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Annexure — 8

FORM Title: Checklist for Source Validation Documents
Review

Form No. WVersion NoJEffective Date| Review Date | Authorized by Date
NRA-MA-013/F08-01 | 01 DEC’21 | DEC’26 @91 2{ | o1 of 02
SI. | Content Submitted? | Remarks
No.
1. | Principal company profile (Attested by Bangladesh

Embassy/Chamber of commerce)
2. | A valid copy of principal company manufacturing license

(Attested by Bangladesh Embassy/ Chamber of commerce)
3. | Principal company registered office and factory address

(Attested by Bangladesh Embassy /chamber of commerce)
4. | GMP certificate issued by the licensing authority of the

country concerned (Attested by Bangladesh Embassy/

chamber of commerce)
5. | List of countries where companies export their produced

raw materials (Attested by Bangladesh Embassy/ chamber

of commerce)
6. | Certificate of analysis mentioning specification of each

product (Attested by Bangladesh embassy/ chamber of

comimerce) '
7. | Product list issued by the licensing authority of the country

concerned (Attested by Bangladesh Embassy/ Chamber of

commerce)
8. |Form -9 (Signed by the manufacturer mentionin % )

product name)
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Review

FORM Title: Checklist for Source Validation Documents

Form No. WVersion NoJEffective Date| Review Date Autherized by

Date Page No.

NRA-MA-013/F08-01 01 DEC’ 21 DEC’ 26

W 942 02 of @

Authenticated pre-clinical, clinical completed study report
and copy of clinical trial protocol approval by Drug
regulatory authority (in case of biological/biosimilar API)

10.

Manufacturing companies have to submit certifications
registered from their local drug regulatory authorities in

terms of their drug substances or drug products.

11.

List of local agents or drug manufacturing companies from
Bangladesh along with their agreement have to be submitted

to whom listed product/products will be sold.

12,

As biological bulk product/products are sensitive, in that
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.
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FORM Title: Check list for Registration Application of

Vaccine & Biosimilar products as per

CTD format Dossier.

Form No. Version NoEffective Date| Review Date | Authorized by Date Page No.
NRA-MA-013/F09-01 | (2 DEC'21 | DEC’26 W 09dho( | o1ofo4

The following information should be included in CTD Dossier
rt-A: Admini ive In
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)
¢) Meeting reference of Drug Control Committee for approval (for existing product)
d) Name under which the drug is proposed to be sold (Optional)

4. Summary of Product characteristic (SmPC) as per WHO format (Annex-1):
a) Qualitative and quantitative composition
b) Dosage form
¢) Clinical particulars
d) Pharmacological properties
¢) 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) or United Kingdom Medicine & Health Product
Regulatory Authority (UKMHRA) or inclusion in British National Formulary (BNF).

6. Particulars and signature of qualified personnel for locally manufacturing
products (Only for locally manufactured of new/unintroduced 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 Registration Number (If any).

Application has to be duly signed by the above personngl.

Page 1 of 4
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FORM Title: Check list for Registration Application of

Vaccine & Biosimilar products as per

CTD format Dossier.
Form No. Version NoJEffective Date| Review Date | Authorizedby | Date Page No.
7
NRAMAOLEOSOL | 2 | Jur2l | Jur2s | A (9l | 020f04

7. Application for Importation of Product:

The following additional information are to be provided:

a) Name, address, E-mail address, Telephone number, Fax number of the authorized
local agent of exporter (Authorization document has to be appended) :

b) Registration status in the country of origin: Registration status in the country of
origin (COPP of one of the countries has to be submitted).

¢) Registration status of human products in advance countries: Registration status of
at least one of the following seven countries with same brand name: USA, UK,
Germany, France, 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:
(Mention the proposed maximum retail rice (MRP) or Indicative Price)

9. Active Ingredient:
a) General Information
i)  Nomenclature
ii)  Structure
i)  General properties (Physico-chemical properties)

|

b) Manufacture
i)  Name and address of Manufacturer
¢) Characterization of Active Ingredient
i)  Host Cell/Master Seed/Cell line (from Bulk antigen manufacturer)
i)  Elucidation of structure 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 of drug substances
i)  Specification
ii)  Analytical procedures
iii)  Validation/Verification of analytical procedures
iv)  Certificate of analysis
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FORM Title: Check list for Registration Application of

Vaccine & Biosimilar products as per

CTD format Dossier.
Form No. Nersion No Effective Date| Review Date Authegized by | Date Page No.
N - - - ? 2 . .
RA-MA-013/F09-01 | 02 \ L2l | JULs W g | 030r04 |

v)  Reference of specification for compendia Active Ingredient / Justification of
specification for non-compendia Active Ingredient

e) Reference/working standards of Active Ingredient
f) Container closure system of Active Ingredient
g) Stability data of the Active Ingredient (From Bulk antigen manufacturer)

10. Finished Product (FP):
a) Description and composition
b) Product Development:
i) Components of drug product (Bulk Antigen & Excipients)
if)y ~ Formulation development and Justification for overage (if any)
iiiy Manufacturing Process Development
iv)  Container closure system
v)  Microbiological attributes

¢) Manufacture
; i)  Batch size with formula (Proposed Commercial Batch)
e i)  Manufacturing process and process control (Process flow, Manufacturing

steps, process control)

ii)  Control of critical steps and intermediates

iv)  Process validation (During submission of application manufacturer will give
commitment letter that process validation will be done for first three
commercial batches and will submitted to DGDA immediately after
completion)

d) Control of excipients
i)  Specification for excipients (Pharmacopeia reference has to be mentioned for

compendial excipients, for non-compendial it is needed)
i)  Analytical procedures used for testing excipients
i)  Excipients of human or animal origin (TSE/BSE)
iv)  Novel excipients (if any)
¢) Control of FP
i)  Product Specification
i)  Analytical Procedures T
iii) Validation/verification of analytical proced &%r% »
iv)  Certificate of analysis g 7o
v)  Characterization of impurities/Impurities Profile (i‘f&@ppl@igdblc)
vi) Reference of specification ~ for cog;gendial "@r@’{iﬁgﬂugﬁﬁcation of
specification for non-compendia]g;g‘)‘roductk (@) /ﬁf “% ’ff G,
5, X

e
.- 4
6! %

Y,
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FORM Title: Check list for Registration Application of

Vaccine & Biosimilar products as per

CTD format Dossier.
Form No. Version No Effective Date] Review Date | Authoriged by | -Date Page No.
NRA-MA-013/F09-01 | 02 JUL’ 21 JUL’26 W 02409 | o040t

f) Reference standard/ Reference materials/ Working standard
i)  Name of the Standards

ii)  Name of the Manufacturer
i)  Source of the standard
iv)  Certificate of analysis
g) Container closure system
i)  Primary packaging material
i) Secondary packaging material
h) Stability study
i)  Accelerated Stability Study Data
ii)  Long term stability data
(3-month data at the time of submission and six months before registration with commitment
for long-term study)

Part-C: Toxicological Information (For new product/unintroduced products in Bangladesh

for DCQC):

11. a) Acute, sub-acute and chronic toxicity studies in animals
b) Mutagenicity studies
¢) Studies on reproductive system and teratogenicity;
d) Other studies

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

12. a) Clinical study reports:
i)  Full clinical study

b) Tabular listing and presentation of all clinical studies:
i) Pharmacokinetics and Pharmacodynamics (In case of Biosimilar)
ii) Studies related to intended therapeutic activity (In case of Biosimilar)
iii) Studies related to secondary pharmacological activity (In case of Biosimilar)
iv) Studies on side-effects/adverse reactions in }}/%an subjects

=

% M
Please Note: Information supplied if found wrong will lead o1
application the product.
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FORM Title: Checklist for NOC to Import Host Cell/Cell

line/Master cell

Form No. Wersion No.

Effective Date| Review Date | Aut jzed by | Date

NRA-MA-013/F10-01 01

DEC’ 21 DEC’ 26 0912 | 01 of O1

SL

No.

Content

Submitted? | Remarks

document.

Host cell / cell line / master cell identification and characteristics

Certificate of analysis
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FORM Title: Checklist for Permission to Start Preclinical

Study

ersion NolEffective  reviow D] Aoy |_Due | Page o
T B B Bnef [0

. _ -

Tnformation about product development

Information about cell bank

Data generated from development of R&D batch,

Manufacturing flowchart, Cell bank history,

Preliminary characterization and manufacturing

process in brief.

Inform:

Protocol for preclinical study for local study or

NOC to send sample 0 overseas

Preclinical batch summary report

Analytical methods

Stability study of at leas
batch
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FORM Title: Checklist for NOC/Permission to Start
N 4 Clinical Study
Form No. WVersion NoJEffective Date| Review Date | Authqrized by |  Date Page No.
[4
NRA-MA-013/F12-01 01 DEC’ 21 DEC’ 26 %«" 09‘[ |.1,( 01 of 01
SL. | Content ‘ Submitted? | Remarks

No.

1. | DGDA approval certificate for CRO

2. | Approved protocol by BMRC

3. | Investigator’s Brochure

4. | Informed consent form

5. | Copy of signed agreement 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
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1,2 and 3

Form No. Version No. Effective Date Review Date Authorized @\\\U Date
NRA-MA-013/F13-01 01 JUN’ 22 JUN’ 27 < » : . =yl
—\ /DA 29052
APPLICATICON ASSESSMENT CHECKLIST (ICH CTD — UPA AND IPA) //\

This Application Assessment Checklist should be used to ensure the submission of a complete dataset for Module — 1, 2, 3 (CMC part) in the ICH Common
Technical Dossier (ICH CTD) format and assessment report of Module — 1, 2, 3 for UPA and |PA applications only.

Colour scanned copies of the original documents should be submitted and original hard copies of documents are not required.

However, DGDA reserves the rights to request for the original or certified true copy of submitted documents if there is any doubt that a submitted scanned
document is not an accurate reflection of the original document.

The acceptance of the application after screening including assessment does not preclude requests by DGDA for additional documents or changes to the
information/docufments during evaluation.

This Checklistshould be completed by checking each item against the dossier according to the application type.
Note:

= Cells with

= Cells without [] indicate that the documents shown are not required for the selected application type and evaluation route.

] indicate that the documents shown are mandatory for the selected application type and evaluation route.

Legend:

UPA | Unintroduced Product Application
IPA Introduced Product Application

Product Name:

Application type

IND Indigenous or locally developed
IMP Imported o
RT Routine MA pathway Appliestian Date:

Evaluation route

EUA | Emergency Use Authorization
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1, 2 and 3

Form No. Version No. Effective Date Review Date A EonNomWK\ Date
NRA-MA-013/F13-01 01 JUN’ 22 JUN’ 27 %x/ 29.08.22
Module 1 — Administrative Information Assessm nm:m/md:,,\
Application Type & Evaluation Route DGDA
- : DGDA Assessment
Secti F D " Submitted By Screening
ection # ocuments (Sign & Seal) UPA IPA
- i Ty IND | IMP ™5 pmitted?
{ J %w % RT |[EUA| RT | EUA Assessment Outcome
e %@ Yes | No | NA
11 | Modue 1+3ble of contents Oo|0| O
1.2 >3me_a: letter 7 o(oj|d
1.a—{3nft mBation mcmu/%r m,voacnﬂ o\ o) o
14 .\.mmﬂacmﬁ%vm_::@ and packaging information Od ] [m]
h_.ﬁ.\ Packaging insert oij{o)|d
1.4.2 Patients’ information leaflet | O O
1.4.3 Labels (outer and inner) oo oy o 0o O | O
= Information about the experts O O ]
=158
1.5.1 Name and qualification of head of Quality Assurance | | O
1.5.2 Name and qualification of head of quality control O | O
153 Name and qualification of head of product development or O o O
R&D
1.5.4 Name and qualification of head of production O O O
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1,2 and 3

Form No. Version No. Effective Date Review Date Authorized by Date Page No.
A A P
NRA-MA-013/F13-01 01 JUN’ 22 JUN’ 27 9 N.Aw . D.w.. 22 3 of 13
3 A 2 J
Application Type & Evaluation Route
UOD»» DGDA Assessment
Secti T Submitted By Screening
. v (Sign & Seal) | UPA IPA
IND | IMP g bmitted?
RT [EUA| RT | EUA Assessment Outcome
Yes | No | NA
1.6 Specific Requirements for Amendment Application of Registered O o o
Products
1.6.1 Literature based submissions o|a a
16.2 <m:m=o:%%%m:aam3 ooy 8
16.3 Oov<@im9m¢mzoz O|o| 0
[x“‘
1.7 %_ risk agé8ssment olo|o
::*moﬁ:_,.r%mﬁvqmomom oo 0
\ﬁmmw.@wmm of m:mu%&ﬂ,‘mﬂmwmz site olol o O O O o I 0 O A
Ihspection ﬁmpwwmyoq equivalent o|oyf o
_;um»mmmv.,mgmwn%,{ _ao,‘mgmm o|o| 0
| Batch release procedure Oo|o| o
I \»wm«mﬁv:mi‘_mom::om_m ingredients O O O
i ~Finished product release control tests for imported
T4t | products ooy d
‘m_:mmsma product release responsibility criteria for imported
J> products O O a
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| Annexure — 13
FORM Title: Application Assessment ChecKlist for ICH CTD Dossier Module 1, 2 and 3
Form No. Version No. Effective Date Review Date uthorize Date Page No.
g
NRA-MA-013/F13-01 01 JUN’ 22 JUN’ 27 § 09.0522 4 of 13
- =
&Y Application Type & Evaluation Route DGDA
w.,mw . . DGDA Assessment
Secti 2 Documents Submitted By SR I
SUHON L | e o (Sign & Seal) | UPA IPA
_MU IND | IMP Submitted?
RT |[EUA| RT | EUA Assessment Outcome
& Yes | No | NA
1.8, on _quvww: ow%o::moﬁ Oo|o| a
<[ #B.9%) CertificateSt pharmaceutical products o|o| O
mui 840 _u_.mw%qmm_ama registration of responsible pharmacist i O I O A ;
dJ a1 u,_w,m %w&‘a t olo| o ;
& ‘_wﬁ omma _F o ocuments
1 ,“..Wm.xm @ﬁ%@%&: of submission of sample o |0 D\_
1.8 e
§1.8.13 Mw%@ anufacturing record of the sample o|(o)ad
1 m.ﬁ% Certificate of analysis of sample ooy o
= ojlo|lo| olo|o
1.8.15— Certified copy of permit to manufacture O O O
Aﬁm@ﬁ VInspection flow diagram Oo|o| o
1.8 17t Organogram o |o| O
list of the countries to which an application for the same
ki product has been submitted = = =
information and signature of the manufacturers authorized
1.9 1.9.2 arjart O O O
number of manufacturer or importers already
182 manufacturing/importing this product a = =

e

s g e G S TS i
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FORM Title: Application Assessment ChecKlist for ICH CTD Dossier Module 1,2and 3

‘ Version No. Effective Date — Review Date _ Authorized D Date Page No.
A
' 01 JUN’ 22 , JUN’ 27 T%Q\ 29.05.22| 5of13 |
b
o S~—
—z
Application Type & Evaluation Route
B . DOU» DGDA Assessment
. $ b i Submitted By Screening
o |- -8 oaurenS (Sign & Seal) | UPA _ IPA
S
X . IND | IMP Submitted?
@) RT |EUA| RT | EUA Assessment Outcome
-~ Yes | No | NA
" % “Estimated=market for this product/product group in 0 ’ - / E
e, mm:mﬁ%umm:
QM,WW Regptration certificates or marketing authorization O f Od _ E
e da96 . m@m@m: prescribing and patient information O ﬂ O — F_
3 R e
5 LAN9T5 %womwm set of similarities O ~ O E
¥ — S
& | 140 | Phafmacovigilance plan oj(o|o
w/ﬁf Ommﬂ_%ﬂo* compliance with screening outcomes L oo O O (m] O o |aoj|ad
L.H1.12 | i6formation on price olol o
N\ \r/
w.\_ 12.1 | Proposed maximum retail price or indicative price O O O
\\%\MY Estimated price per dose, per day treatment and cost of
) 1122 the recommended course of treatment o = d
1.13 | Paediatric development program O O O
1.14 | Risk management plan g | ] d
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1, 2 and 3

Form No. Version No. Effective Date Review Date Authorized by Date
et TN
NRA-MA-013/F13-01 01 JUN’ 22 JUN’ 27 < _ R w.w ‘05-22_
Module 2 — Quality Overall Summary " —
Application Type & Evaluation
Route DGDA Screening DGDA Assessment
Section |&* Documents meMH_MMMW_w\ UPA IPA
,m. IND | IMP Submitted? :
S RT|EUA| RT | EUA Assessment Outcome

T i - Yes | No | NA
2.1 | O O
22 ox@_‘oc:%w% e quality overall summary O O O
ody umw%umﬁ quality overall summary | m| O
2.38% u>omm<nww@8m,nm:znm_ ingredients Oo| 0| Do
»Mf ww%ryﬂ. | General information O ol O
& 2387 | Manufacture (Name and address of the manufacturer) ojoyo, o, o Ulo|o| o
B %mw, Characterization O O O
‘ 8 «mﬁw.wh‘ Control of active pharmaceutical ingredients O O O
&;O ;N.w.m.m Reference standards or materials O O O
¢ '2.3.5.6 | Container closure system O (] O
. 2.3.5.7 | Stability o|o| o
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1, 2 and 3

389 -Fagilities and equipment

m@m@m:zzocm agent safety evaluation

.3A.3" |"Novel excipients

Form No. Version No. Effective Date Review Date >Erod.§ Date Page No.
'l

NRA-MA-013/F13-01 01 JUN 22 JUN 27 .rA.S\MT\S 29:05-22 | 7 of 13

¥ Z
Application Type & Evalfation
] Route DGDA Screening DGDA Assessment
Section Documents Subimitted By | ypy IPA
o (Sign & Seal)
& IND | IMP Submitted?
mﬁy RT|EUA| RT | EUA Assessment Outcome
o Yes | No | NA
23.P4 “Control tive pharmaceutical ingredient O
23 / Contro maceutical products O
mmﬁo%:omwmﬁ\m.:am&m or materials O
Oo@w@ﬁmﬂm_owcqm system O
SO
ol _u_rmﬁ = |
g B, ojlo|lo|olo | o

7 yAppendices |
O
O
O
O

Regional information

olo|o|jojo|ojo|olo|o
Oojojojgo|o|ojo|g|alo
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1, 2 and 3
Form No. Version No. Effective Date Review Date ?EEQN\N@ Date
NRA-MA-{13/F13-01 01 JUN’ 22 JUN’ 27 “%lw.@é 5.20
7 —
Module 3 — Quality (CMC Part)
Application Type & Evaluation
Route DGDA Screening DGDA Assessment
Section %J Documents WMNM_”mMMQmW_W UPA IPA
I R |[eva| RT | gua | ND | 1MP | _Submitted? Assessment Outcome
B . - Yes | No | NA
3.1 Module ._mmw_w of oo%ﬁv Oo|loj|ao
3.2 Body qf data T O O O
3.2.8 >&~_<mw@1m_‘3mom@,om~.#@8a._m3m | O O
3.2.8.1 m:Mm.m_ 53::%@1 > O O O
AW.MW\_ g Nomenclature O O O
.3.2.5.1.2° PSirtcture Oo|o| 0o
; 4 .Wmﬁmﬂm_ properties O O O
_,\_m:c,wmoﬁcmm,,w . o|o|Od
2.82.% ['Name and address of the manufacturer olololololold |00
= Description of manufacturing process and process O O O
control
Control of materials O | O
Control of critical steps and intermediates | O O
Process validation and/or evaluation a O O
3.2.8.26 Manufacturing process development O O O
3.2.5.3 | Characterization O O O
3.2.8.3.1 Elucidation of structure and other characteristics O O O
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1,2 and 3

i

Form No. ~ Version No. ‘ Effective Date ‘ Review Date ?&5&% ‘ Date Page No.
A
hz?-z\y-oz\maé , 01 JUN’ 22 , JUN’ 27 gp 29.05-22 9 of 13
> N
Application Type & Evaluation
] Route DGDA Screening DGDA Assessment
Section . Documents Submitted By UPA IPA
o (Sign & Seal)
Eo IND | IMP Submitted?

,m; RT |EUA| RT | EUA Assessment Outcome
. Yes | No _ NA
3253 | 32532 |ppurities. L o| o , O
3.2.54 .mwm=<m n:m@@mo, tical ingredients |_ o ! O ’ O
£ | Specifications K o|o|O
—F 5372, | Anagiytical procedures _ O f | _ O
,w.%,f %};WA 3. )&mu_ dation of analytical procedures L a ’ a ~ ]
uuw A Nw\ wbwﬁ ,./W%/o: analysis \— o| 0 ﬁ O
< P "3 Nw/&mm Justification for specifications ol o|o
m.m ! Emﬁm{&wm%\m”m:amam or materials olojol| O O O O a O
"S.6 Oﬁ%mm«,mm,,o_Omc«m system O a O
32.5.7 | Stability: ol o0
\,\o% ﬂwww.m..‘.\; Stability summary and conclusions O O O
w \ i 312'5.7.2 Post approval stability protocol and stability commitment (] O O
3.2.5.7.3 | Stability data | | O
3.2P Pharmaceutical product O O O
3.2.P.1 | Description and composition of the pharmaceutical product O O |
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FORM Title: Application Assessment Checklist for ICH CTD Dos

sier Module 1,2 and 3

Form No. h Version No. A Effective Date ’ Review Date — Authorized by ’ Date _ Page No.
e sn_1
,| NRA-MA-013/F13-01 l 01 ' JUN’ 22 _ JUN’ 27 ’ % , 2005 -2.2- , 10 of 13 L
Z
Application Type & Evaluation
~__Route DGDA Screening DGDA Assessment
. Submitted By UPA IPA
Section Documents (Sign & Seal) _
IND | IMP Submitted?
RT |EUA| RT | EUA Assessment Outcome
Yes | No | NA
Pharmaceutical development O O O
3.2.P.2
> i Component of pharmaceutical product O O
39P.2.1 mm.ﬂ.mmnm«}o?m phamaceutical substances O O (]
QN 32.P.21.2 Inactive pharmaceutical ingredients or
S a O O
ﬂu excipients
. . D D
= Fiphl uzﬁu@mms_nm_ waaca
A 32PZ2 \moqac_m”mgdwé_onama ol ol o
/ 32%15.2.2 Overages. o|o| O
I [8%.P.2.2.3 Rpysicochemical and biological properties olololojo | Olo E O
.\%af 32.P23 ﬂ Zm:ﬁb@%ﬁ@ﬁ@oﬂmm development o E O
m.,w,”_u.u/m.\_ ..momw%ﬂm%%n%mmm system ool g
32,25 | Microbioldgical attributes o| O | O
And 32P26" Compétibility o| 0|03
3.2.P.3 | Manufacture, S
ﬁ%&.ﬂ.w; »| Manufacturer - | | O
‘p.3.2 | Batch formula O (m| |
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1,2 and 3

Form No. Version No. Effective Date Review Date >c%oaNoaw\%u Date . Page No.
NRA-MA-013/F13-01 01 JUN’ 22 JUN’ 27 —~ A 929.05-22| 11 of 13
2z
Application Type & Evaltation :
Route DGDA Screening DGDA Assessment
Section Documents Submitted By | - ypa IPA

(Sign & Seal)

IND | IMP Submitted?
RT |EUA| RT | EUA Assessment Outcome
Yes | No NA

Description of manufacturing process and process

3.2.P33
control
32P3 132.pP.34 | Control of critical steps and intermediates
[é«u.t
32.P.35 | Process vaiidation and/or evaluation
N

3.2.P.4 | Control of vau?m/m.mm_,amomc:om_ ingredients

32R4.1 Specificgtionss)

w.N.w.A.N//\»:m_é%oma:am\ T
32.P.43 <m_ﬁ%af= oﬁm:w_%mmw,m‘ :
‘.u.mm,._u.h.h Justifications mmﬂ.%w\mmom:n.mﬁmo:m
§ A aS S — —
“f 3.2.P.4.55, mxo_n_wa.w\mm&@%w..wadq animal origin
3.2.p46 vel exciplents.
3.2.P.5 | Control of pharmaceuticai’products

mew.v.m; Specifications

3.2.£.5.2 | Analytical procedures

3.2.P53 | Validation of analytical procedures
3l2.P.54 | Batch analysis

O

O

O

O

O

O
o|ojo|o|lojojojo|ojojo|ojo|g) O
o|ojojojo|ojojo|ojojojojoig; o
o|ojo|o|ojojo|o|o|ojojojojg) 0
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Annexure — 13

FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1, 2and3

Form No. Version No. Effective Date Review Date >Ew9.ﬁlrw Date Page No.
NRA-MA-013/F13-01 01 JUN" 22 JUN’ 27 § 29.05-22- | 120f 13
; _— N
Application Type & Evaluation
%w.. Route DGDA Screening DGDA Assessment
. - Submitted By UPA IPA
Section Py Documents (Sign & Seal)
¥ IND | IMP [ Submitted?
RT |EUA| RT | EUA Assessment Outcome
Yes | No | NA
3.2.P55 1 O O |
3.2.P5 32P5 %ﬁ_ﬁ omn_o%ﬂoq mcmo_mom»_o:w O a O
32.P.6 | Referencgs landards wJ. Smagm_m O O a
32P74 o°=5_a%oim:5§a§ o|o|o
m.m.mmw Stabjlity’ u..w_,ﬂ%. oy oo
2 32981 /mmmm*_E\ Summary and conclusion O|o| O
4
89p82 /»v&mﬁ-mvuﬂgm_ stability protocol and stability commitment O|lo|lo|jolo,ojlo|o|0O
] A .&.M._u.m.mbw ,%ﬁmml__a\ data O O O
32A >uvm:ammmm % O O |
3.2/8> é.\./ Facilities and equipment | | O
3.2\A2- | Adventitious agent safety evaluation O O O
32A3 Novel excipients ] O O
32A4 Regional information | O |
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Annexure — 13

FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 1,2 and 3

Form No.

Version No.

Effective Date

Review Date

>§rodNoa

Date

Page No.

NRA-MA-013/F13-01

01

JUN’ 22

JUN’ 27

,,Aﬂ%\ox

290522

13 of 13

Assessment Completed on

._.onm_ Duration

o
&
A

>mmmmm.5m:.f%sd33m_‘<

Assessment Done
By/Date

Head of Vaccine &
Biologics Sign/Date

mated Time duration for Dossier assessment is 05 Months through Routine MA pathway.

Note: 1.

2. Estimated Time duration for Dossier assessment is 05 days through EUA pathway.
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 3 (Testing Part)

Form No. Version No. Effective Date Review Date Authorized by Date Page No.
A
NRA-MA-013/F14-01 01 JUN’ 22 JUN’ 27 \ﬁ\n\ﬂV\(/\ 09.05.22 1 of 3
R\ (\

APPLICATION ASSESSMENT CHECKLIST (ICH CTD — UPA AND IPA)

This Application Assessment Checklist should be used to ensure the submission of a complete dataset for Module — 3 (Testing Part) in the ICH Common
Technical Dossier (ICH CTD) format and assessment report of Module — 3 for UPA and IPA applications only. Colour scanned copies of the original documents
should be m:c@ﬁma and original hard copies of documents are not required.

However, D@@> reserves the rights to request for the original or certified true copy of submitted documents if there is any doubt that a submitted scanned
document is not angccur ef] ection of the original document. The acceptance of the application after screening including assessment does not preclude
requests by DGDAJor maa_awc&woocBm:ﬁm or changes to the information/documents during evaluation. This Checklist should be completed by checking each
item against the ¥&ssier mﬁ_,a,,“ ding to the application type.
zoﬁm“ wa

= Cels'wi £ S&om#%jmism documents shown are mandatory for the selected application type and evaluation route.

P

= .wmwm__m‘ é%éocﬁ m,dﬁm%mﬁm that the documents shown are not required for the selected application type and evaluation route.

3 A f.wA&, =
%mom:a“@ 5SS
i V. Ny I
< g f . .
Q) 7;0/4 4 Unintroduced Product Application Product Name:
SIS Introduced Product Application
>%m.=om:of&<um o 3
&7 & Indigenous or locally developed
Naowm%m ; ? Imported
Vel Routine MA pathway Application Date:
Evaluationroute
Emergency Use Authorization
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 3 (Testing Part)

Form No. Version No. Effective Date Review Date Authorized by Date Page No.
=2
NRA-MA-013/F14-01 o1 JUN’ 22 N2 AN 290522 2 of 3
~—
Module 3 — Laboratory Testing Part Assessment Started on:
Application Type & Evaluation
Rl DGDA Screening DGDA Assessment
: Submitted By
Section - Documents (Sign & Seal) UPA IPA
& IND | IMP Submitted?
2 RT |EUA| RT | EUA A ment Outcome
by Yes | No | NA
32P4 Omﬁm%m f inacti ,)y.,mw.imomcaom_ ingredients O O O
2.4 Spetifications O O O
QA Wﬁm_wmmm_ procedures Oo| o} g
3 ‘ m.m\,m_,amﬁ”o: of analytical procedures O (] O
& 5 45 %owumommo:w for specifications O O |
& &4 AT
Gl 35| 3.2.P4:5 5 Novel excipients O | ]
3 wwk o‘w.m_ W: tical product: o|o| O
S5 3.2P ontrol of pharmaceutical products
P 2875 | coe - olo|o|o|o|o
ﬂ.u«. m.muw_w,wmj +| Specifications O O O
= 32P.5.2 | Analytical procedures O g O
| & S5
‘ F32.R53 Validation of analytical procedures (| O O
7 h3.2P54 Batch analysis O a O
(SAA
/w (} 8.2.p.5.5 Characterization of impurities O O O
&l 32.p56 | Justifications for specifications 1 ] O
3.2.P.6 | Reference standards or materials | O O O
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 3 (Testing Part)

13/F14-01

NRA-MA-0

Application Type & Evaluation

Route DGDA Screening DGDA Assessment
; Submitted By
Section Documents (Sign & Seal) UPA IPA
IND | IMP [ 5bmitted?
RT |EUA| RT EUA Assessment Outcome

Yes | No | NA

\\.\l\l\.\\\\\\\\.\\.\\\\.
2P | Stability ool
w.w.w.vm.m; Stability summary and conclusion o H O
\mwd_u.m.m Post-approval stability protocol and stability commitment o n““ = O H O
.,w.m..v.m@ Stabifity-data i Eﬂ S

Total Duration

Assessment Done
By/Date

Head of Vaccine &
Biologics Sign/Date

Note: 1. Wmma:mnm.&. Time duration for Dossier assessment is 05 M
S Sop
@\@mﬁma Time duration for Dossier assessment is 05 days through EUA pathway.
O

onths through Routine MA pathway.
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 4 and 5

Form No. Version No. Effective Date Review Date %M&Ea Date

NRA-MA-013/F15-01 01 JUN’ 22 JUN’ 27 3 2905 - 22
% (4
APPLICATION ASSESSMENT CHECKLIST (ICH CTD — UPA AND IPA)

This Application Assessment Checklist should be used to ensure the submission of a complete dataset for Module 4 & 5 in the ICH Common Technical Dossier
(ICH CTD) format and assessment report of Module 4 & 5 for UPA and IPA applications only. Colour scanned copies of the original documents should be
submitted and original hard copies of documents are not required.

However, DGDA reserves the rights to request for the original or certified true copy of submitted documents if there is any doubt that a submitted scanned
document is _wm.w an accurate reflection of the original document. The acceptance of the application after screening including assessment does not preclude
requests by PGDA for additional documents or changes to the information/documents during evaluation.

S
isf%should be completed by checking each item against the dossier according to the application type.
Note: O

= Cells Mith _msamom@/% : Em documents shown are mandatory for the selected application type and evaluation route.

7

= Cells .32,; O Ewﬂnmﬁ%ﬁ:mﬂ the documents shown are not required for the selected application type and evaluation route.
B »».ﬂ\. ,m. & Y

LT I . SR
.m.( sm% uwc.;,z PA Unintroduced Product Application Product Name:
@) Sy MIPA Introduced Product Application
App icationgype 5 -
V. > 4 | IND Indigenous or locally developed
T £ [vp Imported

y N mporte L

& o P ‘Application Date:

- RT Routine MA pathway
EUA Emergency Use Authorization
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FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 4 and 5

Module 4 — Non-clinical Study Reports

Form No. Version No. Effective Date Review Date \ycﬁrong Date Page No.
NRA-MA-013/F15-01 01 JUN’ 22 JUN’ 27 %&\(« 29.05-22_ 2 0of 7
C—

Assessment Started on:

Application Type & Evaluation Route DGDA
Submitted B Screening DGDA Assessment
; ubmitted By
Section Documents (Sign & Seal) UPA IPA
IND | IMP | sybmitteq?
RT |EUA| RT | EUA d Assessment Outcome

Yes | No | NA
4.1 Module 4 Table of Contents Ojlo| g
Study Reports Oof(a O
A.N;\, Pharmacology o |o| g
4.2.1.1 Primary Pharmacodynamics Oo|o| d
n\ 4.21.2 | Secopdary Pharmacodynamics O |yo) O
4213 | salety Phamacology Oo|o| O
4214 sz:mqamoo%:mq:_o Drug Interactions O O O

4.2 — ool o O Oo| O
422 grzmm@w - Oo({ol o
4259 %@m«ﬁam_ Metfigds ang Validation Reports o0 o
| 4252 +TAbsorption* w i = |
o~ |4223 | Distig@®n o ool o
4224 | Metabglim 7 o|o)o
la225 Excfetion” o|o| o

& TR Ay R - =
P 4226 _Uﬁ,m..wgmoox_:m:o Drug Interactions (non O 0 O
fv clinical)

RN
RN\
)

&

It
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Annexure — 15

FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 4 and 5

Form No. Version No. Effective Date Review Date Authoriz Dat
ﬂ 0 e
NRA-MA-013/F15-01 01 JUN’ 22 JUN’ 27 AA% 29.05-22
Application Type & Evaluation Route DGD > B flsr et
Section Documents m:.c:._Ema By UPA BA Screening
(Sign & Seal)

RT |EUA| RT | EUA IND- | IMP <mMcU”H8QM_> Assessment Outcome
4227 Other Pharmacokinetic Studies O O O
| 4.2.3 | Toxicology . [ O O o O O |
4.2.3.1 | Single-Dose Toxicity oo o
4.23.2 | Repeat-Dose Toxicity oo g
4.2 423.3 | Genotoxicity ey . - 51 e o|o| o
4234 & Carcinogenicity Oo|o|o
PN.w&.m; Reproductive and Developmental Toxicity d ] O
4.2.3.6 Lgcal Tolerance o |aof g
4237 | O |
4.3 List of _.:mﬂm#cnm&%ar [0 [ A I
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Annexure - 15

FORM Title: Application Assessment Checklist for [CH CTD Dossier Module 4 and 5

Form No. Version No. Effective Date Review Date ?.ESENMQ\@ Date

NRA-MA-013/F15-01 01 JUN’ 22 JUN’ 27 ﬁ N@DWNM!
(.~

Module 5 - Clinical Study Reports

Application Type & Evaluation

. Route DGDA Screening DGDA Assessment
Section Documents W%MHMMMMW UPA IPA
RT|EUA| RT | EUA o | e <mmm:cun_uﬁm%2 x Assessment Outcome
5.1 | Magdtle 5 Table of Contents Oo|o| o
5.2 .%cc_mﬂ Listings of All Clinical Studies O O O
‘ 2 O|oO| O

m::momc:o Studies

- _uo%C? information on the comparability between clinical
Em_ Av_<9m_ studies) and commercial formulations should be
fw 1 @<mim£m in the Clinical Overview/Summary. If the

s ug |25 3 oogamao_m_ formulation for the Bangladesh market differs

3 N mwd3 the clinical trial formulation used in the pivotal studies, O
5 w»w% Orla ism final study report(s) of biopharmaceutic studies to
&MV\ ,mwyu ;,w mmﬁmu__m: bioequivalence between the commercial product
D) %f, szjsm:o: and the clinical trial formulation used in pivotal
@ W( .é.,,uu i; “studies should be submitted.
- \Xw & L»U & For RT, all biopharmaceutic study reports are required.
2N 4 - - - . . I
.@.w.m, 3 _N.m_uo:m n.& Studies Pertinent to Pharmacokinetics using Human O O O
- Biomaterials
& ﬁ\,%ﬂm._w Reports of Pharmacokinetic (PK) Studies [_ o | o _ 0O 4
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Annexure - 15

FORM Title:

Application Assessment Checklist for ICH CTD Dossier Module 4 and 5

Form No.

Version No.

Effective Date

>swrod.N

Review Date

%

> Date

NRA-MA-013/F15-01

01 JUN’ 22

JUN’ 27

=AD

A 29,

0

5.22

yd

jp T

Section

Documents

—
Application Type & Evaluation
Route

Submitted By
(Sign & Seal)

UPA IPA

DGDA Screening

DGDA Assessment

IND | IMP

RT [EUA| RT | EUA

Submitted?

Yes | No

NA

Assessment Outcome

5.34

Reports of Pharmacodynamic (PD) Studies

5.3.5

Reports of Efficacy and Safety Studies

® For RT, study reports of ALL clinical trials (including the
appendices and tables) should be submitted.

udy reports of pivotal or relevant clinical trials
.am@.mhca&ma (appendices and tables are required
n@ pen‘tequest by DGDA).

& N

=~ 5

...awuf.f_mmm .n.__,.:_om_ trials should be conducted using the drug

mu.%\...ﬁwwmoﬂmoﬂ formulation submitted in the application and in the

= appropriate patient population for the indication(s) and/or

M “dosing regimen(s) as requested in the application.

&

| " If the commercial formulation for the Bangladesh market

differs from the clinical trial formulation used in the pivotal
studies, biopharmaceutic study reports are required (see
section 5.3.1).

O

a

O

O
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Annexure — 15

FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 4 and 5

, Form No. Version No. Effective Date Review Date >cm5§ Date Page No.
| e

NRA-MA-013/F15-01 01 JUN’ 22 JUN’ 27 @\g 209.45.972 6 of 7

\ \ Te—F
Application Type & EvalGation
7 . . oy DGDA Screening DGDA Assessment
7 Section Documents Submifted By UPA IPA
(Sign & Seal) IND | MP
itted?

| RT |EUA| RT | EUA Submiygg: Assessment Outcome

Yes | No NA

. = If the information on the comparability between the clinical
7 , trial formulation and the proposed commercial formulation
is not available in the clinical study reports or the Clinical
Overview/Summaries, a separate declaration letter should O O O
be submitted to confirm that the clinical trial formulation is
the same as the commercial formulation proposed for
5.35 registration in Bangladesh.

= Phase lll, oo@@ﬂ:mﬁo? randomised, controlled pivotal
7 5.3 —V  trials oo:a:ﬁ%a in compliance with Good Clinical Practice
| (GCP) m."mw%mnc:‘ma to support each requested indication O 0O O
and Nng regimen, unless adequately justified. Active- O 1 C1 I O I
trolled studi€s,should use relevant active comparators
are _ooﬁ@ gistered,-unless adequately justified.

5.3.6 | Reports of | -marketing Expei

4

wf.w Case Report Forms agdl In
" | upon request by _N,nw@ﬁv &
C ? RS
5.4 | List of Key Literature Referete:
. > XS

5.

Sl

X R\ =
55 M)ﬁx management Em:ﬁ&g documents as separate attachment.

o)yojgl oo
oiofg; o|o
ojojo| o|o

5.6 w@mrmn Supporting Documents
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Annexure — 15

FORM Title: Application Assessment Checklist for ICH CTD Dossier Module 4 and 5

Form No. Version No. Effective Date Review Date Aut on.NW@ Date
NRA-MA-013/F15-01 01 JUN’ 22 JUN’ 27 % 29-05.2.2
— .
Assessment Completed on : g Duration
,>mmmmm3s§. Summary Assessment Done By/Date
>3

Head of Vaccine &
Biologics Sign/Date

’15?4‘;‘ s

.
)

Note: 1. Nﬂf@_m»ma Time duration for Dossier assessment is 05 Months through Routine MA pathway.
2. W@:mﬁma Time duration for Dossier assessment is 05 days through EUA pathway.

/(&\




