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Purpose of this

This guide shows DGDA Clients and Customers how to log in to and submit an application for an Export
Certificate or a Product Marketing Authorization.

Overview

The main steps for the Applicant:

Go to the DGDA Application website

Login to the system

Go to Application Files and Select the needed Application type
Create a New Application

Fill out Application pages with required information

Fill out Application Self-Check list

Submit the Application to DGDA

Track the DGDA Status of the Application
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1: Go to the website https://deda.openrims.or
The system is available on the following link:

https://dgda.openrims.org

Please type the link in a browser or click the above link.
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As an Applicant or Customer please click on the top right on the Applicant Login as illustrated with the orange
arrow here:
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NB! You do need a Google account to be able to submit any application.

Step 2b: Select Gooegle login
Now click the Sign in with Google button:

J https//dgda.openrims.org/oautt X 4
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G Sign in with Google!




Step 2¢: Choose Existing or new Google Login

Choose an Existing account. Or enter your information.
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After log in please mouse over the Application tile and click the green

Application screen.
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The section allows to start and
track the processes applicable to all
kinds of medicines manufacturing
and marketing authorization,
importation recommendation and
different permission, pharmacy
registration.
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Now click the Application Type you will apply for and then click the button to start

(Below highlights the “Introduced Vaccine”)
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Applications  New applications Modifications

Application Types Available

N
v
(O Export Certification
procedure.

() Import Permit
procedure.

() Marketing Authorization

() Marketing Authorization
Certification- Applicant
Section

Registration Procedure for
introduced vaccine and
biosimilar products
manufactured in
Bangladesh

(O Special Import
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"‘1"" USAID

S e s ecms

Medicines, Technologies
and Pharmaceutical Services

@ dgda.openrims.org/guest#applications

Receive a certificate to import a medicine by the standard

Receive a permit to import a medicine by the standard

Application Form for the Registration of Drugs (which are
included as monographs in BP/BPC/USP-NF/Int. Ph. or are
already Introduced in Bangladesh)
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De-registration  Exit

Applications

Search

Application Form of Vaccine registration (which are for UPA,
IPA, IND & IMP in Bangladesh) under DGDA.

Registration Procedure for introduced vaccine and
biosimilar products manufactured in Bangladesh.

Oct 25,2022 4 Submitted Measles

Oct 25,2022 4 Submitted  COVID-19 mRNA Vaccine
called tozinameran

Oct 25,2022 4 Submitted COVID-19 mRNA Vaccine
called tozinameran

Oct 25,2022 4 Submitted  Vaccine No. 10

Oct 26,2022 3 Submitted  mikomycin

Oct 28,2022 1 Submitted  Vaccine No. 12

Oct 29,2022 0 Submitted COVID-19 mRNA Vaccine

called tozinameran
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button to go to




Applications  Mew applcation

Registration Procedure for introduced vaccine and biosimilar
products manufactured in Bangladesh
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Input the application information as reauired and elick the BS button on the top right after each page is
complete. You can click the |4 button if you need to go away and continue later.

NB! The system also saves progress when you click .

Step 5: Conclude Application

After the last page (7 of 7 for Introduced Vaccines) click the button.
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Registration Procedure for introduced vaccine and biosimilar products
manufactured in Bangladesh
70of 7
COVID-19 mRNA Vaccine called tozinameran / Payment / Module 1 / Module 2 / Module 3 / Module 4 / Module 5 / Conclude
®
Module 5 - Clinical Study Reports
5.1 Module 5 Table of Contents
Yes b
5.2 Tabular Listing of All Clinical Studies
Yes v
®
COVID-19 mRNA Vaccine called tozinameran / Payment / Module 1 / Module 2 / Module 3 / Module 4 / Module 5 / Conclude
Registration Procedure for introduced vaccine and biosimilar products
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tep 7: Submit the Application

The Conclude button will take you to the final Self-Check of your application as seen below. You need to click
through the Yes/No and add Notes if applicable at this step.

Send the Application to DGDA by clicking the 'button.
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Registration Procedure for introduced vaccine and biosimilar products
manufactured in Bangladesh

x
COVID-19 mRNA Vaccine called tozinameran Self Check List (Introduced vaccine and biosimilar local products)
P
Payment
1.0 Full Module 1 included
Module 1 ELT
1.1 Product Group Defined No
Module 2
Wil 3 1.2 Product Category defined ves | No /A
1.3 Brand Name included EE
Module 4
1.4 Generic Name provided M
Module 5
Registration Procedure for introduced vaccine and biosimilar products

manufactured in Bangladesh
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NB! After Submitting the system takes you back to the Application list if you need to submit another.
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Applications  New applications Modifications De-registration  Exit

Client Applications

Name
Additional information
v

[ Export Certification Receive a certificate to import a medicine by the standard
procedure.

[0 Import Permit Receive a permit to import a medicine by the standard
procedure.

(] Marketing Authorization  Application Form for the Registration of Drugs (which are
included as monographs in BP/BPC/USP-NF/Int. Ph. or are
already Introduced in Bangladesh)

[ Marketing Authorization  Application Form of Vaccine registration (which are for UPA,
Certification- Applicant IPA, IND & IMP in Bangladesh) under DGDA.
Section

[ Registration Procedure for Registration Procedure for introduced vaccine and
introduced vaccine and  biosimilar products manufactured in Bangladesh.
biosimilar products
manufactured in

Bangladesh

() Special Import
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tep 8: Tracking the Application Status

You can easily track the status of an application by clicking the Application type.

In our example “Registration procedure for introduce vaccine” .
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(0] Marketing Authorization  Application Form of Vaccine registration (which are for UPA,
Certification- Applicant P, IND & IMP in Bangladesh) under DGDA. Oct 26,2022 3 Submitted  mikomycin
Section 5
Oct 28,2022 1 Submitted  Vaccine No. 12
Registration Procedure for Registration Procedure for introduced vaccine and ;
Oct29,2022 0 Submitted ~ COVID-19 MRNA Vaccine
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Then click the Submitted link to open the Application you want to track
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Application Information

Registration Procedure for introduced vaccine and biosimilar products
manufactured in Bangladesh

COVID-19 mRNA Vaccine called tozinameran

COVID-19 mRNA Vaccine called tozinameran

Self Check List (Introduced vaccine and biosimilar local products)

Payment

Module 1 1.0 Full Module 1 included m Notes |
Module 2 1.1 Product Group Defined =

Module 3 1.2 Product Category defined R @
Module 4 1.3 Brand Name included No @
Module 5 1.4 Generic Name provided EE [@
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Registration Procedure for introduced vaccine and biosimilar products
manufactured in Bangladesh
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Lastly click the top link LAPPI<aton nformation | show the full history of this Application; in our case the
application is now at the DGDA actity/step called Source Validation.
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Application Information
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Oct 29, 2022 1:37:21 PM 0 Registration Procedure for Source Validation
introduced vaccine and biosimilar
products manufactured in
Bangladesh
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This concludes the application submission and tracking process.
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