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INTRODUCTION

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

1. Application forVariationApplication

2. Variation payment

3. Variation Correspondence
Prerequisite:

The application / registration process by the applicants will be conducted completely online
including payments. The following are the gegjuisites beforeconducting the transactions in
QUESTR

1. Internet Ready PC
2. Broadband Internet connection
3. Google Chrome latest version (recommendeddther internet explorer

4. Valid Digital Certificate (USB Tokem)o be purchased online during Membership
Application

PDFReader/Writer Software
6. Photo editor to edit (crop, resize or other editing functions) your attachments in jpg format

7. Online banking account (Personal or Business) or credit card to conduct payment
transactions vid&PX (Financial Process Excharlge)s apayment channel that allows you
to make payment via online retime through your current or savings account. All you need
is an Internet banking account with any of FPX participating banks.
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1.0 QUESTS3¥Frontend login

1 Login

FG1

Welcome to QUEST 3+:

| Ovopoest |
A Market Sampli
QUEST 3+ Online Submission System For NON ngmr.:ng only

enabled Product License Holder,

Manufacturer, Importer, Re-packer,
Password Reseller and other related users to

conduct secured online transactions

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

@ Register (NEW USER)

Login

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

EXL | Explanation:

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

Figure 1 as the above will appear and the user will neezhter the following information:

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



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

# SCREENSHOTESXPLANATION

2.1 Variation Application

2.1.1 | New Application

FG2 [ Variation

[3 New Application

ed Form

Payment Pending

‘Withdrawal

Payment History

Status

Explanation:
EXZ |/ ¢ A 01 2y Varatiend News yua WO+ GA2y Q

FG3 [# List of Product Qualify for Variation

Please Select product to create variation

~ Approved Products
Show | 10 v | enties Sesrchr

2 Product MAL Number Product Name Product Category z

Showing 110 10 of 250

Explanation:
EX3

FG3 show a list of approved product in a company. Click on the edit icon to proceed to Variation Workstation.

FG4
= New Variation Batch Form

Product Information

Product Registration Number .
138562

Product Name METROGYL TABLET 200MG

Product Category PRESCRIPTION - FULL

Variation Number
218

Explanation:
EX4
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FG4 shows the information about the product selected by user for Variation Process.

FG5

Please Select Vanation Type

Type 3 (Major Variation) v MaV-1 - Change and/or additional indication/dosing regimen/patient population/inclusion of clinical .. ~ n

EX5

Explanation:

User can select more thame (1) Variation title by clicking the + button after selecting an option from the dropdown list.

FG6

List of Variation

Number Code Variation Title Category

Change and/or additional indication/dosing regimen/patient population/inclusion of clinical information

1 Mav1 extending the usage of the product

Type 3 (Major Variation)

2 Mave2 Change of content of product labeling Type 3 (Major Variation)

EX6

Explanation:

FG6 shows a list of Variation Title added by user for a Variation applicden.can click on the X button to remove the addg
Variation Title.

FG7

Click Confirm Variation to Proceed to Workstation

EX7

Explanation:

Click on Confirm Variation Button to proceed the application to Variation Workstation.

FG8

Variation Workstation

Please Fill in Applicable forms & File Attachments

# Product Validation ~ Part] ~ Partll = Partlll ~ Partlv = v Labels Checklist

Note to applicant
Please fill in the required supporting documents/data in Variatien Checklist by clicking on the Insert button. Please make sure every field required is checked. If the field is
not applicable, please check the bex in the "Not Applicable’ column.
You can click on the section tabs above to refer to the current approved data
Please submit other supporting documents (IF RELEVANT) at part E14.

Please make sure Variation Checklist is saved before you are done with the submission. Please click the Submit button when it is completed. Once submitted, you can
check the application status under Variation & COS Status Record.

Product Information

Product Name : METROGYL TABLET 200MG
Product Call No./Ref No./Reg No. : 138562 | 1987070087A | MAL19872165A7

Product Category : PRESCRIPTION - FULL

EX8

Explanation:

FG8 shows the Home Screen for Variatiéarkstation.
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Involve Labels
FG9
# Code Label Desc Correspond Status Go
1 11 Brand Name NA A >
2 12 Generic Name NA A ©
3 13 Full Product Name NA A ©
4 41 Excipient NIA A L]
5 51 Origin N/A A >
6 5 Ingredients of Human or Animal Origin (Active Ingredients, Excipients and/or NA A °
Capsule Shell
7 13 Does this Product Contains Any Premix ? NA A [+]
8 133 Manufacturer Address N/A a [>]
9 13.2 Manufacturer Name NA A [>]
10 At Active Ingredient NA =] ©
Explanation:
EX9
FG9 show a part of label involved in a Variation Application.
*Some Labels are not applicable/available in some Variation Titles.
& Product Validation ~ Partl - Partll ~ Partlll - Part IV~ + Labels Checklist
FG10
Excipient
Other Information Product Validation - Product Name
1. Please Fill All Required fields
1.1 Brand Name:
a) Current Approved Brand Name:
:
b) Proposed Brand Name:
L4
1.2 Generic Name (if applicable):
a) Current Approved Generic Name (if applicable):
!
b) Proposed Generic Name (if applicable),
<
1.3 Full Product Name (if applicable):
a) Current Full Product Name:
METROGYL TABLET 200MG
b) Proposed Full Product Name:
z
[ ]
Explanation:
EX10
Click on Product Validation / Product Name.
Fill the required particular in the text box.
User can leave remarks for the Evaluator by clicking the Remarks Button on the right side of each field.
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FG11

+  QUEST3+ | Product Evaluation

Saved Comments / Remarks

Test Remarks ...

m

User Comments

Test Remarks ...

EX11

Explanation:
FG11 shows User Remarks Popup window.
Fill remarks in the field provided amtick on Save Comments button.

Click anywhere outside the popup window to close the popup window.

FG12

# Product Validation - Part] ~ Partll - Partlll -~ PartIlV ~ v Labels Checklist

Product Name

Other Information Product Validation - Excipients

1. Please Fill All Excipient Informaticn

2. You are allowed to add more than one excipient

List of Current Approved Excipient

# | Excipient Function Strength Source Part Remarks ]

1 Sodium Methyl Hydroxy Benzoate

Nene

Magnesium Stearate BP 1.00,mg None

3 COLLOIDAL ANHYDROUS SILICA 1.500;mg;; None

4 Maize Starch, BP. 57.5mg;; Nene

5 OPADRY Il Pink COLOURING AGENT 7.875,mg; None

6 PURIFIED WATER as; None

EX12

Explanation:
Click on Product Validation / Excipient.
FG12 show a list of current approved excipient for the product.

User can click on checkbon the trashicon column to propose delete current approved excipient.
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Add new Excipient ( Propose )

FG13
4.1 Excipient | Hydrochloric Acid .
4.2 Strength of Excipient 12 Unit ml v IN
4.3 Function of Excipient FLAVOURING AGENT M
4.4 Source of Excipient (@) Synthetic () Plant () Animal () Other
4.5 Remarks(if any) Test Remarks
4
Add Excipient
List of Proposed Excipient
# Excipient Function Strength Source Part Remarks o
1 Hydrochloric Acid FLAVOURING AGENT 12ml Synthetic NONE Test Remarks (]
Explanation:
EXB
Fill the following field:
4.1 Excipient
4.2 Strength of Excipient
4.3 Function of Excipient
4.4 Source of Excipient
4.5 Remarks(if any)
Then click on the AdBxcipient Button.
Click on the trasiicon located @ each row to delete added proposed excipient.
FG14 #_ Product Validation =~ Part] - Partll ~ Partlll - Part IV - v Labels Checklist
Product Name
Excipient
Product Validation - Other Inform
1. Please Fill All Required fields
.‘éhll}ﬂredienm of Human or Animal Origin{Active Ingredient, Excipient and / or Capsule © No
el
13. Does this product contain any premix? No
13.2 Manufacturer Name: Type Here.
13.3 Manufacturer Address
4
Explanation:
EX14

Click on Product Validation / Other Information.

Fill the required field.

10
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FG15

Ad4. Product Description @

a) Current Product Description

Pink round, biconvex film coated tablets.

b) Proposed Product Description

4

EX15

Explanation:

FG15 shows one of the fielvailable in the Variation Title.

User can view the current data on part a)

User can fill the new data on the text area on part b)

Click on Remarks button to leave a remark to Evaluator.

Fill the following field

Adc A20

FG16

A21.ATC Code @

a) Current ATC Code

J01XD01

b) Proposed ATC Code

Level 1
Level 2
Level 3
Level 4
Level 5

Generated ATC Code
CO7DADG

CARDIOVASCULAR SYSTEM

BETA BLOCKING AGENTS

BETA BLOCKING AGENTS THIAZIDES AND OTHER DIURETIC

BETA BLOCKING AGENTS, NON-SELECTIVE, THIAZIDES AND OTHER DIURETICS

TIMOLOL, THIAZIDES AND OTHER DIURETICS

EX16

Explanation:

To filllabel A21. ATC Code, user need to select the ATC code starting from Level. Click to select ATC Code.

11
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# Product Validation « Part] = Partll -~

Partlll ~ PartIlvV -

« Labels Checklist

FG17
Section A
Section © Part1/ Section B - Product Formula
Section D
1. Please Enter All Product  gaction E
2. You are allowed to edit overage value of Active Ingredient & Excipient
3. You are allowed to Upload PDF/JPEG/JPG file
B1. Batch Size @
a) Current Batch Size
8,00,000 Tablets
b) Proposed Batch Size
© Remarks [ B1-1]
Explanation:
EX17
Click on Part 1/ Section@roduct Formula
Fill the B1. Batch Size by entering the data in text box provided. Seleghithigy clicking on the dropdown option.
FG18 B1.2 Batch Formula
List of Active Ingredients
Current
# Active Ingredient Overage Proposed Overage Source Strength
1 METRONIDAZOLE x na Y 12 2466 gm
List of Current Approved Excipients ( Edit Overage )
Current
# Excipients Overage Proposed Overage Source Strength
L4
1 Sodium Methyl Hydroxy Benzoate x NA g2 NA 0.500;mg
E v
2 Magnesium Stearate BP x NA g NA 1.00;mg.
3 COLLOIDAL ANHYDROUS SILICA * NA O : NA 1.500;mg
4 Maize Starch, B.P. *x NA : 1 57.5;mg
v
5 OPADRY Il Pink x NA o NA 7.875;mg
. v
6 PURIFIED WATER x N/A ® x NA qgs;
List of Proposed Excipients ( Overage )
# Excipients. Proposed Overage Source Strength
o v
1 Hydrochloric Acid % 3 Synthetic 12ml
@ Remarks [ B1-2]
Explanation:
EX18

User is require to fill all the Proposed Overage column in the table shown in FG18

12
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B2. Batch Manufacturing Formula @
FGlg a) Current Batch Manufacturing Fermula
b) Proposed Batch Manufacturing Formula
Choose File Chrysanthemum.jpg n n
< Remarks [ B2]
Explanation:
EX19
Click on the Choose File button to select a file to be uploaded in the system.
User can View the uploaded file by clicking on the blueiege button.
Click on the redlustbinricon button to remove the uploaded file.
# Product Validation ~ Partl - Partll ~ Partlll ~ PartIV ~ + Labels Checklist
FG20
Section A
Part|/ Section C - Particulars of packing
Section D
1. Click "ADD" button after gaction £ peat these steps if there is more than one(1) pack size.
2. To delete an entry from the list, click on the "DELETE" butten. For editing, click on the "EDIT" button
3. Those field with symbol * is 2 compulsory fields. If those fields are not filled, submission of application is not permitted
a) Current Particular of Packing
# C1. Pack Size Field Data o
C2. Immediate Container Type PLASTIC
C3. Container Type Description HDPE PLASTIC container
1 1000Tablet GRAMS [WEIGHT] C4. Barcode / Serial No. 300200201507
C5. Recommended Distributor's Price RM 30.00
C6. Recommended Retail Price RM 40.00
b) Proposed Particular of Packing
C1. Pack Size* 12 Unit KILOGRAMS r
C2. Immediate Container Type* : PAPER B If Other: please specify
C3. Container Type Description® Desc
4
C4. Barcode / Serial No. (if applicable) 123456789
C5. Recommended Distributor's Price” : 80
C6. Recommended Retail Price* 90
List of Pack Size Add Pack Size
# C1. Pack Size Field Data Action
C2. Immediate Container Type PAPER (]
C3. Container Type Description Desc
1 12 KILOGRAMS [Weight] C4. Barcode / Serial No. 123456789 ]
C5. Recommended Distributor's Price RM 80.00
C6. Recommended Retail Price RM 90.00
Explanation:
EX20
Click on Part 1/ Section C
Fillall the required field marked with * then click on the Add Pack Size button to add new proposed Pack Size.

13
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User can click on checkbox on the trasbn column to propose delete current approvpdck size

Click on the trasticon located orthe action column oneach row to delete added proposeqmhck size

D1. Label (mock-up) for immediate Container: @

FG21 a) Current Label (mock-up) for immediate Container:
No Current Approved Data
# | Attachment Date of Attachment o
1 Lignopad_Inner label new(1). pdf 16-04-2016
b) Proposed Label (mock-up) for immediate Container:
Choose File Desert.jpg
# Attachment Date of Attach o
1 Chrysanthemum_jpg 21 Nov 2016 - 11:17 AM n
2 Desert jpg 21 Nov 2016 - 11:17 AM n
< Remarks [ D1]
Explanation:
EX21

Click on Part 1/ Section D
FG21 show a part of Section D. User can view current attachment files by clicking on the filename in the Current label tg
Click on the Choose file Buttdo upload new files for Variation.

User can click on checkbox on the trasbn column to propose delete current approvatitachments
Click on the red trasfton button to remove uploaded attachments.

Multiple file attachment are available in some Fidldbel.

Fill the required field DD5

14
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FG22
E1-E2 E3 E4 E5 E6-E12 E13 E14-E17
Help

E1. Product Owner

E1.1. Product Owner & Role @
a) Current Product Owner & Role:

b) Proposed Product Owner & Role:

ASHLEY DERMACARE LABORATORY LTD. : A11-01, DAMANSARA INTAN, S520/27, -
B-PRODUCT HOLDER v

Q@ Remarks [ E1-1]

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

a) Current Letter of Authorization from Product Owner:

b) Proposed Letter of Authorization from Product Owner

Choose File Chrysanthemum jpg . u
< Remarks [ E1-2 ]

E2. Contract Manufacturer and Repacker

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

a) Current Letter of Appoi of the Contract f from the Product Owner

b) Proposed Letter of Appointment of the Contract Manufacturer from the Product Owner:

Choose File Desert.jpg . n
< Remarks [ E2

E2.2. Letter of Acceptance from the Contract Manufacturer: @
a) Current Letter of Acceptance from the Contract Manufacturer:

b) Proposed Letter of Acceptance from the Contract Manufacturer:

Choose File Hydrangeas.jpg .n

@ Remarks [ E2-2]

E2.3. Letter of Appointment of the Repacker from the Product Owner: @
a) Current Letter of Appointment of the Repacker from the Product Owner:

b) Proposed Letter of Appointment of the Repacker from the Product Owner:

Choose File Jellyfish.jpg . n

 Remarks [ E2-3]

E2.4. Letter of Accep from the Rer o
a) Current Letter of Acceptance from the Repacker

b) Proposed Letter of Acceptance from the Repacker:

Choose File Koala.jpg . n

© Remarks [ E2-4]

15
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EX22

Explanation:

Click on Part 1/ Section E / EE2.

Keyin the followings:
E1 upload attachment file

E2 upload attachment file

16
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FG23

BB B B B
E3. Certificate of Pharmaceutical Product (CPP)

E3.1. Certificate of Pharmaceutical: @

a) Current Certificate of Pharmaceutical

b) Proposed Certificate of Phamaceutical

Certificate No.

© Remarks [ E3-1]

Choose File Please Select A File

E3.2. CPP Issuing Body ©
a) Current CPP Issuing Body.

1182

b) Proposed CPP Issuing Body:

© Remarks [ E3:2]

E3.3. Is this product licensed to be placed on the market for use in the exporting country? @
a) Gurrent Answer and Remark

Y Yes

b) Proposed Answer and Remark

Yes ONO

‘

< Remarks [ E33]

E3.4. Is this product on the market in the exporting country? @
a) Current Answer and Remark:

Yes

b) Proposed Answer and Remark
Yes ONO

‘

E3.5. Date of issue of CPP @
a) Current Date of issue of CPP:

2003-05-23 00:00:00

b) Proposed Date of issue of CPP

=]

E3.6. Date of expiry of CPP @
a) Current Date of expiry of CPP:

2005-05-16 00:00:00

b) Proposed Date of expiry of CPP

=]

© Remarks [ E36]

EBE12

E13

Er4ENT

Help

17
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EX23

Explanation:

Click on Part 1 / Section E / E3.
Keyin the followings:

E3.1 upload attachment file
E3.2 fill in issuing body
- Fill in issuing body by entering a minimum 3 character and choose from the dropdown list
E3.3fill in reason
E3.4 fill in reason
E3.5 fill in date
E3.6 fill in date

18
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FG24

EX24

Explanation:

Click on Part 1 / Section E / E4.
Keyin the followings:

E4.1 upload attachment file
E4.2 fill in issuing body
- Fill in issuing body by entering a minimum 3 character and choose from the dropdown list
E4.3fill in date
E4.4 fill in date

19



