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DIRECTORATE GENERAL OF DRUG ADMINISTRATION
MINISTRY OF HEALTH AND FAMILY WELFARE, BANGLADESH

Authorized Personnel Only

Annexure-3
FORM Title: Format for the Application form of
b Variation MA

Form No. Version No |Effective Date| Review Date | Authorized byy, Date Page No.
NRA-MA-003/F03-04 | 04 JUN’ 22 JUN’ 27 @) 052201 of 01
Date >yDairy No
To
Director General

Directorate General of Drug Administration
Aushad Bhavan, Mohakhali, Dhaka-1212, Bangladesh.

Subject: Submission of Application for variation of Marketing Authorization of Product Name(s)

Dear Sir,
We are pleased to submit the application for variation of Marketing Authorization of following product(s)

Proprietary NAmMe (Erad@ NAME) c.euwvv ettt
APPIOVED ZENETIC NAME(S) tuvererreererersermsimusssisssissssssstsesessss e hehe s e s LS E s E SRS d s s T L e bbb
SErENGLN(S) PEI AOSEEE UNIL wuvuvurveresieseeeeseenemserstiisessessbsssesss s ss bbbt h s s s S e ssebssaenss

Dosage form N A ST S A A S S Sy esssvww e mes s as

NBITIE OF LICENSE NOIAE . ovvieverriseeerersereresesesssssesessarssesassersesssenssessrassebesssbessrssbsa s e s aR e e e e s e b e s e e e s s b s s e E st Em e e SR e b s
Marketing AUNOMZALION MUMDEL ..uuuuueucereseeerersssssssimsssssssssssssssesssssssesssssssssssssssssssssssssssesss s 0s 08800 s R
Date Of Marketing AULNOTIZATION .....u.veusecceruisummssmmmnmmsssssssssesssss st s ssiss s s b s

Expiry date of this MArketing AULNOTZALION ......ccuumrrummissssssrsssssssssssssisssssisisssssssssss s mssss s s

Nature of variation (s) applied for
1.

y
3.

Yours sincerely,

<Signature>
<Name>

<Title>

<Phone number>
<Email address>
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DIRECTORATE GENERAL OF DRUG ADMINISTRATION
MINISTR” OF HEALTH AND FAMILY WELFARE, BANGLADESH

Authorized Personnel Only

Annexure — 5

Variations of Vaccines

FORM Title: Reporting Categories and Review Timelines for

Form No. Version No.

Effective Date | Review Date |Aut o,r{zed,bf Date

Page No.

NRA-MA-003/F05-00 00

JUN’ 22 JUN 27 |

A29-05322% 1 of 1

The review time would start when the supplement has been accepted fof feview and found to be complete

and would end at the time when the initial assessment is shared with the MA holder, either by the issuance

of an approval notification or a noncompliance notification with a list of comments and deficiencies. In the

case of the latter, the MA holder may seek approval for the change by submitting an amendment to the

supplement with responses to all the comments in the notification of noncompliance.

Table: Review timelines for a prior approval supplement (PAS)

Category Supplement Maximum review period
Quality Changes
Major quality changes PAS 6 months
Moderate quality changes PAS 3 months
Minor quality changes Do not require mnotification to | N/A

DGDA

Safety, efficacy and product labelling information cha

nges

Safety and efficacy changes

PAS

10 months

Product labelling information changes

PAS

5 months

Urgent product labelling information
changes

PAS for urgent safety restrictions

Immediate implementation
on receipt of supplement by
DGDA

Administrative ~ product  labelling | PAS 30 days

information changes Do not require approval prior to | N/A
implementation

Strain of Influenza Vaccine changes PAS

)
'

30 days

Vs,




