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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. Application for Variation Application

2. Variation payment

3. Variation Correspondence
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. Mozilla Firefox latest version (recommended) or other internet explorer
4

Valid Digital Certificate (USB Token) — To be purchased online during Membership
Application

b

PDF Reader/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 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.
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Contact Person

If you have any enquiries, please contact the following person based on your nature of inquiry:

Administrative Enquiries:
Name: Cik Nurulfajar Mohd Jamid
Ketua Penolong Pengarah Kanan, BPFK
Email: nfajar@bpfk.gov.my
Telephone: +60 3-7883 5400

Technical Enquiries:

Name: Zuraini Ariffin (Pengurus Projek QUEST 3+ Persada Digital Sdn Bhd)
Email: Zuraini@mypersada.com

Telephone: +60 3-6141 8151

Name: Muhamad Hazree Haris (Technical Manager)
Email: hazree@mypersada.com
Telephone: +60 3-6141 8151
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1.0 QUEST3+ Front-end login

1 Login

FG1

QU EST 3+ | Online System for Product Registration, Licensing & Market Sampling

Welcome to QUEST 3+:

| Ovopees |
A Market Sampli
QUEST 3+ Online Submission System For NON ngmﬁ:gmf only

enabled Product License Holder,
Manufacturer, Importer, Re-packer,
Reseller and other related users to
conduct secured online transactions

for product registration, variation,
licensing, market sampling, renewal & Membership Application Status
and other transactions.
@ Forgor your poswor?

@ Register (NEW USER)

Password

Login

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

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
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2.0 Variation

2.1 Variation Application
2.1.1 | New Application
@ Variati
FG2 Variation
[3 New Application
Form
yment Pending
respond
hdrawal
X2 Explanation:
Click on side menu ‘Variation / New Application’
FG3 [# List of Product Qualify for Variation q
Please Select product to create variation
< Approved Products
Show 10 v | enties Search
- Product MAL Number Product Name Product Category z
1 rd
. pm— .
s MALISST7NCR =
s [IRpmm— =
Bl rg
0 g
Showing 1to 10 of 260 r
Explanation:
EX3
FG3 show a list of approved product in a company. Click on the edit icon to proceed to Variation Workstation.
i
FG4 — L
= New Variation Batch Form
Product Information
Product Registration Number .
138562
Product Nam 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 populationfinclusion of clinical .. ~ n

EX5

Explanation:

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

FG6

List of Variation

Number Code Variation Title Category

. o Change and/or additional indication/dosing regimen/patient population/inclusion of clinical information IR
extending the usage of the product

2 Ma\-2 Change of content of product labeling Type 3 (Major Variation) n

EX6

Explanation:

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

# Part]l ~

Note to applicant
Please fill in the required supporting decuments/data in Variation 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
If there is no changes in current text field, please copy and paste the existing data into proposed field
If there is no changes in cumrent attachment field. please download Mot_Applicable pdf and reupload.
Please submit other supporting documents (IF RELEVANT) at part E14.

Please make sure Variation Checklist is saved before you are dene 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 : Sample Product Test 008

Product Call No./Ref No./Reg No © 239427 1 1234567890 | MAL20170003A

Product Category : NEW CHEMICAL ENTITY - NEW CHEMICAL ENTITY/RADIOPHARMACEUTICAL SUBSTANCE

EX8

Explanation:

FG8 shows the Home Screen for Variation Workstation.

10
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Involve Labels

FG9
# Code Label Desc Label Overlap Correspond Status Go
1 11 Brand Name - NA A
2 12 Generic Name - NA
3 13 Full Product Name - NA

4 41 Excipient - N/A

L
o © © o ©

5 51 Origin - N/A

Ingredients of Human or Animal Origin (Active Ingredients, Excipients and/or

Capsule Shell - A

-
]

7 13 Does this Product Contains Any Premix ? = N/A
8 133 Manufacturer Address - NA

9 13.2 Manufacturer Name = NA

i » b b
e © o ©

10 Al 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

Product Name

Excipient

FG10

Other Information Product Validation - Product Name

1. Please Fill All Required fields

1.1 Brand Name:

a) Current Approved Brand Name:
x < Remarks [ 1-1]

b) Proposed Brand Name:

K

1.2 Generic Name (if applicable):

a) Current Approved Generic Name (if applicable):
- < Remarks[1-2]

b) Proposed Generic Name (if applicable),

I«

1.3 Full Product Name (if applicable):

a) Current Full Product Name:
METROGYL TABLET 200MG Qe Remarks [ 1-3]

b) Proposed Full Product Name:

K

[ o= e

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 ...

User Comments

Test Remarks ...

Explanation:
EX11
FG11 shows User Remarks Popup window.
Fill remarks in the field provided and click on Save Comments button.
Click anywhere outside the popup window to close the popup window.
# Product Validation - Part] ~ Partll - Partlll -~ PartIlV ~ v Labels Checklist
FG12
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 o
1 Sodium Methyl Hydroxy Benzoate 0.500;ma; None
Magnesium Stearate BP 1.00mg;; None
3 COLLOIDAL ANHYDROUS SILICA 1.500;mg; None
4 Maize Starch, BR S7.5,mg;; Nene
5 OPADRY Il Pink COLOURING AGENT 7.875;mg; None
&  PURIFIED WATER s None
Explanation:
EX12

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

User can click on checkbox on the trash-icon column to propose delete current approved excipient.

12
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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
P
Add Excipient
List of Proposed Excipient
# Exciplent Function Strength Source Part Remarks o
1 Hydrochloric Acid FLAVOURING AGENT 122ml Synthetic NONE Test Remarks il
S Remarks [ 4-1]
Explanation:
EX13
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 Add Excipient Button.
Click on the trash-icon located on each row to delete added proposed excipient.
#_ Product Validation =~ Part] - Partll ~ Partlll - Part IV - v Labels Checklist
FG14
Product Name
Excipient
Product Validation - Other Inform
1. Please Fill All Required fields
5. Ingredients of Human or Animal Origin(Active Ingredient, Excipient and / or Capsule DYes © No
Shell)
13. Does this product contain any premix? Yes © Mo
13.2 Manufacturer Name: Type Here.
13.3 Manufacturer Address
y
Explanation:
EX14

Click on Product Validation / Other Information.

Fill the required field.

13
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FG15

Ad4. Product Description @

a) Current Product Description

Pink round, biconvex film coated tablets.

b) Proposed Product Description

4

@ Remarks [ Ad ]

EX15

Explanation:

FG15 shows one of the field available 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

A4 -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

© Remarks [ A21]

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 fill label A21. ATC Code, user need to select the ATC code starting from Level. Click to select ATC Code.

14
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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 B — Product Formula
Fill the B1. Batch Size by entering the data in text box provided. Select the unit by 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 Cument Approved Excipients ( Edit Overage )
Current
# Excipients Overage Proposed Overage Source Strength
1 Sodium Methyl Hydroxy Benzoate x NA : NIA 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 gy NA 7.875;mg
. v
6 PURIFIED WATER x N/A ® x NA s,
List of Proposed Excipients ( Overage )
# Excipients. Proposed Overage Source Strength
o
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

15
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B2. Batch Manufacturing Formula @

FG19 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 blue eye-icon button.
Click on the red dustbin-icon button to remove the uploaded file.
# Product Validation ~ Partl - Partll ~ Partlll ~ PartIV ~ + Labels Checklist
FG20
Section A
Section B
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 v 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 (]
€3. Container Type Description Desc
1 12 KILOGRAMS [Weight] C4. Barcode / Serial No. 123456789 i
C5. Recommended Distributor's Price RM 80.00
C6. Recommended Retail Price RM 90.00
Explanation:
EX20

Click on Part 1/ Section C

Fill all the required field marked with * then click on the Add Pack Size button to add new proposed Pack Size.

16
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User can click on checkbox on the trash-icon column to propose delete current approved pack size.

Click on the trash-icon located on the action column on each row to delete added proposed pack size.

FG21

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

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

1 Chrysanthemum_jpg 21 Nov 2016 - 11:17 AM

-} - I

2 Desert jpg 21 Nov 2016 - 11:17 AM

© Remarks[D1]

EX21

Explanation:

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 table.
Click on the Choose file Button to upload new files for Variation.

User can click on checkbox on the trash-icon column to propose delete current approved attachments.

Click on the red trash-icon button to remove uploaded attachments.

Multiple file attachment are available in some Field/Label.

Fill the required field D1-D5

17
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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 . n
< 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 H n

© Remarks [ E2-4]

18
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EX22

Explanation:

Click on Part 1 / Section E / E1 —E2.

Key-in the followings:-
E1 upload attachment file

E2 upload attachment file

19
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FG23 e m e s mEo | E3 | euer

Hel
E3. Certificate of Pharmaceutical Product (CPP) sl

E3.1. Certificate of Pharmaceutical: @

a) Current Certificate of Pharmaceutical

b) Proposed Certificate of Phamaceutical

Certificate No. Choose File Please Select A File

© Remarks [ E3-1]

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

1182

b) Proposed CPP Issuing Body:

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

Y Yes

b) Proposed Answer and Remark:
OYes ONO

‘ »

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

Yes

b) Proposed Answer and Remark
OYes 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
e

© Remarks [ E36]

20
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EX23

Explanation:

Click on Part 1 / Section E / E3.
Key-in 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
E3.3fillin reason
E3.4fill in reason
E3.5 fill in date

E3.6 fillin date

21
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FG24

# Product Validation ~ Partl ~ Partll - Partlll - PartIlV - v Labels Checklist

Part |/ Section E - Supplementary Documentation

1. Please Fill All Required fields
2 Multiple Upload are allowed

3. You are allowed to Upload PDF/JPEG/JPG file

E1-E2 E3 E4 E5 E6-E12 E13 E14.E17

Hell
E4. Certificate of Free Sales (CFS) (if applicable) =

E4.1. Certificate of Free Sales: @
a) Cumrent Centificate of Free Sales:

b) Proposed Certificate of Free Sales:

Certificate No. Choose File Please Select A File

© Remarks [ E4-1]

E4.2. CFS Issuing Body ©
a) Current CFS Issuing Body

1265

b) Proposed CFS Issuing Body

@ Remarks [ E42]

E4.3. Date of Issue of CFS @

a) Current Date of Issue of CFS:
2003-05-23 00:00:00

b) Proposed Date of Issue of CFS

]

@ Remarks [ E4-3]

E4.4. Date of expiry of CFS @
a) Current Date of expiry of CFS:

2005-05-16 00:00:00

b) Proposed Date of expiry of CFS

=]

Q Remarks [ E44 ]

EX24

Explanation:

Click on Part 1 / Section E / E4.
Key-in 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

E4.4fill in date

22
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FG25

A Product Validation - Part] - Partll ~ Partlll ~

PartIlV ~

Part 1/ Section E - Supplementary Documentation

1. Please Fill All Required fields
2. Multiple Upload are allowed

3. You are allowed to Upload PDF/JPEG/JPG file

ES5. Certificate of Goods Manufacturing Practice (GMP)

ES5.1. Certificate of Goods Manufacturing Practice: @
a) Current Certificate of Goods Manufacturing Practice:

b) Proposed Certificate of Goods Manufacturing Practice:

Certificate No.

© Remarks [ E5-1]

E5.2. GMP Issuing Body @
a) Current GMP Issuing Body:

1286

b) Proposed GMP Issuing Body:

@ Remarks [ E5-2]

E5.3. Date of issue of GMP: ©@
a) Current Date of issue of GMP

2003-05-23 00:00:00

b) Proposed Date of issue of GMP

&

< Remarks [ E5-3]

[E5.4. Date of expiry of GMP: @
a) Current Date of expiry of GMP

2005-05-16 00:00:00

b} Proposed Date of expiry of GMP

oo

 Remarks [ E54]

Choose File Please

E1-E2 E3

+ Labels Checklist

E4 E5 E6-E12 E13 E14-E17

Help

EX25

Explanation:

Click on Part 1 / Section E / E5.
Key-in the followings:-

E5.1 upload attachment file

ES5.2 fill in issuing body

- Fill in issuing body by entering a minimum 3 character and choose from the dropdown list

E5.3 fill in date

E5.4 fill in date

23
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E7. Other Manufacturer(s) Involved : @
FG26 a) Current Other Manufacturer(s) Involved
GMP
No | Manufacturer Name Manufacturer Address Processing Step Certificate
b) Proposed Other Manufacturer(s) Involved
Manufacturer(s) Involved : @ FERTIN PHARMA A’S - DANDYVEJ VEJLE VEJLE =
Adress DANDYVE VEJLE VEILE v
Processing Step : PACKING
GMP Certificate »
No. Manufacturer Name Manufacturer Address Processing Step GMP
1 FERTIN PHARMA A/S DANDYVEJ VEJLE VEILE PACKING View
Explanation:
EX26
Click on Manufacturer(s) Involved field to search for a manufacturer.
Select Address and Processing Step.
Upload GMP by clicking on the Choose File button
Click on ADD button to add the selected manufacturer.
ES8. Importer: @
FG27 N
a) Current Importer Involved
No  Importer Name Importer Address
1 UNIMED SDN BHD 53, JALAN TEMBAGA SD5/28 BANDAR BARU SRI DAMANSARA
b) Proposed Importer Involved:
Importer GERMAX SDN. BHD. : NO: 10, JALAN PJU 3/48, SUNWAY DAMANSARA TECHNOLOGY P... -
Importer Address: NO:10, JALAN PJU 3/48, SUNWAY DAMANSARA TECHNOLOGY PARK v
No. Manufacturer Name Manufacturer Address
1 GERMAX SDN. BHD. NO:10, JALAN PJU 3/48, SUNWAY DAMANSARA TECHNOLOGY PARK
Explanation:
EX27
Click on Importer field to search.
Select Importer Address.
Click on ADD button to add the selected Importer.
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E9. Store Address: @
FG28 a) Current Stere Involved:
No | Store Name Store Address
b) Proposed Store Involved:
Store: NUFERA BIO TECH SDN BHD : SUITE 8.07, BLOCK A, KELANA SQUARE, JALAN SS7/26 .. ~
Store Address SUITE 8.07, BLOCK A KELANA SQUARE, JALAN S57/26 KELANA JAYA, v
No.  Store Name Store Address
1 NUFERA BIO TECH SDN BHD SUITE 8.07, BLOCK A, KELANA SQUARE, JALAN SST7/26 KELANA JAYA,
Explanation:
EX28
Click on Store field to search.
Select Store Address.
Click on ADD button to add the selected Store.
E10. Summary of Product Characteristic / Product Data Sheet (if applicable) : @
FG29 a) Current Summary of Product Characteristic / Product Data Sheet (if applicable) :
b) Proposed Summary of Product Characteristic / Product Data Sheet (if applicable)
Choose File Penguins.jpg u
E11. Company Core Data Sheet (CCDS) (if applicable) : @
a) Current Company Core Data Sheet (CCDS) (if applicable) :
b} Proposed Company Cere Data Sheet (CCDS) (if applicable) :
Choose File Koala jpg n
S Remarks [ E11]
E12. Analysis Protocol : @
a) Current Analysis Protocol
b) Proposed Company Analysis Protacol
Choose File Penguins.jpg nu
< Remarks [ E12]
Explanation:
EX29
Click on Choose File button to select and upload attachment file for E10, E11, and E12.
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FG30 E1-E2 E3 E4 E5 E6-E12 E13 E14-E17
Protocol Analysis & Data Validation
# Test Category Description Action @
# Attachment
1. Summary of method validation * Desert.jpg
2. Other Documents Jellyfish.jpg
* required field
< Remarks [ E13]
M T
Explanation:
EX30
Click on Part 1/ Section E / E13.
Click Choose File button to select and upload attachment.
FG31

a) Current Other Supporting Decuments

b) Proposed Other Supporting Documents :

Choose File

a) Current Worldwide Registration Status

b) Proposed Worldwide Registration Status

< Remarks [ E15]

a) Current Post-Approval Commitment

b) Proposed Post-Approval Commitment

Q Remarks [ E16 ]

a) Current TSE Risk-Free Commitment

b) Proposed TSE Risk-Free Commitment :

@ Remarks [ E17]

E14. Other Supporting Documents : @

E15. Worldwide Registration Status : @

Choose File Please Select A File

E16. Post-Approval Commitment : @

Choose File Please Select A File

E17. TSE Risk-Free Commitment : @

Choose File Please Select A File

E1-E2 E3 E4 E5 E6-E12 E13 E14-E17

Please Select A File
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Explanation:

EX31
Click on Part 1 / Section E / E14 — E17.
Click Choose File button to select and upload attachment.
FG32 P1-P2 P3 P4 P5 P6-P9
SECTION A : QUALITY OVERALL SUMMARY ©@
a) Current SECTION A - QUALITY OVERALL SUMMARY
b) Proposed SECTION A - QUALITY OVERALL SUMMARY
Choose File i
< Remarks [ P-SA]
SECTION B : TABLE OF CONTENTS @
a) Current SECTION B : TABLE OF CONTENTS
b) Proposed SECTION B : TABLE OF CONTENTS
Chaose File i
< Remarks [ P-SB]
SECTION C : BODY OF DATA @
a) Current SECTION C - BODY OF DATA"
b) Propesed SECTION C : BODY OF DATA"
Chaose File it
@ Remarks [ P-SC |
Explanation:
EX32
Click Choose File button to select and upload attachment.
P1. Description and Composition @
FG33 a) Cument Deseription and Compositicn
Pink coloured, Film coated, round biconvex tablets.
# Attachment Date of Attach @
1 copp(33}ipg 08-02-2016
b) Proposed Description and Composition
New Test Proposed Description and Composition -
4 »
‘Choose File Jelyfish.ipg n
Explanation:
EX33

Type or paste text on the text area and click on Choose File Button to upload attachment.
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FG34

P2. Pharmaceutical Development

P2.1 Information on Development Studies @
&) Gument Information on Development Studies

Not Appiizable

b) Propesed Information on Development Studies

4 »

Choose Fiie Please Select A File

@ Remarks[F21]

EX34

Explanation:
Type or paste text on the text area and click on Choose File Button to upload attachment.

Key-in for the following P2.2 — P2.7.
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FG35

P3. Manufacturer

P3.1 Batch Formula @
) Cumrent Batch Formula

P3.2 Manufacturing Process and Process Control &
&) Cumrent Manufacturing Process and Process Control

Please Refer Section B1.2

b) Proposed Manufacturing Process and Process Control

Choose File

 Remarks [P32]

P.3.2.1 Manufacturing Process Flowchart@

a) Cument Manufacturing Process Flowehart

b) Proposed Manufacturing Process Flowehar

Choose File

P.3.3 Control of Critical Steps and Intermediate @
&) Cument Control of Criical Steps and Intemediate

IN PROCESS QUALITY CONTROL:

b) Proposed Control of Critical Steps and Intemediate

Choose File

P.3.4 Process Validation and/or Evaluation®

a) Current Control of Critical Steps and Intermediate

b} Proposed Conirol of Critical Steps and Intermediate

‘Choose File

SLNO, [ TESTS Stege st which | Frequency of | Quantity of
Testis done Sampling Sample taken
each time.
1 Description After drying of once 5g granules
2 Moisture content After drying of Once 5.g granules
granules
3 Assay Before. Once 20 g granules
compression
ready for

P1F2 P2 P4 | P35 PEFY

EX35

Explanation:

Type or paste text on the text area and click on Choose File Button to upload attachment.

Key-in for the following P3.2 — P3.4.
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FG36

PLP2 | P3| P4 PS5 | PEPY
P4 Control of Excipients

P4.1 : Specification @
a) Current Specification
MAIZE STARCHB.P,

Characters:A matt, white to slightly yellowish, very fine powder which
creaks when pressed between the fingers, tasteless, practically insoluble in cold water and in alcohol.

Description:To comply the microscopic test
Idenification: To comply the tests A and B.

Acidity:To comply the test. -

b) Proposed Specification

Choose File

@ Remarks [ P4-1]

EX36

Explanation:
Type or paste text on the text area and click on Choose File Button to upload attachment.

Key-in for the following P4.1 — P4.6.

FG37

P1P2 [ P4 PS5 | PePH

P5. Control of Finished Product

P.5.1 : Specification @

a) Cumrent Specification

Metrogyl 200

Release specification

TEST SPECIFICATIONS REFERENCE

Description Pink round biconvex film coated tablets. In-house

Identification To comply the tests A, B and C. As per BP

b) Proposed Specification

Choose File

© Remarks [ P5-1]

EX37

Explanation:
Type or paste text on the text area and click on Choose File Button to upload attachment.

Key-in for the following P5.1 — P5.11.
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FG38 P2 | m | pe | e pers

P.6 : Reference Standarts of Materials @

&) Cument Reference Standarts of Materials

b) Proposed Reference Standarts of Materials

Choose File

P.7 Container Closure System @
a) Cument Reference Standarts of Materials

b) Proposed Reference Standarts of Materials

Choose File

P.8 Stability Data @
a) Current Stabilty Data

b) Proposed Stabilty Data

Choose File

P:9 Product
&) Cument Stabilty Data

b} Proposed Stabilty Data

Choose File

Explanation:
EX38

Click on Choose File button to upload attachment for P6 — P9.

# ProductValidation +  Partl -  Partl -  Patll -  PartlV - v Labels Checklist

FG39

Section P

Section § - ARI/Subtance Manufacturer

1. Please Delete API Manufacturer that not involved in your Substance Production
2. You are allowed to add new AP| Manufacturer to your product

3. You are allewed to Edit Content of AP|

Delete Current Approved API Manufacturers

# Active Substance Company Name Strength A
1 METRONIDAZOLE UNIQUE PHARM LABS 2486 gm, Y
Explanation:

EX39
Click on Part 2 / Section S

Click on the clip-icon to open the popup form.
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FG40 & METRONIDAZOLE / UNIQUE PHARM LABS / 2466 gm, *

Section 5 - A

1. Please Fill Al Mandatory Forms
2. If the upload is Not Applicable Please Click N/A Checkbox

3. This form is enly for 1 AP (Active Subtance + Manufacturer) Only

L S4i}-fii) Qos s1 s2 $3 s4 §5-57 $8-510

Label:

# Code Label Desc Label Overlap  Correspondence: Status Go
1 s5 Reference Standards oF Materials - A A ©
2 6 Container Closure System - WA a ]
3 s8 Drug Master Fike (OMF) - NA 'y ©
4 si Cerficate of Suitability - NIA a ]
5 s10 Other Supporting Decuments - WA i D]
6 s Nomenciature - A 'y ©
7 512 Structure - NIA a o
a <13 anarsi Dmnamize - it A P

Explanation:
EX40
FG40 shows a popup form for Section S.
Fl S(i)}Si)  QOS s1 s2 s3 s4 $5.57 58-510
FG41
Section § - API/Substance Manufacturer
1. First please choose option of AP| information submission
2. Enter S{i) & S) if relevant
PLEA SE CHOOSE OPTION OF API INFORMATION SUBMISSION
Drug Master File(DMF)
Certificate of Suitability (CEP)
Full ACTD Part Il S in the product dossier
Explanation:
EX41

Click on S(i)-S(ii)

Select API Information
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FG42

S(i). Certificate of Suitability (CEP) (Mandatory for CEP option)

Please Enter CEP. NO.

| 1102018

M | 11022016

Choose File

Sfii). Whitten Statement

Choose File Please Scle

EX42

Explanation:
Select Date by clicking on the calendar-icon.

Click on Choose File button to upload attachment

FG43

SECTION A : QUALITY OVERALL SUMMARY

© Remarks[ SSECA]

SECTION B : TABLE OF CONTENTS

‘Choose File

© Remarks [ S-SECB]

SECTION B : TABLE OF CONTENTS

Choose File Pleas

Choose Fiie Prease Select

EX43

Explanation:
Click on QOS

Click on Choose File button to upload attachment
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#  S[SE QOS | St | S2 | S3 | sS4 | S5S7  SBS10

FGa4

Section S ($1) - General information

1. Rich Test box are mandatory to fill and the attachment are optional

2. Enter All Fiekd in this form

Metronidazole is a 2{2-methyl 5-nitro-imidazol-1-yl)ethanol,

5.1.1 Nomenclature

Choose File

Explanation:
EX44
Click on S1

Type or paste text into the text area. Click on Choose File button to upload attachment.

Key-in the following S.1.1 -S.1.3

L S(i)-54ii) Qos s s2 s3 4 85-57 58-510

FG45

Section § (52) - Manufacturer

1. Rich Text box are mandatory to fill and the attachment are optional

2. Enter All Field in this form

UNIQUE PHARM LABS
128/1 G.1.D.C. ANKLESHWAR 3

$.2.0 APl/Subtance Manufacture(s)

FERMIC SADEC.V. : REFORMA 873 COL SAN NICOLAS TOLENTING, IZTAPALAPA MEXICO CITY

Explanation:
EX45

Click on the dropdown option to search for APl Substance Manufacturer.

FG46

5.2.1.1 Other Substance Manufacturer Involves (s)

Manufacturer : -
Address

Processing Step

GMP Certicate

No. Manufacturer Processing Step GMP

Explanation:
EX46

Click on Manufacturer field to search for a manufacturer.
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Select Address and key-in Processing Step.
Upload GMP by clicking on the Choose File button

Click on ADD button to add the selected manufacturer.

FG47

l

@ Remarks [ $2-12]

5.2.2 Manufacturing pr

4

Choose File

EX47

Explanation:

Type or paste text into the text area. Click on Choose File button to upload attachment.

FG48

4

Choose Fie

& Remarks[S31] 5.3.2 Impuritiss

Cnosss Fie

EX48

Explanation:
Click on S3

Type or paste text into the text area. Click on Choose File button to upload attachment.
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METRONIDAZOLE B.F.

FG49

4

Choose Fie

Explanation:
EX49

Click on S4

Key-in the following S.4.1 —S.4.5

Type or paste text into the text area. Click on Choose File button to upload attachment.

#  SiMSH)  @OS | S1 S2 53| 54 S5ST | SE-S10

FG50

Section § (S5-57) - APl Manufacturer

4

Cnoosa File

Explanation:
EX50

Click on S5-S7

Key-in the following S.5 —S.7

Type or paste text into the text area. Click on Choose File button to upload attachment.
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- ${i)-SGi) Qos 51 52 83 54 85-57 58-510
FG51
Section § (58-59) - API Manufacturer
5.8 Drug Master Fie(DMF,
Choose File
WF) Versi N
‘Choose File
Explanation:
EX51
Click on S8-10
Type or paste text into the text area. Click on Choose File button to upload attachment.
Click on calendar-icon to select date
Key-in the following S8 —S10
Click anywhere outside the popup form to close.
FG52 !
Section A: Table of Content @
Explanation:
EX52

Click on Part 3 / Section A-B
Click on Choose File button to upload attachment.

Key-in the following Section A — Section B
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# ProductValidation =  Partl -  Partll ~  Partll « PartlV «

FG53 e

————— Part 3/ Section C-D - Non-Clinical Doc umentation

1. Please Fil All Required fiskis
2. Multiple Upload are allowed

3. You are allowed to Upload PDFIJPEG/UPG fie

Section C: Non-Clinical Written & Tabulated Summaries @
&) Cument Section C: Non-Clinical Written & Tabulated Summaries

b) Propesed Section C: Non-Clinical Wiitten & Tabulated Summaries

Choose Fiie

Section D: Non-Clinical Study Reports @
) Cument Section D: Non-Clinical Study Reports

b) Proposed Section D: Non-Clinical Study Reports

Choose Fie

Section E: List of Key Literature References @
&) Cument Section E: List of Key Literature References

b) Proposed Section E: List of Key Literature References

Choose Fiie

© Remarks [ PT3-SE]

+  Labels Checklist

Explanation:
EX53
Click on Choose File button to select and upload attachment.

# ProductValidation ~  Partl ~  Partll =  Partll -  PartlV <

£G5S

Section C
Section DE Section A-B - Cinic al Documentation

Section

1. Please Fill All Required fields
2. Muiple Upload are allowed.

3. You are allowed to Upload PDFUPEGHPG file

Section A: Table of Content @
&) Cument Section A: Table of Content

b) Proposed Section A: Table of Content

Choose Fiie

Section B: Clinical Overview @
a) Cument Section B: Clinical Ovenview

) Proposed Section B: Clincal Overview

Choose File

v Labels Checklist

Explanation:
EX54
Click on Choose File button to select and upload attachment.
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Ll Product Validation « Partl - Partil - Partil - Partlv. ~ + Labels Checklist
G55 Section AB
Section ©
P—— Section € - Cinical Documentation
Section F
1. Please Fill All Required fields
2. Multiple Upload are allowed
3. You are allowed to Upload PDFWPEGHPG file
Section C: Clinical Summary
C1. Summary of Studies and A i Analytical Methods @

&) Cument Summary of Biophamaceutics Studies and Associated Analytical Methods

b} Proposed Summary of Biopharmaceutics Studies and Associated Analytical Methods

Choose File

 Remarks [ PT4C1

C2. Summary of Clinical Pharmacology Studies @

&) Cument Summary of Clinical Phamacology Studies

b) Proposed Summary of Ciinical Phamacology Studies

Choose File Please Select A File

S Remarks [ PT4.C2]

C3. Summary of Clinical Efficacy @
a) Current Summary of Clinical Efficacy

b) Propesed Summary of Ciinical Efficacy

Choose File

C4. Summary of Clinical Safety @
&) Cument Summary of Clinical Safety

b) Proposed Summary of Clinical Safety

Choose File Pl

CS5. Synopsis of Individual Studies @
a) Cument Synopsis of Individual Studies

b} Propesed Synopsis of Individual Studies

Choose File Ple

EX55

Explanation:
Click on Part 4 / Section C

Click on Choose File button to select and upload attachment.
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FG56

v Labels Checklist

# ProductValidation =  Partl =  Partll -  Patll «  PartlV <

Section A8

Section ©

_ [P ¢ ction D-E - Cinic al Do umentation

Section F
1. Please Fill Al Required fiekds
2 Mutipie Upload are allowed

3. You are allowed to Upload PDFIPEGIUPG fie

Section D: Tabular Listing of all Clinical Studies @
a) Curent Section D: Tabular Listing of all Ciincal Studies

) Proposed Section D: Tabular Listing of all Cinical Studies

Choose File

< Remarks [PT4SD]

Section E: Clinical Study Reports @
a) Cument Section E: Ciinical Study Reports
b) Proposed Section E: Clinical Study Reporis

Choose File

© Remarks [PT4-SE]

EX56

Explanation:
Click on Part 4 / Section D-E

Click on Choose File button to select and upload attachment.
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FG57

“ ProductValidation =  Partl -  Partl -~  Partll -  Partlv = v Labels Checklist

Section A-B
Section ©
Section D-E Section F - Cinical Doc umentation

1. Please Fill All Required fiekis
2. Muttiple Upload are allowed.

3. You are allowed to Uplead PDFIPEGIUPG file

Section F: Other Supporting Documents
F1.1. List of Key Literature References @
&) Cument List of Key Literature References

b) Proposed List of Key Literature References

Choose File

Q Remarks [ PT4-F1-1]

F1.2. Published Clinical Papers ©
a) Current Published Clinical Papers

b) Proposed Published Clinical Papers

Choose File

Q Remarks [ PT4-F12]

F1.3. Periodic Safety Updates Report(PSUR) @
a) Curent Periodic Safety Updates Report(PSUR)

b} Proposed Periodic Safety Updates Report(PSUR)

Choose File

Q Remarks [ PT4-F13]

F1.4. Risk of Management Plan(RMP) @
a) Curent Risk of Management Plan(RMP)

b} Proposed Risk of Management Plan(RMP}

Choose File

© Remarks [ PT4-F14]

F1.4. Risk Management Plan @

&) Current Risk Management Plan

b} Proposed Risk Management Plan

Choose File

© Remarks [ PT4-F15]

EX57

Explanation:
Click on Part 4 / Section F

Click on Choose File button to select and upload attachment.

FG58

+ Submit Vanation

EX58

Explanation:

After finish filling all the required fields. Click on home-icon and scroll down to bottom of page. Click on Submit Variation button
as shown in FG58
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Saved Form
2.2
FG59 [# Variation
Withdrawal
Payment History
Variation Status
Explanation:
EX59
Click on Variation / Saved Form
FGGO ) Saved Form
Show 10+ entries Search
#* Product MAL Number Product Name Product Category Date &
1 101 21 October "
MAL19961014A FAMOFAST 40 TABLET PRESCRIPTICN - FULL 2016 =«
2 MAL18985087A DICLORAN GEL PRESCRIPTICN - FULL 2 ziio.cf;har =
3 MAL15015032NZ PP Vitamin C 500mg Tablet HEALTH SUPPLEMENT - GENERAL 2 ?g{‘;her rg
4 MAL19972091A LASTUSS COUGH SYRUP 30N PRESCRIPTION - FULL 2 2[’0”"“5'35 =
5 MAL19972098A TRITOFEN SYRUP 1MG/SML PRESCRIPTION - FULL 20 g’ocjgsber r 3
Al 1a0E - N . r - 20 October .
6 MAL1995 MORPHINE SULPHATE INJECTION BP 10MG/ML PRESCRIPTION - FULL 2016 Z
- - NATURAL PRODUCT - 20 October
B AL iaar aer . ANPRAS .
7 MAL19971257T ZANDU CHYAVANPRASH TRADITIONAL (GENERAL) 2016 C
Al e . N . 5 . 20 October N
] MAL19900475A METOCLOPRAMIDE INJ BP 10MG IN 2ML PRESCRIPTION - FULL 2016 Z
. DT . el 4 - 20 October .
9 MAL19971306A PROCHLORPERAZINE INJECTION 12.5MG/ML (1ML) PRESCRIPTION - FULL 2016 F 4
10 MAL19900631A PROMETHAZINE HCL INJ 26MG/ML PRESCRIPTICN - FULL a0 [E’:}nher F 4
Showing 110 10 0763 entries n 2 4
Explanation:
EX60
FG60 show a list of saved form.
Click on the edit-icon to open the saved form
Click on the trash-icon to delete the saved form
23 Payment Pending
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- -
FG61 [# variation
yment Pending
ation Corresponde:
D Withdrawal
% Payment History
tion Status
Explanation:
EX61
Click on Variation / Payment Pending
FG62
[ List Of Pending Payment
Show 10 v entries Search:
E Product MAL Number Product Name Product Category Total =
MAL20152458AE Axcel Famotidine-20 Capsule PRESCRIPTION RM 450.00 =]
2 MAL19970353T ZEFS COUGH 8YRUP NATURAL PRODUCT RM 300.00 =]
3 MAL16080066NCZ Fish Oil 1000mg Sofigel HEALTH SUPPLEMENT RM 150.00 =]
4 MAL 19872220A7 AMPILIN CAPSULE 500MG PRESCRIFTION RM 300.00 B8
5 MAL16100078TCZ RTA 500mg Tablet NATURAL PRODUCT RM 0.00 B8
6 MAL19872165AZ METROGYL TABLET 200MG PRESCRIPTION RM 300.00 =]
Showing 1 to 6 of 6 enfries n
Explanation:
EX62

FG62 shows a list Variation Application with Pending payment status.

Click on the credit card-icon to proceed with payment.
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FG63 & Notification of payment
Thank you for using QUEST 3+ Application Service
Processing Fee : RM 318
Please select payment method below.
Explanation:
EX63
FG63 shows list of available payment method.
Click on Payment Method icon to continue.
FG6a |  BANK(SLAM
Merchant name: BIRO PENGAWALAN FARMASEUTIKAL KEBANGSAAN
Paysecely eing SSL b cheingn e cardlogobelow:
Explanation:
EX64

Select prefered payment method by clicking on the icon.

44



QUEST 3+ USER MANUAL
Document No.: Q3+/User Manual/M7/1

FG65 | BANK(ISLAM
TEST
MODE
BIRO PENGAWALAN FARMASEUTIKAL KEBANGSAAN
4 MasterCard: You have chosen MasterCard as your method of payment Pleass enter your card detais Ino the form below and elck payto complete your purchase.
Card Number = [
Expiry Date [ /] month/year
Security Code = | The 2 digits after the card number on the signature panel of your card.
IDOOR00GO0 GEAE 006 ar |
Purchase Amount :  MYR RM318.00
®
MasterCard.
T hereby authorise the debit to my MasterCard Account in favour of BIRO PENGAWAL AN FARMASEUTIKAL KEBANGSAAN
20052010 s
Explanation:
EX65
Enter card details and click pay button.
&
FG66 € This is live status of your online payment. You can check the status at anytime on Payment History menu.
No Voucher G
Total Amount (RM) 318.00
Explanation:
EX66
FG66 show the result of previous payment.
Click on Payment History to go to Payment History page.
Click on Payment Receipt button to view receipt.
Variation Correspondence
2.4
@ variati
FG67 Variation
[ New Application
= Payment Pen
tatus
Explanation:
EX67

Click on Variation / Variation Correspondence
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= Variation Correspondence
FG68 . ) o
Click to open saved & editable Variation
& INTRAY - List of Product Replied Comrespondence
[3 List Of Correspondence Application
Show 10 v enfries Search
A Correspond
# Product MAL Number Product Name Product Category Date X Times = Correspond 2 Withdraw
1 MAL16100054HXCZ NP290916 VETERINARY 20 g:%ber 1st
04 November
2 MAL19872165AZ METROGYL TABLET 200MG PRESCRIPTION 2015 1st
Showing 110 2 of 2 entries n
4 OUT TRAY - List of Product Comesponded
[ List Of Awaiting Reply Correspondence
Show 10 v entries Search
= Correspond
# Product MAL Number Product Name x Times = Stat PPP APl LAB
Optivate POWDER FOR INJECTION _ _
1 MAL20081744A BIOLOGICS - BLOOD PRODUCTS 2nd Evaluation [ ]
ZEET EXPECTORANT y
2 MAL19871727A PRESCRIPTION - FULL 3rd Evaluation -
THYROGEN (THYROTROPIN ALFA) " _ _
3 MAL20081735A BIOLOGICS - BLOOD PRODUCTS 2nd Evaluation [ ]
SALBUTAMOL SULFATE TABLET 4MG y
4 MAL19870754AZ PRESCRIPTION - FULL 2nd Evaluation v -
BUPIVACAINE INJ BP 0.5% WA (10ML) . -
5 MAL19900474A PRESCRIPTION - FULL 2nd Evaluation v [
IGANTET ANTI-TETANUS IMMUNOGLOBULIN GRIFOLS INJECTION 250
6 MAL20041000AZ 1Uml 2nd Evaluation [ ] - -
BIOLOGICS - BLOOD PRODUCTS
Showing 1 to 6 of 6 entries -
Explanation:
EX68
The IN TRAY table shows a list of Variation Application that needs to be correspond/replied by the user/applicant
The OUT TRAY table shows a list of Variation Application that has been replied by user/applicants
Click on the Correspond button to reply correspondence.
Click on the Withdraw button to withdraw/cancel the application. Refer (FG74 — FG75, EX74 — EX75)
i
FG69 Variation Workstation
Please Fill in Applicable forms & File Attachments
- Product Validation - Partl - Fartll - Partill ~ Partlv - v Labels Checklist
Note to sppcant
Piease fill in the required supperting documents/data in Variation Checklist by clicking on the Insert button. Please make sure every field required is checked. If the field is not applicable, please check the box in the "Not Appiicable” column.
Y ik o th section e bove  reer o th corent ppeoved date
reese sttt suppering Sssoment (F RELEUANT) t par £14
Prease. make sure Varition Gheckt s aved befreyou e don it the subission. Piase cick te SUBT biton when i sam 1. Once subMIE you can Ghck the appicaron sttus der Variaton & GOS Sttus Record
roduct Informion
Product Name METROGYL TABLET 200MG
ot 2 N RN R Mo 1305521 1S6TOTUORTA | MALISETEAESA2
st ety PRESCRIFTION - FuLL
Involve Variation Types
o Case Varistion Tt Category
1 Mavee Al Field Open Type 3 (Major Variation)
invotve Labets
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Explanation:
EX69
FG69 shows a Variation Workstation Opened when user click on Correspond button in FG68.
FG7° 1.1 Brand Name:
a) Cument Approved Brand Name:
v
and Name:
| New Messter Brand] z ‘
Explanation:
EX70
User/applicants can only edit/ammends or make changes on label marked as reject by Evaluator.
Click on the remarks button to view comments/remarks from the Evaluator.
FG71 v QUEST3+ | Product Evaluation
Saved Comments / Remarks
1. Please correct spelling ..
2.
3
User Comments
Speliing already comected
p
B Save Comments
Explanation:
EX71
FG71 shows a popup form appear when user click on Remarks button. User can see the remarks/comments from the evaluator
User can reply to the comments by typing appropriate comments on the textarea provided and click on Save Comments button.
Click anywhere outside the popup box to close.
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FG72

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

a) Current Label (mock-up) for immediate Container:

No Current Approved Data

# | Attachment Date of Attach o

1 foil pdf 08-02-2016

b) Proposed Label (mock-up) for immediate Container:

Choose File

# Attachment Date of Attach

1 Penguins. jpg 2016-11-05 09:50:17

an-

2 Koalajpg 2016-11-06 11:10:25

© Remarks [ D1]

EX72

Explanation:

FG72 show a sample label with multiple attachments (D1) that requires the users to correspond.
Click on Choose File button to select and upload new attachments.

Click on the file name to view the uploaded files.

Click on red trash-icon button to delete the uploaded files

Click on Remarks button to open popup Remarks/Comments form.

FG73

Varnation Submission

EX73

Explanation:

Click on the Correspond button located at the bottom of home page in the Variation Workstation after finish completing the
corresponded label.

Variation Withdrawal

FG74

[ Variation

MNew Appli

2d Form

nent Pending

Variatio espondence

‘Withdrawal

Payment History

ation Status

EX74

Explanation:

Click on Variation / Withdrawal
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»
FG75 'O Variation Withdrawal
Withdrawal of Submitted Application before Approval/Rejection of Variation
3 List Of Submitted Form
Show 10 v entries Search
# * Product MAL Number Product Name Product Category Date
MAL16100056TCZ ginkgo superman™@ NATURAL PRODUCT 19 October 2016
2 MAL14095066HX Catosal 10% wh Injectable Solution VETERINARY 19 October 2016
3 MAL20061558A IMMUNATE 100 IU/ML POWDER FOR INJECTION BICLOGICS 20 October 2016
Showing 1o 3 of 3 entries -
Explanation:
EX75
FG75 shows a list of withdrawn Variation Application.
Payment History
— -
FG76 [# Wvariation
Withdrawal
ayment History
iation Status
Explanation:
EX76
Click on Variation / Payment History
'O Variation Payment History
FG77
[ List Of Submitted Payment
Show 10 v entries Search
#e REF No. Voucher# Payment Date Payment Status Total (RM) Voucher
170574 16002541 28 Oct 2016 11:10 AM SUCCESSFUL SUBMITTED 159.00 o3
2 70178 16002540 28 Oct 2016 11:01 AM SUCCESSFUL SUBMITTED 000 o=
3 70178 16002539 28 Oct 2016 11:00 AM SUCCESSFUL SUBMITTED 000
4 70618 16002538 28 Oct 2016 10:49 AM SUCCESSFUL SUBMITTED 318.00 =
5 170404 16002537 28 0ct 2016 10:21 AM SUCCESSFUL SUBMITTED 318.00 =
6 143427 16002520 210ct 2016 10:53 AM SUCCESSFUL SUBMITTED 318.00 =
7 66729 16002519 21 Oct 2016 10:52 AM SUCCESSFUL SUBMITTED 318.00 =]
8 166619 16002518 21 0ct 2016 10:44 AM SUCCESSFUL SUBMITTED 318.00
9 170375 16002516 21 Oct 2016 09:20 AM SUCCESSFUL SUBMITTED 954,00 =
10 16002480 20 Oct 2016 12.05 PM SUCCESSFUL SUBMITTED 318.00 5]

Showing 110 10 of 48 entries

m
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Explanation:
EX77
FG77 show a list of payment made by user.
Click on the card-icon to view payment Voucher.
D Payment Voucher
FG78 View Payment Voucher
[ View Payment Voucher
B4 Payment Voucher
PAYMENT VOUCHER #: 16002551
National Pharmaceutical Control Bureau
& Company Info: i Payment Details:
UNIMED SDN BHD Date: 05-11-2016
#53, Jalan Tembaga SD 5/2B, Bandar Sri Damansara Time: 12:35 PM
52200 KUALA LUMPUR WILAYAH PERSEKUTUAN KUALA LUMPUR Payment Amount: RM 318.00
MALAYSIA Payment Method: CC
Ref No# Transaction Detail Product Name Type Detail
218 METROGYL TABLET 200MG Type 3 (Major Variation) MaV-98 : All Field Open
Thank you
Total Fee:  318.00
Explanation:
EX78
FG78 shows a sample voucher generated by the system.
Click on Print Voucher button to print the voucher
Click on View Receipt button to view the receipt (Receipt can only be view with a successful payment)
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'O Payment Receipt

FG79
View Payment Receipt
@ View Payment Receipt
124 Payment Receipt
ok
KERAJAAN MALAY SIA
KEMENTERIAN KE SIHATAN MALAY SIA/ BIRO PENGAWALAN FARMASEUTIKAL KEBANG SAAN
RESIT RASMI
ASAL
& Maklumat Pembayar: i Maklumat Pembayaran:
Diterima daripada: UNIMED SDN BHD No. Resit: BPFK16110518272
No. Daftar Perniagaan: 63359V Tarikh Bayaran: 05-11-2016
Alamat: Masa Bayaran: 12:35 PM
#53, Jalan Tembaga SD 5/2B, Bandar Sri Damansara Kaedah Bayaran: CC
52200 KUALA LUMPUR WILAYAH PERSEKUTUAN KUALA LUMPUR Bank: NIA
MALAYSIA No. Ruj. Transaksi: 1100000769
Butiran Bayaran Terperinci
Bil. Keterangan Bayaran/Transaksi Product Name No. Dokumen Kod Amaun (RM)
METROGYL TABLET 200MG 16002551 318.00
318.00
Ringgit Malaysia : TIGA RATUS LAPAN BELAS SAHAJA
Pusat Terimaan 2 BIRO PENGAWALAN FARMASEUTIKAL KEBANG SAAN
ID Agensi : SE00024303
Ini adalah cetakan komputer dan tidak perlu ditandatangani
Sila cetak dan simpan resit ini sebagai rujukan.
No. Kelulusan Perbendaharaan: KK/BSKK/10/600-2/1/2(38)
Explanation:
EX79
FG79 show a sample Receipt.
Click on Print Receipt button to print the receipt.
Click on View Voucher button to view voucher.
# variation
FG80
Withdrawal
yment History
ation Status
Explanation:
EX80

Click on Variation / Variation Status
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—1
FG81
List of Variation Submitted
4 STATUS TRAY - Application Status
= Ppending + Approved/Rejected Withdrawn
i Please Choose either Pending Tab or jected Status of COSNariati
[ List Of Pending Approval Variation/COS
Show 10 v entries Search
.| Variation
# Product Name Status PPP API LaB
MAL16100061TCZ
2l 212 SUPERMAN ® TONGKAT ALI 500MG SURMIIEDIEAID) = - .
NATURAL PRODUCT - HERBAL (MEDIUM)
MAL19800633A
EVALUATION
2 5 NEOSTIGMINE INJ BP 2 5MG IN 1ML APPROVED v - v
PRESCRIPTION - FULL
MAL19870754AZ
EVALUATION
23 136 SALBUTAMOL SULFATE TABLET 4MG APPROVED 4 < -
PRESCRIPTION - FULL
MAL20051437A
EVALUATION
24 191 HAEMATE P INJECTION 2501U & 5001U APPROVED v - -
BIOLOGICS - BLOOD PRODUCTS
MAL19973583A
EVALUATION
25 205 FRUSEMIDE INJEGTION BP 10MG/ML 2ML APPROVED v - -
PRESCRIPTION - FULL
MAL16100079TC
EVALUATION
26 213 TINGGI ™® HERBAL MEDIUM cap APPROVED v - -
NATURAL PRODUCT - HERBAL (MEDIUM)
MAL19872165AZ
CORRESPOND _
27 218 METROGYL TABLET 200MG EVALUATOR TO USER = . v
PRESCRIPTION - FULL
MAL20081744A
CORRESPOND USER TO
28 18 Optivate POWDER FOR INJECTION EVALUATOR » - -
BIOLOGICS - BLOOD PRODUCTS
MAL19871727A
CORRESPOND USER TO
29 27 ZEET EXPECTORANT EVALUATOR L - B
PRESCRIPTION - FULL
MAL20081735A
CORRESPOND USER TO
30 a1 THYROGEN (THYROTROPIN ALFA) EVALUATOR - - -
BIOLOGICS - BLOOD PRODUCTS
Showing 2110 30 of 33 eniries 12 n 4
Explanation:
EX81
FG81 shows a list of variation application with their status.
Click on Approved/Withdrawn/Rejected tab button to view Approved, Withdrawn, or Rejected variation application.
FG82 12 QUEST3+Variation/COS Chronology
Product Info
Product Name SALBUTAMOL SULFATE TABLET 4MG
Registration Number MAL19870754AZ
Reference Number 1986042471A
Product Category PRESCRIPTION
Category Class FULL
Variation/COS Info
Application Number 000000042
Date Created 17 October 16
Explanation:
EX82
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‘ FG82 show the detail of a Variation application.
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