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اللائحة التنفيذية لقانون )نظام( 

المس تحضرات البيطرية بدول مجلس 

 التعاون لدول الخليج العربية
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cGMP current Good Manufacturing Practice. 

CIF Cost, Insurance and Freight. 

CPP Certificate 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 Qualified Person for Pharmacovigilance. 

SPC Summary of Product Characteristics. 
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Table 1: Folder Structure for an Electronic Application for a Pharmaceutical Product 

Root Folder 

Additional Information 

Part t Summary of the Dossier 

ta Administrative Information 

tb SPC and Product Literature 

IC Critical Summaries 

lCl Quality 

1C2 Safety and residues 

1C3 Efficacy 

Part2 Quality Documentation 

2a Qualitative and Quantitative Particulars 

2a1 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 

2C2 Excipients 

2C3 Container closure 

2C4 Substances of biological origin 

2d Control Tests at Intermediate Process Stages 

2e Tests on the Finished Product 

2e1 General characteristics of the finished product 

2e2 Identification and assay of active substance(s) 

2e3 Identification and assay of excipient components 
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2~ Safety tests 

2f Stability Tests 

2fl Active substances(s) 

2f2 Finished product 

2g Other Information 

Part3 Safety and Residues Tests 

38 Safety Tests 

3a1 Precise identification of product and active 

3a2 Phannacology 

3a3 Toxicology 

3a4 Other requirements 

3a5 URA 

3a6 ERA 

3b Residue Tests 

3hl Identification of product 

3b2 Metabolism and residue kinetics 

3b3 Residue analytical method 

Part4 Preclinical and Clinical Trials 

48 Preclinical Requirements 

4a1 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 Product 

Root Folder 

Additional Information 

Partt Summary of the Dossier 

ta Administrative Information 

tb SPC and Product Literature 

1C Critical Summaries 

lCl Quality 

1C2 Safety 

1C3 Efficacy 

Part2 Quality Documentation 

2a Qualitative and Quantitative Particulars 

2a1 Qualitative particulars 

2a2 Usual terminology 

2a3 Quantitative particulars 

2a4 Product development 

2b Description of the Manufacturing Method 

2C Production and Control of Starting Materials 

2Cl Starting materials listed in pharmacopoeias 
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