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Annexure - 8

FORM Title: Checklist for Source Validation Documents
Review

Page No.Authorized by DateReview DateEffective DateForm Version No
01 of O2N-- 6?.tt,\DEC'26DEC'21NRA-MA-o13/F08-01

RemarksSubmitted?-SL

No.

Content

l. Principal company profile (Attested

Embassy/Chamber of commerce)

) A valid copy of principal company

(Attested by Bangladesh Embassy/ Chamber of commerce)

manufacturing license

Principal company registered office

(Attested by Bangladesh Embassy /chamber of commerce)

and factory address

4. GMP certificate issued by the licensing authority of

country concerned (Attested by Bangladesh Embassy/

chamber of commerce)

the

5. List of countries where companies expotl

raw materials (Attested by Bangladesh Embassy/ chamber

of commerce)

their produced

Certificate of analysis mentioning specification of

product (Attested by Bangladesh embassy/ chamber of

commerce)

each

Product list issued by the licensing

concerned (Attested by Bangladesh Embassy/ Chamber of

commerce)

authority of the country

8. Form -9 (Signed by the manufacturer

product name)

mentioninQnWf&

I I ,!!n ,n,,. e{ti

A*&*

01

by Bangladesh

J.

6.

,7

cr"owd+
lrf

o+,',.

%*o
/.*..
(;G* 

rw/
c".



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

ffiFORM Title: Checklist for Source Validation

Review

Documents

DateDateDatefl,FormNo.
02 of 02.l f.DEC'26DEC'2101NRA-MA-o13/F08-01

and copy of clinical trial protocol approval by Drug

regulatory authority (in case of biological/biosimilar API)

study rePortcompletedclinicalAuthenticated pre-clinical,

registered from their local drug regulatory authorities in

terms of their drug substances or drug products'

certificationsManufacturing companles have to

Bangladesh along with their agreement have to be submitted

to whom listed product/products willbe sold'

companies fromorofList local drugagents

case proof are to be submitted regarding required facilities

for transportation, storage and distribution of the mentioned

products. Furthermore, readings of data logger have to be

submitted during import of biological bulk product/products

in Bangladesh.

are sensitive, in thatAs biological bulk product/products
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DIRECTORATE GENERAL OF DRUG ADMINISTRATION
MINISTRY OF HEALTH AND FAMILY WELFARE, BANGLADESH

Thefollowing tnformation should be included in CTD Dossier

Part-A: Administrative Information :

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

2. Manufacturing License Number (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) Meeting reference of Drug Control Committee for approval (for existing product)

d) Narne under which the drug is proposed to be sold (Optional)

4. Summary of Productcharacteristic (SmPC) as perWHO format (Annex-l):
a) Qualitative and quantitative composition
b) Dosage form
c) Clinical particulars
d) Pharmacological properties
e) MA 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 manufactured 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 F'ormulary (BNF).

6. Particulars and signature of qualified personnel for locally manufacturing
products (Only for locally manufactured of new/unintrpduced product)

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 Regishation Number (If any),

Annexure-9
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FORM Title: Check list for Registration Application of

Vaccine & Biosimilar products as per

CTD format Dossier.

Date Page NoReview DateFormNo. VersionNo. Effective Date

01 of041 f- }q.,11't4NRA-MA-o13/F09-01 DEC'2602 DEC'21

Application has to be duly signed by the above
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DIRECTORATE GENERAL OF DRUG ADMINISTRATION
MINISTRY OF HEALTH AND FAMILY WELFARE, BANGLADESH

FORM Title: Ch*ek list for Registration Application of

Vaccine & Biosimilar products as per

CTD format Dossier'
No.DateDateNFonaNo.

02 of04{[UL'26JUL'21NRA-MA-013m09-01 02

7. Application for Importation of Product:

The following additional information are to be provided: 
d

a) Name, address, g-mait address, Telephoni number, Fax number of the authorizt

local agent ofexporter (Authorization document has to be appended)

b) Registration status in the country of origin: Registration status in the country of
' 

ori[in (COPP of one of the countries has to be submitted)'

c) Registration status of human products in advance countries: Registration status of

at least one of the following ,"ren counkies with same brand namet-ysf, uK,

A.';";; F;;r*, Australia, Switzerland, Japan or EMA/ wHo PQ (case to

case basis) (COPP of one of the countries has to be submitted)

8. Maximum Retail Price (MRP) or Indicative Price:
(Mentiontheproposedmaxirnumretailrice(MRP)orlndicativePrice)

Part-R: Oualitv Information

9. Active Ingredient:
a) General Information

t) Nomenclature

ii) Structure

iiii Generalproperties(Physico-ctremicalproperties)

b) Manufacture
i) Name and address of Manufacturer

,)HostCelUMasterSeed/Celtline(fromBulkantigenmanufacturer)
o Elucidation ofstructure and other characteristics (from Bulk antigen

manufacturer or from compendia) (applicable for Biosimilar product)

iii) Impurities Profile (if applicable) (from Bulk antigen manufacturer)

d) Control ofdrug substances
t) Specification
ii) AnalyticalProcedures
iiii Valiiatior/Verificationofanalyticalprocedures
iv) Certificate of analYsis

Annexure-9



vi)
specification for

%n,

v)Referenceofspecificationfor.compendiaActivelngredient/Justificationof
specification iot non-compendia Active lngredient

e) Reference/workin g standards of.Acti-ve 
-Ingredient

t, Container closure iystem of Active Ingredient

g) stabitity a"t"u#i.ii;;ffi;ilt Grom Bulk antigen manufacturer)

10. Finished Product (FP):

a) DescriPtion and comPosition

b) ProductDevelonment:
i) Compon.-lo 

"f 
A*g product (Bulk Antigen & Excipients)

ii) forruf#r, i.*r,,:pil.lt and'Justification for overage (if any)

iiii ManufacturingProcessDevelopment
lv) Container closure sYstem

,) Microbiologicalattributes

c) Manufacture
i) Batch size with formula (Proposed Commercial Batch)

ir) rur*',ru#iog;;;t;:t 'ita 
pt"tttt control (Process flow' Manufacturing

steps, Process control)

iii) Cort ot of critical steps and intermediatet 
," manrrfacturer will e'

lv) process;;iil;,i* di;rirg rri*irri", of application manufacturer will give

commiffnent lener that pr";;";;1id"ion'will be done for first tbree

commercial barches ura *iii" .,rt oitt a to DGDA immediately after

comPletion)
q t',i"U:ffi';;:11o, 

excipients (Pharmacopei''i:{"':1:: has to be mentioned ror

."*p,'i[i t.ttri#' for non-compendi{ it 
is needed)

ii) a".ivtit"ipiotta*tt used for testing excipients

iir) Excipients of human or animal origin (TSE/BSE)

t") Novet exciPients (if anY)

DIRECTORATE GENERAL OF DRUG ADMINISTRATION

MINISTRY OF HEALTH AND FAMILY WELFARE, BANGLADESH

e) Control of FP

ii)
ii1)

1v)

v)

4

'6r:.

of

1 0 Ntrly 2$t1

-.\

@,

Yaccine & Biosimilar products as per

CTD format Dossier'

FORM Title: Check list for Registration APPlication of

No.DateReview DateNoForm 03 of04
).r1.JUL'26IUL'2102NRA-MA-o13/F09-01

r) Product Specification
Analvtical Procedures

Vutiiutio,Vrerification of analytical
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I

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

Authorized Pers onnel OnlY

0 Reference standardl Reference materials/ Working standard

0 Name of the Standards

ii) Name of the Manufacturer

iil) Source of the standard

iv) Certificate of analYsis

g) Container closure sYstem

r) Primary Packaging material 
-

ii) Secondary Packaging rnaterial

h) Stability study
1) Accelerated Stability Study Data

ii) Long term stabilitY data

(3-month data at the tirne-of submission and six months before registration with commitment

for long+erm study)

forD_COI

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

b) Mutagenicity studies

.i StoOi., on reproductive system and teratogenicity;

d) Other studies

Part-D: Clinical Information: (For new eeneric/unintroduced products)

12. a) Clinical studY rePorts:
i) Full clinical studY

b)

Please Note: Information supplied if found wrong will
application the product.

of

Os t
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ffiFORM Title: Check list for Registration Application of

Vaccine & Biosimilar produets as per

CTD format Dossier'
Page No.DateReview DateEffective DateFormNo. VersionNo.
04 of 040l,l.alWTUL'2102NRA-MA-o13109-01

r'o.
"a**6t

t^"%
d..

%n,
1 0 tr{0!r filtl

Annexure-9

TUL'26

Part-C:Toxicologicallnformation(Fornewproduct/unintroducedproductsinBangladesh



DIRECTORATE GENER.AL OF DRUG ADMINISTRATION

MINIS TRY OF HEALTH AND FAMILY WELFARE, BANGLADESH

FORM Title: Checklist t*r"NOC to Imp
line/Master bell

ort Host CelUCetl

DateDate
Form No. 01 of 010?.11. ?,,fDEC'26DEC'2101NRA-MA-O13/r10-01

st

No.

document,

characteristicsandcell identificationHost cell/ cell line / master

) Certificate of analysis

''*".
or.

1 0 fl{0t/ 2021

-10

ffi
Paee No.

TW
Remarks

Content

1

ll
:t. 4.

-+

Ei2a7_ @ttir,

#+,
'{q.



DIRECTORATE GENERAL OF DRUG ADMINIS TRATION
BAN

OF TH AND FAMILYHEAL

ffi
NoDate

FORNI Title: Checklist
StudY

to Start Preclinical
for Permission

ReviewN 01 of 01
FormN' h.DEC'26DEC'21

NRA-MA'013/T11-01

sl.

No.

develoPmentproductabout

cell bankabout

bankcellto PrePare working

Manufacturing flowchart' Cell

Preliminary characterization and

process in brief'

batch,R&DoffromData
history,bank

manufacturing

1.4

products)(Forexerclse
1.5

studY,linical
infonnation about Pre-c

NOC to send samPle to overseas

studY orlocalforstudyforProtoco

trial batchofaboutInformation

reportsumfiIarybatch
3.1

5,L

batch

develoPmentofrnonths3leastatofstudYStabili ty

3.

"h-.
dj o.

10 t{0\, il

r

11

01

Content

1.1

t.2

1

2.1

3.3

2.

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

Authorized

ffi{
W.& FORM Title: Checklist for NOC/Permission to Start

Clinical StudY

Date Page No.Authqri<ed byReview DateVersionNo, Effective DateFormNo,

0?.11,14 01 of 0l
,W

DEC'26DEC'2INRA-MA-013 El2-0r

sI
No.

Content Submitted? Remarks

DGDA approval certificate for CRO

2. Approved protocol by BMRC

lnvestigator' s B rochure

4. Informed consent form

Copy of signed ageement with sponsor

6. CV of principle investigator and his/her team members

7 GCP training

8. List of SOPs

9 GMP certificate of manufacturing plant

10. Test samples, COA and Summary protocol

cbpP

.lco+cd

6*;

% qcft,:
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