QUICK START
FOR

DIGITAL PRODUCT REGISTRATION

For vaccines
Applicant Version

GOVERNMENT OF THE PEOPLE'S REPUBLIC OF BANGLADESH
MINISTRY OF HEALTH & FAMILY WELFARE
DIRECTORATE GENERAL OF DRUG ADMINISTRATION
OUSHAD BHABAN, MOHAKHALI
DHAKA-1212, BANGLADESH

www.dgda.gov.bd



http://www.dgda.gov.bd/

Copyright © 2022
Directorate General of Drug Administration

All rights reserved.

This guide or any portion thereof
may not be reproduced or used
In any manner whatsoever
without the express
written permission of the publisher.


http://www.dgda.gov.bd/

Table of Contents

PUIPOSE OF thisS BUITE .ceeeiiiiiiieee e e e e e e e e e e e e e e e eesa s e eeeeeeeesesssannnnns 4
L@ A= T PP 4
Step 1: Go to the website https://rims.dgda.gov.bd .........eeevviiiiiiiiiiieeiee e 4
N (=T I Mo = [ - T AV o] o] [ ok= o | 5
Step 3: Select GOOGIE IOZIN ..covviiiieee e e e e e e e e e e e e e e e e e e e eeaaae 5
Step 3a: Choose Existing or NeW GOOZIE LOGIN .......ccoiiiiiiiiiiieiee e e e e e eeenans 6
Step 4: GO 0 APPLICAION FIlES .uuuueiee e e e e e e e e e e e e e e e e e e eeeeaaes 7
Step 5: Fill out the Application PAgES .....uuiiiiiiiiiie e e e eeaaa s 7
N (=T B T @o ] g 1ol [UTe [<I AN o To] [ o= d o] o H 8
Step 7: SUbMIt the APPlICAtiON......ue e et e e e e e e e aaaa s 9
Step 8: Get the Aknowledgement RECEIPT ....uvuuuieiieii i 10

Page 3



Purpose of this guide

This guide shows DGDA Clients and Customers how to log in to and apply for MA Certificate for a Product
Marketing Authorization.

Overview

The main steps for the Screener:

Go to the DGDA Application website
Login to the system

Go to the To New application
Monitor assigned tasks

. Create reports

okrwdE

Step 1: Go to the website
The system is available on the following link:

rims.dgda.gov.bd

Please type the link in a browser to get the website.

2%, DGDA Regulatory Information Management System (RIMS)
) Directorate General of Drug Administration (DGDA)
Government of the People’s Republic of Bangladesh
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New Application DGDA Web Site Dashboard
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Welcome to Adverse Drug Reaction Reporting

ADRLS COVID-19 PV DGDA Old Site
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2: Login as Applicant

As an Applicant or Customer please click on the top right on the Applicant Login as illustrated with the orange
arrow here:

@25, DGDA Regulatory Information Management System (RIMS)
) Directorate General of Drug Administration (DGDA) Click Here to login as an applicant
@Y  Government of the People's Republic of Bangladesh
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New Application DGDA Web Site Dashboard
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Automated Drug Licensing And
Renewal System (ADLRS)
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DGDA Old Site

USA D Medicines, Technologies This website is made possible by the generous support of the American people through & terms oBﬂé«’ﬁRlMS
& FROM THE AMERICAN PEORLE and Pharmaceutical Services the US Agency for International Development (USAID) contract no. 7200AA18C00074. The ~ & privacy

g - . R1.0.0@2023-05-26T14:53:48Z
contents are the responsibility of Management Sciences for Health and do not necessarily

reflect the views of USAID or the United States Government.

NB! You do need a Google account to be able to submit any application.

Step 3: Select Google login
Now click the Sign in with Google button:

DGDA Regulatory Information Management
System

5 o
=

Login:

Click here to signin with google account
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p 3b: Choose Existing or new Google Login
Choose an Existing account. Or enter your information.

v - O X
G Signin - Google accounts X 4+

& cC O @ accounts.google.com/o/oauth2/v2/auth/identifier?response_type=code&client id=2200622.. o 12 ¥ @ #& O ’ i

G Sign in with Google

Signin

to continue to openrims.org

Email or phone

Forgot email?

Create account

English (United Kingdom) ~ Help Privacy Terms

OR

. = m] x
G Sign in — Google accounts X +

&« c 0 & accounts.google.com/o/oauth2/v2/auth/ocauthchooseaccount?response_type=code&client id=2... 2 W @ » 0O ’ :

G Sign in with Google

Choose an account

to continue to openrims.org

Kim Hoppenworth
khoppenworth@gmail.com

Department of Drug Administration
nepharmadex@gmail.com

Kim Hoppenworth
systemsdelightllc@gmail.com

Aussie Kim
khoppenworthdi@gmail.com

Kim Hoppenworth
pharmadexmg@gmail.com

©c Q@ 0 0 0 @

Use another account

To continue, Google will share your name, email address, -
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After log in please mouse over the Submit Application tile and click the button to go to Application screen.

DGDA Regulatory Information Management System (RIMS) -
Lof (D6D4)
: _ uthful Haque (P

to do:
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Submit Application! My Tasks Application Tracking

Click Here for New application Submission

USAI D Medicines, Technologies This website is made possible by the generous support of the American people through the US Agency for International Development & terms. OﬁEnRIMS
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R1.0.0@2023-04-24718:16:13Z
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Step 5: Add a new Application

Apply for new application:

DGDA Regulatory Information Management System (RIMS) Hello
Directarate General of Drug Adminisration (DGD4)
Gorermment of e Peole's Republicof Bengladesh Luthful Haque (Protik

Y

Modifications  De-registration  Exit

Applications  New applications . o
Click Here to add new application

Application Type Applications

N Search
I S
v
. . Generic Nams Cate
Pt opn i e ot ey et T

Product Registration for Introduced Registration Procedure for Introduced Vaccine and Biosimilar Product
Vaccine and Biosimilar Product

By clicking on ADD button a new form will come up.
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6: Fill up the forms.
New application form will appaired like below:
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DGDA R a
‘Diectoreie General of Drag Ad:

Applications  New applications

Product Registration for Introduced Vaccine and Biosimilar Praduct [ ot [ <o [ oot |

1of 6
New Application / nexs
@

Applicant Information Product Information
s i SmPC_Template

: I~
Designation _— smec smec

me
weat

SmPC_Upload

Company Information

Company Type

Application Type For Vaccine Registrations

Application Typa For vacana Ragitrationz

13 Locaton (Fiace ciick norc)

Payment Information
Fayment Date

sraanas (&l

Payment Mase

fii
«

e
-
g o

= y
P
vidence of payment (uplosd a pdf e U —
Saves
=)

TR EECTTEE e

Terms and Conditions

“rorage Common
-
@
Product Registration for Introduced Vaccine and Biosimilar Product [ riert | s [ conen ]
(ZiUsAID |‘”=Pn?n“m"°%§“ e e e il OPBARIMS

Step 7: Submission

Last step before submission:

1. Thisis the 1%
Application
form.

2. Fillupall
sections with
all the
necessary
information.

3. Click onthe
"Next" button.

4. Fill up the
second section
with all the
necessary
information.

5. Click on the
"Next" button.

6. Repeatsteps4
and 5 for the
remaining 3
sections.

7. Once you have
filled up all 6
sections, click
on the
"Submit"
button.

Important: Make sure
to upload the chalan
slip and SmPC form and
other relevant uploads
in the designated
sections.
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25, DGDA Regulatory Information Management System (RIMS) Hello
| ate General of Drug A tion (DGDA) Luthful Haque (Protik
g s Republicct s ul Haque (Protik)

Applications ~ New applications Modifications ~ De-registration  Exit

Product Registration for Introduced Vaccine and Biosimilar Product
testtube Check back the declaration
MAH Self Check List
CTD Module 1
CTD Module 2 ’ . . ) :
e » Click here to check or verify the given informations. All Required Documents Compiled and Submitted
CTD Module 3
CTD Module 4
CTD Module 5
Product Registration for Introduced Vaccine and Biosimilar Product To Save temporarily —b@
Click Here to submit the application
Medicines, Technologies This website is made possible by the generous support of the American people through the US Agency for International Development & terms OmédﬁR"\ﬂS
‘xmm/ ..JW mwumrey( and Pharmaceutical Services (USAID) contract no. 7200AA18C00074. The contents are the responsibility of Management Sciences for Health and do not necessarily & privacy P

@ :16:
reflect the views of USAID or the United States Government, I EHIE A EE

User will get an acknowledgement receipt after successful application submission.

DG DA Regu]atnry Info: rmarmn Managemem System (RIMS) Hello
‘ i et <upﬁy e Luthful Haque (Protik)

Applications New applications Modifications De-registration  Exit . . . . . L
PP : User will get an acknowledgement printable slip after successful application submission.

Receipt for Submission of Application to DGDA
Submitted Date
Application Processing

Additional information

Generic Name

references

office
= Medicines, Technologies This website is made possible by the generous support of the American people through the US Agency for International Development i terms OBSRRIMS
g, m.mw mw. K.m and Pharmaceutical Services (USAID) contract no. 7200AA18C00074. The contents are the responsibility of Management Sciences for Health and do not necessarily & privacy

reflect. the yiews ofLISAID ac the Linited States Govemment. R1.0.082023-04-24T18:16:132

Click on the "Print" button to print the acknowledgement receipt as a PDF file.
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