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Introduction: 
Within the framework of the Egyptian Drug Authority’s strategy for digital transformation and the 

development of the regulatory system, a dedicated electronic tool has been developed to enable 

pharmaceutical companies to enter packaging data, add the Global Trade Item Number (GTIN) 

for each registered package, enter the Global Location Number (GLN) for each licensed facility, 

and input detailed composition data for their products (human or biological), specifically inactive 

ingredients (excipients), in an organized and automated manner. 

This tool serves as an essential step toward updating the central database with accurate and 

comprehensive information for all company products. 

Purpose of the Tool 
The tool aims to: 

• Complete the technical data for pharmaceutical products, including (item code/GTIN for 

each package, location code/GLN for each facility, and inactive ingredients/excipients 

data). 

• Establish a unified and accurate database to support evaluation and regulatory activities. 

• Pave the way for launching future automation programs based on complete and validated 

data. 

• Accelerate procedures for services provided to companies in the future. 

Features of the Tool 
The tool offers several advantages, most notably: 

• Data Accuracy: Direct data entry by the product's owner company minimizes errors. 

• Readiness for Automation: Enables the Authority to activate fully automated e-services. 

• Transparency and Traceability: Provides a unified electronic record for each product. 

• Decision Support: Delivers an analytical database that can be relied upon for regulatory 

and technical studies. 

Workflow Steps on the Tool: 
1. Log in via the following link: Click Here 

2. Access the tool using your username and password through the Company Profile. 
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3. Click on "LOG IN NOW" to access the main home page. 

Main Home Page: 

The top menu bar contains: 

• Company Name 

• Log Out option 
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PHARMA DATA HUB Sections 

First: Steps for Entering Inactive Ingredients (Excipients): 

1. Inactive Trades is selected. 

 

 

2. Select the product for which the inactive ingredients (excipients) are to be entered: 

o Registered products or products under registration belonging to the company can 

be displayed. 

o Human or biological products belonging to the company can be displayed. 
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3. Complete the raw materials data for each product: 

• Search for and select the required inactive ingredient (excipient). Additional specifications 

may also be entered (if present in the composition statement): 

o Viscosity - Grades - Particle Size - Brand Name 

 

• Select the Strength unit, with a search field available to facilitate selection. 

(A QS option is available if present in the composition statement). 
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• Select the Quantity Sign and enter the Quantity. 
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• Select the Percentage and enter the Function (if specified in the composition statement). 

 
• Select the type of inactive ingredient (excipient). 
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• Select the Reference (optional), and multiple references can be added. 

• After adding all data, click on Add, and enter the remaining inactive ingredients using the 

same method. 

 

 

• Attach the latest composition statement for the product. 
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4- After entering all inactive ingredients for all products (do not forget to check the 

undertaking/declaration box to submit the entered data for review; if the undertaking box is 

not checked, the entered data will not be transmitted to the Authority's reviewers). 
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• Entered material data can be edited or deleted. 

• In case any modification is made, the undertaking box must be checked again. 
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Second: Packaging Data Entry 

To enter the package identification code, click on GTIN. 

 

1- GTIN Data Screen: 

This screen displays all registered products and products under registration. You can filter and 

search by: 

• Product name (Trade Name), Registration Number, or Soft File No. 

• Product type: Human, Biological, Herbal, Complementary, or Dietary Supplement. 

 

Click Here 
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2. Add GTIN: The screen is divided into several sections:  

First: Product Data: You can review the product data saved in the Egyptian Drug Authority 

(EDA) database. 

Second: You can enter the package Global Trade Item Number (GTIN) and click Search: 

• If the entered number is correct, the package details will appear below the search box. 

Note that these details are for guidance only (in case of any adjustments, please consult the 

issuing agency for the item identification number), as shown in the image below. 

• If the entered number is incorrect, an error message will be displayed (Image 6). 

Third: Packaging Details 

Example 1: A carton package containing 30 tablets, with 3 strips of 10 tablets each. In this case, 

enter the following: 

• In the Unit box: Enter 1 

• In the Pack unit box: Enter Carton 

• In the Sub unit box: Enter 3 

• In the Sub Pack unit box: Enter Strip 

• In the Sub Sub Unit box: Enter 10 

Click Here 
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• In the Sub Sub Pack unit box: Enter Tablet 

Example 2: A carton package containing 3 ampoules. In this case, enter the following: 

• In the Unit box: Enter 1 

• In the Pack unit box: Enter Carton 

• In the Sub unit box: Enter 3 

• In the Sub Pack unit box: Enter Ampoule 

Fourth: Manufacturer Data 

When multiple options are available, you can select from the drop-down menu: 

• Manufacturer Batch Releaser 

• Manufacturer of Bulk 

• Manufacturer responsible for primary packaging 

• Manufacturer responsible for secondary packaging 

• Manufacturer of finished product 

• Manufacturer in Egypt 

Fifth: Priced Packages 

You can select the company's priced package. In case of multiple packages, you can select them 

repeatedly after completing the entry of the Global Trade Item Number (GTIN). 

When adding a GTIN for an unpriced package, you can select: 

• Click here in the case of the product not a price (Tender & or Export) 

•  Click on Add GTIN 
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Important Notes: 

1. Please ensure all data is correct before clicking on Add GTIN. 

2. If an incorrect identification number (GTIN) is entered or if it has been previously 

submitted, a "Not Found" message will appear, as shown in the image below. 
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3. If the identification number is entered incorrectly or requires modification, you must click 

Delete to be able to enter the identification number again, as shown in the image below. 

 

4. After adding the identification number for the packages, it will appear on the main screen next to the 

product, as shown in the image below. 
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Third: Facility Location Code Entry (GLN) 

To enter the identification number for the facility, click on GLN. 

 

 

3. The screen below will appear, allowing you to review the master data as registered with the coding 

agency. 
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4. After reviewing the data, you can click on Confirm & Add. 

 

5. The location code (GLN) will appear at the bottom of the page, and you can also add another 

location code (if available). 
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Delete Option 

Available 
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Error Messages That May Appear: 

1. In case the code does not belong to the facility's ownership. 
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 2. In case the code is entered incorrectly. 
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