualitative particulars
2a2 Usual terminology
2a3 Quantitative particulars
2a4 Development pharmaceutics
2b Description of the Manufacturing Method
2c Control of Starting Materials
2cl Active substances
2¢c2 Excipients
2¢c3 Container closure
2c4 Substances of biological origin
2d Control Tests at Intermediate Process Stages
2e Tests on the Finished Product
2el General characteristics of the finished product
2e2 Identification and assay of active substance(s)
2e3 Identification and assay of excipient components
2e4 Safety tests
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2f Stability Tests
211 Active substances(s)
212 Finished product
2g Other Information
Part 3 Safety and Residues Tests
3a Safety Tests
3al Precise identification of product and active
3a2 Pharmacology
3a3 Toxicology
3a4 Other requirements
3a5 URA
3a6 ERA
3b Residue Tests
3bl Identification of product
3b2 Metabolism and residue kinetics
3b3 Residue analytical method
Part 4 Preclinical and Clinical Trials
4a Preclinical Requirements
4al Pharmacology
4a2 Resistance
4a3 Target animal tolerance
4b Clinical Requirements
4bl Clinical trials
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Table 2: Folder Structure for an Electronic Application for an Immunological

Root Folder
Additional Information
Part 1 Summary of the Dossier
la Administrative Information
1b SPC and Product Literature
1c Critical Summaries
lel Quality
lc2 Safety
Ic3 Efficacy
Part 2 Quality Documentation
2a Qualitative and Quantitative Particulars
2al Qualitative particulars
2a2 Usual terminology
2a3 Quantitative particulars
2a4 Product development
2b Description of the Manufacturing Method
2¢ Production and Control of Starting Materials
2cl Starting materials listed in pharmacopoeias
2c2 Starting materials not listed in a pharmacopoeia
2d Control Tests During the Manufacturing Process
2e Control Tests on the Finished Product
2el General characteristics
2e2 Identification of active substance(s)
2e3 Batch titre or potency
2e4 Identification and assay of adjuvants
2e5 Identification and assay of excipient components
2e6 Safety tests
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2e7 Sterility and purity test
2e8 Residual humidity
2e9 Inactivation
2f Batch to Batch Consistency
2g Stability Tests
2h Other Information
Part 3 Safety Documentation
3a General Requirements
3b Laboratory Tests
3bl Safety of one dose
3b2 Safety of an overdose
3b3 Safety of the repeated administration of one dose
3b4 Examination of reproductive performance
3b5 Examination of immunological functions
3b6 Special requirements for live vaccines
3b7 URA
3b8 Study of residues
3b9 Interactions
3c Field Studies
3d ERA
3e Assessment of Products Containing or Consisting
of GMOs
Part 4 Efficacy Documentation
4a General Requirements
4b Laboratory Trials
4c Field Trials
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