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1.0 INTRODUCTION

MeDC@st (Medical Device Centralised Online Application System) is developed using
web-based method in which it utilizes the internet access via internet server. In order to access
Medc@st, user has to key in the URL

address onto the internet server as followed:

https://www.mda.gov.my/medcastv2/backend/web/index.php/admin/user/login

The screen below shows the expected webpage after the address has been keyed

In.

M@& MEDICAL DEVICE CENTRALISED
v2.0 ONLINE APPLICATION SYSTEM

Pengumuman

Testing public (2017-11-03) New!

Enter usemname Sense of "trial or e._Read More

Test announcement sz (2017-10-21) New!
It lived approximate..Read More..

Enter password

Sign Up | Reset Password | FAQ | Helpdesk X
Login

Optimal display using browser
e %
@eees

with resolution of 1024 X 768 pixels

User has to log into the system using registered User ID and its respective password.

Click the [Login] button to proceed.
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1.1 SIGN UP

Click on the ~9"YP 4t the bottom of login form to display the following screen. Fill the
following empty form and choose drop down list such as Business Registration No, Name,
Username, E-mail, Address, State, City, Postcode, Telephone No, Fax No, Password,
Reconfirm Password and choose the radio button that has been highlighted to create new

MDR-BCD account. After complete fill registration form user must verified email.

m@& MEDICAL DEVICE CENTRALISED
v2.0 ONLINE APPLICATION SYSTEM

MeDC@St Account Creation Form

Please provide a unigue User Mame and password to gain access to the MeDCE@ 5t system. The User Mame and
password is required when you login to the system.

Business Registration Mo

Marme
Username Reason Create Account In Medcast
Etabllshment Licensing & Medical DE\»’IB
Email CAB Application
GLPCP Application
Address Motification Application
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State

-Select State- v
City

-Select City- v
Fostcode

Telephone No

Fax Mo

Fassword

Re-Confirm Password

1.1.1 VERIFIED EMAIL FOR NEW ACCOUNT

The user must verified email to completed the last step of the registration. Click at the link given

to verified email in the system medcast V2.0.

MeDC@ St Account Activation  inbax « = B
medcasttest.unijaya@gmail.com : - v
tome [«

Dear Sirtdadam

Thank you for registering with MeDCE@St, To complete the registration process, please click the following hyperlink to activate your
account. The following are your account information;

Eusiness Registration Number : VT5107
Mame of Establishment | SYAK AMIRUL
Email : syakdrinkinin12345@amail.com
Login D wT&107

Fassword | quwel12345

If the above information are correct, please click here {link to MeDCE@St Login Page) to activate your account.

Copy the following line and paste into your web browser if you have problem with the activation link above:
https- i mda. gov myimedcasty2ibackendivwebiindex php/adminfuseraccount- activation Pkey= 2ef 7 fdS93 1365eb 5836003045 11 cal
Sc3eb9939a

Thank wou
MeDCE@st Administrator
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The account activation screen will display. The user must click at the link to login into the

account.

m.@& MEDICAL DEVICE CENTRALISED
V20 ONLINE APPLICATION SYSTEM

Account Activation Successful

USER
SYAK AMIRUL

Your Account Have Successfully Activated, Please Login To The System At
https: ffensne mida gov.rmyfmedcasty2backendiweblindex phpfadminfuserflogin <:

The login screen will display.

m.@& MEDICAL DEVICE CENTRALISED
v2.0 ONLINE APPLICATION SYSTEM

Username Pengumuman

Test announcement 52 (2017-10-213 Mew!

Enter username - .
It lved approximate. Read Maore..

Password

Enter passwiard

Sign Up | Reset Passward | FAQ | Helpdesk

Login
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The user login successfully in the system medcast. It show the dashboard of the account.

Prafile

Dk
i

) . o ‘- .
ENGLISH SYAK AMIRUIL - SYAK AMIRUL
MeBast .0 - |
Edablishment Lizense

Medical Devices Registration

B HOME
[ ESTABLISHMENT LICERSE
i
i
B MEDICAL DEVICE REGISTRATICH -1~ }
Modubes: Establshment License v

PN 3 ACCOUNT MAHAGEMENT

@ ONLINEHELP

T Regitration +

V.

Algit Management m

e results found

i
I
Fement sz New!
I
I
I

‘nxlmndys-! million years ago (early

| —— jirlyPI.eistn@n!I in North America. Fossil
eidence has been found in three locations n Florida

------ and one in Texas,[3] The Gilchrist County, Florida site

dates from 3.0 to 2.9 millio

Read Mare.,
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2.0 CHANGE OF NOTIFICATION - SINGLE APPLICATION

User go to Application List page to change of notification application.

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

Mew Application Form Medical [

Application List (7) Medi
Medi
Change Of Ownership Medi
Medi
Change Notification (0 )
Medi
History (0} 9
M ed

The diagram below show Application List page. Click e L AR to change of

notification application.
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Create a Change of Notification application. Category type will be display. The user can tick one

of any category or can tick both of the category.

Change Notification For Registered Medical Device

Category Type

CATEGORY1 @ [ cATEGORY2 @ [J cateGorY3 @

The user can know the definition of category 1, category 2 or category 3 when the user hovers

the pointer over its category type

Change Notification For Registered Medical Device

Category Type
CATEGORY1 @ < CATEGORY 2 ;;> __J CATEGORY3 @
changes that require evaluation and endorsement from the MDA prior to implementation of the change and before placing in
the market
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The user can select more than one type of changes.

Category Type
() CATEGORY1 () CATEGORY2 (®)CATEGORY3
SELECT TYFE OF CHANGES
¥ Change in manufacturing facility, process snd quality manazement system (QMS)
v
All changes to cartificates for manufacturing and sterilisation facilities
£
Provided?
Documentation Requirements Upload document (spplicabie field)
No
@®
Valid certificate and report
P
"]
Provided?
Documentation Requirements Uplosd document (spplicable field)
Yes N
@®
Valid QMS certificate
4

For the change of notification application. User can register new application or to edit certain

section based on their change of notification category

PROCEED TO REGISTRATION APPLICATION CHANGE OF NOTIFICATION
Then, click to proceed the

registration of the change of notification application.
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At the top of the page, user can view the checklist of the Change Notification by clicking the

iE SHOW CHANGE OF NOTIFICATION CHECKLIST . .

_ and user also can edit the checklist of Change
e Lo [# EDIT CHANGE NOTIFICATION CHECKLIST FORM

Notification by clicking the _ .

CATEGORY 1 © 8 caresorvz o CATEGORYS ©

[GATEGORY 2  SELECT TYPE OF CHANGES] [caTEGORY 3:5:

v

5510 facilty, process and quality
management system (QMS)

Click To See Change Of Notification checklist =TT Gt I\ ei=o A (011 2@ 810 Ral Za (A8
(& EDIT CHANGE NOTIFICATION CHECKLIST FORM

y

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnn

]
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Apphcation Detasl

B Wedical Dewioe Registratson [ MODR-20220117-37084 |
FIAE T D T AR

k=21 ek kL

SIDEBAR

MEMCAL DENCE

To edit a certain section, the user can click m to go to the editable section or click the

sidebar to go directly to the editable section.
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The diagram below show SECTION 4 : CSDT that need to be change.

User can tick checkbox other than previous in other to make a change and user can tick more

Next =
than one checkbox. If not, user click to go to next section.

Click To See Change Of Notification checklist

Additional Requirement

T MEASURING FUNCTION
1.The device is intended by the manufacturer to measure :
- Quantitatively a physiological or anatomical parameter
- A quantity or a qualifiable characteristics of energy or of substance delivered to or remaved from the human body
2The result of the measurement :
- Iz displayed in legal units or other acceptable units

- Is compared to at least one point of reference indicated in legal units or other acceptable units

3The intended purpose implies accuracy, where a non-compliance with the implied accuracy could result in a significant adverse effect on the patient's health and safety

Validation Report & Cert (Conforms to metrological requirement) TP - ., rted File Type : pdf
pload file B le Type :

Uploaded Files:-

150537297258ba2b2c3000c5.41407858. pdf x x

SUPPLIED STERILE
OTHERS
ACTIVE

COMTAIN ANIMAL, HUMAN, MICROBIAL, RECOMBIMANT ORIGIN (VD)
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Ed
L Application Details
SECTION 3 : MEDICAL DEVSCE
St {2 : DETEEMIMNE IF THE
PRODLACT A MEMCAL DEVICE
m ) B -
ECTION 4 1 MEDICAL DEVN
Validation Heport & Cert | Cenforms to metrological \'. ) e e
regumemenl k F GROLIFIMN
SECTHM & : ADDNTIONAL
REQUSEEMENTS
2
Jplizaded F
@
a ¥
[ T e— T—
I amea ik — —
o I =
L o :
il =]
it mreid
A D
— ——————
L = -
e Al i,
—
— —

User click to change the old upload file to the new upload file. The file must be

pdf format.

o SUPPLIEL ERILE
Sterillization Validstion Report & Cert
L Upload file
®
@ plaaded Files
="
r— e
-
- I =
= T
(o= F | ww

User click to upload file. The file must be pdf format.
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Arvy Helate
[
(I '
e p
] ——
R l — e
- i
- - - :
I ey = Uk
# tne
e CL
Coe= :I e

User has fill ‘Please specify’ text box first then click to upload file. The file must

be pdf format.

Validation Report [ Certificate

Uploaded Files:

User click to upload file. The file must be pdf format.
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% Application Details

SECTIOMN 3 MEDICAL DEICE

User click to upload file. The file must be pdf format.
The user can click m to go to the editable section

Click to go to the previous section to continue edit the change.

The diagram below show SECTION 5 : MANUFACTURER INFORMATION that need to be

change.
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=

%+ Add Manufacturing Site _
User click _ to add new data or click ¢ Update to change the old

Submit
data. User has to fill all the text box then click . The new data will display in ‘List Of

Manufacturing Site’ table.
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. ;
User click s Upload File

to change the old upload file or to new upload files.

Lisk OF Masulacturing Sile

Maimas OF

Manulaciuring

Ill sl
CodelFip

M Sha Aidedrons O Manwlaciusing Siis Coids Manmiilacturling Ss LUpload | ike Actlon
&5 e |
M7 ME MIHE CEHTRE I 1 ] adt Ml 41407REA pdf
Ma3 bdq
INIE .| E. L2 F 1k i ®
¥
Ll
T re— —
. I -
=- =
H —_—
[ —
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Next, user will go to SECTION 10 : DECLARATION OF CONFORMITY & ATTESTATION page

to complete the change of notification application.

ASEDUNL MUALIK SN MAOSAMID 111171171101 + Maratectu-rr +

User has to tick all the checkbox before user can submit application.

User click to preview before submit application.
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MDR Class A Application (SUBMISSION 1D : MDR-20171114-254)

w Click to submit application

Section 1 : Medical Device Classification Status

Medical Device Risk And Classification Detasis L e L] Comphete

Establishment Detaits [T N Le Lo ‘\ \ Complete

Click to see more details about form

Section 2 : Determine IF The Product & Medcal Device

Determine N The Product A Medical Devics LComplele
Section 3 : General Information
Medical Device General Information (82 08 7= 1 20 Comphete
. . M Complete Not Complete
Submission only can do if all form status is . If status , user has to

complete the form.

Then, click to submit application.
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3.0 CHANGE OF NOTIFICATION APPLICATION - MULTIPLE APPLICATION

User go to Change Notification page to make multiple change notification application.

8 MEDICAL DEVICE REGISTRATION 1

The diagram below show Change Notification page. User choose Device Class = C and Role of

Establishment Authorised of Representative and then click

o= Click “ProceedTo |

- o ° o Multiple Change

o . B Notification” button

(4 ESTABLISHMENTLICENSE  +

B8 MEDICAL DEVICE REGISTRATION.

o Submission Submitted  Role Of

A& NOTIFICATION
% ACCOUNT MANAGEMENT

1 P

Tick at of any
application
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e After click , the list of application from Class C and Authorised of

The multiple application can be made up until only 50 applications.

Representative are appeared.

The user can select more than one application. The user tick at the checkbox at “Select”

column to make multiple application change notification.

e Click to make multiple Change Notification

application.

Old Sutnission 1D

2 Q D1391-20160523-48388

1.0 Risk Type Classification

New Submission ID

MDR-20220119-37086

MDR-20220119-37087

1.Class| |

2. Devict

1.0 ESTABLISHMENT DETAILS [

Application Detail

5.0 MANUFACTURER
INFORMATION

= Change Notification For Registered Medical Device

ATEGORY2 @ CATEGORY3 @

CATEGORY 3: SELECT TYPE

Gs

If user tick more than 50

application, a pop-out message “Multiple Change Notification Limited to (50) applications”

appeared. Then click “OK” to close the pop-out message.
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Click “OK”

R

Create a Change of Notification application. Category type will be display. The user can tick one

of any category or can tick both of the category.

Change Notification For Registered Medical Device

Category Type

CATEGORY1 @ (] caTEGORY2 @ [] caTEGoRY2 @

The user can know the definition of category 1, category 2 or category 3 when the user hovers

the pointer over its category type

Change Notification For Registered Medical Device

Category Type

CATEGORY1 @ CATEGORY 2 (] CATEGORY3 @

s that require evaluation and endorsement from the MDA prior to implementation of the change and before placing in
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The user can select more than one type of changes.

Category Type

(C)CATEGORY1 () CATEGORY2 (@) CATEGORYZ
[ SELECT TYFE OF CHANGES |
¥ Changs in manufscturing facility, process and quality management system [QMS)

04

All changes to certificatss for manufacturing and sterilization fcilities

Provided?
Documentation Requirements Upload document (spplicable field)

Valid certificate and report

d

Unless th changz only—

Provided?
Decumentstion Requirements Uplosd document (spplicable field)

Valid QMS certificate

For the change of notification application. User can register new application or to edit certain

section based on their change of notification category

PROCEED TO REGISTRATION APPLICATION CHANGE OF NOTIFICATION
Then, click to proceed the

registration of the change of notification application.

e At the top of the page, user can view the checklist of the Change Notification by clicking

the = SHOW CHANGE OF NOTIFICATION CHECKLIST

e The user also can edit the checklist of Change Notification by clicking the

[ EDIT CHANGE NOTIFICATION CHECKLIST FORM
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e The user click Q D1351-20160523-45409 to view the old application information.

Section 1: Medical Device Classification

=0
[ERTT—— =
Secton 2 etermine I Th roduct A Medical evice
Determine If The Product A Medical Device|  comete ]
Class A Application (MDR-20220117-37081
Secton 3 General information
Application List
Medical Devics Ganeraliformation| Compicto

No. Old Submission ID

Section 4 Medical Device Grouping

WMDR-ZUZZUTTT-37U5:

2 ‘Q MDR-20210416-30323 MDR-20220117-37083
Click To See Change Of Notification checklist i JRSTls Ra I c e 2 o181 o RatlZa (38

( EDIT CHANGE NOTIFICATION CHECKLIST FORM

fication For Registered Medical Device
€ BACKTOAPPLICATION
category Type
CATEGORY 1 © CATEGORY2 © CATEGORY3 @
CATEGORY 2: SELECT TYPE OF CHANGES] (CATEGORY 3: SELECT TYPE OF CHANGES]
5.5.1 Change in manufacturing facility, process and quality 5.6.1 Change in manufacturing facility, process and quality
management system (QMS) management system (QMS)
- " (a)All changes to manufacturing and/or sterlisation facilties [ (@A changes to certificates for manufacturing and
with no changes to the manufacturing andor steriisation sterlisation facilties that
e e o e e s - i i processes 1) Involves an update of certificate QMS valdity date only
) e oot i OR:
— o i change in scope of the QMS certfication which afect the
— —— registered medical device (that is not due ta safety, and/or
o performance of the medical device)
"o oR:
i involves a cancellation of QMS scope on the certifcate for =
- e il st maracreg e ot o vevte, S
- of the multiple existing manufacturing facilties that s relate
r) Supponed File Type ‘ £ ¢
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L Application Details

SIDEBAR

L Application Details

BARILEAL TURER

To edit a certain section, the user can click m to go to the editable section or click the

sidebar to go directly to the editable section.

The diagram below show SECTION 5 : MANUFACTURER INFORMATION that need to be

change.
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=

%+ Add Manufacturing Site _
User click _ to add new data or click ¢ Update to change the old

Submit
data. User has to fill all the text box then click . The new data will display in ‘List Of

Manufacturing Site’ table.
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. ;
User click s Upload File

to change the old upload file or to new upload files.

Lisk OF Masulacturing Sile

Maimas OF

Manulaciuring

Ill sl
CodelFip

M Sha Aidedrons O Manwlaciusing Siis Coids Manmiilacturling Ss LUpload | ike Actlon
&5 e |
M7 ME MIHE CEHTRE I 1 ] adt Ml 41407REA pdf
Ma3 bdq
INIE .| E. L2 F 1k i ®
¥
Ll
T re— —
. I -
=- =
H —_—
[ —
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Next, user will go to SECTION 10 : DECLARATION OF CONFORMITY & ATTESTATION page

to complete the change of notification application.

ASEDUNL MUALIK SN MAOSAMID 111171171101 + Maratectu-rr +

User has to tick all the checkbox before user can submit application.

User click to preview before submit application.

29/30



Medical Device Authority, Ministry of Health Malaysia User Manual Font End User - MDR Class B,C & D
Medical Device Centralised Online Application System (MeDC@St 2.0)

MDR Class A Application (SUBMISSION 1D : MDR-20171114-254)

w Click to submit application

Section 1 : Medical Device Classification Status

Medical Device Risk And Classification Detasis L e L] Comphete

Establishment Detaits [T N Le Lo ‘\ \ Complete

Click to see more details about form

Section 2 : Determine IF The Product & Medcal Device

Determine N The Product A Medical Devics LComplele
Section 3 : General Information
Medical Device General Information (82 08 7= 1 20 Comphete
. . M Complete Not Complete
Submission only can do if all form status is . If status , user has to

complete the form.

Then, click to submit application.
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