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INTRODUCTION

This user manual will serve to guide the applicants from the industry to conduct transactions in
QUEST 3+ for:

1.

2
3
4
5.
6
7

Application / Registration Evaluation New Products
Application / Product Evaluation Combos

Application / Additional Rate Indications

Appeal for Product Registration

Application for Certificate of Pharmaceutical Product (CPP)
Application for Change of Holder (COH)

Application for Product Re-Registration

Pre-requisite:

The application / registration process by the applicants will be conducted completely online
including payments. The following are the pre-requisites before conducting the transactions in

QUEST 3+:
1. Internet Ready PC
2. Broadband Internet connection
3. Google Chrome latest version (recommended) or other internet explorer
4. Valid Digital Certificate (USB Token) — To be purchased online during Membership
Application
5. Scanner
6. PDF Reader/Writer Software
7. Photo editor to edit (crop, resize or other editing functions) your attachments in jpg format
8. Valid email account for correspondences and system notifications
9. Online banking account (Personal or Business) or credit card to conduct payment

transactions via FPX (Financial Process Exchange). FPX is a payment channel that allows you
to make payment via online real-time through your current or savings account. All you need
is an Internet banking account with any of FPX participating banks.



1.0 QUEST3+ Front-end login

‘ # SCREENSHOTS / EXPLANATION

1 Login

FG1

Welcome to QUEST 3+:

enabled Product License Holder,
Manufacturer, Importer, Re-packer,

| Ovopoest |
A Market Sampli
QUEST 3+ Online Submission System mmmgmg?g ber anly

Reseller and other related users to
conduct secured online transactions

for product registration, variation,
licensing, market sampling, renewal & Membership Application Status
and other transactions.

@ Register (NEW USER)

Login

© Copyright 2015-2018 NPCB. All Rights Reserved. | Disclaimer

EX1 | Explanation:

To access the Quest 3+ system, user need to use the URL as below:
https://quest3plus.bpfk.gov.my/front-end

Figure 1 as the above will appear and the user will need to enter the following information:

1. User Name: User ID
2. Password: Enter Password.
3. Click Login



https://quest3plus.bpfk.gov.my/front-end

2.0

\ #

2.1

NEW APPLICATION FORM

SCREENSHOTS / EXPLANATION

New Drug Products

211

New Chemical Entity / Radiopharmaceutical Substance

FG2

A Dashboard

2 Membership Utilities -

M Product Registration

New Application Form
& New Drug Products

New Chemical
Entity/Radiopharmaceutical
Substance . ;

1] Product Registration
New Combinafion Product

New Registration For [NCE] Product
‘Supplemental Product

EX2

Explanation:
Click on side menu ‘New Chemical Entity / Radiopharmaceutical Substance’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

New Combination Product

FG3

A Dashboard
L Membership Utilities -
B Product Registration

New Application Form

(& New Drug Products

New Chemical

Enfity/Radiopharmaceutical . )

Substance Product Registration

New Combination Product Combination of Existing / NCE Active Ingredient(s)

‘Supplemental Product

EX3

Explanation:
Click on side menu ‘New Combination Product’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

2.1.3

Supplemental Product

FG4

A Dashboard
2L Membership Utilities -
Ei Product Registration

New Application Form

(& New Drug Products

New Chemical

Entity/Radiopharmaceutical

Substance . ;
Product Registration

Major Line Extension(New Dosage Form / Route of Admin / Strength)

New Combination Product

Supplemental Product

EX4

Explanation:
Click on side menu ‘Supplemental Product’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4->TAB5->TAB6




2.2

Biologics

221

Biological/Biotech/Bio similar

FG5

A Dashboard

4 Membership Utilities -

BN Product Registration

New Application Form

& NewDrug Products ~ ~

& Biologics

Biological/Biotech/Biosimilar

Vaccines Product Registration

Blood Products Biological/Biotech/Biosimilar

Others

EX5

Explanation:
Click on side menu ‘Biological/Biotech/Bio similar’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

2.2.2

Vaccines

FG6

A Dashboard
2 Membership Utiiities -
¥ Product Registration
New Application Form
& NewDrug Products
© Biologics
Biological/Biotech/Biosimilar
Vaccines " Product Registration
Biood Products Vaccines

Others

EX6

Explanation:
Click on side menu ‘Vaccines’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

Blood Products

FG7

A Dashboard

2 Membership Utiiities

i Product Registration
New Application Form

& New Drug Products.

& Biologics

Biolegical/Biotech/Biosimilar
Vaccines Product Registration
Blood Pmduﬂ-"h Blood Products

Otners

EX7

Explanation:
Click on side menu ‘Blood Products’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4->TAB5->TAB6

224

Others




FG8

A Dashboard

2 Membership Utiities  ~

Ei Product Registration

New Application Form
© NewDrug Products
& Biologics
BiologicalBiotech/Biosimilar
Vaccines

Biood Products

Otners

)

Product Registration
Others

EX8

Explanation:
Click on side menu ‘Others’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

23

Prescription

23.1

Full Evaluation

FG9

A Dashboard
2 Membership Utilities -
i Product Registration
New Application Form
@ New Drug Products  ~
G Biologics -
& Prescription

Full Evaluation

Product Registration
Prescription Full Evaluation

EX9

Explanation:
Click on side menu ‘Full Evaluation’

Refer content number 13.0

Follow instructions: TAB 1 -> TAB 2 ->TAB 3 -> TAB 6

2.4

Non-Prescription

24.1

Full Evaluation

FG10

A Dashboard

2 Membership Utiiities

Ei Product Registration
New Application Form

& New Drug Products.

& Biologics

& Prescripion
& Non-Prescription
Full Evaluation

Abridge Evaluation

Product Registration

Non-Prescription Full Evaluation

EX10

Explanation:
Click on side menu ‘Full Evaluation’

Refer content number 13.0

Follow instructions: TAB 1 -> TAB 2 ->TAB 3 -> TAB 6




2.4.2 | Abridge Evaluation

FG11

A Dashboard

2 Membership Utiiities

Bl Product Registration

New Application Form
& New Drug Products
& Biologics

& Prescripion

& Non-Prescription

Product Registration

Full Evaluation

Abridge Evaluation
Abridge Evaluafion

Explanation:

EX11 Click on side menu ‘Abridge Evaluation’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB6

25 Natural Product

2.5.1 | Traditional (Medium)

FG12

# Dashboard

2 Membership Utilities

K8 Product Registration
New Application Form
& New Drug Products.
G Biologics
& Prescipion
& Non-Prescripion
& Natural Product
Tradifional (Medium)
Tradifional (General)

Herbal (High) Product Registration

Herbal (Medium) Traditional (Medium)

Herbal (General)

Explanation:

Ex12 Click on side menu ‘Traditional (Medium)’

Refer content number 13.0

Follow instructions: TAB 1 -> TAB 2 ->TAB 3 -> TAB 6

2.5.2 | Traditional (General)

FG13

A Dashboard

2 Membership Utiities

Ei Product Registration
New Application Form
& New Drug Products
 Biologics

& Prescripion

& Non-Prescription

& Natural Product
Traditional (Medium)
Traditional (General)

Herbal (High) Product Registration
Herbal (Medium) Traditional (General)
Herbal (General)




EX13

Explanation:
Click on side menu ‘Traditional (General)’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB6

Herbal (High)

FG14

A Dashboard

2 Membership Utilities

Ei Product Registration
New Appiication Form
& New Drug Products
& Biologics
© Preseripfion
& Non-Prescripion
% Natural Product
Traditional (Medium)
Traditional (General)

Herbal (High) Product Registration

Herbal (High)

Herbal (Medium)

Herbal (General)

EX14

Explanation:
Click on side menu ‘Herbal (High)’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

Herbal (Medium)

FG15

A Dashboard

2 Membership Utiiities

Ei Product Registration
New Application Form
& New Drug Products
 Biologics

& Prescripion

& Non-Prescription

& Natural Product
Traditional (Medium)
Tradifional (General)

Herval (High) Product Registration

Herbal (Medium)

Herbal (Medium)

Herbal (General)

EX15

Explanation:
Click on side menu ‘Herbal (Medium)’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

2.5.5

Herbal (General)

10



FG16

A Dashboard

4 Membership Utiities

Product Registration
New Application Form
& New Drug Products
& Biologics
& Presciipion
& Non-Prescription
& Natural Product
Traditional (Medium)
Tradifional (General)

Herbal (High)

Product Registration
Herbal (General)

Herbal (Medium)

Herbal (General)

L)

EX16

Explanation:
Click on side menu ‘Herbal (General)’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB6

2.6

Health Supplement

2.6.1

General Claim

FG17

B8 Product Registration
New Application Form
& New Drug Products
© Biologics
© Prescripion
& Non-Prescription
& Natural Product
& Health Supplement

General Claim

Funcional Claim Product Registration
(Medium)

Disease Risk Reduction Health General
Claim (High)

EX17

Explanation:
Click on side menu ‘Health (General)’

Refer content number 13.0

Follow instructions: TAB 1 -> TAB 2 ->TAB 3 -> TAB 6

2.6.2

Functional Claim (Medium)

FG18

B8 Product Registration
New Application Form
& New Drug Products
& Biologics
© Prescripion
& Non-Prescription

& Natural Product

& Health Supplement

General Claim

Functional Claim

(Medium) Product Registration

Disease Risk Reduction Functional (Medium)
Claim (High)

EX18

Explanation:
Click on side menu ‘Functional (Medium)’

Refer content number 13.0

Follow instructions: TAB 1 -> TAB 2 ->TAB 3 -> TAB 6

11



2.6.3

Disease Risk Reduction Claim (High)

FG19

A Dashboard

2 Membership Utilities

Ei Product Registration
New Appiication Form
& New Drug Products
& Biologics
© Preseripfion
© Non-Prescripion
% Natural Product
& Health Supplement
General Ciaim

Funciional Claim
(Medium)

Disease Risk Reduction
o igh)

Product Registration
Disease Rich Reduction (High)

EX19

Explanation:
Click on side menu ‘Disease Risk Reduction Claim (High)’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

2.7

Veterinary

Innovator/NCE

FG20

A Dashboard

2 Membership Utilities

B Product Registration
New Application Form
& New Drug Products
& Biologics
& Prescripion
& Non-Prescripiion
& Natural Product

 Healih Supplement

& Veterinary

InnovatorNCE

‘Scheduled Poison

Non-Poison

Product Registration

Innovator/NCE

EX20

Explanation:
Click on side menu ‘Innovator/NCE’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB4 ->TAB5->TAB6

Scheduled Poison

12



FG21

A Dashboard

2 Membership Utilities

Ei Product Registration
New Application Form
& New Drug Producis
© Biologics
& Prescription
& Non-Prescription
& Natural Product
& Health Supplement
& Veterinary

InnovatoriNCE Product Registration

smeameapmsnw Scheduled Poison

Non-Poison

Explanation:

EX21 Click on side menu ‘Scheduled Poison’

Refer content number 13.0

Follow instructions: TAB 1 ->TAB 2->TAB3 ->TAB6

2.7.3 | Non-Poison

FG22

A Dashboard
2 Membership Utilities
B¥ Product Registration
New Application Form
& New Drug Products
& Biologics.
© Prescripion
@ Non-Prescription
& Natural Product
& Health Supplement
@ Veterinary

Innovator/NGE

Product Registration

Non-Poison

Scheduled Poison

Non-Poison

Explanation:

EX22 Click on side menu ‘Non-Poison’

Refer content number 13.0

Follow instructions: TAB 1 -> TAB 2 ->TAB 3 -> TAB 6

29 Combination Product

FG28

A Dashboard
2 Membership Utilities

KN Product Registration

(& New Drug Products Category ;  NEW CHEMICAL ENTITY-FULL .

4 Biologics Search

& Prescripion # “ Product Name Ref. No. Req.No.

New Application Form

Action

& Non-Prescription

v
O No data available in table

 Health Supplement

G Veterinary

Showing 0 fo 0 of 0 entries

Previous  Next
& Adiional Indication

EX28 | Explanation:
Click on side menu ‘Combination Product’

Search related Combination product via selecting Category




14



3.0

\ #

3.1

SAVED FORM

SCREENSHOTS / EXPLANATION

List of Product Form

FG29

A Dashboard

2 Membership Utiiiies

Ei Product Registration
New Application Form
& New Drug Products
 Biologics
& Prescripion
& Non-Prescription
& Natural Product
& Health Supplement
& Veterinary
 Aditional Indicafion
©Combination Product

Saved Form

5 List of Saved Product Forms

Category

Srow

caNe &

1esa70

Toze

Togees

170018 as

17018

Showing 142 5 of 44 enties

Srand Name.

Ganerc Name

& Product Forms
List of Product Forms

Full Product Nems.

e

asdadsasd

ragre

»
g

Searon:

EX29

Explanation:

Click on side menu ‘Save Form’

User can view/update form any registered product

15




4.0

POST SUBMISSION

‘ # SCREENSHOTS / EXPLANATION
4.1 SCREENING STATUS
(# Screening Status
FG30 g
List of Screening Products
= Screening Status
Category: NEW CHEMICAL ENTITY/RADIOPHARMACEUTICAL |
Show 5 v | entries Search:
A Final
No. Call No. Product Name Category Product Sample Lab API Product Status Print
NEW CHEMICAL ENTITY - NEW
1 170677 NDP 1 (UAT2) - REJECT ErELEL N/A Approved =
ENTITY/RADIOPHARMACEUTICAL
SUBSTANCE
NEW CHEMICAL ENTITY - NEW
2 170411 RIO BOLEH 2016 CHEMICAL N/A pendi Pendi pendi =
! ENTITY/RADIOPHARMACEUTICAL : ending ending ending -
SUBSTANCE
NEW CHEMICAL ENTITY - NEW
3 170410 KIWI SE 365 CHEMICAL N/A Approved Pending Pending Pending L]
ENTITY/RADIOPHARMACEUTICAL
EX30 Explanation:
User can know updates status for Screening Product.
4.2 MANUAL SUB. (BIOLOGIC)
& Dashboard
FG31 2 Membership Utilities . - . B &
(¢ Manual Submission for Biologics
Ei Product Registration
List of Manual Submission for Biologics
B New Application Form
= List of Manual Submission for Biologics
Show 5 v entries Search:
Manual 5“‘““““‘“"—" CallNo 4 ProductName Product Category Manufacturer
# Sample Status
-valuation Status No data available in table
afion Status
= @ Showing 01 0 of 0 entries
& Submission Utilities
EX31 | Explanation:
User can know updates status for Manual Submission.
4.3 PRE-EVALUATION STATUS

16



A Dashboard

FG32 L Membership Utilities . N i
(£ Pending Payment
Product Registration
List of Pending Payment
wplicaton Form =
(R = List of Pending Payment
Show 5 v entries Search:
(biclogic) Call No “ Product Name Product Category Action
170021 PDSB HS 0001 HEALTH SUPPLEMENT-GENERAL
Showing 1o 10f1 entries -
EX32 | Explanation:
User can know updates status for Pre-Evaluation.
User can proceed payment when evaluation is success.
FG33 £ List of Pending Payment
Show 5 v enfries Search:
Call No “ | Product Name Product Category Action
170021 PDSB HS 0001 HEALTH SUPPLEMENT-GENERAL tl
Showing 11o 1 0f 1 entries -
=5 List of Selected Application
Show 5 v enfries Search:
Date of Application
Call No Product Name Product Category Submitted Date Approval Price (include GST) (RM)
170021 PDSB HS 0001 HEALTH SUPPLEMENT 2016-06-18 14:00:12 2200.00
Total  2200.00
Showing 1o 1 of 1 entries -
EX33 | Explanation:
Click on ‘Make Payment’ button.
User can see list of selected Application, then one more time click on ‘Make Payment’ button.
FG34

@ Notification of payment

Thank you for using QUEST 3+ Application Service

Total payment : RM 2200

Please select payment method below

VIA CREDIT CARD

O

17



BANK(ISLAM

Merchant name:

Select your preferred payment method

Pay securely using SSL= by clicking on the card logo below

visa S

‘Copyright €207 THS Paymest Techmolagies Py Lid. Al Rights Reserved

BANK(ISLAM

TEST
MODE

Merchant name: BIRO PENGAWAL AN FARMASEUTIKAL KEBANGSAAN

Enter your card di s

@ VISA: Younave chosenVISAas your method of payment. Please enter your card detals nto the form befow and click “pay” o complete your purchase:

Card Number

posooooooccooooox
Expiry Date s o /f  month/year

Security Code == hoox The 3 digits after the card number on the signature panel of your card.

Purchase Amount:;  MYR RM4,000.00

Verified by
VISA

Thereby avthorise the debit tomy VISA Accoust in favour of BIRO PENGAWAL AN FARMASEUTIKAL KEBANGSAAN

2007 TS Payment Technologies Ply Lid. All Rights Reserved

EX34 | Explanation:
Window will pop up selection of how to pay .
If using credit card, follow above instruction.
4.4 Screening Rejected (60 Days)
F35 (@ Screening Reject
List of Product Screening Reject (60 Days) 8
= List of Product Screening Reject
Category : NEW CHEMICAL ENTITY/RADIOPHARMACEUTICAL SUBSTANCE B
show | 5 E entries Search:
callNo 4 Brand Name Generic Name Full Product Name Screening Date Days_ Action
remaining
No data available in table
Showing 0 to 0 of 0 entries
EX35 | Explanation:

User can know updates status for List of product screening rejected.

5.0

\ #

EVALUATION

SCREENSHOTS / EXPLANATION

18



5.1

EVALUATION STATUS

7 q
FG36 S (¢ Evaluation Status
A s List of Evaluation Status
§§ Product Registration
£ List of Evaluation Status
B NewApplicaion Form
Show 5 v enties Search
ed Form
No.*  Reference No. Product Name: Product Category Lab API Product
© Screening Stat
1 20160630170181 T RTBC 500mg NATURAL PRODUCT PP Approved NA KPP Reassigned
& Manual Sub. (biologic)
2 20160630170174 T RTAA 500mq Tablet NATURAL PRODUCT PP Approved NA KPP Reassigned
# Sample Status y
3 2060623170002 A [_:NNZSUSZMS SUG Desterrioxamine Mesylate  ppegcripTion EVALUATION EVALUATION EVALUATION
© FPre-Evaluation Status 2oame
. 4 Zu Traditional General Today NATURAL PRODUCT EVALUATION NA EVALUATION
Bt W 5 20160523169923 T Zu Traditional General Today NATURAL PRODUCT EVALUATION NA KPP Approved
= Correspondence
Showing 1 10 5 o 8 entries - 2
EX36 Explanation:
User can know updates for Evaluation Status
5.2 CORRESPONDENCE
>
(& Correspondence
FG37
List of Product Forms
= List of Product Forms
Show 5 |w| entries search:
Full
Reference  *| call Product
No. No Brand Name Generic Name Name Product Category Action = Print
20160621170060 A jopei=tall NATURAL PRODUCT-TRADITIONAL -
170060 Revita 500mg ew 10f5 =
T (MEDIUM)
capsule
20160623170108 170108 A A Flo Combi NEW CHEMICAL ENTITY-NEW COMBINATION 10f5 =
A 23.6.16 PRODUCT
Brand Name Zu NEW CHEMICAL ENTITY-NEW CHEMICAL
20160630170071 NCE Zu -
A 170071  Brand Name Zu NCE  NCE Generic 21062016 ENTITY/RADIOPHARMACEUTICAL ew 10f5 =
Name SUBSTANCE
NEW CHEMICAL ENTITY-NEW CHEMICAL
20160714170070
A 170070  NCEtest NCEtest NCEtest0307 ENTITY/RADIOPHARMACEUTICAL ew 10of6
SUBSTANCE
Explanation:
EX37

- Click on “view” button to open correspondence form.
- = shown the total number of correspondence have been done.

19



6.0

RENEWAL

‘ # SCREENSHOTS / EXPLANATION
6.1 List of Product
(¢ Product Renewal
FG38
List of Product Renewal 3
= List of Product Renewal
Show | 5 v| entries Search:
Expiry
LOI No. MAL No. Product Name Category Manufacture Date Choose
ZANDU PHARM WORKS LTD
19921104577 IFIEEALE (LIS Tar PLOT NQ.61/2P/1, OPPOSITE GULF OIL, 01-02-2017
100ML TRADITIONAL(GENERAL) . . . D
MASAT,SILVASA, INDIA
FDC LIMITED
FAMOFAST 20
1995084027A PRESCRIPTION - FULL 142-48,5.V.ROAD, JOGESHWARI{WEST), 01-02-2017 D
TABLET
BOMBAY 400 102, INDIA
Showing 1 to 2 of 2 entries -
EX38 Explanation:
Only registered products that are due for re-registration (within 6 months from product registration expiry date) shall appear
under List of Renewal Products.
User can select product for Renewal submission and proceed to make payment
6.2 Status Product Submitted
A Dashboard
FG39 A Membership Utilities -
i Product Registration (&' Product Renewal i
5 NewApplicaion Form ~ ~ List of Product Renewal
Saved Form
= Status Product Submitted
F—
Show 5 v enfries Search
b. (biologic)
No * MAL No. Product Name Expiry Date LOI No. Renewal Status Remark
luation Status 1 MALDBO71342XZ Balvidine Solution 2016-07-28 00:00:00 2005111073359 Meeting Assigned
2 MAL20013986A METROGYL V GEL 2016-08-24 00:00:00 1999062121A Pending dasdas
ation Siatus 3 MALDG051298A DICLORAN INJECTION 2016-05-30 00:00:00 2004082184620 Meeting Assigned
T 4 MAL11070011AR Azithromycin for Injection 500mg/vial 2021-07-28 00:00:00 2009082673880 Approved
Showing 1 to 4 of 4 entries -
List of Product
Status. Pmﬂuc@ubmmed Note: Your renewal application is currently under evaluation. Kindly check your correspondence tray from time to time for correspondence from ofice(s;
Explanation:
EX39
- User can check Renewal Status under “Status Renewal Submitted” .
- User can view the remarks from officer
- Description of the status
- For products approved for Renewal, the product registration expiry date shall be updated.

20



7.0

SUBMISSION UTILITIES

SCREENSHOTS / EXPLANATIO

7.1 Approved
FG40 uation Status
t of Approved Product L]
orrespondence
Show 5 v entries Search:
e Product Name 4 MAL.NO Product Category Exp. Date Status
e Abacavir Sulfate Oral Solution 20mg/ml MAL09122043A  PRESCRIPTION-FULL szwﬂgdwﬂzazg APPROVED
Cancel
2020-10-06
®Rejected Abacavir Sulfate Tablets USP 300 mg MAL10100007A PRESCRIPTION-FULL 00-00:00 APPROVED
New Application 20181202
Allercrom Eye drops 2% W/V MAL20132336A PRESCRIPTION-FULL 00:00:00 APPROVED
Addifional Indicafion
Change of Holder AMCARDIA TABLET 10 mg MALOB11TT1AZ PRESCRIPTION-FULL ss‘UBE;EU-ZB APPROVED
Change of Site 20181128
AMCARDIA TABLET 5 MG MALOB111770AZ PRESCRIPTION-FULL - APPROVED
Renewal 00:00:00
& Appeal Showing 1 to 5 of 147 entries - 203 a4 0
New Application
EX40 Explanation:
User can check any product that already Approved.
7.2 Suspended
List of Suspended Product
Show 5 v entries Search
Product Name 4  MALNO Product Category Exp. Date Status
No data available in table
Approved
Suspended, Showing 0 to 0 of 0 entries.
Cancel
xa1 Explanation:
User can check any product that has been Suspended.

21



7.3 Cancel
FG42
=
t of Cancel Product
Show 5 v entries Search l:|
espondence
Product Name 4 MALNO Product Category Exp. Date Status
jon Uil No data available in table
Approved
‘Suspended
Showing 0 to 0 of 0 entries
Gancel
1"
EXa2 Explanation:
User can check any product that has been Canceled.
7.4 Rejected
7.4.1 | New Application
¥ Rejected Application
FG43 0 B List of Rejected New Application
4 Membership Utilities.
BV Product Registration
Notes:
1. Please take note aapeal submission have to be done within 14 days from the notification.Otherwise the appeal will not be considered.
2. 7o start the appeal process, you have to click < SUBMIT FOR APPEAL >
3. Please refer < Appeal > tray to complete the appeal process,
&' ; 5 ; Pring Search:
" Deadline For Appeal Action
Product Name Ref.No Product Category Reject Date Submission Days Left 0O
No data available in table
Showing 0 to 0 of 0 entries
|
List of Preduct
Status Product Submitted
EX43 Explanation:
User can submit for appeal for product that has been Rejected
7.4.2 | Additional Indication
FG44 ] :
Sub: on Utililies List of R Additional Indications
Approved
‘Suspended Copy €SV Exwel PDF  Print Search
Cancel
Product Name “  Ref.No Product Category
@Rejected
LRI No data available in table
Addifional \ndlca‘l\hnn
Renewal
Showing 0 to 0 of 0 entries
& Appeal
Explanation:
EX44

User can know any Rejected Indication

22



7.5 Appeal
7.5.1 | New Application
~ ; :
FGas %~ New Application - Appeal
A Dashboard Step 1
A Membership Utilities  ~
i Product Regi: i
W8 Product Registration Step 1 of 3 - Appeal Submission
1. The product(s) listed in table below have been identified for appeal. Please take note the appeal submission have have to done within 14 days from the notification.
Otherwise, the appeal will not be considered.
2. To start the appeal process, you have to dlick the product reference number and the appeal letter will be appeared and must be printed on your company’s letterhead.
3. please send it to BPFK as stated in the letter.
Status
New v
show 5 |v|entries search:
Deadline For Appeal Days Left
- Submission (working
Ref.No. Product Name Manufaeturer Product Category Reject Date (14 working days) days) Action
Ne data available in table
Submission Utilities
fopmat Showing 0 to 0 of 0 entries
xa8 Explanation:

User can apply New Application for Appeal product under product rejected menu. Click on rejected then new application to
continue apply for appeal.

View by Status :- New , Appeal , Appeal Reply

Appeal can be done in 14 days.
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8.0 PAYMENT

8.1 History

FG65 o

Screening Pre-Evaluafion CPP Renewal

& Payment History List

Copy €SV Excel PDF  Print Search:

Ref No. 4 Voucher# Payment Date Payment Status Total (RM) Action
169841 16001277 09-05-2016 UNSUCCESSFUL PAYMENT 5000.00
169873 16001308 13-05-2016 SUCCESSFUL SUBMITTED 4000.00
169877 16001310 16-05-2016 SUCCESSFUL SUBMITTED 4800.00
169880 16001318 18-05-2016 SUCCESSFUL SUBMITTED 1200.00 Details ~
169919 16001329 23-05-2016 SUCCESSFUL SUBMITTED 2400.00 Details ~
170020 16001426 18-06-2016 UNSUCCESSFUL PAYMENT 2200.00
170021 16001450 21-06-2016 UNSUCCESSFUL PAYMENT 2200.00
170060 16001448 21-06-2016 SUCCESSFUL SUBMITTED 1200.00
20141031142143844A 1599489 27-04-2015 SUCCESSFUL SUBMITTED 2200.00

Showing 1 to 9 of 9 entries

Explanation:

EX65 Display Payment History List for:-

1.  Screening
2. Pre-Evaluation
3. CPP

4 Renewal

Action Details: - Voucher / Repay

9.0 APPLICATION STATUS

SCREENSHOTS / EXPLANATION

9.1 List of Application status
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FG66

= Listof Applicaon

show 5 v

Call No. “ | Full Product Name
et MYDRON Amsodarane Hycrochirid rjection Slmg/mi

ez REDUPROST (DUTASTERIDE SOFT GELATIN CAPSULES 0.5MG)
10 MEROGRAM 500 (Mercpanem pomer for Irection USP S0mg)

sonzs PANZAL P antoprszcle Scdum for Infction 40mgVial, 1mL Lyo Vis
sie0 UNIMOL PARACETAMOL TABLET 500MG

Showing 110 5 of 434 entries

(# Application Status
List of Application Status

Product Category

PRESCRIPTION
PRESCRIPTION
PRESCRIPTION
PRESCRIPTION

NON PRESCRIPTION(FULL)

Registration Date

01011870

01011970

01011970

otot-1870

ot01-1870

Status.

APPROVED PAYMENT

APPROVED PAYMENT

APPROVED PAYMENT

APPROVED PAYMENT

ASSIGNED TO ASSESSOR

Searor

Iillis gi i

i

i

1

i

i

EX66

Explanation:

User can view status of All application of product

10.0 CORRESPONDENCE

SCREENSHOTS / EXPLANATION

10.1

List of Product
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FG63

(¢' Correspondence
List of Product Forms
= List of Product Forms
Show 5 v entries Search:
can
No ¥  Brand Name Generic Name Full Product Name Product Category Action
170184 NA NA PDSB TRAD MED 3006 MATURAL PRODUCT-TRADITIONAL (MEDIUM)
NDP 1 - HASYA AMLODIPINE
170108 NDP1 - HASYA AMLODIPINE 20MG GAPSULE e aman e NEW CHEMICAL ENTITY-FULL

170108 Flo Combi 23 6.16 NEW CHEMICAL ENTITY-NEW COMBINATION PRODUCT

170071 Brand Name Zu NGE z’a‘:": Name 2u NCE Generie NCE Zu 21062016 NEW CHEMICAL ENTITY-FULL

s
=
N M B

Showing 110 4 of 4 entries

EX63 Explanation:

User can view remark/status update from correspondence regarding of product application
10.2 Additional Indication
FG64 &

Search:
# = Product Name Registration No. Reference No. Submitted Date
No data available in table
Showing 0 to 0 of 0 entries Previous Next

Explanation:

EX64

user can view any additional indication applying by user
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11.0 PRODUCT REGISTRATION / NEW APPLICATION FORM (COMMON TABS)

# SCREENSHOTS / EXPLANATION
111 Product Registration
FG67
Product Registration
Prescription Full Evaluation
IE Product Vatidation « Partl - Part il - Submission & Declaration
Note to Applicant
Explanation:
EX67 Please read all term and condition before start fill in form for registration product.
11.2 TAB-1 Product Validation
11.2.1 Product Name
FG68 Product Validation - Product Name
1.1 Brand Name Type Here
1.2 Generic Name Type Here
n Product Name Test
Next ©
Explanation:
EX68

Key-in the followings:-
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1.1 Brand Name
1.2 Generic Name

1.3 Full Product Name

11.2.2 Dosage Form
FG69 ’
Product Information
Product Name : Product Name Test
Call Number : 170114
Product Validation - Dosage Form
2.1 Dosage Form [ ) .
2.2 Dosage Form Description .
EX69 Explanation:
Product Name & Call Number is automated displayed.
Key-in the followings:-
2.1 Dosage Form
2.2 Dosage Form Description
11.2.3 Active Ingredient
Product Validation - Active Ingredient
FG70

Important Notes

Click "ADD" button after filling in fields 3.1-3.6. Repeat these steps if there is more than one(1) Active Ingredients

To delete an entry from the list, click on the "DELETE" button

3.1 Active Ingredient

3.2 Salt Form

3.3 Strength of Active Ingredient Unit
(ol ool o] Type Here...

3.4 Strength of Active Ingredient Tvbe Here Unit

(Sali-Free Equivalent) n ¥P

3.5 Source of Active Ingredient [®] synthetic [ Plant [] Animal [] Others *

3.7 Remarks (if any)
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List of Active Ingredient

# | Active Ingredient Salt Form Strength Strength Salt-Free Source Remarks

EX70

Explanation:
Key-in the followings:-

3.1 Active Ingredient

3.2 Salt Form

3.3 Strength of Active Ingredient

3.4 Strength of Active Ingredient (Salt-Free Equivalent)
3.5 Source of Active Ingredient

3.6 Form of Substance

3.7 Remarks (if any)

11.2.4

Excipient

FG71

Product Validation - Excipient

Note to Applicant

1. Click "ADD" button after filling in fields 4.1-4.5. Repeat these steps if there is more than one(1) excipient(s)
2. To delete an entry from the list, click on the "DELETE" button.
4.1 Excipient

4.2 Strength of Excipient Unit
Type Here. -

4.3 Function of Excipient

4.4 Source of Excipient [®] synthetic  [] Plant  [] Animal [] Others

4.5 Remarks(if any)

List of Excipient

# | Excipient Strength Function Source Remarks

v Not Listed

Action

EX71

Explanation:
Key-in the followings:-

4.1 Excipient
4.2 Strength of Excipient

4.3 Function of Excipient

29




4.4 Source of Excipient

4.5 Remarks (if any)

Other Information

11.2.5
Product Validation - Other Information
FG72
5. Ingredients of Human or Animal Crigin (Active Ingredient, Excipient and / or Capsule Yes @ No T
Shell)
6. Manufacturer [ . ——
7. Is there any Contract Manufacturer Involved? n Yes @ No
8. Is this Product a Second Source Product? B Yes @ No
9. Is there any Repacker Involved? n Yes @ No
11. Is the Product Under Patent Protection? Yes ® No
1215 this an Imported Product? [ Yes No
15. Does this product need Priority Review? n Yes No
16. Request for Data Exclusivity (DE)? [ Yes No
18. Does this product contain a medical device component? n Yes No
Explanation:
EX72 : .
Key-in the followings:-
5to 18 — please answer yes or no.
11.3 TAB-2 Partl
11.3.1 Section A - Alto A10
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Part | - Section A: Product Particulars
FG73

Al-A10 A1-AZ1

A1 Active Ingredient

# | Active Ingredient Salt Form Strength Strength Salt-Free Source Remarks
A2. Excipients

# | Excipient Strength Function Source Remarks
A3. Dosage Form

Dosage Form Source of Capsule Certificate to verify the Colouring Agent Certifi Analysis of
Dosage Form Description Shell Source of Capsule Shell used in capsule Capsule Shell

A4. Product Description [

AS5. Pharmacodynamics n

A6. Pharmacokinetics [

A7 Indication n

A8. Recommended Dose [




AS. Route of Administration n

A10_ Contraindications [

:

EX73

Explanation:
Key-in the followings:-

Al
A2
A3
A4
A5
A6
A7
A8
A9

capture from “product validation” tab active ingredient.

capture from “product validation” tab excipient.

capture from “product validation” tab dosage form.

Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable

Fill in data if applicable

select from dropdown list.

A10 Fill in data if applicable

11.3.2

Section A - Allto A21

FG74

A11. Warnings and Precautions #

Part | - Section A: Product Particulars

A1-A10

Al1.A21

o
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A12_Interactions with Cther Medicaments #

A13. Pregnancy and Lactation *

A14. Side Effects #

A15. Symptoms and Treatment of Overdose #

A16. Effects on Ability fo Drive and Use Machine

A17. Preclinical Safety Data
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A18_ Instructions for Use #

A19. Storage Conditions #

AZ0. Shelf Life %

A21_ATC Code #*

1st Level

VARIOUS

2st Level

3rd Level

4th Level

5th Level

ATC CODE:

Not Listed

8 Bk

EX74

Explanation:
Key-in the followings:-

All

Al12

Al13

Al4

Al5

Al6

Al7

Al18

A19

A20

Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable
Fill in data if applicable

Fill in data if applicable
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A21 select from dropdown list (1% level until 5" level).

11.3.3

Section B

FG75

Part 1 - Section B: Product Formula

B1. Batch Manufacturing Formula
B1.1 Batch size(") # Type Here unit

B1.2 Baich Formula

List of Active Ingredient
Salt Strength
# | Active Ingredient Overage Form Strength Salt-Free
List of Excipient

# | Excipient Overage Strength Function

B2. Attachment of Batch Manufacturing Formula #

Choose File

A Attschment file sze imt 5 MB

Source

Form of
Subtance

Source

Remarks

Remarks

EX75

Explanation:
Key-in the followings:-

B1 fill in data if applicable
B2 fill in data if applicable

11.3.4

Section C

FG76

Part 1 - Section C: Particulars of packing

C1. Pack Size" - # Type Here

€2 Immediate Container Type*

C3. Container Type Description®

C4. Barcode / Serial No. (if applicable) Type Here.

C5. Recommended Distributor's Price(RM)™
: Type Here

C6. Recommended Retail Price(RM)*
Type Here..

List of Pack Size

#  Pack Size Immediate Container Type = Container Type Description = Barcode / Serial No.

Unit

Price(RM)

Retail Price(RM)

o

EX76

Explanation:
Key-in the followings:-

C1 fill in data if applicable
C2 select from dropdown list
C3 fill in data if applicable

C4 fill in data if applicable
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C5 fill in data

11.3.5

Section D

FG77

Part 1 - Section D: Label (Mock-up) For Inmediate Container, Outer Carton, Proposed Package Insert & PIL/RIMUP

D1. Label (mock-up) for Immediate Container: %

q

Y

i 5 VB
List of Attachment File(s)

# Attachment Date of Attach

D2. Label (mock-up) for Outer Carton: =

mt 5 VB

List of Attachment File(s)

# Attachment Date of Attach

D3. Proposed Package Insert: #

Choose File

A

ve

List of Attachment File(s)

# Attachment Date of Attach

D4. Patient Information Leaflet (PIL) / Risalah Maklumat Ubat Pesakit (RIMUPY):

Choose File

List of Attachment File(s)

# Attachment Date of Attach

D5. Label (Mock-up) for Diluent:

Choose File

a

5ME
List of Attachment File(s)

# Attachment Date of Attach

Action

Action

Action

Action

Action

EX77

Explanation:
Key-in the followings:-

D1 upload attachment file if applicable
D2 upload attachment file if applicable
D3 upload attachment file if applicable
D4 upload attachment file if applicable

D5 upload attachment file if applicable

11.3.6

Section E—E1 to E2
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FG78

Part 1 - Section E: Supplementary Documentation

E1-E2 E3 E4

E1.1. Product Owner @ *

Role of Product Owner % -

E1.2. Letter of Authorization from Product Owner: @ =

A Attachment fie size mit 5 MB

List of Attachment File(s)

# Attachment Date of Attach

E2. Contract Manufacturer and Repacker

E2.1. Letter of Appointment of the Contract Manufacturer from the Product Owner: @ #

Choose

A Attachment fie sze mit 5 MB

List of Attachment File(s)

# Attachment Date of Attach

E22. Letter of Acceptance from the Contract Manufacturer @ #

Choose Fi

A Atzchment file sze imt 5 VB
List of Attachment File(s)

# Attachment Date of Attach

E2.3 Letter of Appointment of the Repacker from the Product Owner @ =

A Attachment file sze imt 5 VB

List of Attachment File(s)

# Attachment Date of Attach

E2.4. Letter of Acceptance from the Repacker @ =

=

A ]
List of Attachment File(s)

# Attachment Date of Attach

E5 E6-E12 E13 E14-E17

Action

Action

Action

Action

Action

o

EX78

Explanation:
Key-in the followings:-

E1.1 Select from dropdown list. Please key in minimum three characters to search.
E1.2 upload attachment file if applicable

E2 upload attachment file if applicable

11.3.7

Section E—E3

37




Part 1 - Section E: Supplementary Documentation

FG79
E1-E2 E3 E5 E6-E12 E13 E14-E17 G
E3. Certificate of Pharmaceutical Product (CPP)
E3.1. Centificate of Pharmaceutical (CPP). ‘
* A it 5 MB
Certificate No. Type Here.
E3.2. CPP Issuing Body =
E3.3. Is this product licensed to be placed on the market for use in the exporting country? Yes No
Reason
P
E3.4. Is this product on the market in the exporting country? = Yes No
Reason.
P
E3.5. Date of issue of CPP = =)
E3.6. Date of expiry of CPP # iz
T
Explanation:
EX79 . S
Key-in the followings:-
E3.1 upload attachment file and key in certificate number.
E3.2 fill in issuing body
E3.3 fill in reason if select yes.
E3.4 fill in reason if select yes
E3.5 fillin date
E3.6 fillin date
11.3.8 Section E - E4
Part 1 - Section E: Supplementary Documentation
FG80
E1-E2 E3 E5 E6-E12 E13 E14-E17
EA. Certificate of Free Sales (CFS) (if applicable)@
E4.1. Certificate of Free Sales (CFS): = |
a it 5 MB
Certificate No Type Here.
E4.2. CFS Issuing Body =
E4.3. Date of issue of CFS # &
E4.4. Date of expiry of CFS # &
Explanation:
EX80

Key-in the followings:-

E4.1 upload attachment file and key in certificate number.
E4.2 fill in issuing body

E4.3fill in date

E4.4 fill in date
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11.3.9

Section E—E5

Part 1 - Section E: Supplementary Documentation

FG81
E1-E2 E3 | E4 E5 E6-E12 Ef3 E14.E47
E5. Certificate of Good Manufacturing Practice (GMP) @
E5.1. Certificate of Good Manufacturing n
Practice (GMP): #
A Attachment file size limit 5 MB
Certificate No. Type Here.
E5.2. GMP Issuing Body = -
E5.3. Date of issue of GMP # =]
E5.4. Date of expiry of GMP # =]
Explanation:
EX81 ; o
Key-in the followings:-
E5.1 upload attachment file and key in certificate number.
E5.2 fill in issuing body
E5.3fill in date
E5.4fill in date
11.3.9 Section E—E6 to E12
Part 1 - Section E: Supplementary Documentation
FG82

E1-E2 E3 E4 ES E6-E12 E13 E14-E17

E6. Manufacturer : Type Here.

E7. Other Manufacturer(s) Involved : @ v

Address - v
Processing Step - -

GMP Certificate -

List of Other Manufacturer(s)

GMP
No | Manufacturer Name Manufacturer Address Processing Step Certificate Action

o
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Address - v
L] &

List of Importer

No  Importer Name Importer Address Action

£ Store Address = .

Address - v

List of Store Address

No | Store Name Store Address Action

E10. Summary of Product Characteristics /| Product Data Sheet (if applicable) @ #

Choose File

A Anachment fie sze imt 5 MB

List of Summary of Product Characteristic / Product Data Sheet

# Attachment Date of Attach Action

E11. Company Core Data Sheet (CCDS) (if applicable) : @

Choose File

A Attachment fie size limit 5 MB

List of Company Core Data Sheet

# Attachment Date of Attach Action

E12. Analysis Protocol : @ #
Choose Fi

A Atschment file sze imt 5 VB

List of Analysis Protocol

# Attachment Date of Attach Action

EX82

Explanation:
Key-in the followings:-

E6 display data from “product validation” tab others. (manufacturer)

E7 Select manufacturer, address and processing step from dropdown list and upload GMP Certificate attachment then click
“add” button.

E8 Select importer name and address from dropdown list then click “add” button.
E9 Select store name and address from dropdown list then click “add” button.
E10 upload attachment file if applicable

E11 upload attachment file if applicable

E12 upload attachment file if applicable

11.3.10

Section E—-E13
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FG83 E13. Protocol Analysis & Data Validation

1. Please add at least one test before submitting form
2. # required field

Test Catego
gory — Please Select —

Method .
- Please Select —- E|

# Attachment

Cho File

A Attachment file size limit 5 ME

A Aftachment file size limit 5 MB

1. Summary of method validation #

2 Protocol Validation, Other Documents

Explanation:

EX83 Key-in the followings:-

E13

- Add at least one test before submitting form.
- upload attachment file if applicable

11.3.11 Section E—E14 to E17

Part 1 - Section E: Supplementary Documentation

FG84
=]

E1-E2 E3 E4 ES E6-E12 E13 E14-E17

E14. Other Supporting Documents : @

Choose File Pleas File
A Atachment file size fmt 5 VB
List of Other Supporting Documents
# Attachment Date of Attach Action

E15. Worldwide Registration Status : @ =

Choose File

A Attachment fie sze mit 5 MB

File

List of Worldwide Registration Status

#  Attachment Date of Attach Action




E16. Post-Approval Commitment(s) : @

Choose File

A Attachment file sze limit 5 MB
List of Post-Approval Commitment(s)

# | Attachment

E17. TSE Risk-Free Commitment :

Choose File

A Astachment i imit 5 MB

List of TSE Risk-Free Commitment(s)

# | Attachment

Date of Attach

Date of Attach

Action

Action

EX84

Explanation:
Key-in the followings:-

E14 upload attachment file if applicable
E15 upload attachment file if applicable
E16 upload attachment file if applicable

E17 upload attachment file if applicable

11.4

TAB-3 Partll

11.4.1

Section P - P1to P2

FG85

Section P

SECTION A : QUALITY OVERALL SUMMARY

Choose File

& s it 5 VB

SECTION B : TABLE OF CONTENTS #
:
SECTION C : BODY OF DATA =

Choose File

a

P1. Description and Composition =

Partll - Section P

P1. Description and Composition

P1-P2

P3

P4

P5

P6-PY
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List of Description and Composition

Choaose Fil

A Attachment fike size imit 5 VB

P2.1 Information on Development Studies

List of Information on Development

Chy Fi

A Attachment fiie sze imit 5 MB

P2 2 Components of drug product =

List of Component of drug product

Choose Fi

A Attachment file size mit 5 MB

P2.3 Finished product #

List of Finished product

Choose Fi

A Aszchment file sz imit 5 VB

P24 Manufacturing Process Development =

List of Manufacturing Process Development

Ch Fi

A Asiachment file sz imit 5 ME

P2.5 Container Closure System

Please Select File m

P2. Phammaceutical Development

Please Select File m

Please Select File m
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List of Container Closure System

Choose File

I

P2.6 Microbiological Attributes

List of Microbiological Attributes

Choose File

A

P2.7 Compatibility *

List of Compatibility

Next ©

EX85

Explanation:
Key-in the followings:-

P1 Fillin data and upload attachment file
P2.1 Fill in data and upload attachment file
P2.2 Fill in data and upload attachment file
P2.3 Fill in data and upload attachment file
P2.4 Fill in data and upload attachment file
P2.5 Fill in data and upload attachment file
P2.6 Fill in data and upload attachment file

P2.7 Fill in data and upload attachment file

11.4.2

Section P - P3
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FG86

P3. Manufacturer Information
P3.1: Batch Formula

# | Active Ingredient Salt Form Strength Strength Salt-Free Source Form of Subtance Remarks

#  Excipient Strength Function Source Remarks

P32 Manufacturing Process and Process Control =

Manufacturing Process and Process Control

P32 1 Manufacturing Process Flowchart #
Choose File ‘

P3.3 Control of Critical Steps and Intermediate #

List of Contral of Critical Steps and Intermediates

Choose File |

A mit 5 MB

P3.4 Process Validation and/or Evaluation #

EX86

Explanation:
Key-in the followings:-

P3.1 Capture data from “product validation” tab. (Active ingredient and excipient).

P3.2 Fill in data and upload attachment file
P3.3 Fill in data and upload attachment file

P3.4 Upload attachment file

11.4.3

Section P - P4
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FG87

Section P

P4.1 : Specification #

List of Specification
Choose File
A s

P4.2 Analytical Protocol *
Choose File

P43 Validation of Analytical Protocol =

P4.4 Justification of Specification #

List of Justification of Specification

Choose File

A

P4.5 Excipients of Human and Animal Origin *

List of Excipients of Human and Animal Origin
Choose File

A 5MB
P4.6 Novel Excipients(if applicable)

List of Novel Excipients

Choose File

Partll - Section P

P4. Control of Excipients

P1-P2

3 P4 Ps P6-PO o

EX87

Explanation:
Key-in the followings:-

P4.1 Fill in data and upload attachment file
P4.2 upload attachment file
P4.3 upload attachment file
P4.4 Fill in data and upload attachment file

P4.5 Fill in data and upload attachment file
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P4.6 Fill in data and upload attachment file

11.4.4

Section P - P5

FG88

Part |l - Section P

Section P

P5. Control of Finished Product

1 : Specification @ *

List of Specification

s Attachment fi nit 5 M.

P52 Analytical Protocol @ =

A Attachment fi it 5 MB.

P53 Validation of Analytical Protocol @ *

P5.4 Batch Analysis @ =

A Atachment i

P5.4.1 Certificates of Analysis (COA) @

Batch 1 =

Choose Fil

A fachment fi

it 5 VB

List of Batch 1

# Attachment Date of Attach

Batch 2 =

List of Batch 2

# Attachment Date of Attach

P55 Characterisation of Impurities @ =

List of Characterisation of Impurities

P56 Justification of Specification @ #

List of Justification of Specification

5 VB

P1-P2 P3 P4 Ps

Action

Action

P6-P3
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(-]
g

Next ©

EX88

Explanation:
Key-in the followings:-

P5.1 Fill in data and upload attachment file
P5.2 upload attachment file
P5.3 upload attachment file
P5.4 upload attachment file
P5.5 Fill in data and upload attachment file

P5.6 Fill in data and upload attachment file

11.45

Section P - P6 to P9

FG89

Part |l - Section P

Section P p1P2 3 P4 P

P6 - Reference Standards of Materials #

Choose File ‘

A Attachment fie sze it 5 15

P7 Container Closure System #

Choose File ‘

s Attachment fie size limt & M8

P38 Stability Data =

P9 Product Int ili i Evidence(if

Choose File ‘

A Attachment fike size imit 5 MB

P5-PO

EX89

Explanation:
Key-in the followings:-

P6 upload attachment file
P7 upload attachment file
P8 upload attachment file

P9 upload attachment file

11.4.6

Section S

FG90

Part Il - Section S: Active Pharmaceutical Ingredient

Section §: List of Active Pharmaceutical Ingredients @

No. Active Ingredient Fields Details Remarks
Salt Form Salt 1
Strength 12 gm

1 clypon Strength(Salt Free Equivalent) 45 ml test
Source ANIMAL

Form of Substance -

-
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Explanation:

EX90 Key-in the followings:-
Select from list below to confirm ingredients by click on “details” button.
FG90.1 Active Pharmaceutical Ingredient Manufacturer[clypon]
: Has This API Approved by NPCB - ® [}
Yes = No
: Same APl manufacturer? = @
Yes @ No
: Same synthesis route? = @
Yes @ o
This Unapproved APl - @ .
Manufacturer are - Local = Foreign
Local or Foreign
ADDING MANUFACTURER : SEARCH UNAPPROVED FOREIGN API MANUFAC TURER
Copy CSV  Excel PDF Print Search:
Add. * No. Manufacturer Manufacturer Address
] 1 Novacyl
2 BIZEN CHEMICAL CO., LTD 363, Tokutomi, Akaiwa-shi, Okayama
=] 3 CHARAK PHARMA PVT. LTD M/S LEAMAK HEALTHCARE PVT. LTD., SARKHEJ-BAVLA HIGHWAY,
=] 4 DOW CORNING CORPORATION Corporate Center
=] 5 DOW CORNING CORPORATION HEALTHCARE IND MATERIALS SITE, 1635 N. GLEANER RD
Showing 1 to 5 of 9 entries 2
Add Unapproved Foreign Manufacturer
clypon @
API API Manufacturer API Approved
Ne.  Name Fields Details Name API Status No.
Salt Form
strength
Strength(Salt F Neuland Laboratori UNAPPROVED
1 ciypon rength(Saft Free undefined o -rand Laboratories - W DELETE
Equivalent) Limited APl
Source
Form of Substance
Explanation:
EX90.1
Answer all question by choose yes or no then choose manufacturer.
Click on “add” button to add manufacturer
Click “details” button to open section S.
Click “delete” button to delete manufacturer.
11.5 TAB-4 Part Il
11.5.1 Section A-B
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FG91

Section A: Table of Content =

A Attachment fik size fimt 5 MB.

Section B: Non-Clinical Overview

PART lll: Non-Clinical Documentation (Safety and Residues Documentation)

B1. Overview of the Non-Clinical Testing Strategy #

B2 Phammacology =

A Atachment fie e imt 5 M8

B3. Pharmacokinetics #

A Atachment

B4 Toxicology

A pttachment fik size limt & MB.

B5. Integrated Overview & Conclusions #

B6. List of Literature Citations =

A Atachment fie e imt 5 M8

Please

Please

Plea

Please

Please

Please

o

EX91

Explanation:
Key-in the followings:-

A upload attachment file
B1 upload attachment file
B2 upload attachment file
B3 upload attachment file
B4 upload attachment file
B5 upload attachment file

B6 upload attachment file

11.5.2

SectionC-E

FG92

Section C: Non-Clinical Written & Tabulated

Choose

A pitachment fi

Section D: Non-Clinical Study Reports #

Choose

b ttachment fik size imt 5 MB.

: List of Key Literature References

PART IIIl: Non-Clinical Documentation (Safety and Residues Documentation)

Summaries *

Please S

Plea

Please

EX92

Explanation:
Key-in the followings:-

C upload attachment file
D upload attachment file

E upload attachment file

50




11.6

TAB-5 Part IV

11.6.1

Section A-B

FG93

Section A: Table of Content *

& e

Section B: Clinical Overview

B1. Product Development Rational *

Choose File

A

B2. Overview of Biopharmaceuticals *

Choose File

'y

B3. Ovenview of Clinical Pharmacalogy *

B4. Ovenview of Efficacy &

Choose File
A

B5. Overview of Safety *

Choose File

'y
B6. Benefits and Risk Conclusions +

Choose File

a

PARTIV - Clinical D

lion (Efficacy D

EX93

Explanation:
Key-in the followings:-

A upload attachment file
B1 upload attachment file
B2 upload attachment file
B3 upload attachment file
B4 upload attachment file
B5 upload attachment file

B6 upload attachment file

11.6.2

Section C
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FG94

PARTIV -Clinical D (Efficacy Di

Section C: Clinical Summary

C1. Summary of Bi ics Studies and iated Analytical Methods

Choose File ‘ o

a mit & M8

C2. Summary of Clinical Pharmacology Studies #

Choose File ‘ o
a

5MB
€3 Summary of Clinical Efficacy

Choose File ‘ o

A

C4. Summary of Clinical Safety *

‘Choose File ‘ o

A imit 5 MB

C5. Synopsis of Individual Studies #

0ose File

A fsiachment i fimit 5 MB.

List of Aftachment File(s)

# Attachment Date of Attach

Action

EX94

Explanation:
Key-in the followings:-

C1 upload attachment file
C2 upload attachment file
C3 upload attachment file
C4 upload attachment file

C5 upload attachment file

11.6.3

Section D - E

FG95

PARTIV - Clinical D lion (Efficacy D

Section D: Tabular Listing of all Clinical Studies =

Choose File o

List of Study Synopsis

# | Attachment Date of Attach

Action

EX95

Explanation:
Key-in the followings:-

D upload attachment file

E upload attachment file

11.6.4

Section F
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FG96

Section F

F1. List of Key Literature References #

Choase File

A Attachment fie size limit 5 MB

F2. Published Clinical Papers +

Choase File

A Attachment file size limit 5 MB
List of Study Synopsis

# Attachment

F3. Periodic Safety Updates Report(PSUR) #

Choase File

A Attachment file size limit 5 MB

F4. Risk of Management Plan(RMP)

Choase File

& Attachment file size limit 5 MB

PART IV - Clinical Documentation (Efficacy Documentation)

17
o
@

Pleas: t File

@

Date of Attach Action

P

ease

-

Pl

ease

Next ©

EX96

Explanation:
Key-in the followings:-

F1 upload attachment file
F2 upload attachment file
F3 upload attachment file

F4 upload attachment file

11.7

TAB-6 Submission & Declaration

FG97
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20

21

22

23

24

25

26

27

28

29

30

Mandatory Labels

Field Name

1.1 Brand Name:

1.2 Generic Name

1.3 Full Product Name

2.1 Dosage Form

2.2 Dosage Form Description

2.3 Source of Capsule Shell

2.4 Certificate to verify the Source of Capsule Shell
2.5 Colouring Agent used in capsule shell

2 6 Certificate Of Analysis of Capsule Shell

3.1 Active Ingredient

4.1 Excipient

5. Ingredients of Human or Animal Origin (Active Ingredient, Excipient and / or Capsule Shell)
5.1 Origin:

6. Manufacturer

7. Is there any Contract Manufacturer Involved?
8. Is this Product a Second Source Product?
8.1 Declaration Letter

8.2 Product(s) from First Source

9_1Is there any Repacker Involved?

1. Is the Product Under Patent Protection?
11.1 Patent Protection

11.2 Filing Date

11.3 Grant Date

11.4 Patent Statement

12.1s this an Imported Product?

12.1 Section E Type

13. Does this product contain any premix?

13.1 Premix Form

13.2 Manufacturer Name

13.3 Manufacturer Address

Status
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147 B6. List of Literature Citations

148 Section C: Non-Clinical Written & Tabulated Summaries

149 Section D: Non-Clinical Study Reports

150 Section E: List of Key Literature References

151 Section A: Table of Content

152 B1. Product Development Rational

153 B2. Overview of Biopharmaceuticals

154 B3. Overview of Clinical Pharmacology

155 B4. Overview of Efficacy

196 B9. Overview of Safety

157 B6. Benefits and Risk Conclusions

158 C1. Summary of Biopharmaceutics Studies and Associated Analytical Methods

159 C2. Summary of Clinical Pharmacology Studies

160 C3. Summary of Clinical Efficacy

161 C4. Summary of Clinical Safety

162 C5. Synopsis of Individual Studies

163 Section D: Tabular Listing of all Clinical Studies

164 Section E: Clinical Study Reports

165 F1. List of Key Literature References

166 F2. Published Clinical Papers

167 F3. Periodic Safety Updates Report(PSUR)

168 F4. Risk of Management Plan(RMP)

Section S Form Validation Status

# | Active Ingredients Manufacturer Strength

A Submit Registration

Strength Salt Free

Type

R T N - - R T 2

Done

EX97

Explanation:
User can check by summary via status symbol, either each form is complete or not.

Click on the field/section name to redirect to the field.

Red icon refers to mandatory field.

Purple icon refers to optional field.

Green icon refers to field that already fill.
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