Pharmadex: User Guide for
DGDA

April 2017

= USAID SIAPS 57

¥</ FROM THE AMERICAN PEOPLE 2 |1




Pharmadex: User Guide for
DGDA

April 2017

(S)USAID SIAPS &7

6},/ FROM THE AMERICAN PEOPLE t' ph r‘rndcgut ] d*.




Pharmadex User Guide for DGDA

Pharmadex User Guide for DGDA

April 2017



Pharmadex User Guide for DGDA

This user guide is made possible by the generous support of the American people through the
US Agency for International Development (USATD), under the terms of cooperative
agreement number AID-OAA-A-11-00021. The contents are the responsibility of
Management Sciences for Health and do not necessarily reflect the views of USAID or the
United States Government.

About STAPS

The goal of the Systems for Improved Access to Pharmaceuticals and Services (SIAPS)
Program is to assure the availability of quality pharmaceutical products and effective
pharmaceutical services to achieve desired health outcomes. Toward this end, the SIAPS
result areas include improving governance, building capacity for pharmaceutical management
and services, addressing information needed for decision-making in the pharmaceutical
sector, strengthening financing strategies and mechanisms to improve access to medicines,
and increasing quality pharmaceutical services.

Recommended Citation

This user guide may be reproduced if credit is given to SIAPS. Please use the following
citation.

April 2017, Pharmadex User Guide for DGDA. Submitted to the US Agency for International
Development by the Systems for Improved Access to Pharmaceuticals and Services (SIAPS)
Program. Arlington, VA: Management Sciences for Health.
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1. ACCESSING PHARMADEX

e Tologin, go to the homepage and click on the door in the upper right corner.

*

)ﬁ’ Directorate General of Drug Administration

Ministry of Health & Family VWaifare, Government of the People’s Republic of Bangladesh

A liome fegistraton =

Welcome to Directorate General of Drug Administration

e Enter your username and the temporary password that was emailed to you, and

then click “Login”.

Leogin

*
Hserom
Password: "

=IIEE THe

e Once you login, you will see your username on the upper right corner.

Directorate General of Drug Administration

Logged in as Admimistralor | Settings | I.'._Fui’
Ministry of Health & Family Welfare, Government of the People’s Republic of Bangladesh i

1.1. Changing User Settings

e Once logged in, you can change your password and language settings by clicking on

the “Settings” on the upper right corner.

User Setting y
e User Settings
Crigr ge Fassword

Cnarge Lenguace

User Detals
Login zme: | s1AP3 Hame: | masH
Email: | srap z@rmah.arg User Compaty J
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® FEnter in your current password (the one that was emailed to you) and a new

< passwoy. Hit “Submit” once finished.
e —

User Setting
Change Password

Prefererce

Chenge Password

Lkznge Language

ner Fass
e | T —

e You will receive a notification that your password has been successfully changed.

Hser Setting ”
User Settings

Preterance
User Cetails
G Pazsword 3U22QSEIJ®

Mainge MEH

Char ye Passwure

Charge Language

Lnginbane  TAPS

Emal siaps@rnslivg Uszr Company

1.2. Resetting Password

If you have forgotten your password, you can reset it. To do so, go to the homepage
and click on the door on the upper right corner.

,ﬁ Directorate Gen inistration
', epublic of Bangladesh

.' Ministry of Health & Family Welfare, Government of the P

e,

e Click on “Reset Password”.

Login

Username: {

Password:
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® Fnter the email address you used when you registered for Pharmadex and hit
“Reset”. A new password will be emailed to you. To change your password, follow
the instructions in the above section for changing passwords.

User Settings

Eiral.| siaps@msh.erg

2. REGISTERING APPLICANT COMPANY AND COMPANY USERS

e To register an applicant company and their users, you have to click on Registration >
Registration Forms > Applicant Registration Form.

e Currently Applicants cannot create their own Company Account or Associated Users.
This task is handled by Pharmadex Admin User only. When a new application with
CTD dossier will come, the Receiver at the DGDA receiving desk (assighed person)
will fill-in up a form for the applicant company and authorized representative
information.

o After creation of the Applicant Company User, an email will go to the authorized
representative of that company informing them their User ID and initial Password.
After that the Applicant Company’s user can log in the Pharmadex system and able
to change their initial password themselves.

¢ The following section describe how can you create an Applicant Company and their
User.

21. Create a Company Applicant

e To create a new Company Applicant you need to go to Registration >
Registration Forms > Application Registration Form

) # Administration =

General of Drug Adn

@ Registerad Applicants

@ Registered Products

@ Suspended Products

G Canceled Products

5 Applicant Registration Form

e After clicking on the “Application Registration Form” menu the following screen
will appear:
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Applicant Registration

Applicant Delail

Applicant Mame * [—]
e
coms' (|8

Applicart Type .
Manufazturing Licznse # Flhione Nunber: *

Tax Humber: Website
Email

Person Respons bla'Authorizad to communicate with DGDA.

Reqictared Lisers | anlup
Add User

Respunsatik: Fraliiesd Mame: 1 cogins Naanmoee: Frmiail:

No records found.

e There are four types of Applicants. Admin user need to select one of the types:

T -

Manufacturer
mperter
Disirbutor

Zhermacy

e Fill in the required information and click on “Submit” button.

Applicant Registration

Appicant Datail

Thpicant Hame = | 1P Ry
Address? [1:C1 N, Fairtax Urive

Suite 400

Zip Coda* (22203

L

Country® (Un ted States ef Americo -

el L S Phone Numker: [7025266575

Kumber
Fax Humber: | 7025247585

Website | siapsoregram.arg

Person R blziAuathorized to com

Name: MsH
addrass* 4301 N.Falrfax Drive
Zip Code® 22200

Phcne Humber: 7035246575

Suite 200
Couniry*
Fax Number: 7035247008 Email: siaps@msh.org

E=>

2.2. Add User or Registered Users with Company
e Without linking with existing registered users or adding a new user, you cannot

create the Company Applicant.
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e [f you click on the “Submit” button without adding a new User or linking the
Company Applicant with an existing user, the following error message will be
displayed:

Applicant Reglstration

Applicanl Detall

fipplicamt Mame * ‘ SOULRE "FARMA LIMT

pecity the dztails of person's
I 10 COMACT 0N DCRAT of the

Address ‘EGJI-?:E Cont= 48 Mo
Dhaka I’trslaICodE_ 32,
Manufacturing Licznse # m Phona Numbar: =

Fax Numbar: | -£3-02-3831211 Wiebsite

-arephamacor

Person Respons kiduthorized 10 commuricats with DDA,

E3 rlease soectfy the detalls O Dersonis rosponsile 10 cOTTAct on banalf of tha apoiizant PICIse Sp2oly e T6i'ls of Se15on/s respoTsioie o contcton sehatorine
= apaiizan:

Add Usert
Respomsably Enablsd Hamw: Losgin Nama: Emaik
Nz records Fzund

Submit  Cancel

s Click on “New User” link

o Fill up the fields of the following popup —

Aod User

Name: * | Hasan Vishimud ]

block ¥, Mo-ammzdpie Postal Lode 120/
Country* Tongaze- [} Phone Number: ~c201212285es1 |
< I3 Mumber: Emaik* hmehm AN g meileoe |

e You cannot use one email address for creating more than one user and if the
system finds such duplicate email address, the following error will be displayed:

Ado Usar

< E3 s al=ady in use. >
Meamse: * [~ euan Mehnd |

Address * | 21/15 Liabor Hoad

[ZiockE, wohemmadzu Postal Cote [ 207 |

LOURtTY * [Nanc bndkesh - Phone Namber: [ -F87 119793631
Fax Mumber: | Emal *

hmzhm d70& graailcor

e After pressing the “Add” button, the user will receive an e-mail containing User
ID and Password as shown in the following screen:
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Directorate General of Drug Administration User Registration inbox % & B
epharmadex@gmail.com 1211116 - -
tome |~

Thank you for registering for Pharmadex System. In order to access the system please use the usemame ‘hmahmud?7 (0’ and password 'ebCNBz'
without the quotes

e The Company Applicant is now ready to submit application.

3. SCREENER VERIFY THE NEW APPLICATION

Once an application has been submitted, it goes to the DGDA for review. In
Pharmadex, the first person who starts screening the application and ensures its
completeness is known as the “Screener”. To log in as the Screener, go to the
homepage and click on the door on the upper right corner.

3.1. Log on as a Screener

e |oginas Screener

Login »®
Username: hmahmud?0
Fassword. fraven

Remember me

s Write your user id and password like (User: mahbub, PW; **#¥**)

e Once you login, you will see your username on the upper right corner.

e After logging in, go to Registration > Submitted Application menu

o The Received Application list form will be displayed. From the list you need to click

on the hyperlink of the newly added Application - for example Product name is “ACE
PLUS”

% Directorate General of Drug Administration

Logged iy as Mahbub [losssin | S itings | Logout

nlome Ragiesaion =

Reghciratlan

e Suaprrees Dmdurrs

QUSNNRZD Ina s TIEST &
e Cevze e Frachis & S o UacB 2018 spprinaNT P

Applialin Proussing ATOVAOUONC  DISMNRZ0T vore: JEET .
e PROGLAHI & sarane vaiie USCTUZUIE ool leEenama
o Froces: =t Aoplicstien
SR oe
Pt Regisbation Frucesing SR LETIRI DRZANMERCY | o i Werifned 3BT SOFTONRMR  Faanseie
G Espit 1 Fregiicrat s Limitac
F ool e et | ESKAYT [
i b Ml i asenoseer ot e cramzal e e | B "
i & i 5 LW TFR e

Half) 1 (20 - |
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3.2. Application Information

e After clicking on the hyperlink the following screen will arrive:

ALBEN DS

Anpplication Type:
Application Number:
Applicant Name:

NEW_CHEMICAL_ENTITY
0138/NMRI2017
ESKAYEF BANGLADE SH LIMITED

Registration Status:
Submitted By:
A

New Application
Mahmudulislam Sohel
Islam Sohsl

Submitted Cate:

Mar 29, 2017

Manufacturer Name: Eskayef Bangladesh Limited

Fri31 Sat1 Sun2

Thu 20
larch 2017 April 2017

Proprietary Name
(Brand Name):

Mon 3 Tue 4 Wed 5

ALBEN DS Product Category: Human

Generic Name: ALBENDAZCOLE
Dosage Form TASLET

Application Type: New Chemical Entity
Dosage Strength 400

Dosage Unit mg Route of administration ORAL
Pharmacological

Age Group Adult Classification

Alben-Ds Tablet is a medicine thatis used
forthe treatment of Infections Caused By
Pinworm, Infections Caused By
Roundworm, Infections Caused By
Product Description and Tapeworm and other conditions. The

Physical Appearance complete list of uses and indications for
Alben-Ds Tablet is as follows: Infecticns
Caused By Finworm Infections Caused By
Roundworm Infecticns Caused By
Tapeworm

Medicine Detail |l ie

e The newly received Application Information can be viewed from here. No need to
do anything in this tab.

e Toview the Applicant’s submitted application you need to click on “Click Here”
button and the following screen will arrive:
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ORI

Applicaton Type: COMETIC

apmieatan vumner e

Anficort B INCCFTA PUARMAGC (TICALS LIMITCD
FACHPE HASGANESD | TERT

+ Apphcant (wan

ApyBezn Haema © INCEPTA PHASMACEL TIZALS LIVITED
Pcdren® 10 018 K38 650 Abamed S2901 a0 A
Chaka
LoerTy ™ usegmoes
Auplcant Typs * Manachies
Marn b fuiiod Licsr sy &
Fam Marwbars EHUZEENT 911
Lot OhkeGin ceplagt £ awe cor

* PRrLeS FespoREDia AL IO T3 COMINICS RTE G0,

Maamie * Sefunon
Adresss * 215 BUB0IREG RARKE
Mehurinads, Dhete-1207
Country * Borgindoch
[ R —

" Na D
srosratac Mamo Drasd o
G Mok OMESRAZILE
Dwnaus Fury THILET
Desas Ut 10
Age Croup Ads

g um oy ritzfon of e coteagus caod
B GABCAZ00NAUER (HELC I36236(BERD]. 1 M D)
2418 XE MG TECRAVTAY ORISR SMECD
Praduct Deaerptice and o sl riesbe: ka olze B usad 4 deerace e
Faysnal Ammaiance sk 5 omac: bkaing 5 veveste il seliad | mes

dgkr Wers bl e e callor.
e 141 e TR L 7

[y ——

Acihm

v g 500 "

- Pt mansiberaprils v

Pharmacolbenapeutic
i, A1ZEEM

= At cral bt

Lesacs! and Sodi.rs Ed-arbonak inmanrazs aisadiue

Fegists o St Hen Py braton

SomiccEy: Setlforks

ANECATCNG §E SRR TS AT

Fuomited Duke: A ECE0T
Posal Code 1200

Paone Numaer: * FH153H06E - TS
Welbaite Wiea INCAFBENaIMACOM

Twsil Qo 1207
Phare Humber;
EMARS" BRI

Preduct Catsgors Hlsren

Appicalion TWpe G
Dusaw Shomsh 20
Meouls ofucrinistiotion G0
Pharmuselogical ChassRealion

Eskaen! Banladesy
Cme

smepiezcls

ezt i kg 1 punig il by s 2
BRZITanEad CripaRs L PIEEC LR 0130323 (FUD)

Papsnt belcatin i e - Past ity bl within i
BT A FETONT M3y FRUTE 3N SEETFEITS

wadmatnen:

Product Tose FrbRMACEUTIEAL
K11 R (7 MOAnR) 4
Cavrertiemss Ty Faral

e Cakagery Wesirplen ooy

srluz diaweas (JORNCCRD) ard
Feringn-Filsnn seros i frtma et i ha
LU TN 0 ATFACANSE BRI TG PN A LA
Losceand Prilesce ane anaw ala aralanic T
wEm danuiz e a1 i e e

Funnudery Natiwual Weic ne
PN

ol Adkmiric Tk on

oack ST
Sanrags Cendiionsslmal

Binma

N e s B

e g Aty
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Sqamu Pl el s Benylakel
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* Friciny Detal
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3.3. Verification

o After logging in, you need to fill up the following fields from the Verification tab:

Application Information

Fee Recieved

Ensure that the applicant details are complete

Check that medicinz inputs are correct

Nassier recievad and enmplete?

oy [ e | i | s { e | raioirmen

e After filled in up the above mentioned fields the Verification tab screen will look like

this:

Fee Recieved
v Yes

Ensure that the applicant details are complete
v Yes

Check that medicine inputs are correct
v Yes

Dossier recieved and complete?

v Yes

® The Verification tab will automatically be replaced by Screening tab

3.4. Screening

e The screener now can check each and every received documents with the following

checklist and mark as one of the followings :

1. Yes
2. No
3. N/A

® Also may put his remarks. The Dossier Deficiency Letter will be automatically

generated with the list if he clicks on the No button.
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T - e e R T A T

Moderator Name:

Remarks

1 Letter of application Yes Yes

14 Comprehensive table of
: content imodule 1)

5
@

0000000000000

G £ Application - Hasan Yes Yes

No
No
No
13 E:SIE;Z?:;h labelling and Yes Yes No NA [:
14 Information about the experts Yes Yes No i
No
No
No

15 Specific requirements for

f
difierent types of application o

|

Cnvirenmental risk
assessment

1t Good manufacturing practice Vs Yes
18 Foreiar requlatory status s Yes

19 Pharmacovigilance plan =s Yes

Details of compliance with
screening outcomes
441 Bioequvalence trial

H information

142 Information on price £ Yes

JILIL
|

4
]
cooéoaecacoaae

113 f'_a_e_cli_a_:_ri: HevsiapsrK Yes Yes [}
1.14 Risk management plar Yes Yes [:]
CTD Table of contents %
1 (Modules 210 5) Yes i | —
22 CTD infroduction Yes Yes
e Quality overall summary Yes Yes :
24 Nundinical overview Yes Yes [:
X5 Clinical overview Ry m N/A
Nonclinical written and
16 tabulated summaries £ Yes [:] O
27 Clinical summary £

31 Table of contents of Madule 3

F

=
)

33 Body of Data

33 Literature references

41 Table of contents of Module 4 N

-4
)

<
-
=]

4.2 Study repors N/,

43 Literature references N/A

51 Table of contents of Madule 5 /A

Tabular listings of all clinical : .
53 Clinical study reports No a
5.4 Literature references No
 Comnlate | 6 Cand tn Anndicant | G Brint

3.4.1. Save

e To keep your screened answer you have to click on “Save” button. Without clicking
on the save button if you exit, your answers will not be saved.

10
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BN s | cormers | e | s | s | Mot
Ty ey

Moderator Name:
Applicant Staff
1 Letter of application Yes Yes m
Comprehensive table of 4 m a
1 content imodule 1) Yes Yes [
12 Application - Hasan Yes Yes m

Bangladesh labelling and

packaging Ves s,

3.4.2. Complete

o After completion of screening, the screener needs to press on the “Complete”
button to send the document to a Moderator to be assigned under a Reviewer.

Complete Pre-screening x
Name
Dossier [ ]
Location

e Select a Moderator from the “Moderator Name” combo and write the Dossier
location as shown below:

Complete Pre-screening x
Moderator Name: [I‘U‘Iadaratcr{)ne .l
Dossier Location [Rocm—Z ]

3.4.3. Send to Applicant

¢ The following screen is showing the list which was given No by the screener while
checking the documents with the checklist and by clicking “Generate Letter” the
Dossier Deficiency Letter will be automatically generated in the system.

11
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et [ o |

Lehiciency Heport

12 Dody of Data [ Reguiee this dorurrent ]
33 Lierature references [quur:-‘. this docurent ]
41 Teklz cf contents cf Module 4 [P.equi.'e: this docurent ]
53 Clinical slucy repors [Requin&c this dozurent ]
54 Liealuie ieferences {P.nqui-sr thic Anrument| ]

e A pop-up message will appear.

Deficiency Report x

Congratulations!
You can download new letter from the Letters tab

3.4.5. Print
e After completing screening Screener can print the checklist as shown below:

12
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e R e s R e—
u || Sl 10
TR TR 5 R e— |
| SRR | -] ) [ 10
G |m—— = [=]m] | 10

Bpedic equiremenis

15 fordifierent ipes of Vi W | o | wa | [ D

applicaiion
16 Envircraraenial sk Yes - R S ] ' D
i | | o | e | o —— 30
TR N w[wJw] (30
e EPR I o 7 B — )
11 g v w[=Tw] C——0O
=l L ) 5 3 [ | e | &
142 | nformason on price Yos You | He | WA "I I J D
g mm‘mm e b _] : D
L, | B imm—" es v [The | ] —— | T
?mm-zn;:m - e | s | ® ] | [:|
22 | CTODintreducson s Yok ,___ l : C:I
e |w[eTw) 0
Fd Monclmical ovardss Yo e i

[T

I5 Cilnical cvandoy ek You

|

3

Béonclinical writen and

C T ———
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3.5. Sample Request

e Screener can ask Applicant for testing of items on submitted sample. There are six
types of tests for which applicant may be asked for.
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e | sy YRR e ] e | e | e

Requested Daie Current Status Created By Sample Recieved
Mo records found.

Sample request to Applicant

e To do this Screener need to click on “Request to Applicant” button and the following
screen will arrive.

« |medicine sample [l internal Stancard
tems Requested .HF‘LG Column v Specific Chemicals
.Reference Standard + Test Method

Need to test above mentioned ;temsl

@& B =
fequest details *

body p

|
o | s [ e T e | e | | ot

Sample request to Applicant
Requested Date Current Status Created By Sample Recieved
Apr 20, 2017 Requestad AT.M. Golam Kibria

¢ [f you have any comments, attachments, or additional information you would like to
provide, select the appropriate tab(s) and add them as shown below.

3.6 Comments

e On the “Comments” tab, you can view comments from others or add your own
comment by clicking on “Add Comment”,

s
- Add Comment

¥ Screener One
Mov 12, 2018 Screening completed

Comments

14
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3.7 Timeline

o The “Timeline” tab shows the status of the application during the different
processing stages. The status of all processes after submission of application you can
see at a glance here.
e ([ T T
Shows the evolution of the Product Registration.
Application Status Status Change Date Updated By Comment
Fee Received Mov 12, 2016 Screener One
New Application Now 12,2016 Hasan Mahmud application suomiled. |
3.8 Attachment
e |f you would like, you can add additional attachments or additional information by

clicking on the appropriate tab(s) and following the screenshots below. If you need
to add any document you need to click on “Add Documents” and the pop-up
window will arrive to add documents which will be attached by applicant.

Attschments have 3 dmb size imit

' Additional Information

O Add Document

Registration
Status

Label Tn“n"fgﬁj[]g Nov 12, 2016 Hasan Mahmud  Saved

Title File Name Upload Date Uploaded By

3.9. Letter

All system generated letters will be listed under this “Letter” tab one after another.

| Additional Information

Create Acceptance Letter

Title File Name Upload Date Uploaded By Repsietion
Status
LOSECTIL_acks0
Acknowledoment | gg733704808115 | Apr20, 2017 SotWorks New Application ﬂ
140 paf
LOSECTIL_sampl
Sample Request erequesti205637 ATM. Golam . a
Letter 787508551957 pa | 1Pr20,2017 Kibria Verified Download

T
LOSECTIL accept

Acceptance letter B8432837582612  Apr20, 2017 SoftWorks Verified ﬂ

55495 pdf

LOSECTIL_defScr
Deficiency Latter 61022956872622 Apr20, 2017 SoftWorks Verified +~ Download ﬂ
24815 pdf
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3.9.1. Acknowledgement Letter

e The “Acknowledgement Letter” generated by the applicant can also be printed by
anyone from DGDA —

Government of the Peoples Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mohakhali, Dhaka-1212

Dossier Acknowledgement Letter

Memao No: ’ Date:

Hasan Pharma
21/15 Babor Road, Mohammadpur
Atlention: Hasan Mahmud

Subject: Acceptance Letter

Application Reference Number: Q0102/NMR20Q156
Trade namae MONTAIR
Generic name(s) SINGULAIR
Strength(s) per dosaqe Lt 10 ma

Dosage form TABL

Your application has been accepted for evaluation. It 15 anticipated that the evaluation will be completed by
approsamaraly 1 year from rhe date of submission. The anricipared dare of completion of the evaluaion has been
provided for your eonvenience and it is an estimate only.

IF you have any queries as to the meaning of this letter, you should comact the undersigned immediately.

Yours faithfully

Director General,
Dirsclorate Ganeral of Dug Admirnisiration

&
Licencing Authority (Drugs)
Government of the Peopla’s Republic of Bangladesh

3.9.2. Sample Request Letter

e When Screener sends “Request for Sending Sample” letter to Applicant for Sample
Testing and the following printable view will be generated as PDF format —

16
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mohakhali, Dhaka-1212

Memo Na: Date:

To,

SOFTWORKS

21/15 Babor Road, Block-B
Mohammadpur, Dhaka
1207

Bangladesh

Atterticn: Manmud Fharma

Subject: Request for sending samples for testing

Application Referance Number: 0127/NMR/2017

Dear Sir,

You are regunsted to send samples of your product for tosling and analysis to the: Drug Testing Laborastory (DTL) or
Chittagong Lrug | esting Laboratory (CU L), In your submission, make sure to include:

+ Medicine Samplg, Internal Standard, HFLC Column, Specific Chemicals, Reference Standard, Test Metnod
Would yourequestad 1o lesl lhe above licked llems,

+ Relevanl analylical docamentzlion Tor beller understanding

+ Copy of The Bank Treasury Ghalan receipl

Yaurs faithiully

Lyirector (General,

Directorate General of Urug Administration

&

Licensing Autharily (Drugs)

Governiment of the People's Republic of Bangladash

17
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3.9.3. Dossier Acceptance Letter

After completion of screening the “Acceptance Letter” will be generated and the
following printable view will be generated as PDF format —

s Government of the Peaple’s Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mohakhali, Dhaka-1212

Meme No: Late:

ESKAYEF BANGLADESH LIMITED

Tangi, Gazipur
Bangladesh
Atlention: Mahmudul Islam Sohol

Subject: Acceptance Letter

Applicatior Numbear: 0138/NMR/2017

Trade name ALBEN DS

Generic name: ALPENDAZOLE

Strength: 400 mg

Dosage form: TABLET

Manufaclurar: Eskavef Bangladesh Limited
Iype ab Application: New Chemical Entity

Your application has been accepled for evaluation. It is anticipated that the evaluation will be completed by
approzimalely 1 year lrom Lhe dale of submission. The anlicipaled dale of complelion of Lhe evalualion has been
provided for your convenience and iLis an estimalg anly.

If you have any queries a5 to the mearing of this letter, you should contact the undersignad immediately.

Yaurs ml?hﬂllly

Director General,

Cirectorate General of Drug Administration

&

Lizensing Authority (Drugs)

Gavernment of the People’s Republic of Bangladash
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3.9.4. Dossier Deficiency Letter

e If Screener could not find documents while checking the Dossier checklist, s/he can
click on Send Letter to Applicant which will generate a letter with required list of
documents. A sample Dossier Deficiency Letter shown in the following screen:

Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mohakhali, Dhaka-1212

Memo No: Dale:

Ta,

ESKAYEF BANGLADESH LIMITED
Tanai, Gazipur

Bangladesh

Attention: Mahmudul Islam Sohel

Subject: DOSSIER DEFICIENCY LETTER

Application Reference Number D13&/NMR/2017

In response 1o your application number mentioned above relaled L the Marketing Authorization of the following
product. you are requested to provide the following information{s) as early as pessible.

Trade name ALEEN DS
Genetic name(s) ALBENDAZOLE
Sirenglh(s) per dosage unil 400 mg
Dosige [orm TABLET

The application has net been accepted for evaluation because the following documents are not complete or
missing.

Module 3: Body of Data Kequired this document

Module 3: Literature references Required this document

Module 4: Table of contents of Module 4 Required this documant
Module 5: Clinical study reports Required this document

Module 5: Literature references Requiraed this document

The review of the application will commence once you submil the above missing documents.

Yours faithfully

Director General,

Directorate General of Drug Administraticn
&

ligansing Authority (Druags)

19



Pharmadex User Guide for DGDA

3.10. Additional Information

e Here in the Additional Information tab, Screener will write the Dossier location:

Dossier Location [Sne:.—' 1-1 1

Additional Information

e After Screener completes the screening, the Registration Status of the Application
will be changed from New Application Received to Screening Completed as shown in
the following screen:

Ingget In as Mahimih Hoseln | Scitings | Lngoas|

o S gt drodacls

Application

= ] Product Name  Geperic Name
primecladPoptel & - Wb 3

Applicalion Prossing

I Frosess Preduss dpalizesion Snpaning e TFET ARRTEET
Complesd o AFPLICAN Fhamz

gnwr.m-:!nl GananE

Post Nagistration Processing

= g 7 ALASUNEIES | AU LIFE ; i 5 AES
= Faniting Arqisating : = r,l'_f’a‘aj':'_f’f't g“"'””"‘-" G Wil D18, 3918 H.EI"I‘.IC | Tl Phao
= Pagmen e i
CCIBRINE | ASEIRN OHERHMEEOY. G i it 2,37 EDSTWORKS | abuhiios
‘ L s
SEhOIEEL. SRR ok T ESKAVES Fulian”
AI3EN D ALDENEAZOL, OUANNWIRROY Mewohamicer | Stweaniog. Warig, 2017 EANGLADEZH  Barglacssh
% o AR LIVTED L mitee

o : £m
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4. REVIEWERS’ ASSIGNMENT BY MODERATOR

e Once the Screener ensures that the application is complete and forwards it to a
Moderator, it will appear in the Moderator’'s queue. To log in as a Moderator, go to
the homepage, and click on the door on the upper right corner.

4.1. Log on as a Moderator

® Log on as Moderator

Login x
Username: IMahmud }
Password: %...... |

Remember me

e Write your user id and password like (User: mahmud, PW:; *¥*¥*%%*)

Logged im as Mahousd | Settings | Logout
Ministry of Health & Family Welfare, Governmenl of the People’s Republic of Bangladesh

orre to Directorate General of Drug Administration

Directorate General of Drug Administration

Cuick Links

Fegyiered Ul
Regiztered Agplcants
Lonsgped fr User

e After logging in, go to Registration > Process Product Application menu
e The Received Application list form will be displayed. From the list you need to click

on the hyperlink of the newly added Application - for example Product name is “ACE
PLUS”

W Ministry of Health & Family Welfare, Government of the People’s Republic of Bangladash

2 . . . .
Directorate General of Drug Administration I P | .

5 | ome Registrasion =

Rrqhtration Kecrvad Applcations

G Fagistered &apiicents

TAGER AEACAVH $|3E'\'.1R-_'-3| ;le”-i'i‘yc,r.-r al

HevierEvard  MaZi s010 E

Appliration Pracesieg

Fafiayn |

. o GO ewy A, = o F
& Frivers Mendiier Anglicatien AIBENEE SEDEHEVZOL: VERSURMIEF] || s ottt Shmkaind MaZ§ 2017 EANBLADESH Hargladest
F 7 ity G el ol f

HERT 1 (20 7|
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4.2. Assign Reviewers by Moderator

e After logging in the system, go to Assignment tab and click on “Assign Reviewer”
button.

Reviewer Two Nov 12 2016 Nov 15, 2016 Assigned MODULE_1 BB

e After clicking on the “Assign Reviewer” button under Assessment tab the following
screen will arrive to assign Reviewers.

e If Moderator decides to assign two reviewers — Primary and Secondary reviewer,
then he needs to click on “Will there be a secondary reviewer?

e (Click on “No” button, if there will be only one reviewer.

A sign Reviewst

Will thore be 2 secondary revicwer! | o Yes

¥ou szl izt ke acle £ change the salecton of Lsing of not UEing a tacoRzay user 2fer te acs grmar ic dans,

Revlewer | M paor t5am .
R—

Secunlary Reviews *
MoZulz

Due Date =

e If you click “Yes”, then two Reviewer combo will be visible for selection.
o Reviewer: First select a reviewer from the Reviewer list as the Primary Reviewer.
e Secondary Reviewer: Select a secondary reviewer from the Reviewers list.

o Module: Then you need to select module from Module combo, it's also mandatory
field.

e Due Date: Need to mention a date by which the Reviewers need to submit their
reviews and the date will always be future date.
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Assign Reviewer

Will therz be a secondary reviewer? | « Yes
Vo iill nat ha ahle ta rhange the selaction of 11sing or not tsing a secnnday user after the asdgnment i< dene.
Reviewer ™ \ayeem Golder
Secondary Reviewer * hd
e
Due Date *
3

5. PRIMARY REVIEW: MODULE 1 REVIEW BY REVIEWER

e Once the Moderator assigns the Reviewer(s), it will appear in their list of pending
applications. To login as a Reviewer, go to the homepage, click the door on the upper
right corner and use the username and password for the primary reviewer.

5.1. Log on as a Reviewer

e |ogon as Reviewer

Login x
Usermame: [nurull ]
Password:  fuesss

Remember me

=3 :

e Write your user id and password like (User: nurul, PW: **#**%)

int s M Murd folam | Settings | Logout

Ministry of Health & Family Welfare, Govemment of the People’s Republic of Bangladesh

@ Directorate General of Drug Administration

#1iome Regiswaticn =

Welcome to Directorate General of Drug Administration

e After logging in, go to Registration > Submitted Application menu
o The Received Application list form will be displayed. From the list you need to click

on the hyperlink of the newly added Application - for example Product name is “ACE
PLUS”
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Directorate General of Drug Administration

Logged in 2s Md. Kund Islam | Scttings

romenl of the Pe

w o Beggisialion =

Registration Heweri Apic
o Azl

red Predicte.

1 SUspendsd P ocucs

O Cxazead Frochice

Apdicalion Fiocncim il e aceepten WOUULET | sanasdone  Langtzon lanamains Leeenmene
o __
218604 FRMARY Avrrpled WORLIF_t Man 20,7007 M 23 00T Wk PN DE1T '.‘(9“ Lt
A 1 FRivaRyY Agsigned WO0ULE 1 Marae. 2017 Mar 31 2017

e The above screen shows the Reviewer’'s Review Applications list status. The RED
color marked review application means the deadline of review application has
lapsed.

5.2. Review of Module 1

e If you are assigned for Module 1 the following screen will be visible:

1 OSFCTH

Registration Status: Review Doard
APpPHCATION Type: GENERIC SUDMITa Ry SOMWINCk:
Application Number: 0133MNMR2017 Applications Responsible: SoftWorks
Applicart Name: INCEFTA PHARMACEUTICALS LIMITED Sulmrillzd Dale: Ap 2D, 2017
Manulacturer Name: Eskayet Bangladesh Limited

= AUME UN

A. GMP Certification

I= the information in this
Review Evaluafion Units section of the application
salisfaclory?

Hes e dppliver| provided e copy oflalest (ol older Whan Wiee sezis) GNP ciifcale
0 Man fArTITErs, PR s and FPRCS 0f A (opy cTARRINI3E Icense?

ka5 the appllieart provided INsn2silan repnrs or equivalans document nafolda: fan R

three years) 1T he Haalty Autiomes of eitna” OGUA USFDA, MEHA §i3a, EL,
Canaca, PIZ/S country a1 each ste as wal as tha cste of lastinspectcn of wach sta?

HEs e applicert provided he GME documents equited by the inspectaratz?
Including:

« 1./ EEtch release procadies

» 1.7.4.1 Active pha'maceufical ingradiavis

» 1742 Inacive pharmaceutizal ingredients

» 1.7.43 Finizkec Product Releass Conirol (FFRC) tects

o 1.7.44 Finishec Producl Releasz Responsialily (FPRR) cileria
o 17 Sanfrvaton of eontact

+ 1.6 Cemicate 073 SNarmace rizal ProcLo (CHF) WHI cerimeater schema i1
apoicable

1.7.7 ['rooi of cumrent regist-atcn of the R23aponsible Mharmacist
17.8 Semple and Documenis

1.7.8.1 Conlimalivn ol saomission uf e samplz

17 &2 Rach maanfacturng recoic afthe sample

1./.8.3 Catncate of Analysis |CoA) of he sample

1.7.9 Certified copy of porrit to manufacture

1.7.10 Inapection flew ciagram (selfinapection)

1.7.11 Crganogram

Ilgs the applicert provided Cz-tficate o7 Tharmaczsical Precuct (CT) issued oy
vorrpelen: Aakcr lies i1 Dz exporling counby? 15 the CPP vaid and aulhenticaec by
fhe Rangladesh Fmhassy

e Module 1 would have Administrative Information and the review questions are
divided into 4 (four) sections.
A) GMP Certification

24



Pharmadex User Guide for DGDA

B) Foreign Regulatory Status
C) Pharmacovilgilance Plan
D) Interchangability

The reviewer reviews all these questionaries one by one as described in the
following section:

* ADMINISTRATIVE INFORMATION

A MF Cerfification

Is the information in this
Review Evaluation Unils section of the appiication

B. Toreign Requiatory Status

satisfactory?

I1as th= applicant provided the copy cflatest (not older han three years) OMP cerificae

. Pharmarmvigilance Plan

D. Interchangeahility Far nanuEcta eus, packens @rd FERCS of 8 Lopy ol opopjale licanse?

Has thz applicant provided Inspection "eparts or equivalent daziment (notolderthay e IS EN

tiree years) from the Heath Authentes of 2ither DGEA, USFDA, MHRA, TGA EU,
©Canada, FIZ/S counlry, al each sile as well &s the dae of last insoeclion of each sile?

Hasthz applicant praviden e GNP documerts rRuiee oy M2 NsiedaiEe?
Incuding:

1.7.4 Daich releas= procecures

17 41 Bedive phameaczulioal ingetdi=nks

1./.4 3 nactve oharmacaeutcal ingrad ents

1.7.4 2 Mnisned Moduct Release Control (TMAGC ety

17 44 Finisaed Produrl Reles<e Respos hiiy (FPRE) il s

1.4.5 Commation of conract

1.7.6 Cetfcete ofa "Themaceutical Product (CPT); WD certfication scheme if
apicanle

1.4.¢ PICCTETCLITEN IEQISTANON 011N HESECNEIDle KT amaciet m
1.7.0 Samgle end Documerts

17 2 1 Confunalion elsuburssing of e sampis

gatch manJdtactuning record ot fhe saTpla

2 Certifizate of Anelysis (CoAl of the samp e

178G FRed capy of pemn | ma ufachne

1,413 Ingoection flow diagram (sel-nspachon)

17.11 Grganogam

Has thz applicant provided Cerfificate of Prarmaceut cal Product (CPP) issued by
competen? Authorlles In tha exparting coantny? IS te CPP yalld and sutianticated by
taz Bangladesh Embassy

Under each section there are 3 (three) types of answers, one of which the Reviewers
can select —Yes/No/NA.

If the reviewer clicks on “Yes”, then the following screen will arrive.
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Reviewer's Response - YES§ ]

s recpsnze a: 3 picturs

¥ the applicen has provided the copy of latest 5 veN
GMP Certificatzs

ADMINISTRATIVE INFORMATION

A.GMP Certification
AND
Has the applicant provided the copy of latest inot older than three
years) GMP certficate for manufacturers, packers and FPRCs or

. 1 5 Also the applicant provided inspecionrepons not older
a copy of appropriate icens2

3

than 3 years
Has the applicant provided inspection reports or equivalent
document(not older than three years) from tha Health Authoritizs
of eiher DGDA, USFCA, MHRA, TGA, EU, Canada, PIC/S
courtry, ateach site as well as the date of lastinspection of each
sie?

After clicking on “Yes” the above screen will be visible and the following fields will
need to be filled up:

1) Reference to Dossier (module/volume/pages): It's a mandatory field and the

reviewer has to write here the location of the document where the CTD Dossier
located.

@ssiﬁr {mndulefvnlumefages} - | Rack-8 >
S ——

_—
L —

2) Reviewers Tab: If there is one reviewer to review the module, you will found one

reviewer’s tab i.e. Primary Reviewer. On the other hand, if there are two

reviewers you will see two reviewers’ tab — Primary Reviewer and Secondary
Reviewer.

=t
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3) Reviewer’s body p: In this notepad like template, reviewers(s) can write response
to the question. Reviewer(s) can only write plain text here with basic formatting,
table cannot be inserted.

he applican has provided the copy of latest 3 yea
MP Certificates

AND

Also the applicant provided Inspectien reports not older

than 3 years 3

body p 4

4) Applicant’s response (picture): Here you only attach Applicant’s response as
image by uploading from the computer drive.

e After filling up all required fields the reviewer needs to press “Submit” button to
close the question answer tab and the following screen will view.
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T AUMINISTRATIVE INFURMATIUN

A GME Lerfitication

1L Torck inriney Statars Review Evaluation Units section of the application
e’
. Pharmacovigiance Plan
U320 T8 Copy 01130831 (010 437 an Mge Years) GIF cerif cate

= Hzg 2 appizzm
U Inferchangeability Far maniFachuefs ar's mnil FERCS 00 & Cupy o7spp npiia & | oe se?
Het U= appicent orovided iepection repans cr scuva enl cocanenl matolde: e s m

taree yeassi from e Healh Aathorifizs ofeither DANDA LIRFNA MHRA TGA FLI
Cenads, M35 county, ateach sile &= well as the date oflastinspecicon of eech site?

15 the information in this

Hac thz app izont orovided the GNP decumerts required oy the inspoetorata?
Including

1.7.4 Bateh “olease proceoures

1.7.4.1 Active pharmacewsical Ingradients

1.7.4.2 naclive aba macaulical iyed enks

17 4 3 Finished Product Relzase Conrel (FPRED) sess

1.7.4.4 Finished Mreduct Relzgse Responsibility (TPRT) critera

1.7.5 Confirmaticn of contract

1.7.6 Gertucate of 3 Fharmaceutcal Froduet [GPHE WHU certicaticn cchzme it
app lcsbla

1.7.7 Prociof cunznliegisuzlion of the Sesponsible PhaimacizL m
17 & Bample and Decnmarts

1.7.0.1 Cenfirasion cf submission ofthe semrple

1.7.8.2 BINZY MANUIZEILNNG F2COId CTnG Cample

1,083 Uertit cas of ANa ysis (L0A) 01tha sampls

1.7.9 Certfed copy of panm tic manufacire

1710 nsoechoe Tow L ageam ise Cinspecinn)

17.11 Organogram

If the reviewer clicks on “No” button, then the following screen will arrive.

Reviewer's Response - NO ]

Ref ce to Dassier fule/wol /pages): | Rack-8
Answer response (picture)
Please do net insert tables. You can upload applicant's response as a picture

A.GMP Czrtification |

1.7.4 Batcy release procedures Reviewer given review response a5 NO
1.7.4.1 ACive pharmacestical iIngredients

s 1742 Inactive prarmaceutical ingred ents

= =
Has the applicant providzd the GMP documerts required by the @ B =
inspectorate? Including.

1.7.4.3 Finished ProductRelease Conrol (FPRC) tests
1.7.4.4 Finished Product Release Responsibiity (FPRR)
criteria

= 1.7.5 Confirmation of contract

= 1.7.6 Certificate cfa Pharmaceutical Product (CPP), WHO
certification scheme if applicable

s 1.7.7 Proof of curent regisiration of the Responsible
Pharmacist

« 1.7.8 Sample and Documents

« 1.7.8.1 Contirmaton of submission of fie sample

» 1782 Batch manufacturing record of he sample

= 1.7.8.3 Cerificate of Analysis (CoA) ofthe samnle

« 1.7.9 Ceriiiied cooy of permit to manufacture

s 1.7.10 Inspection flow diagram seif-inspection)

= 1.7.11 Organogram

Has the applicant providad Certificate of Pharmaceutcal Preduct | o
(CPP} issucd by competent Authoritics in the exporting country? | |
5 the CPP valid and aled by te Bang Embassy [plody.p
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ADMINISTRATIVE INFORMATION
A. GMP Certification

Haz the applicant provided the GMP documants required by tia
inspectorate? Including:

= 1./.4 Hach release pocedures

s 1741 Active rharmzceutical ingredients

= 17.4.2 Inactive pharmaceutcal ingredients

= 1.7.4.3 Finished Product Release Control (FPRC) tests

= 17.4.4 Finished Product Release Responsibility (FPRR)
ciiteria

1.7.5 Confirmaion ofcontract

1.7.6 Certificate of a Pharmaceutical Product (CPP);, WHO
certificaton scheme if applicable

1.7.7 Proof of current registration of the Responsible
Pharmacist

1.7.8 Sample and Dozuments

41.7.8.1 Confirration of submissior of the sample

1.7.8.2 Eatch manufazturing record of the sample
1.7.8.3 Certificate of Analysis (CoA) of the samgle

179 Certified copy of permit to manufaciure

1.7.10 Inspection flow diagram (sel~inspection}

1.7.11 Organogram

Has the epplicant provided Certificate of Fharmaceutical Product
(CPP}issued by competent Authoriies in the exporting country?
Is the CPP valid and authenticated ay the Bangladesh Embassy

(@@ B | = =

The Reviewer has giver review result NO that is why need

to put Reasoﬂ

body p

®

4

o |[fclicked NO, the reviewer will find an extra tab i.e. “Reasons” tab to clarify why the
reviewer has selected “No”. All other fields are same as described in the above

“Yes” answer section.

e Without writing reason the reviewer cannot close the form. If no reason is given, the
following pop-up message “Reasons is mandatory” will appear.

Reviewsr's Reaponse - RO

E3 Rzescms s mandatory

cforence b Dossior (module/volume/giges: | Hack & |
-

Slaase £ not insert eakiss: You mn upload applicant's resonss a5 3 picura

am

e If the reviewer given “No” answer and click on “Submit” button then the following

screen will arrive.
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* ANDMINISTRATIVF INFORMATION

A GMF Certification

i Raview Evaluafion Unile goction of the application
R Fore qukabnry Stah
e
Has the applizant provided o copy of latect (nof old2- thar three years) GMP cerdiicate
for manufaziurer's, packens anc FPRCE or a copy of appropriate | cense?
Has the applizant provided ropecion reports or equ valent document inot o ccr than Yes

three yearz) frem the | legih Authoritizs of eith2 DGDA, USTD A, MIIRA, TGA, CU
Canada, /C/3 county, at each sitz 85 w2 | as thz cate of astinspection cfeach sile?

Is the nformabion m this

Has tha applizani provided e GVP dozuments ~equirec by the repactoraie?
Including

1.7 4 Balch releaze procaduras

741 Mhdive pharmace aical ingredizns

7 4.2 Inactive phamaceutica ingredients

1.7 4.3 Finished Froduct Release Conirol (FFRC) fests

1.7 4.4 Finished Frodacl Release Responsioiily iIFFRR) Cikr e

1.7.5 Confimalion ol conbacl

17 A Cathcale o7 a Fharmaceuiizal Prooue (CP2) WHO caticaion sciare

aplicable

= 1.77 Precfof carrent ragistraion of the Razpensio e Prarmacist u Mo m
= 1.7 8 Sample and Documzis

= 1.7.8.1 Cerfirmation of submiasion of the sample

s 1782 Batch rerufachuing r=coic ofthe semple

= 1783 Cerificalz ol Aralysis (Cof)ul be samo e
.

.

1 Tacathed copy of pami in mAanufactine
14 10INS02T00 YA d133°AM (3e-nspechion)
1.£.11 rganogram

Has the appllzant provided Cerfifcate of harmaca ilcal Pmduc IGPP) 55121 by
compatent ALthonlies ¢ ihe exporing country? 1s the CHE vald and suthentcsted by
tha Banglades Emoaszey

e [f you click on the “NA” then same as above mentioned procedure needs to be
followed and after that the following screen will arrive.

Reviewer's Response -NA

Reference to Dossier (module/volume/pages): |Racl

Pleass do not insert tables. You can upload applicant's response &s a picture

S—

ADMINISTRATIVE INFORMATION Reviewer review as NA

B. Foreign Regulatory Status
List the countries i1 which this product has been granted a

miarkeling aulhuricalion, logelher wilh any esbiclions un sdles or
distribution.
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= ADMINISTRATIVF INFORMATION

A GMP® Certification

B Forcign Requlatory Status
; Licttac couniries in which this product has baen grantee 2 markeling authenzadon,
D Interchangeability together with any restrictons on sales or d srikution,
Hize i applican | onvinar pias of tha oot rerkel ng au o bxlio o s

(Cree Saes Cerifizate Cales Cetificates Fow stlzast 2 other developira couniriestin Yes  Ho QLY
0INeT COUNITES WNETE T prod.ctis ava lakie’

Review Cvaluation Units

Lislany voanbies nowhich b oraduct has been w Bidraw o P cnarkel, o0 whare
an application for marketing has aeen rejzcted, ceferad orwticrewn, and the reason:

Hes he applivan! movidsy he proo? o oo alion oTagencsy agresnen i iy
name, add-ess and signeturz of manufactirsr?s authorized agzntin Deng adzsh?

oz the applicant arovidzc the esfimaled manct of fhe predusipracuct groug in
Bargizaesn INciLaing Fropacad arices Tor tha product In S2ngadasn?

Haoc the applican: orovidzc the farzign preszriking and pafientinformation fthe
marketng aithor zallon has been granted by other Health Adthorkt es?

Hz= he applican® arwidzc 2splacafion nn the simila-fiesidifarznces in the data
packoqes submited iv other ceunies?

5.3. Dossier Review Deficiency

e |If the reviewer finds any deficiency and needs to send to the applicant, s/he needs to
go to “Deficiency Report” tab to generate Letter —

LOSECTIL

Registration Status: Rcvicw Baard
Dpplication Typs: GEMERIC Sulmnilled By: SulWorks
Application Number: 013NMR2017 Applications Resporsitle: SaftiWorks
Anplhcant Name: INCEIIA PHARMALEUTICALS LIMI ED Submtted Date: Apr#. 2017
Manufature) Narie: Eskayel Bangladesh Linsiled

l 15 Gemmates Feller .
Tile:

Mo jecorss ound.

Upload Date

o The Reviewer needs to click on “Generate Letter” to generate deficiency letter and
the following pop-up screen will arrive:

Generate Lettar x

Due Datey 604:’2017 E' \

@ G B

Need to submit the folbwing documents
1) GMIP Certif cate

Summary| 2} Mancfacturing License

\_ 4 @

nady ‘

[ st :

o After the Reviewer receives requested document from the Applicant, Reviewer
needs to click on “Received” button.
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Medicine Detail + Print Save ack

i M Mo s

Fuithe: I lwimation LOZECTL
Fequest

The reviewer needs to select “Submitted Date” of received deficiency documents
and write comments and press “Submit” button.

Acknowledos Deficiency Recieved ®
Sent Date: Apr22, 2017
Duc Date: Apr 24, 2017
Submitted Dnh.-.(Zl"-)—'L’QU'T 'g \
& & |

The perding Mefiri=nry fwn repnrt s st Hec

Lvahsator Sumigary *

\ i =

[_submit :

After clicking on the “Received” button, the following screen will appear.

3 Grocmate | cther

182 Name

Furhcr Infarmation LUEEGIIL_revoetscrl /54

222 : =
Hoguest 5173118908224 13 pai B 22 20HT M Narul s an Doumicad

The generated Deficiency Letter will look like as follows:
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Government of the Peoples Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mohakhali, Dhaka-1212

Mwrrir Mer: Thalu:

INCEPTA PHARMACEUTICALS LIMITED

40 Shahid Tajuddin Ahmed Sarani Tejgaon /A
Dhaka

1208

Bangladesh

Attention: SoftWorks
Subject: REVIEW DEFICIENCY LETTER

Application Reference Number: 0133/NMR2017

Irresponese ta your application nombar wenlioned asbove wlatad o e BagestratonMarketing Aothonzation af the
follovang product, you are requesied to provide response or submit the necessary documentis) o the foliowing
deficiency(ias) in arder 1o complete the dossisr evaluation process.

Trade nams LOSECTIL
Generic nameds) OMEPRAZOLE
Strength(s) per dosage unit 20 mg
Dosage form TABLET

Soe balow or the amached filets) for the list of deficiency(es) 1o be addressed

Needto submit the Following decuments;

1) M Certificate

21 Manufactunng License

The review of the application will commence again once you submit your responses, If you have any queries as to the
wnszriing of this letlar, you stionld contaet The aodesigoesd immeacialaly.

Youurs fanhilly

Dirzetor General.
Irectonate General of Dnig Adrminmstraton
&

5.4. Comments by Primary Reviewer

The primary reviewer can put comments as shown in the following screen.

ﬂ
Medicine Detail L Prim Save Back

e | | et |

Comment

1 Aukd Conmmmenl

Necd 10 SupT1ne ol oving documets:

. Nurul Islam
api7z, 2T

1) GMP Czrfifizate

2) Manuracturing License

'? WAd_ Nurul Islam

Faratin The pending Defidancy we tepars 5 hm tad

= d. Nurul Islam
A7z 7T

The reviewer hes wocmmanes vn Modole 1 e rag s of e apalicsion ol Losect ], REZOMENCED
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5.5. Submit Recommendation by Primary Reviewer

e After completed review of all questionnaires, the primary reviewer needs to
recommend by clicking “Submit” button.

LOSECTIL

Registration Status: Reulew Board
Apqlization Type: GEMERIC Suhmitt=d Fy: Saffiorks
Apohcaton Number: UISHNMIL201 1 ADDRCETIONS Heaponsine: SOTTYVOrKS
Applizant Nams: INCEPTA PHARMACELITICAL § LIMITED Sulnnitled Dals: A 20,2047
Fanuracwrar Neme: L3Kayer vanglacesh Limikza

i Haview Ue

~ ADMINISTRAIIVL INI OILMALION

A_GMP Certification Is the information in this

B. Foreign Regulatory Stalus Raview Evalstion Unils saclion of the appbca o

L 'harmacovigilance lan
B Ls b vourbiss it which his produd e been g anec a marke ing sulw ical un,
T ntreas buanreabiility CORINE W I Ay 1630 CI0NE O 33 €5 Of CICNauTon.

Haz e aop lcant crevizec coples of th grocuct matkotng adthonzation comncas

(Frae: Sales Derfficaie, Sales Cartfinaies fom ab 23 2 oher develan ng count-es) n m N/A
ot counbies woe s the prood clis dvdi abe?

salstackory?

Lstanmy countres nwiich he srozuct has besn withd awn from the narkst o-where
a” applicalon for maTketng has beer rejectad dafzmed cr withoraw, and the resson

e After clicking on “Submit” button the following screen will appear.

Curnplets R ®

=

Cvaluator Summary *

¢ From the “Recommendation” combo there are three options from which the
reviewer can select one based on their assessment 1)--, 2) Satisfactory, 3)
Unsatisfactory.

Complzte Reyicw

Recommendatinn *

tat startray

Lalin/a leny

e Also the reviewer needs to write his comments in the “Executive Summary” section
as shown below:
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Complete Review ®

Recommendation *

@ W B

The reviewer has recommended on Module 1 for registration of the application of Losedil.

Evaluator Summary *

bady p .

&3 y

e Afterfilling in up all fields the reviewer need to press “Submit” button —

Directorate Gene al of Drug Al:lm nistration

gediin as Md. Murul Islam
Idirw ol Hee

& Family emmeni of the Per

# | e fag sttar -

Kegitiation
& Frqieraredt Applicants
& Feqismonodd Moty it

& Sraperdded Prackicts

‘i ancst ihe FIn sty c7) 2ali ane Tar e fare 101 of Dardlacesh Is cranc wend
2 sl ul ¢ Ty o g nli
15 1P aretors ataping e sratical Star dard cenme achcal Liezament (151 lorna's ane uiaines or 'a
Dl’pf'm\cwerr’ulwallor dogz 2rate the 3pr caler S rzalairation The DCDA a3 £ 2nn g fe

Fua s e o fully 11 e ¢

& Tanre e Preduers

Applleatian Precosdng

o it Vbl &

= M2iir: apol 27 A033Iers Tom Ap sl i /0 €110 22TEENSC T CCMPIEIZNEZE 3NC 1A £ 9Pl Zallar 289 Nave [aer
i : e e d ol e Wy o e ol inTan ki el

eiuc .
alh

=elfor evaluztan by D004 T2 313 whe are jcmingsd £ s2ee ner r2vlewie” SN nocersior A cetalied eve Jatlcn reaon

= Ackmiow ad a :
- Warks: '\q.«nrnrlzs o0 Lata il 6 orer 166 wnl..m after tarolete svallalior ane appoove’ of the dess =t

v ln P

tor 18l

e After the review is completed the Application marked as “Satisfactory” will be
shown in the screen as below-

Directorate Gene al of Drug Administration

Lagged in as Md. Mural Istam | Swttings | Logout
Ministry of Health & Famity Welfare, Govemment of the People’s Republic ol Bangladesh

# Hams Registraion =

Reqlstration Roviow Appications.
2 Regizteed Apgh

@ Fagestered Products Prodict Review Type
o =

Apglication Processing

MODULE 1 421242017 an 31,207

anzs, 2017 | Sanstaciory

= Reviry Anpcations.

PRIMARY Awcatid Apt & 2017 2! r SalisTaclry

ERIMAY Aczaptsd MUDULE ! Apr 13,207 §201 | AprisZUN! | Satstacory
PRINARY r‘!';rj‘:"‘ MODULE 1 Aprao 2017 &peab 2017 | Arit, 7017 | Swisisciary
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6. SECONDARY REVIEW: MODULE-1 REVIEW BY REVIEWER

* To login as a Reviewer, go to the homepage, click the door in the upper right corner

and use the username and password for the Secondary reviewer.

6.1. Log on as Secondary Review

e |ogon as Reviewer

Login ®
Username: [ayul:- ]
Password: '....

Remember me

.

e Write your user id and password like (User: ayub, PW: **¥*%)

Ministry of Health & Family Welfare, Government of the People's Republic of Bangladesh

é Vh Directorate General of Drug Administration

Loygpod im as M. Aysals Hussarin | Sellings | Logout

 Herme Regiization =

Welcome to Directorate General of Drug Administration

P

o After logging in, go to Registration > Review Application menu

¢ The Review Application list form will be displayed. From the list you need to click on
the hyperlink of the newly added Application - for example Product name is “ACE

PLUS”

el v,

¥\ Directorate General of Drug Administration

Jan 24,2017 ian 31,20

ERMARY Acvepted MUOUULE 2

S MARY Accsplen MOUULE 3
SECONTAR | Sy

ik MOOULE_1

Logged In < M. Ayuh Hoceain | Settings | Lagout|
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6.2. Secondary Review of Module-1

e After signing in by Secondary Reviewer, the following screen will be visible:

Meadicine Detail

~ ADMINIETRATIVE INFORMATION

A &MP Certification

Is the information in this
: Review Evaluafion Units secfion of the application
B. Fareign Requlatory Stalus
satisfactory?
C Pharmacovigilance Plan

- Haz e acplicant crovided he copy of I2tEs: (rot o der than h-ae y2a-s) GMF cerifcae
1. Interchangeability ‘or manufaciuers packar's and FPRCS or  cozy of appropliste license?
Hae the applicant crovided nspacizn repors o exuivzlentdocument inct olzer than Y m
thrae yza-s) from te Hezlth Authoiies of zither DGDA USFDA MHRA TEA, EU,

e In the same way as the Primary Reviewer has completed review, the Secondary
Reviewer also need to follow all the steps to review Module 1 and same question set
under Administrative Information will appear before the reviewer for review and the
secondary reviewer will have to complet review accordingly.

e The Secondary Reviewer needs to complet all these questionnaires one by one as
described in the earlier section.

Heviewer's Hesponse - YES

Heterancs ka Uossior fmodulefvolume/pages): [ ad: 9

Fleese do ot irsert tables. You car upload applicant's ressose 22 ¢ picture

NES the Primary Revicwer b d Nurul Slam =vizwed the
ANMINISTRATIVE INFORMATION GVIP cefizstor cooumertsard | slso find sl cocmert

A, GMF Certification el I GA

Has the appl cant orov ded the copy of latest inot o dar<han thre=
wears) GVII' cerimcal2 jor manwiact.rens, pac<ens endl 118063 or
O Copy 0TapPIOTNAI NEensy

Has the applcant arov ded insoestion =ports or ezu valan:
dacument {roto'dzr -han f1es pears) fom e Hezlth Auherides
ofribier NGNA LIAFNA MHRA TG2 Fl, Canada PICS

country, atesch sile a3 well 83 toe dste of astinsoedion of escn

&ita?

bty g ¥

6.3. Comments by Secondary Reviewer

o The Secondary Reviewer can also write comment by click on “Comment” tab as
shown below:
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M Add Comment

Meec to suamritthe 7o lowing cocuments
' M. Mural lslam

it 11 GVF Cerireats
2) Manufasturing Lizense

a
o .:“:dzz :‘:‘ﬂ S ThC p2nding Cerclency Two 1e0071s cukm Ted

] o
s ':zd'z?:‘;‘“ stam The rev awer bas raenrmanded an Modila 4 £ aq siaficn ofthe aprlicstion of | asart RECOMCNOCD

Adid Corimsnt ®

A ompletzd the revizw of Mzd.ie Lend orfy one coint | dissgres with Mel. Murul slam

Eualuator Summary *

T ] rl

- ] ]
™ Add Comment

7 M. Nurul Iam

The Frimary Review=r It bd Nuril slam has campleded his Quality Rev ewr anc find following
drdngz:

Mar 2. 2017 1) &l requirad dncuments has heen subwitad by the app icant
2) Subril 4l Cocuments i badeopy 4 w2l 2 in T Bzl
' pad. Mury! Islam Mc.Murul lgls, as 3 Primary Revevrar has bean recommended for the applicantfcr oredact RCCOMCNCCD

Ma: 28, 2017 egisbalivn neme Albzn DS 20Cng

=B Ayu Honaai
oot o Fave completee the 7eww ot Modulc 13nd only one poIrt| A500°6C Wit WA Hury 15.am

6.4. Submit Recommendation by Secondary Reviewer on Module-1
e After completing review (answering all the questions), the secondary reviewer also
needs to click on the “Submit” button.

Medicine Detnid

P T g e

~ ADMIMNISTRATIVE INFORMATION

A GMP Certfication

Foninan B tory 5t Review Evaluation Units section of the application
o satislartnry?
€ Phusmacouigilame Plan
Haz b agpl cant prosided e copy of latzst (70t o der than thice years] GVP cortfzate
. interchangeablitty " manufaeiurana, peeens and TR0 ar 3 cany of anpoopriace licenas?
Ilas tve appl can: provided inscecton repetis o-ecuivelent docomen:inoto derthan K m

three y=ass) from the Hza th Auhzrities of either DGDA USFCA MHRA, TGA EU,
Canada, FICE cooniry aleach & 1a as wzll a5 the date o 3s1inepeciion ot 3ach siie?

I W imFonmmsa i in Ui

I1as te appl caniprovided the Uk documrents required Cy the nspacloste?
Inzl.id na:

« 17 4Ratrh e eas= prorecurss

o LTLT ALY phannaceulica g ad sl

= 1042 nattv: pharmaccutica 1nQ-2d eric

= 17473 0nsred Poodie Release Donra (TPREC) ests

AFnsied Podoc Release Raspuisib iy (FPRR] s

« 1.7.5Gonfinration ef tot-act

= 173 Cerfificare of & "harmaceufiza Producl (CTTY WD cedifization schems
applicab e

= 1.7.7ProoTcfcusrent *aq satlon o1-he Resgons bls Pramscsl Na m

= 1.fd5awple snc Documens

« 1731 Confrmatar of susmission oft-a sampla

= 1732 Baleh manufaduring 1souid of hs sa nply
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Same as the Primary Reviewer, the Secondary Reviewer also needs to follow the
same procedure to recommend for product registration as shown in the following

section:

Complete Review

Recommendation

Evaluator Summary ~

Compietc Review

Recvimmnennda lion

Jinadafoutary

[nmplete Heview

Recommendation *

Fualiator Summary

oody p

have baen campleted raview all parts of Moduls 1 and recomme rded for regictaring the product namee Aloen DS

Ministry of H

# Homa Regsiration

Registration
P stered
5 Pec deed Dodlcs
= Sunpnled Foci s
w Carceled Products
Hpplication Procassing

= Peview Aoplcations

ment of Iha People’s Republic of Bangladesn

Success

Medicine Registration

| Suceass
»

Tha Dirsctorale Zane'a of Drug Adm nigtratic | dncar e Wovistry ofHeallh anc Family YWalk e (MOHFLY) of Bargladach 2 changing a1d
imp oy g fis mec o 0 sT2ion sysizmic enzare the safe anc sfiicacy af radic nes &= well 22 sizngthen the peiznlial for e 20poteian o
medlcirzs. The DGR 15 1harefars acap: 10 he In-aimaticnal Stadae Comman Techilcal Dcaman: G700 0rmals ane Juidelinas it me
prapa-acon ciredishtion docs 20s fo prarme auficels the: arz subwitied wilh e 2op afion for ecisizzon The TE0A < alsc alannind b

imp 2im2m Pharraliex. 3 web-basec infomelior <z o rack registratior ap alicaf ons 2nc v ervzce s capzc 7y bo suztessy |y menagzik2
registraior arocess in afimsly manrer

Thz registratic 1 aCIVH 25 ar2 summe 12ed be ow:

» et cne app caficn cossiers from Aap sants are eczivec ard screzrzd o compleerass andkat gopliceor 2es nave sesnins Joad.
« Cataeniha dossier: s ersaredir: te registaior data baza; a1 apalica: on wumoeric allezated ard infarmaticn commuticasad fo e
app zart
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7. PRIMARY REVIEW: MODULE-3 REVIEW BY REVIEWER

e To login as a Reviewer, go to the homepage, click the door on the upper right corner

and use the username and password for the primary reviewer.

7.1. Log on as Assigned Primary Review
e |og on as Reviewer

Login % |

Usermame: [Fteviewere J

Password.  jessenesss

Remember me |
| 3 ]

Laggedin as Maysem Golder | Scttings | Logout

After logging in, go to Registration > Review Applications menu

The Review Application list form will be displayed. From the list you need to click on

the hyperlink of the newly added Application - for example Product name is “ACE
PLUS”

fa’g Directorate General of Drug Administration

Ministry of Heallth & Family Welfare, Government of the People’s Republic of Bangladesh

in 23 Mayeem Goldes | Settings | Logout
St

Neghstradon R AR TN
e Bz Azl

PRMARY 435381 MODULT 2 | M8rzc zo17  &p'5 2017
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e Similar ways as defined in the Primary Review on Module 1 section, the Primary
Reviewer has to complete his/her review on Module 3 of Quality Overall Summary
(QoS) questionaries. The QoS questionaries are divided into two sections -

1) Active Pharmacutical Ingrediants (API) - A to G question set
2) Pharmacutical Products (Finishned Pharmacutical Products) - H to N question set

¢ The Primary Reviewer needs to comple all these questionaries one by one as
described in the earlier section.

Mcdi('mcD-:!ai i Print i i Ilacl:
Y e | e

= ALIIVE PHAEMACEL IICAL INGHELHENT (AFD

A Geneml Infarmatinn

1B e INTOTmanon § this

R Review Mvalistion lnks ‘sertinn of the npplication
satisfactory?
€ Cantrol of APY
‘What are tho 3 L tormula. and makzcula
D. Characterization of API weight? Are isamers of this prodisct possibie? Hyas, indicie which isomer o Ve m

corbing tion of isumars comprisas tha medicina?
b Hetoronce Standard

sl i i What are the phyelcechamical progertes Ineuding phy sical coscription, pKa,
G. q.h:g’ cotymorphism, aqueous solubihity [3s unction of pHi. v ares comcity, maiting m

naints, AR partition sestfiiant?

* PHARMALCEUT ICAL FRODUC T tHNISHED PHARMACEU [ICAL PRODUCT)

5 e NICTAATIN IN TS
Keview Evaluabon Unis SECHON O e appiicaton
saiistaciory?

the pharmacautical product

1. Component of the

];hnm(ediﬁl product
Vinatare e Components and composiman of iz inal product?

3 Containcr Onsure Systom &

oither packaging Differences between this formulatior and thz referenca product pre sent potential
concems with respect to therapeutic zauivalence? Yo  No NA

I Manufacture/Control of Drug

Product

For fixed-dosod combinations, what is the compatibility of ATl with cach ofhzr?

M. Stability Testing of Finished

Froduct Has the apolicant orovided a detailec descrition of the manufacturing procedurs
1or each strzngth, formulatior, ant packaging?

M. Appendices

A copy ol the mastzr formula; ard a copy of 3 maruractunmg racord for a real batch
should b provided.

Dosg any axcipiert excead the #5 limit for this routz of administration?

What evidence supports compatiility betweer the 2xcipients ard the API? Yes No NA

Winalare Une pwpose/Tunclivns ol each excipent?




Reviewsi's Responss - YES
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to Dossler

Answer

pagesit [ Rack-9

Applicant’s response [picture]

OUATITY OVTRALL SHMMARY QOS5I
A General Infunmation

Wrat ars the nomenclature. molecular structure, molecular

2 dz roirsert bables. ¥eu a7 Uplosd apolcant's respensa as 3 picturs

ks Maencazols, an sffectva singis dose, brosd spactrum

anthc imittizerug. . . Alzendaz: anzw
anhe Imi-tizdrug was evalusted in Malsysia n 91
pie b w1 sl od asd ocine 1

not Indlcate =ny u-favaurasls chanzes,

formula, anc molecular weight? Are isomers ol this product
possibic?  yes, maicate whick 150mar of comixnation ot
150Mers comprisss the medicine ?

bzdy p

7.2. Submit Recommendation by Primary Reviewer on Module 3

Same as Primary Review of Module 1, the Primary Reviewer of Module 3 also needs

to follow the same procedure to recommend for product registration as shown in
the following section:

Complete Review 3
feeommeneaton
W (4| B | = i
Evaluaton Summary *
4
== .
Complets Review
Recommenadatioe
Ll fan ey
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Complete Review ®
Recommendetion * | Zatisfactory '
B & B ==
Comrpletad reviensd and recomme nded by Reviewer 2
Evaluatos Summimary *
Eady o a
&

Inegeedbn s Hayeem Golder | Settings | | nauu|

& Heme B ambing v

Hegizlaalim

2 Reg stered Sppicorss
0 Rag clerd Poncce
e S e B 2
= Lariekd Prucdials

Application Proressing

= B ppheihnn:

e Faconcary o
BLSTN T3 SRIMA 1
ALSIN T3 RINARY bt LOTE:

wm | s wasmzi | RETEN

8. SECONDARY REVIEW: MODULE-3 REVIEW BY SECONDARY
REVIEWER

To login as a Reviewer, go to the homepage, click the door on the upper right corner
and use the username and password for the secondary reviewer.

8.1. Log on as Assigned Secondary Review

e |ogon as Reviewer

Login x
Username: [Rew,-[ewer‘] ]
Passwaord: fevnnnmnns

Rememberme |_|

Login

e Write your user id and password like (User: Reviewerl, PW; *¥*¥¥*x)
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Directorate General of Drug Administration

Ingned In 2< Ne. Mahehin | Setngc]| | agout]
Ministry of Health & Family Vwelfare, Government of the People’s Republic of Bangladesh

e degslialun -

Welcome to Directorate General of Drug Administration

Cpick Links
e S
el fppvants
Tngned in ey
Uee- Seting

e, W
Cnf it 7=ore e

After logging in, go to Registration > Review Applications menu

The Review Application list form will be displayed. From the list you need to click on
the hyperlink of the newly added Application - for example Product name is “ACE
PLUS”

Vagapeed i an D, Bassins | Secllinge | ool

& Hame Regination =

Hegielr ation Revisw Appiicatians
1 Rogisred Apal oot

i S et il

i L el Froshucls
Applleatian Peaeessing

i K i alinre.

WODULE 2 Mar28, 27 | 4753017 viar 28 2017 :d’" e

In the same way, the Secodary Reviewer have to complete the review of Module-3 of
QoS questionaries.

Medicine Defaill + Print Save Submit Back

= ACTIVT THARMACTUTICA] IKGRIDITHT (A1)

A General Information

B. Manufacturc of AP|
. Cratredl of APY
Wrat are ths nomenclaturs, molecular structurs, mowecular formula, and malscular
weight? Arc isomers of this product pessiniz? IF yes, ncicatc which 1Isomer or Yos m
r.omhbination of isomars comprises the madicine?

e S R R By Whiabare ths ply sicochemical popsr e inchoding plysical deseripon, pRa,

£ Stability polymorohism, 3queous solublilty (a5 funcilon of pH), iygroscopicity, midng Yes m
painta, and partition r azffizient?

Is e information in this
Raview Evaluation Unis section of the application
Sanstactory”’

+ PHARMACEUTICAL PRODUCT [AMISHED PHARMACEUTICAL PRODUCT)
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e The Secondary Reviewer of Module-3 will be reviwered all these questionnaires one

by one same as described in the earlier section.

Reviewer's Responze YES

Reterence to Dossler (module/volume/pages): | Rack-3 J

Flease ca not insert tables.

1 can upload applicant's resoerse as a picture

Reviewed by Secondery Revieweron Module 3

ACTIVF PHARMACFUTICAL INGRFDIFNT (API)
A Gereral Intormation

Whatare the shysicochemical properties Inciuding phy sical
description, pKa, polymorphizm, agueous solubility {as
unction of pH), Fygroscopicity. meling points, and partiion
coefficient?

8.2. Submit Recommendation by Secondary Reviewer on Module-3

Same as Primary Review, the Secondary Reviewer of Module-3 also need to follow

the same procedure to recommend for product registration as shown in the
following section:

Lomplete Hevizw

S o

Unzatisfactory

Complzte Review

Recommendation

m (@ B

Review comaleted by Feviswer 1 onMocule 3 snc recommended]

Fualuator Summary *

body p
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V Minislry of 1 & Family Welfare, Governmenl of the People’s

Medicine Registration

cpublic of Bangla

Success

G fizgizmared dpolicnts

i Fagi e Precicks
Success

& Stsperded Poducts

Tre[ veclc 2 Geraral of Dug Aomin svation 15 E04)unde” e Wi =7y of H2alth and Famity We fare NOHPW) o B21g ades i changing anc
irarcving = medicinas reqistrafior syster 2 ensurz b safely ar ¥ lacy of mec dne: aswe 3sic srengibzntie patendial fo- IF= exparafior of
madii s, Tae D3 Derefoe 240 ating he bemzionz Sancard Cormen Tecnics. Docune b (CTC ) fomes ard guide s

peparation of rzgistraiic 1 dossiers fr ahe wacas: mls thatae suom s2d v the apalication fo- regisiraticn. Thz DEDA TS
5 Feoen dep cxnons iralemer: Jharﬂ?_Det_ ?“.’Eb—JESEj i_r"Jlrr alic systen o Fack r2g zraficy 2aplicafior: ard o eabance s capacity fo : Joce
T2QIsTalcT process 1& Tey Man e

fCanceed Prodes

Application Frocessing

Therag zafion zovlies eve summarzad bzlow

« Nedicinz apalice: on dossie s from Ap alicans ars reseived end acrzened fr comp #leness and et ape caficn fees hevs bzen nchuded

o Mtz ar e eassie s is eaterac 1t the ragiswafinn data Fase ananp cafion e nheris 2 aczsad 290 afarnasan eameoncater s
aplica it

o Dossizris schecaled for 2valiafion by 504 oficials wno e nom veiad 23 screanar, rev awe” and moderaio. & deailec eve Jat n rapert

8.3. QoS Report

) Directorate General of Drug Admini

lagaed In ac Nayeen Galder | Settings |
-

Ministry of Health mity V! rnment of the P

# Home Fegist

Reqhsirarian Raview Applications

e Registmmed Aapiaant

e fegimeved Procurts

e Sespercied Froducts

ed Procuces

Acoepied WODULE_3

e To generate QoS report you need to click on “Print” button.

Tohenlin ime- Mhetuai] 4 Priml Rk
s (T S T

ACTIVE PHARMACEUTICAL INGREDVENT (AP}

A. General Infarmatinn

What are tha nomerciatura, molecolar structure, molecular formula, and molecular

weighl? Ars isoie s ol s product sossils? If ye aly which isoren or £
combnakan of 1ISOm2rs Compriscs the meedicine ? Lo

Wrat are tha phy sizo- hemical propartizs incliding phys ical descriftion, pHa, s
polymon phisin, aqueuus s olbiliy (us Tunction of pH), ygroscopicily, meling o

points, and partiion cozilcents?

e After clicking on “Print” button the following pop-up window will arrive -
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Print

provided a copy
satisfactory site |

TYPE Il DMF # (if any) [

For domestic site, has the applicant

of a current and
icence issued by

DGDA? Or from WHO, USFDA,
MHRA, TGA, EU, Canada, PIC/s

country

PAPER SUBMISSION = | 22/04/2017 o]

You need to fill up the following fields —
1. Paper Submission: Pick the date of Paper submission.

2. Type ll DMF # (If Any): Write Type Il DMF if any
3. “For domestic site...” (Checkbox): Click on the checkbox if require.

QoS report

Congratulations!

‘You can download new CroS from the Letters tab

x

s A message box will arrive showing the successful generation of QoS report.

e After generation of QoS report, you will find the report divided into two parts in
“Letter” tab as shown below:

it | s
T

Arkow eegment lefer
Samgle ReauzsiLeticr

Accepancs lsber

Ceficiency Letter

FuImer Informatizn
Heeuos:

Co a0, partt

T3 reand, parl2

LOSECTIL ackBI9s2is
TO480871E149.0d7

LOSECTIL Eamp eaque
CIZB0663TTETE0E35192
ip

LOSECTIL azcerm@gs3a
53758261235493.car

LOSECTIL dafScraiiaz
UbBY /262 24215 pdr

LOSECTIL reyiefscilis
ELARER R BRI AR R i
LUSEC L Hewiow! 860
RRELTUEE 2L
LUSECTIL Kevicwzb! o
LUBTE/BE3I3/ 25 pot

Ap-77 2017

NpT2. 207

Ap-27. 2017

Ap-20,2017

Ap=23,2017

Apt23 2017

Ap-22,2017

Anitiinrks

AT, Golam Klbra

Arftirks

B-titrks

Softivrks

Hayeem 3alcer

Hayeem Zalcer

H=w Apricatinn

Verfzd

Verfizd

Nerfizd

Rzvew Board

FRzvew Board

Rzveen Board

Flle Nama Upload Dato Upioadead 8y Reglemation Satue

o There are two parts of QoS report. Now you need to click on Download button to

view/download the QoS report. A QoS report is shown in the following section:
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Directorate General of Drug Administration

QUALITY OVERALL SUMMARY (QOS) AND QUALITY REVIEW TEMPLATE
(Question-based Raview format)

APPLICATICN NUMEBEIS: CI2NMILZN T
APPLICATIR DAL E: A0i0dA017
APPROVED TRADF HAMF: | OSFCTH
GENCRIC HAMC(S) (NMif any): OMCPRAZOLE
STRENGTHIS) PCR DOSASGE LNIT: 20my

LIOEAUE FOMEM: IAELE]
RFECFIVFT DATF: THOA00

D FIRST GCMERIC (Mew Prudust in Danyladesh)
GENCRIS (Cxristing Foduct in Bangladest)
x| LOCAL MANUCACTURCR

D IRAPCH TR

PPADPE SUBMESSIOM: 2204/2017 IR W DME # OF 2iy):
APPLICAM T NAME: IMCEPTA PHARMACEUTICALS LIMITED
AFP| [CANT ADMNRFSS 40 Shahid Tajurddin Ahmed Sarani Tejgann LA
Iihaka
1208
Danglade st
APPLCANT POINT OF CORNTACHPOSIHTION:  Softiinmks
APPLICANT TCLCH IGHET AX HUMEBLR: BEUZGSHIGUE - £03 ¢ GEOZ0DD1190
APPLICANT EMAIL ALDIRESS dhakactneeptapharma. com
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LIUALTTY KL vl M. Nl Islam CVERALL GRA 1Y 2 YIRS
[RER]E Zetdi200 7 SATISEALTORY
GUALITY REVIEWER: W, Ayub Hossain CVERALL QUALITY REVIEW RESULT.
[SER1E 2200 SATISFACTORY
GUALITY REVIEWER: Mayzem Colder CVERALL QUALITY SEVIE'W RESULT.
ATE 2andizon SATISFACTORY
SUALITY REVIEWER: Dr. Manzhin CVERALL QUA_TY IEVIE'W RESULT.
[T 2oy SATISEALTORY

QUALITY EXECUTIVE SUMMARY

SUMMARY OF PRODUCT INFTORMATION

Generic name ol the phanmaceutical product OMEPRAZTLE
Trade name of the pharmaceutical product LOSECT L
Internaticnal non-proprietary nameis) of the active Anacic

pharmaceutical ingredient(s) (AP1(s})}. including form
(salt, hydrate, polymorph), it availlable

For domestic site, has Uhe applicant provided a copy of ho
a current and satisfactory site license issued by DGDA?
Or from WHO, USTDA, MIIRA, TGA, CU, Canada, PIC/s

country

Applicant name and address INCFRTA PHARMACFE UTICALS LIMITED,
Dosage form TABLET

Reference Number(s)

Strengthis) 20 mg

Route of administration ORAL

Proposed indicationds)

Contact indonnation Mame: INCEPTA PHARMACEUTICALS LIMITED
Fhore: BE025R51668 - 703
Fex: BE02CBI1190
Email: dhaka@rceptapharma.com

Reviewer's Commenis:
Srimary Reviewer;

Complated reviswed and recommended by Reviewer 2

Secordary Keviewer:

Raview completed by Reviewer 1 on Modale 3 and recommended

Quzlity Review-Module 3, Versior " Page 2
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References to Refer to During Dossier Review:
+ Zua ity Zwerall Sumary [205)
dash CTD Modue 7 (Q05) and 3 - Quality
nal Conference on Harmon 2ation (1I2K) daocumerts
+ WHC Cuicelires fo- "harmaceuticals

s 3
T

Guality Review-WModu e 3, Vesion 1

Pz 3
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ACTIVE PHARMACEUTICAL INGREDIENT (APT)
Naole: Copy and Pasle The Relevant Tables from Applicant QOS for each Seclion

A. General Information

Volume & Pagels):. Rack-5

What are the nomenclaiire, molecular structure, molecular formula, and molecular weight? Are isomers of
this product possible? If yes, indicale which isomer or combination of isomers comprises the medicine?

Detailed Applicant Response:

Reviewer's Response:
Primary Reviewer

Reviewsd by Reviewsr

Is the information In this section of the apphcation satistastory” [ij‘r'ss [_|Nc

Other Comrmerts:
Volume & Page(s): Rack 8

What are the physicochemical properties including physical description, pKa, polymarphism, aqueous
solubility (as function ol pH), hygroscopicity, melting points, and partition coetficient?

Detailed Applicant Response:

Reviewer's Response:
Secondary Reviewer:

Reviewsd by Secondary Reviewer on Module 3

Is the infarmation in this section of 1he application satistactary™ m Yes DNC

Qther Commerts:

B. Manufacture of API

Has the applicant provided the names and street addre: 5 for each Tacility where manufaclure occurs
(including synthesis and production), inchuding for any alternative manufacturers?

If itis a domestic site, did the applicant provide a copy of a current and satistaclory sile licence issued by
DGDA?

For a foreign site, has the applicamt provided a eurrent and satistactory centificate issued by the relevant
authority?

Netailed Applicant Response:

Reviewer's Response:

Is the information in this section of 1he applicatior satisfactory? D‘r’es I:lhic

Quality Revisw-Mocule 3. Version 1 Fage 4
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Ciher Comments:

Has the applicant provided a description of the manufacturing processes and process controls? Including;

« Flow diagram of synthesis process (es), alternate processes, and reprocessing steps and jusiification?

« Details of the route of synthesis for each API in sufficienmt detail, including reagents and reaction
conditions, together with specihications for starting matenals, reagents and intermed ates in the synthesis?

¢« ldentified likely synthetic by-products and degradation products, and provided sample certilicales of
analysis for each site and method of manufacture?

Detailed Applicant Response:

Reviewer's Response:

ls the Infenmation in th s section o the application satisfactory? [Jres [Jne

Other Comments:

C. Control of API

Has the applicant provided full details of the contrals performed at critical steps of the manufacturing process
and intermediates? Including;

* Set of specifications for each API7 Does it mclude all the critical API atiributes that alfect the
marnufacturing and quality of the drug product? Do the specilications ensure compliance with DGDA
standards?

= For each specification is the analytical method suitable for its intended use, and | If necessary,
validaled ? Whal 15 Lhe ushiication for the acceplance crilenion?

+ Results of validation methods for assay of APl and of impurities, and are they satisfactory?

« Is particle size determination necessary for this AP if yes, are the test method and limits satisfactory?

= Have Certificate ol Analysis (Cof) been provided for at least two batches produced at each site of
manulaciure?

Detailed Applicant Response:

Rewnewer's Response:

Is the infermatior n th s section o the application satisfactory? [IYF.S D‘Jo

Other Comments:

D. Characterization of API

Has the applicant provided full details of the characterization of the API?

* How was the APl strociure elucidated and characterized?

* How were potential impurities idemified and charaeierized ? Basis for setting the acceptanee criteria for
impurities?

Detailed Applicant Response:

Reviewer's Response:

Cuality Review-Mcdule 3. Versior ~ Page 5
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5 the informaticn in this section o the application satisfactory? D“es Dl\'_':

Cither Comments

E. Reference Standard

Has the applicant provided Tull details of the relerence standards or matenals ol the API? Source?
+ Heiv were the primary reference standards certified?(If pharmacopoeia monograph is claimed, the

pharmacopoeia standard should be used)
« Punlication method if applicable?

Detailed Applicant Response:

Reviewer's Respunise:

s the informaticn in this section o the application satisfactory? D“'E’i DND

Cther Camirents

. Container Closure System

Has the applicant provided full details of the comainer closure system?

- What container closure system is used for packaging and storage of the API?

+ What is the suitability of the materials used with respect Lo e.q. protect the product from moisture and
light?

Detailed Applicant Response:

Reviewer's Response:

s the informaticn in this section of the application satisfactory? |:|"es LE!

Cther Comments

G. Stahility

Has the applicant provided 1ull details of the stability data of the API7 Including;

+ What AP| stability studies support the retest or expiration date and storage conditions?

- Were results provided? Were the entire necessary test performed?

+ ks the assay procedure sulficiently specihc for Lhe purpose (Le. i1 "slabihily-imdicaling) ?

+ Are the proposed shelf-life and storage conditions for the API in the proposed container stated, and
whether they are justified by the results of stability test?

+ Is post-approval stability protocol for batches provided?

Detailed Applicam Response:

Reviewer's Response:
s the informaticn in this section ¢” the applization satistactory? |:|‘-'es |:|I\:3

Quality ReviewModule 3, Versior ~ Page &
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OJther Commeants:
PHARMACEUTICAL PRODUCT (FINISHED PHARMACEUTICAL PRODUCT)
Note: Copy and Paste the Relevant Tables from Applicant QOS for each Section
H. Desaiplion and Gompusibion of the phanmaceubcal product
volume & Page(s): Rack-8

What are the components and composiion of the final produet?
Dillerences belween s formulalen and the relerence product present potenlia
therapeutic equivalence?

erns with respect lo

For fed-dosed combinations, what is the compatibility of APIs with each other?

Detailed Applicant Response:

Reviewer's Response:

Primary Reviewer:

Reviewsd

IS the irformation in mis seztion of the 2pplicaton satisfaciory?

Other Commants:

Has the applicamt provided a detailed description of the manufacturing procedure for each strength,
formulation, and packaging?
A copy of the master formula; aid a copy of a manutacturing record tor a real batch should be provided.

Detailed Applicant Response:

Reviewer’s Response:

|5 thex informalion in snis seclion of the application satis

D Mo

Other Commeants,

I. Component of the pharmaceutical product

IHas the applicam provided the names and street addresses for each lacility vihere manulacture occurs
(including synthesis and preduction), including for any alternative manufacturers?

1115 a demeslic sile, did the apphcant provide a copy ol a current and satislaclory sile license ssued by
DGDA?

For a foreign site, has the applicant provided a current and satisfactory certificate issued by the relevant
authority?

Detailed Applicant Response:

Reviewer’s Response:

Is the irformalion i this section of the applicaton satistaciory? [Jres [ne

Qualty ReviewModu g 3, Version 1 Page o
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Other Commerts:

Has the applicant provided a detailed description and validation of the manufacwring precedure for the
fimished products? Inchuding;

+ Which properties or physico-chemical characteristics ol the AP| affect the drug product development,
manufacture, or performance?

+ How are the mamfaciuning sleps (umt operations) relaled Lo te diog product gquahly?

+ How was the critical precess parameters identified, monitored, validated, and for controlled 7

+ What is the scale-up experience with the unit eperations in this process?

Detailed Applicant Response:

Reviewer's Response:

Is the information in this secticn ot the applcation sabsfactory™ |:| Yes DNO

Other Comrments

Are there any Overages? Il yes, what are the jusiifications in the lormulation?

Are there discussions of the parameters relevant to the performance of the Finished Pharmaceutical Product
(FPP} {2y pH, wme strength, dissolulion, parbicle size disinbulion, polymorphism, rheological properties?)
Are there discussions of Lhe development of the manulaclunng process of the FPP? (e.g. oplirmization of the
process, selection of the method of sterilizationy

Detailed Applicant Response:

Reviewer's Response:

Is the informnaton in this secticn of the applicatior satisfactory? D‘r’es DNO

Cihexr Cormments

1. Containes Closure Systemn & other packaging

Has the applicant provided:

+ A detailed description of the containerfclosure system(s). including any liner?

+ Details of the composition of each compoenent?

+ Adescnption ol any other (e.g. outer) packaging aixl the matenials Irom winch they are made? Is it safe
for use with this dosage form?

+ Specifications for any part of the comainer/closure system which comes into contact with the preduct or
is protective?

+ Descopliom of pack swees? Child proleclive measures?
Is there discussion of the suitability of the container clasure system used for the storage, transpartation
{shipping) and use for the FPP (e.g. choice of materials, protection from moisture and light, compatihi\ ity of
the materials with the FPP)?
In the case of hguid dosage forms, have suitable studies been performed Lo invesbgate polential
extractables?

Detailed Applicant Response:

Reviewer's Response:

Qualty Review-Module 2. Verson 1 Fege 8
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IS the Irformation in Tus section of 11e application saustactory’? l_| Yas [_|No

Other Comments:

K. ManufachwredControl of Drug Product

Is the bist of all components of the FPP 1o be used lor the manufacturing process and thew amounts on a per
hatch basis included? (e.q. coatings)

Did the applicant describe the controls of critical steps and intermediates of FFP?

Vihat are the specifications for the tPP?

Are: there any data submilted lor analylical procedure amd process validation of FPP?

Is the complete batch analysis data for at least wo batches of the FPP submitted ? If impored products at
leasl the identification and assay of the API should be submitted?

Is the il of acceplance of Assay Content lor the AP] and Urnformity ol dosage umil subnutted?

Did the applicant submit the dissohition and disintegration data?

Are there any data submitted for the control of excipiems, including specifications (compendial or
noncompendizl}? Justification if noncompendial?

Detailed Applicant Response:

Reviewer's Response:

I thez irfonmaltiosrin this ¢ 1of e applicalion sa

Jther Comments:

L. Characterization of Impurities

anl provide information on the charactenzation of mpurd
ies)

What is the basis for setting the acceptance criteria and justification for impurities 7 Maximum daily dose (i.e.
the armount of APl admimslered per day)

Has there any data on abserved impurities for relevant batches?

Did the applicant submit information on purification methed, establishment of purity, and CoA if
noncompendial API? It pharmacoposta monograph is claimed, is the standard used

nlification of polential and

Detailed Applicant Response:

Reviewer's Response:

15 th= irformation In this section of 17e applicatior satisfectory? D'r’e& DND

Other Camimenls:

M. Stability Testng of Funshed Product

Qualty Review Modu's 3, Version 1 Page 9
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Has the applicant provided full stability data and results?

= Stress testing and resulls? (e.g. pholostability studies, cyclic studies, freeze-thaw studies)

+ Was accelerated and longrterm testing parameters done?

+ What are the stability protocel for Primary stability and Ongoing batches (e g. storage conditions,
including tolerances), batch numbers and batch size, tests and acceptance criteria, testing requency,
conlainer closure?

What infarmation has been provided concerning the chemical and physinchemical stability of the finished
preduct, including:

+ Nimmher of batches tested and whether the hatches were tested on the formulation and the packaging that

has been registered?
+ Conditions under which it was tested ? And duration of testing?

Detailed Applicant Response:

Reviewsr's Response:

Is the infarnation in thie section of the applcation satisfactary? DY&: DHC-
Other Corrmerts:

Was the design of the stability study satisfactory?

De the resulls of the sudy show any rend lowards instability? T YES, give details of the condiions andes
wihich this rend was ohserved, and the nature of the changes?

State the shelf ife and storage conditinns proposed by the applicamt

Are the proposed shelf life and storage conditions acceptable given the analysis/assessment of the results of
the stability study, and the difference between release and expiry specifications? If NO, recommend an
allernative shell life and conditions andler any additional 1esung thal should be conducted.

Did the applicant submit post-approval stability data and commiument?

Detailed Applicant Response:

Reviewer's Response:

s the information in this sacticn of the app/cation satisfactery? D‘(es DMO

Other Comments:

N. Appendices

For Brotech: Dl the applicant provide the diagram of the manufactuning laciliies (manufactunng How
diagram)?

Information provided on assessing the risk of potential comamination with adventitious agents? (both viral
and nenviral agents7)

Has the applicant submilted any addilional information on the APLidoag product in the region?

Detailed Applicant Response:

Reviewer's Response:

ls Lz informalion in this seclion ol the applcation satisfaclany? |__| Yes |—II‘-[(.-

Cralily Review Module 3, Version 1 Faye 10
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9. RECOMMENDATION BY MODERATOR

e Once the Reviewers complete their review, the Moderator will need to log back in to
advance the application further.

9.1. Log on as Moderator

* Logon as Moderator

Login x
Username: [Mahmud w
Password: [

FEemember me

,@

o Write your user id and password like (User: mahmud, PW: **¥*¥%%)

R - . . %
¢+ %\ Directorate General of Drug Administration it
W & Minisiry of Health & Family Welfare, Government of the People's Republic of Bangladesh :
rywi

WelcommetT Directorate General of Drug Administration

st
_ User Satting

o After logging in, go to Registration > Process Product Application menu

e The Received Application list form will be displayed. From the list you need to click
on the hyperlink of the newly added Application - for example Product name is “ACE
PLUS”

Directorate General of Drug Administration s L

Ministry of Health & Family Vvelfare, Government of the Peaple’s Republic of Eangladesh

Regis alion Recleves Appiioatars

ProduciMame  Gemerlc Nams  Aopicalion  Applcaiin -
& ) Mumber & Type &

S| — i £
= Lt ke e ik ARACawn). HRAMIRRG! | Hiach Review Deare | Warid, 237 | BANGLADE
v !
Hoplicatian Pracssdng
S - = el o EYRAVEF Eskayet

5 AIRSHRAZS! | HARMMARG! | Hew Choin Sepn g . 5
s Pl gl calion oL 29,2017 GLADES :

s Bk By sl BN s $ ! ik i warz ot BASLADES Se sdess

1iat 1 £

9.2. Recommendation of Moderator

e Based on the Reviewers’ recommendations and his/her own observations, the
Moderator can now either recommend or not recommend the product.
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e Here you need to go to the “Assessment” tab as shown in the below screen:

vpiasorommtn | vetotn | s | et | o | e | et | v
e

Secondary = Completed Review
Reviewer e Assign Date Due Date Date Status Module
— —_— Apr20,2017 | Apr26,2017 | Apr22,2017 | Accepted MODULE_1
lslam Hossain
—Lg;tj:(m Dr. Mahshin Apr22,2017 | Apr27,2017 | Apr22,2017 | Accepted MODULE_3

e Click on “Executive Summary” from the Assessment tab. After clicking on Executive
Summary button the following screen will arrive:
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1OSFCTH
Regictratinn Status: Review Nord
Application Iype: GINCTIC Submitted Hy: Soitwors
Application Nurnbe: O133IMMR201T Applicalions Responsibiv; Sullu ks
Apphicant Name: INCLFIA PIIARMACLUICALS LIMITLL SubDmimeed Lhate: Apr2u, 2017
Manulaclurer Name: Eskayel Bangladesh Limiled
Back Submit

Md. Nurul Islam, Md. Ayub Hossain

Module: MUSULE 1 Hewicw Status:  ACTERIED

Asslgn Date:  Apr20,2017 DueDate Apr2g, 2017
Sobunitted Rates & 72 2017

Th= reviewrar 1as ~zeomirended on Wadal= 4 forr=g sration =f the application =] asecil
Tvaluator Summary:
Hzeomrerded on Modulz 20 aa ity Dverall Hov ewrs (QUS) by Fnmary Hewiowe:

Hay=em Golder, Dr. Malnlin

Mudicle MODULES  Review Slatus: SCTERTED
Assign Date Apr il 2017 Due Uates Apraf,

Submitted Date: Apr12 2017

Completzd rews:
Evaluator Summary:
Raviga comp slad by Resvewst T oon Modul: 3 ad recomnend ed

nd reccmmancec by Heviewer 2

Fracidive Summary

Add Evaheator’s Summary

B 5 B & iz

S minary *

e Here Moderator needs to select Satisfactory/Unsatisfactory/Follow-up from the
Recommendation combo and write his/her comments under Summary section as
shown in the following screen:
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Exscutive Summary

Recommerdation

Far haalin Summary by fevieaer on Mocoe iz

Tre resewer has recommendec on Viodule L for registraror of the asplicanior of _oszm
recorrmrended on P/ ccule 3: Guality Overall Sumirary [Q0%] by Primary Raviewer

vz luztor Summary by Reviewer on Mozuic#:

Comalcted mevicwee and rocommerdzd by Reviewer 2

Revie s complebed by Seviessc 1 on ke dul= 1 =nd =cammead-d

SLmmary *

e Make the appropriate selection from the dropdown menu and click on “Submit”
button.

Thursday 20 April 2017

) Success
b

Froprietary Name

Friday 21 April 2017

Classification

Saturday 22 April 2017

(Brand Name): LOSECTIL Product Category: Human

Generic Name: OMEPRAZOLE Application Type: Generic
Dosage Form TABLET Dosage Strength 20
Dosage Unit mg Route of administration DORAL
Age Group Adult Pharmacological

LOSECTIL
Registration Status: Satisfactory
Application Type: GENERIC Submitted By: SoftWorks
Application Number: 0133/NMR/2017 Applications Responsible: SoftWorks
Applicant Name: INCEPTA PHARMACEUTICALS LIMITED Submitted Date: Apr 20, 2017
Manufacturer Name: Eskayef Bangladesh Limited
-+ ]
12:00 16:20 20:00 00:00 04:00 08:00 12:00 16:00 20:00 0o:0c 04:00 08:0u 1200 6:00

""g Directorate General of Drug Administration

Logged In 2s Mahmd | Settings | Loget]

Ministry of Health & Family Welfare, Government of the Pec public of Ban

# Home Regatraton =

Registration Recleved Applications
e egeimred hpphosr s

= Ragiser

S
SaNlREs = e
S sy S1ISHMRESD N Fioview Boare  Var 20,2017 aaniciapesy Dl
: e
Applicatian Processing
acess Procuct Applicati: Mol 1 m

e The registration status will change accordingly.
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10.REGISTER PRODUCT BY HEAD

¢ Once the Moderator makes his/her last recommendation, the Head is the one who

can finally register or reject the product. To login as Head, go to the homepage and
click on the door on the upper right corner.

10.1. Log on as Head

e Login as “Head” user to register a product.

Login o
Username: [Head ]
FPassword:

Remember me

¢ The Head has access to all the same tabs of the Screener, Reviewer and Moderator.

e Click on the “Product Name” hyperlink which product you want to give registration

to and after clicking the following screen will arrive —

w Ministry of Health & Family YWelfare, Government of the People’s Republic of Eangladesh

# Howe Registraten v

Registration

LOSECTIL

S Hegictratien Status: satictactory

PP Apphcation lypa; GENERIC Submittad By: Soltivorks
Appication Number: URRRT, L PTG Applzations Hes pons a: SoltiVarks

o Rogister Product g ApMicantNama: INCEPTA PHARMAC EUTICALS LIKITED SUBMNTEZd Date: Aprag, amt
Weanifetin e N Fkayel Ragkash | i

1 Ror=y/Tnange Moderancr

7 Fiit =]

=W 200 0002 010 (008 1200 1603 2000 C2:00 Moo
Thursday 20 Apr 2017 Fricay 21 april 2017

e
|Balurday 22 4 2017

Additional Information | Assessment

Erepretary Nama | o I
{Brand Namel; LOSECT Procuct Catsgory: 1 amen

Gere Name: OMEPRAZOLE Applicalion Type: Gene -

10.2. Product Registration

e Go to Registration > Register Product menu.
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# Home Registration v

Registration
B Save

£ Comment

2 Notify/Change Moderator

o Exit

o After clicking on the “Register Product” from the left menu and the following pop-
up entry screen will arrive:

Registsr Product %

Registration Diat= * ﬂ
Expiry Date * ﬂ
Registration Mum be: [ 11/0133/NMR/2017

e The following fields need to be filled-up:

Register Product ®

Heqistrabion Date *

Dpiry Dat= *

Regishalzm M e *| 110135/ NMRZZ0T

1. Registration Date: Select the date from which the registration will be effective.

2. Expiry Date: After putting the registration date, the date of expiry will be
calculated automatically and displayed which may be edited if required.

3. Registration Number: Also generated automatically.

e Then you need to press “Register Product” button and the following screen will
arrive -
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Reglstration T
& Commzrt Forgjintraatinan Statio Registeren]
& Bt Apphcation lype: GTHIRIC Submitted By SottWarks
Application Numbar: T1NNMRI2017 Appiications Respansiie: SOTWOrkE
e Applizant Name: INCTPTA PIIARMACTUTICAI S LIAMTTT Sibmitted Nate: Anr 70,2047
Manubacturee Namu: Eskayul Banygladss|: Limited Expity Daly; A 31,2022
2 Show prind Fnn
1l Suspand
aeoo
@ Lancd
(T 20 Fri 21 | Fak 22 Jun 73 Mon 22 Tie?h Wiee 76
Apeil 2017
i svccess

rconwormer I S ey e e g

P g ety Narrie

{Brand Namie): LUSEGIIL Iroduct Category:  Humas
Generic Name: CMEPRAZOLE Applieaticn Type:  Genenc
Dozage borm  1ABLE] Losage strengin 20
Dosagz Urik mg Rtoute of administration ORAL
Pharmacoligizal
Age Group Adut Class fication

Tretalng hza b o i llion of he

u Laurw by gasliossop 1ages] s
Uica EREC). ILmay 2lso 08 used o s 0
ce tamn QL O U CRIE 0TING E10MICh 2T 2ma |
Product Naseripfisn | o1 . :
nd Physieal Intzefire. Itray slso be used 1o decrease Mo Madising Natail m

o After giving approval of registration of the product by Head you need to generate
the Marketing Authorization Letter (Registration Certificate). To do this you need go
to “Marketing Authorization Letter” tab to create click on the “Marketing
Authorization Letter” button and the following PDF file will be generated.

4 Marketing Authorization Letter

Previous Applications

Application Number Registration Number Application Type Registration Date Expiry Date
Mo records found.

10.3. Registration Certificate

e To print the certificate you need to click on “Registration Certificate” button and the
following certificate will be viewed:
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mchakhali, Dhaka-1212

Tl

To

NCEPTA PHARMACZEUTIZALS LIMITZ2

40 Bhehich Tajucilin Abrred Saran Tegaos (i
Drka

1E08

Sanglatesh

Suhyact: Cartificale for Markehng Authonzation af Drug

nrespense o adplcation. relzence nurber T 3EMMEFZ0T/ Tor markelng auliongaicn of e [lonang produd.
DGDA harsoy inform you that the eva uarioq of 198 applicating has heen cnrleted.

Trade name -JSECTI.

Gener ¢ rame(s) CMEFRAZOLE

Streng:h(s) per doszge unit 20 mg

hosage loarm Tanl T

Mresentation ag

Approival ezl TR D0y Canbiesl Dol nance- 1982, sesclin S s granied, suogecl o e comdions e s BOe snd s

atachmerts The leuer and (5 attzchmons Zonstiwes the Maskethg Auhorizatlon. The dzralls of s Authorlzat on
ara as oliews.

i ke ang Aulbonzaaun hurmbe:
Nizte o Marketing Authorization 20T
Expiry datz cf Warketing Avthz-izatior  21104/2022
Betore the expry dzte you Fave to apply tor renewel of the registration)

Crond Lowes wdueey apply lobis Appnooes e es o

+ The product(s) must cofom wil all the detai 5 provides in your applical
LA ESIONTENGE.

+ Mc changes may be made o the product withaut 2r or approval of the Zicensing Authorizy (Crugs)

» Ihe approved siles ol marulaclurer siabed in Allachmenl 1.

= The Appraved shel” life is that ir Atachment 2 "he shall life may be changed aviag the pror approval of
L censivig At iy,

« The only Pracuct infarmatian [P that may e sUppiae wilk o for Ibis product must Be the PTharis approvad.
Attachmen: 3 is 3 copy of the 2ppraved PI

il s mudlivisd i suliasguant

66




Pharmadex User Guide for DGDA

Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration (DGDA)
Aushad Bhaban, Mehakhali, Chaka-1212

= The Prod.ict Informaton (P may not be altercd withol T priar approwal ef Lizensieg Aoy, except far safety
Lplates thal urber resricl wse of the product. Any sach safiy-ralatad changes must be notfed 1o s Zicensing
ALithority w thin fve days of making the changes

Wirectar Gereral,

lorale Genaral ol T Adminisiradizn
&

Licensing Avlomy (Srags
Goverrment ¢f tre Feople’s Recubl ¢ of Eangladzsh
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Government of the People’s Republic: of Bangladesh
Directorate General of Drug Administration {DGDA)
Aushad Bhahan, Mohakhali, Dhaka-1212

Auachment 1

Prociuct:

T-ade name LOSECTIL

Generic namec(s) OMEP2AIO_E

Slrenglhis) per dosage unil 20 e

[Drosage farm TASLE™

Namre of Authorization holder INCCPTA PHARMACT UTICAL S [IMIT ™
Marketing Auchorization Mumber

Lrale ol Markel ng Authonzslion 22042017

Expiry date of Marzzting Authorization 21/04/2C22

The approved manufacturers are as follows.

Product stage Narme of site Address of sils Marutacluing step
Antacid Square Phar nazzuicals ZQUARE Contre 948, AP Manufacturer
Liniled Mok al CIA, Dhake
1217, 1712, Ranladrsh
OMEPRAZOLE Eskayef Banglacesh 400 Scjuibk Rzad, Tongi Excigiert man_facturer
Limiled 1A, ony, Cadoun,
Rancladash, 1711,
Bancladesh
LOSECT F sk payrl el sh Lol omirat Marulac e
Limited
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Altachment 2

Approved shell-ife:

Government of the Prople’s Republic of Bangladesh
Directorate General of Drug Administration {DGDA)
Aushad Bhaban, Mohakhali, Dhaka-1212

The zpproved shel life of this prody o whan packagad ->n(1 labedad on e basis of acaeleratad swatil by stady 35

ezl el e apy

o arnd mcdlied 1 subssegusnl ceespondence i as lollowes

Frod.act Name of alz2 Acdress of sile Approved Shell Storage conditicn(Fl)
Lif=
LOSECTIL Eskayef Sanglatesh | 400 Squibb Road, Tongi 24 ma-ths Mermal

Limited

Ii#, Tongl, Gazipur,
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Government of the Peaple’s Republic of Bangladesh
Directorate General of Drug Administration (DGDA]
Aushad Bhaban, Mohakhali, Dhaka-1212

Attachment 3

Copy of Approved Product Informatian (PI) this will be attached manually.

Indication, contraindication, side effect, pregnancy.
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e The following screen show the Registered Product list —

USAID

Registered Products
Registered Applicanis  Regisiration Expiry Date Manufacturer
¥ i Date ¢ ) Name &
:
Eskayef
CETIRIZINE ESKAYEF
ALATROL e — HUMAN BANGLADESH UiTED 18N 22.2017 | Jan21.2022  Bangladesh
ANTACID ALUMINUM HYDROXIDE  HUMAN Ll Jan285,2017  Jan24,2022  Bio-Swiss Pharma
ANTACID BANGLADESH LIMITED . '
ESKAYEF Esfayer
ALBEN DS ALBENDAZOLE HUMAN BANGLADESH LiMTED | Mar29,2017 | Mar 28, 2022 E.?n".?é?f”"
INCEPTA
ADORA CEFADROXIL HUMAN PHARMACEUTICALS  Dec13.2016 Dec12,2021 Rangs Pharma
LIMITED
INCEPTA
PARACETAMOL PARACETAMOL HUMAN PHARMACEUTICALS | Jan 18,2017  Jan 17,2022  KIM Pharma
LIMITED
INCEPTA
ZENIQUIN MARBOFLOXACIN VETERINARY  PHARMACEUTICALS | Jan25,2017 Jan24,2022  Zoefis Inc
LIMITED
INCEPTA Eskayef
LOSECTIL OMEPRAZOLE HUMAN PHARMACEUTICALS  Apr22,2017 Apr21.2022  Bangladesh
LIMITED Limited
INCEPTA Square
FEX FEXOFENADINE HCL HUMAN PHARMACEUTICALS  Mar 15,2017  Mar 14,2022 Pharmaceuticals
LIMITED Limited
LEUKOTRIENE
MONTAIR i I—— SOFTWORKS Jan 18,2017 | Jan 17,2022  Incepta
LEUKOTRIENE
MONTAIR e ARTAGON ST | CHUMAR SOFTWORKS Dec12,2016  Dec11,2021  Incepta
NAPA PARACETAMOL HUMAN SOFTWORKS Dec 12,2016  Dec11,2021  Beximco Pharma
NAPAEXTRA  PARACETAMOL HUMAN SOFTWORKS Dec13,2016 Dec12,2021  Beximco Pharma
OLMEZEST OLMESARTAN HUMAN SOFTWORKS Jan 18,2017 | Jan 17,2022  SOFTWORKS
RIMSTAR4FDC | ISONIAZID HUMAN SOFTWORKS Jan22,2017 | Jan21,2022 | Novanisindia
4 of 41 1 (o0 v |

The SIAPS Program is funded by the US, Agency for International Development (USAID) under

coopemtive agreement AID-OAA-A-11-00021 and implemented by Management Sciences for Health.

The mformation provided on this web site is not offical ULS. Government information and does not
represent the views ar positions of the US. Agency for International Development or the US, Government.

SIAPS 4~
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