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FORM Title: Check list for Registraiion Application of

Vaccine & Biosimilar products as per

CTD format Dossier.

Date Page No.Form No Effective Date Review DateVersionNo.

7
0l of04I 6- b?,tt'r1NRA-MA-o13/F09-01 02 DEC'21 DEC'26

DIRECTORATE GENERAL OF DRUG ADMNISTRATION
MINISTRY OF HEALTH AND FAMILY WELFARE. BANGLADESH

Thefollowing tnformation should be included itt CTD Dossier

Part-A: Administrative Information :

1. Name and address of the Manufacturer of the Drug:

2. Manufacturing License Nurnber (for locally manufactured drugs):
a) Vaccine:
b) Biosimilar:

3. Name of the Drug:
a) Generic name (use INN name if included in INN List)
b) Name of the reference product (Innovator Brand)
c) \leeting reference of Drug Control Committee for approval (for existing product)
d i \ame under rvhich the drug is proposed to be sold (Optional)

.1. Summan' of Product characteristic (SmPC) as per WHO format (Annex-1):
f, ) Q:aiitative and quantitative composition
b r D:,sa,se lorm
c ) C,::ica1 particulars
d1 Pharnacological properties
e) \1.\ holder name and address (In case of imported product)

5. Registration Status at USFDA, UKMHRA or included in BNF of the product (Only

for locally manufactw'ed of new/unintroduced product)

Documents for Registration status of the product by United Status Food & Drug
Administration (USFDA) 0r United Kingdom Medicine & Health Product
Regulatory Authority (UKMIIRA) or inclusion in British National Formulary (BNF.).

6. Particulars and signature of qualilied personnel for Iocally manufacturing
products (Ohly for locally manufactured of new/unintrgduced product)

t

Particulars of (a) Head of Product Development/Research and Development (b) Head of
Quality Assurance (c) Head of Production (Full name, Qualifications, Date of Joining in
the applicant's company, Total experience in the Vaccine or Biosimilar or Pharmaceutical
industries, PCB Registration Number (If any).

Application has to be duly signed by the above
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1 Application for Importation of Product:
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P art-B: OualitY Information

q \cti\ e lngredient:
, i' c'ntial Information

i) Nomenclature

il) Struc$re

iiii General ProPefiles

b)

c)

d)
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FORM Title: Check list for Registration Application

Vaccine & Biosimilar products as per

CTD format Dossier.
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v) Reference of specihcation forcompendia Active Ingredient / Justification of

specification for non-compendia Active lngredient

e) Reference/working standards of- Active Ingredient

,, Container closure system of Activ-e Ingredient

g) stability data or tnJActive Ingredi.n4Fro* Bulk antigen manufacturer)

10, Finished Product (FP):
a) DescriPtion and comPosition
b) ProductDeveloPment:

i) Compone'nts of drug product (Bulk Antigen & Excipients)

iD fo*ufuiion J.u"tJp.n.nt and Justification for overage (if any)

iiii ManufacturingProcessDevelopment
it) Container closure sYstem

v) Microbiologicalattributes

c) )Ianufacture
i) Batch size rvith formula (Proposed Commercial Batch)

:L) lr{anufacturing p,o".,. and process control (Process flow, Manufacturing

stePs, Process control)

ii| Controt of critical steps and intermediates

n) process ,"ifO.ti", fnuring submission of application manufacturer will give

commitmentletterthatprocessvalidationwillbedoneforfirstthree
commercialbatchesandwillsubmittedtoDGDAimmediatelyaf\er
comPletion)

d) Control of exciPient
i) Specificition io, .*.ipients (Pharmacopeia reference has to be mentioned for

.o.p.nJiui excipients, for non-compendial it is needed)

iD Anaiyicai p'otJduttt used for testing excipients.

iiii Excipients of h"un or animal origin (TSE/BSE)

iv) Novel exciPients (if anY)

DIRECTORATE, GENERAL OF DRUG ADN,{NISTRATION
MINISTRY OF HEALTH AND FAMILY \\ELFARE, BANGLADESH

e) Control of FP

D Product SPecihcation

ii) Analytical Procedwes

t0 Validation/verifi cation

iv) Certificate of analYsis

v) Characterization
Reference of
specification for

of analytical

of impuritiesi ImPurities
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DIRECTORATE GENERAL OF DRUG ADNiNiSTRATION

MINISTRY OF HEALTH AND FAMILY WELFARE. BANGLADESH
.luthorized Personnel OnlY

Reference standard/ Reference materials/ Working standard
0

0 Name of the Standards

ii) Name of the Manufacturer

iir) Source of the standard

lv) Certificate of analYsis

g) Container closure sYstem

i) Primary Packaging matertal. 
,

ii) Secondary Packaging matenal

h) StabilitY studY

D icceleiated StabilitY StudY Data

,:-rl'],r, J,'.,,f,[fl,*:t:]tJrtil?rr,"" and six months before registration with commitment

:cr iong-tenrl study)

fo: DleI

11. a) Acute, sub-acute and chronic toxicity studies in animals

b) MutagenicitY studies

.i S*OlJt on repLoductive system and teratogenicity;

d) Other studies

12. a) Clinical studY rePorts: 
-' t) Full clinical studY

b)

Please Note: Information supplied if found wrong will
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Part-D: Clinical Information: (For new seneric/unintoduced 
products')
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