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1.0 INTRODUCTION

This manual is prepared for the purpose of operational functions of

Medical Device Centralised Online Application System.

MeDC@St is a web-based Online Application System for Conformity
Assessment Body Registration or CAB Registration. It is a centralized system
where only one account needs to be created by an applicant to apply for
Conformity Assessment Body Registration. This module that allows all CAB
programme operations to run online and monitoring can be carried out in

real time.

11 SYSTEM ACCESS

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://medcast.mda.gov.my

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

key In.
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User has to log into the system using registered Username and its respective

Login
Password. Click to proceed.

4/104



Medical Device Authority, Ministry of Health Malaysia User Manual Front End User - Module Utama CAB
Medical Device Centralised Online Application System (MeDC@St 2.0)

2.0 FUNCTIONS

2.1 DASHBOARD
Below show the Dashboard page that will appear once CAB Module has

logged into the system successfully.

Bl CABREGISTRATION &

.
Ly
B Change Praw
.
-
=== e g e
Al EDGTRAR Vi e # L i Y
T E.
i
Lawrrr [piee b wefdy durers {rod of e proeting med
hyprictiing industely, Lorare igiem By bors D indearing s P ot
el il chorriiny T et dEe T U, e ds ek
printes b o palic ol bpor avsd wrarebbed Lo et @ bype
[re e
I Woar Tk
W ACCOUNT MAMAGEUENT i @ CHLUNEHEL =

57104



Medical Device Authority, Ministry of Health Malaysia User Manual Front End User - Module Utama CAB
Medical Device Centralised Online Application System (MeDC@St 2.0)

2.2 MENU CAB REGISTRATION
Menu CAB Registration has four sub menu which are new application form,
application list, history and statistics. User should click on menu CAB

Registration at left side menu for drop list sub menu CAB module.

2.2.1 NEW APPLICATION FORM

S CAB REGISTRATION i

Hew application form

Application list (0

History [ 46 ) @

Statistic

First, user should click at sub menu CAB REGISTRATION to list down
the sub menu New application form. After that, user can click at sub
menu New application form to apply the registration form for CAB

Registration.

The application form will appear. The figure below shows the
application form for applicant fill it. The user should fill all CAB form.
There has five sections which are:

1.0 Requirement on organization

2.0 Requirement on Resources and Technical Competency

3.0 Requirement on Independence and impartiality

4.0 Requirement on quality management system

5.0 Attestation
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insnt Your Orgamsation Postcade I
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Section 1.0 Requirements on organization

1.1 Information on organization
1. Organization name
The name appear that already have been made when user sign up in

account.System already fill this textbox. User cannot edit that data in textbox.
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2. Organization details

Address of organization

User should click at @ to see the format and follow example format
address that shown in figure above(eg.19,Jalan Ampang). User fill in

address in the form textbox.

State
User should click at drop down list to select the state that has shown in

figure above.

City
If user select the state, automatically the city will appear in form and user

should select specific city.

Postcode

The user should click at @ to see the format and fill the form based on the
format given. The field must contain exactly five numeric. If user fill the
form with the alphabet or more than five number, the message will appear

“Field must contain exactly 5 numeric.”

3. Telephone No.

The user must fill in the number only and click at © to see the format. User

should follow the format shown in the figure below. If user fills in the form

except number, the message “Organization Telephone No must be an integer.”

4. Fax No.

The user must fill in the number only and click at © to see the format. User

should follow the format that shown in figure.If user fill in the form except

number, the message “Organization Fax No must be an integer.”

5. Email Address(general)
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User must fill the email based the format that shown in figure. User should

click at @ to see the format.The symbol “@" must have in email. If user fill the
form incorrectly or not follow the format, the message will appear is *

Organization Email is not a valid email address.

. Website

User must fill the website based format that given. User should click at 9 to
see the format. If user fill the form incorrectly or not follow the format, the
message will appear is “Website Address not valid, web address must start with

www and ends with TLD such as .org .com .net : EXAMPLE : www.medicalinfo.com”.
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eq: mdb.gov.my

eg: 0341410264 -
o
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Sapporied File Type | POF Only
.t.l.]p]nad file
=

Hide Application detail

7. Roc No

The Roc No will appear already in the form where are user has been made in

sign up. The form cannot be edited. The Roc No is Registration No.

8. Number of organization staff

The user must filled with number only.
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- Administrator

Administrator:

If user fill the form with alphabet or incorrectly, the message will appear is

“Organization Administrator Number must be an integer.”.

- Technical

Technical :

If user fill the form with alphabet or incorrectly, the message will appear is

“Organization Technical Number must be an integer.”.

O Yes'®
9. Is your organization has been accredited with ISO 17021. = .

The user should click radio button whether “Yes” or “No”. If user clicks the

radio button “No”, Form that user should upload will appear.

Copy of Form 9

User must click at button untuk upload file PDF only and not

more than 300MB for file size. If user upload file not in format PDF, the
message will appear at the system which is “File Type Not Allowed". User

should click “ok” to proceed in the system.

www.mda.gov.my says:

File Type Mot Allowed

-y
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Mxamum File Soe | 300MEB
Supporied File Type : PDF Only
.I.Uplnudﬁle * Support

Uptondiad § il

W Applieation Detsits

2,0 REGANREMENTS ON RESOURCES AND
TECHNICAL COMPETEMCY
5.0 REGANREMENTS OH INDEPEMDENCE

AND IMPARTIALITY

4.0 REQANREMENTS O QIUMALITY

€ FREAEW & SUBNET

Copy of Form 13

User must click at button untuk upload file PDF only and

not more than 300MB for file size. User also can preview the example

form which are user click the link “ Preview Example of Form 13" and

example form will be appear. Beside that, user can download and print

Y
by clicking symbol If user upload file except PDF, the message
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will appear at the system which is “File Type Not Allowed". User should

click "ok” to proceed in the system.

www. mda.gov.my says:

File Type Mot dllowed

-

- Copy of Form 24

User must click at button untuk upload file PDF only and

not more than 300MB for file size. User also can preview the example
form which are user click the link “ Preview Example of Form 24" and

example form will appear. Beside that, user can download and print by

7l
clicking symbol . If user upload file except PDF, the message will
appear at the system which is “File Type Not Allowed". User should click

“ok” to proceed in the system.

www.mda.gov.my says:

File Type Mot Allowed

-

- Copy of Form 49

X Upload file
User must click at button - untuk upload file PDF only and

not more than 300MB for file size. User also can preview the example
form which are user click the link “ Preview Example of Form 49" and

example form will appear. Beside that, user can download and print by

Tt
clicking symbol . If user upload file except PDF, the message will
appear at the system which is “File Type Not Allowed”. User should click
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“ok” to proceed in the system.

www.mda.gov.my says:

File Type Mot Allowed

-
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Supporied Fie Type - PIDF Ondy

L Upload file [ttty
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- Copy of Memorandum & Articles of Association (M&A)
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User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

are user click the link “ Preview Example Of M&A” and example form wiill

A
appear. Beside that, user can download and print by clicking symbol . If
user upload file except PDF, the message will appear at the system which is
“File Type Not Allowed". User should click “ok” to proceed in the system.

o

-

www. mda.gov.my says:

File Type Mot Allowed

Organization Chart

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which
are user click the link “ Preview Example Of Organization Chart” and

example form will appear. Beside that, user can download and print by

Y
clicking symbol . If user upload file except PDF, the message will appear
at the system which is “File Type Not Allowed". User should click “ok” to

»

-

www.mda.gov.my says:

File Type Mot Allowed

proceed in the system.

¥ v N
Is your organization has been accredited with ISO 17021. = &
The user should click radio button whether Yes or No. If user click radio button
“Yes”, Form that user should upload will appear. The figure below show the

form that make decision YES.
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- Copy of the Accreditation Certificate

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which
are user click the link “ Preview Example Of ISO 17021" and example form

will appear. Beside that, user can download and print by clicking symbol

/'I
. If user upload file except PDF, the message will appear at the system
which is “File Type Not Allowed". User should click “ok” to proceed in the

system.

WAL I cl.a.gnv. mYy Saysd

File Type Mot dllowed

bl asamean b oo fwce HDREED
Sappoated Fiem Types  PLIN Owby
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After that, user should fill the form of Section 1.2 which is Information on Person

Responsible(Malaysian). All form that will be shown in the figure below.

Inser Your NRSCPasspord in Thes

Fonmal 361223120000/ A00000000

1.3 vk svarticn O Prrsam Eesgmsnuilile (Malaysinn
o o ——— e
i | . Pereon Berpanuble Salulstion ; P
1 Application Details
I---------------------------------

. rson Bowpanble Mame - @

¥ FET
k. Mrk Mo | Faasport - Sla
408

r——————————————————————————————————' MANBCEVEHT

A Designation ; i§
1 | 5.0 ATTESTATROH
1 TMER i

[ )
T s s s s s s s s e o e oo ol O PREVIEW & SUBMT

eq: 0341410264

) (o< Mo : ©
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1.2 Information On Person Responsible(Malaysian)

1. Person Responsible Salutation
User should select type of salutation which is click on form and the dropdown

list textbox the salutation will be appear like figure above shown.

2. Person Responsible Name

The user fill in responsible name in the form. Example will be appear at the

form.

3. Nric No/Passport

The user must fill in the form according to the format displayed on the figure

above.

4, Designation
The user should select the type of designation at drop down list textbox that
shown in figure above.
- Ifuser choose OTHER, form “If Other, Please Specify”

If Other, Please Specify : @

will be displayed and the user must fill it.

5. Handphone No.

The user must fill the Handphone No in an integer and user can see the

format with click at @ . The format will appear like shown in figure above. If
user fills in the form except number or incorrectly, the message “Person

Responsible Handphone No must be an integer.” will appear.

6. Office No.
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The user must fill the Person Responsible Office No in an integer. User can see

the format which click at @ and display formats like Handphone No.If user fill
in the form except number or incorrectly, the message “Person Responsible

Office No must be an integer.” will be appear.

eg: admin@mdb.gov.my &g Responsible for leading audit
uril leam

il Address : @

|

Job Description : @

T, Email Address ;
7 —————— % Application Details
’ Joh Dt ripfinn ; G ey
I. i |
|
: D
|
1 1
I 2 4 = : .0 REQUISEMENTS ON INDEPENDENCE
i I D IMPARTIALITY
: st Dresacription List :
1 |
i I i
\ : I
- - 4

em SN NN EEN NN B NN BN NEE O NN N W e

Copy Of Person Respoacsible's Identity Card (10

Delete job
description.

Upleadied Fles:

O T F P SR | CRTACT PN

b e oy Py AR e e

7. Email Address
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User must fill the email based the format that shown in figure above. User

should click at @ to see the format.The symbol “@" must have in email. If user
fill the form incorrectly or not follow the format, the message will appear is “

Person Responsible Email is not a valid email address.”.

8. Job Description

1
- User must fill in the description in the form.

. Add Job Description
- User should click at button

- The job description will be display at form job description list.

Job Description List

RESPONSIBLE TO AUDIT

- User should click to view in PDF and user can download

and print the file.
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Maximum File Size : 300MB
Supporied File Type - PDF Only

X Upload file

Copy Of Person Responeible's Identity Card {IC)

e, P 1 eeer Earnple OF 1 i .
“} Application Details

Uptoaded Files:
o REQUIREMENTS O RESOURCES AND

aded Files TECHMNICAL COMPETENCY

3.0 REQUIREMENTS ON INDEPENDENCE
AND IMPARTIALITY

Declaration OF Besponsibility |DOR)

Dewnload Template OF POR &

5.0 ATTESTATION

Uploaded Files:-

R OF DEWTTY GARD 01

Copy of Person Responsible Identity Card(IC)

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

are user click the link “ Preview Example Of IC” and example form will appear.

Y
Beside that, user can download and print by clicking symbol . If user

upload file except PDF, the message will appear at the system which is “File
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Type Not Allowed". User should click “ok” to proceed in the system.

b4

-

wiww, mda.gov.my says:

File Type Mot Allowed

Declaration Of Responsibility(DOR)

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can download the example form
which are user click the link “Download Template Of DOR"” and automatically
file will be downloaded. If user upload file except PDF, the message will
appear at the system which is “File Type Not Allowed". User should click “ok”

o

-

www, mda.gov.my says:

File Type Mot Allowed

to proceed in the system.

13 Information On Contact Person(Malaysian)
- Same as person Responsible:

The user should click the radio button “Yes” or “No”. If user choose “Yes”,

.-.
=~ YES NO . . . . .
, the form not display in this application.

1.3 Infoermation On Contact Person [Malaysian)

Same As Person Responsible :

® ves NO

If user choose “No”, the form for application will be appeared.
' ves '® nNo

1. Contact Person Salutation
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User should select type of salutation which is click on form and the

dropdown list textbox the salutation will be appear like figure below

shown.
DATUK
e
Inser! "Your NRIC/Passport In This eg: 0341410264
pesr Format 951223 120000/400000000
cNo [ Passport : @ pne No : @

e T L L

f P an 7
i v
T N N SN BN BN BN DN BN BN EEN BN SN SN NN BN BN SN NN BN S SN BN N SN B S e e

3, Contact Perion Ramas : 0

EQUIREME QU
SAMALEMEN E
i b gt 1 -

e o
Diesbgnation : @

L]

N

. Office W g

Managing Director

Manager

General Manager

MD Director

LE
Prac

eqg: 0341410264

s
esident

Vica President

_ OTHER _ fice No :e

Contact Person Name
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The user fill in the contact person's name in the form. Example will be appear

at the form

3. Nric No/Passport
The user must fill in the form according to the format displayed on the figure

above.

4, Designation
The user should click at the form and select the type of designation at
dropdown list textbox that shown in figure above.

- Ifuser choose OTHER, form “If Other, Please Specify”

If Other, Please Specify : @

will be displayed and the user must fill it.

5. Handphone No.

The user must fill the Handphone No in an integer and user can see the

format with click at @ . The format will appear like shown in figure above. If
user fills in the form except number or incorrectly, the message “Contact

Person Hp No must be an integer.” will appear.

6. Office No.

The user must fill the Office No in an integer. User can see the format which

click at @ and display formats like Handphone No.If user fill in the form
except number or incorrectly, the message “Contact Person Office No must be an

integer.” will appear.
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eqg adming@mdb gov.my

hil Address : @

7. Email Address : @

e el ™

I_Tq'h Descripkion : (7] LY

) -
-

Delete job
duties and
responsibilities
List

T ] T o CoR A S A LT TTRSIAS

Firsme i el e o iy sl o e, e o e
R ————

Tunr i Kevmadrat
1] AESPTRSALL T LEAD

7. Email Address

User must fill the email based the format that shown in figure above. User

should click at @ to see the format.The symbol “@"” must have in email. If user
fill the form incorrectly or not follow the format, the message will appear is “

Contact Person Email Address is not a valid email address.”.
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8. Job Description

- User must fill in the description in the form.

. Add Job Description
- User should click at button

- The job description will be display at form job description list.

Job Duties And Responsibilities List

RESPONSIBLETO LEAD

- User should click to view in PDF and user can download

and print the file.

J00MB

PDF Only Function

download file
X Upload file [JEEIEET

Upboaded Files:

6.3MB. paf — 3¢

Copy OF Letter | o (L 7 Contadt Peiion ik
¥ E h st e
Preview Temglaze 0 Lot o

Uphosded Files:

Function
delete file

AR O BT L a0 B FRTED O SRGARTATION S LETRIRSAD

LATTIN O RTmORLEA M k)

T

SATHOEEL TN M CONTAC T FTRB0N O AR BEGENTRATION MIFLICATIR
= - T tary & o P Sesmontie. tor S48 Segaren Sosbomen -

Sy oword < e gevte. fu e of B sroen Curiect Peen b C8B

T AR T L] e, w i L T e Sl
e

L ]
Tha Bagumston (00 Cosuomsy Susmamacd Brfon et i Mssos Dwin
St T
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Copy of Contact Person’s Identity Card(IC)

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

are user click the link “ Preview Example Of IC" and example form will appear.

Tt
Beside that, user can download and print by clicking symbol . If user
upload file except PDF, the message will appear at the system which is “File

Type Not Allowed”. User should click “ok” to proceed in the system.

o

-

www. mda.gov.my says:

File Type Mot dllowed

Copy of Letter of Authorization (LoA) For Contact Person.

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

are user click the link “ Preview Template of LoA” and example form wiill

A
appear. Beside that, user can download and print by clicking symbol . If
user upload file except PDF, the message will appear at the system which is

“File Type Not Allowed". User should click “ok” to proceed in the system.

o

-

www. mda.gov.my says:

File Type Mot Allowed
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1.4 Information on Larger Organization Structure

1. Is Your Organization Having Any Relationship / Link With Any Larger
Organization Outside Malaysia?

The user should click the radio button “Yes” or “No”. If user choose “No”

L]
e g , the form not display in this application.

1.4 Information on Larger Organization Structure

1. Is Your Organization Having Any Relationship / Link With Any Larger Organization Outside Malaysia? @

ves '@ No

“w ” . vES ND . . .
If user choose “Yes , the form will be appear in this

application.
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eq: Syarikat A Sdn Bhd

on Name: @

1.4 Information on Larger Organirstion Structure

1. b5 Your Organizaticn Having Any Retstionship | Lifk With Ay Lsrger Organization Outside Malsysis? ©

& yps NG ‘} Application Details
e e g e e e L ) [ b e et e
I I ¥ee, Please Seleck Your Goganipalian’s Relationch Link With Thal Larger Organination - i

r
1 — | 2.9REQUIREMENTS OM RESOURCES AND
I 5 | TECHMICAL COMPETEMCY
N - -
IF Other, Please Specify ; 3.0 REQUIREMENTS O INDEPENDENCE
AND IMPARTLALITY
{0 BELATIDMNSHEP

4.0 REGUIREMEN TS 0N QUALITY

MANAGEMENT SySTEM

Z. Larger Grganization Hame G:
S5 ATTESTATION

Q PROVIEW & SUBMIT

-
3. Mddress Of Organization 69

Copy OF Agreement With The Larger Organization m RO gy
Preview Example Of Agreement i

eg: 19, Jalan Ampang

hnization : @

- If Yes, Please Select Your Organization’s Relationship/Link With That

Larger Organization
The user must click at the form textbox and dropdown list will appear.

The user must select one of them. If user select “OTHER”, user should fill

the form “If Other, Please Specify:”

2. Larger Organization Name

The user must fill the name of organization and click 9 {0 see the format.

The user should follow the format that shown in figure above.

3. Address of Organization
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User should click at @ to see the format and follow example format
address that shown in figure above(eg.19,Jalan Ampang). User fill in address

in the form textbox.

- Copy of Agreement with The Larger Organization

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which
are user click the link “ Preview Example of Agreement” and example form

will appear. Beside that, user can download and print by clicking symbol

A
. If user upload file except PDF, the message will appear at the system

which is “File Type Not Allowed”. User should click “ok” to proceed in the

4

-

www.mda.gov.my says:

File Type Mot Allgwed

system.

- Linkage Charge with Larger Organization

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

are user click the link “ Preview Example of Chart” and example form will

T
appear. Beside that, user can download and print by clicking symbol . If
user upload file except PDF, the message will appear at the system which is

“File Type Not Allowed". User should click “ok” to proceed in the system.

»

-)

wWww, mda.gov.my says:

Filg Type Mot Allowed
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Maximum File Size ;| 300MB

Supporied File Type - POF Only

Function Function
L Upload file [El==RI download file delete file
¥ Preview Eamgle Of Agreement

Upinaded Files:

Copy OF Agresment With The Larger Oiganization

26,3K8. pdf

Lingkage Charge With Larger Organization

E XTSRS * Supported File Type : paf
Preview Example Of Chart -8

Uploaded Files:

NoUploaded Files

PO R
( i
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Section 2.0 Requirements on Resources and Technical Competency
2.1 Information on the Scope(s) to be Applied

There have three scope to be applied which are:

U

L1180 13485 + POST-MARKET SURVEILLANCE SYSTEM
L GOOD DISTRIBUTION PRACTICE FOR MEDICAL DEVICES (GDPMD) + POST-MARKET SURVEILLANCE SYSTEM

L MEDICAL DEVICE TECHMNICAL AREAS

The user should click button check box that user want to be applied first before click

REGISTRATION OF PERSONMEL

2
User click button Click button
checkbox | personnel

ST-MARKET SURVEILLANCE SYSTEM
A
TREBUTION PRACTICE FOR MEDECAL DEVICES (GDPMD) + POST-MARKET SUBVEILLANCE JrsTEM

o—————

Per sosnel Hame Persannel B
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The user must click button “Registration of Personnel” for fill the form of CAB

Personnel Application. The figure above also shown the form for scope personnel in
4

The user must fill the form of CAB Personnel Application. The figure below shows the

CAB Personnel Application form to user filled it.

.|
DATO"
DATIN
FROF
DR.
IR.
MR,
MRS
PLAN
kS

EN. NON-MALAYSIAN

User click to
CAD Personnel Application scroll down

s
T
1
Personnel Details i
1. Salutation 16 |.

DATILIM ¥

2. Hame 11D

3. Matbonaslity : @

MALATSIAM ¥

A, Ml | Passport - 0 —

* Please upload the Copy of ifentity Card {IC) / Passport [ Work

Permilk ;

Presdew: Exampde of 1C i

—
ERTROSST RN - Sunparted File Type : pdf

Uplaaded Files:

Mo resulls Feund.

Maximum File Size - 300088
Supporied File Type : POF Only

| Imsert Your NRIC/Passportin This | —
Formal 961223120000/A00000000 ’2

= X Upload file [0
- Nric / Passport : @ e -
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2.2 Personnel Details

1. Salutation
The user should click at form textbox and the dropdown list will appear. User

must select one of them based user's salutation.

2. Name

The user should fill the name in field that provided.

3. Nationality
The user clicks at the form textbox to display the dropdown list. User must select
whether “MALAYSIAN" or “NON-MALAYSIAN".

4. Nric/Passport

User should click at @ to see the format IC that shown in figure above. The user
must fill the form with number only. If user fill the form with alphabet or
incorrectly, the message “ Field must contain exactly 12 numeric.” will appear.

- Please upload the Copy of Identity Card(IC)/Passport/Work Permit

The symbol “*" means required field. The user must required to upload the file.

User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

are user click the link “Preview Example Of IC" and example form will appear.
Beside that, user can download and print by clicking symbol .

5. Employment status
The user must click at the form textbox and dropdown list will appear. The user
should select whether “SUBCONTRACTOR" or “PERMANENT" that show in the
figure below.

- Please upload the Copy of Employment Letter or Subcontractor Agreement.
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The symbol “*" means required field. The user must compulsory to upload the

file. User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which
are user click the link “Preview:Example of Agreement " and example form

will appear. Beside that, user can download and print by clicking symbol

Y
. User also can preview the file that upload with click at the file name

Uploaded Files:-

26.3KE.pdf 4

delete the file.

. The user also click at < to download the file and click * to

6. Handphone No.

The user must fill the Personnel Hp No in an integer and user can see the format

eg: 0341410264

with click at @ . The format will appear 7] . If user fills in the
form except number or incorrectly, the message “Personnel Hp No must be an

integer.” will appear.

7. Office No.

The user must fill the Personnel Office No in an integer. User can see the format

eg: 0341410264
L7

form except number or incorrectly, the message “Personnel Office No must be an

which click at @ . The format will appear Ifuserfill in the

integer.” will appear.

8. Email

35/104



Medical Device Authority, Ministry of Health Malaysia

User Manual Front End User - Module Utama CAB
Medical Device Centralised Online Application System (MeDC@St 2.0)

User must fill the email based the format. User should click at @ to see the

format. The format will appear

7

. The symbol *@" must has in

email. If user fill the form incorrectly or not follow the format, the message will

appear is “ Personnel Email is not a valid email address.”.

Ll g F e Sare

Sapeparied File Typss | PUF Dby

Academic Qualification

1. Bachelor's Degree

& Uplosd fe |8
CAD Personise] Bpplication
5. Ermplogment Skatus ; G
o .
Pleade uplasd the Copry of Emplogment Letles or Subisnbbclon
Agreerment ; ok Uptowd filn
wlew: Exampier od Azreem
1
Vpleaded Files
25 g R
6. Hamdphone No 1 8
7. Offlce Mo ;i@
Ermmil = g
[ | . .
Srr——— ) cer e Function Function
T——
it - = download delete file
2 file
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The user should fill the form based the academic qualification of personnel.

The user can see the example of bachelor’'s degree with clicking 9 The
example are “Diploma/Degree/Master/PHD" . User can see the example at the

figure below.

2. Main course

The user must fill the course that user qualified. User can see the example of

course with clickat @ and the example will appear. The example can see at

figure below.
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e Bachelor Degres in Compuler

&g DiplomaDegree/Master/PHD

eq; University Kuala Lumpur

Scence

0 9

CAB Perua el Ap piler stioan

A pmiiermiie Cualilicalios

L, Bischedos s Deprew

* Pleasr uplosd bhe Copy of Educalics Cerliffcats [Bacholon] -
Previews Exmmple of Cartificste #—

Liplosded File:

g b O e, Maomum Fie Sce  J00MB
i Supported File Type  POF Only
8
e 2. Upload file
| Ea— 4

3. Name of University

The user should fill the form or textbox that provided. User also can see the

example of university with clicking at 9 that shown in figure above.

4. Graduation Year

The user need to fill the textbox that provided. The user can see the example

year with click at @ thatshowin figure above.
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- Please upload the Copy of Education Certificate(Bachelor)

The symbol “*" means required field. The user must compulsory to upload the

file. User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

is user click the link “Preview:Example of Certificate " and example form will
appear. Beside that, user can download and print by clicking symbol .

| have a Master's Degree:

. . N ves '® NO L~
- The user should click at radio button “YES” or “NO Af“NO" the

form to fill not displayed. If “YES", the form for master will be displayed and the

user must fill it. The figure below shows the form Master.

2. Master’s Degree

The user should fill in the textbox that shown in the figure below.

3. Main Course

The user should fill in the textbox that shown in the figure below.

4. Name of University

The user should fill in the textbox that shown in the figure below.

5. Graduation Year

The user should fill in the textbox that shown in the figure below.
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CAD Personnel Application

| have Master's Degres : 8

8 ves NO

2. Master's Degree ;

3, Makn Course :

5. Graduathon Year :

e
==
—

* Please upload the Copy of Education Certificate (Master) ©
; X Upload file  [F .

Previews: Example of Certificate

Uploaded Files:

Madamum Fie Sze - J00MB
Supporied Fie Type : POF Only

- Please upload the Copy of Education Certificate(Master)

The symbol “*" means required field. The user must compulsory to upload the

file. User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

is user click the link “Preview: Example of Certificate " and example form will

A
appear. Beside that, user can download and print by clicking symbol .
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Click at
checkbox

& choose the scope(s| to be applied and upload the relevant experence document a3 per template Erven

ERIFICATION

Please choose the scope(s) to be applied and upload the relevant experience
document as per template given.

“ISO 13485" was displayed depend the user choose of scope to be applied.

2.1 Information on the Scope(s) to be Applied

- ¥ 150 12485 + POST-MARKET SURVEILLANCE SYSTEM

GOOD DISTRIBUTION PRACTICE FOR MEDICAL DEVICES {GDPMD) + POST-MARKET SURVEILLANCE SYSTEM

MEDICAL DEVICE TECHNICAL AREAS

The symbol “*" is required field. The user must fill the form that are selected. The user
should click checkbox “ISO 13485" to fill the form. The “VERIFICATION" also can

choose within click in checkbox, if user want to be applied it.

After click in #1150 13485 , the form of ISO will be displayed. The figure below shows
the form for “ISO 13485".

2.3 Related work Experiences

- Type
The user should click at textbox field and the dropdown list will display which
are “CURRENT WORK" and “PREVIOUS WORK". The user should select one of

them that shown in the figure below.
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- Business Nature

The user should fill in the textbox that shown in the figure below.

Click to
CURRENT WORK L remaove
@ field
CAR Perzonee| Application
#1540 13485 ™

Espert 150 1 s Debadls:

Helatrd Work Fxpenencen

= fype ® Name O Company 1
*
o v
* Businass Mature: * Tatal Warking Yasrs :
= Pasilian s

T
=

# [ b
.f = Job E--z-s;rn;:-:-oqn'_ \
I' = 1
pufes—s 1
I 1
1 e ] i
I 1
1
: Rilatod Work Exparianoe Lt 1
I !-.‘ I
[ Gy 1
I Hama OFf Company Businszy Pature Totsl Working Yeary Pozition Jab Descriplion = I
| I
\ SYARIMAT ABERHAD  PROGRAMMING 3 years PROGRAMMER 1 CODIMG I

b 2. PROGRAM s

i s e e P
E— i 3 ; ,
Fill in the Click button Detail after Click for
textbox field | to save | fill the form delete

- Name of Company

The user should fill in the textbox that shown in figure above.

- Total working years

The user should fill in the textbox that shown in figure above.
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- Position

The user should fill in the textbox that shown in figure above.

- Job description

The user should fill in the textbox that shown in figure above. User can add the

job description with click at n and the textbox field will be added that

shown in figure above. The user also can delete the field with click at =

- User should fill in description in the textbox field.

z
- User should click at button to save the experiences

and automatically display in list.

- The detail that user fills in the form will be displayed at the Related

Work Experiences List that are shown in figure above.

ISO 13485 Lead Auditor Training Course / 1ISO 13485 TRAINING COURSE (MIN 2
DAYS).
The symbol “*" is required field. The form is compulsory to fill it.
- Type of Certificate
The user should click in the textbox field to see the dropdown list. There has
four type of certificate which are:
a) Certificate of proficiency

b) Certificate of Attendance

d

The user should select one of them.

c) Certificate of Completion
)

Certificate of Participation
- Training date

The user should click at textbox field for “From” and “To” to display the

calendar. The user should select the date.
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- Please upload the Copy of ISO 13485 Lead Auditor Training Course Certificate

The symbol “*" means required field. The user must compulsory to upload the

file. User must click at button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the example form which

is user click the link “Preview: Example of Certificate " and example form will

T
appear. Beside that, user can download and print by clicking symbol .
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L-] ie ELLE £-]
CERTIFICATE OF PROFICIENCY st e i il
g e g g e & g i o ¥ It in
CERTIFICATE OF ATTENDANCE . ; a T IR
-':ER":=L E OF COM T § | 2 3l ael anl s 17w | textbox

CERTIFICATE OF PARTICIPATION

CAR Personnel Applicstion

150 13485 Lead Aaditor Trsining Cowrse [ ES0 14085 TRAMIF G OCHE SE (MM 7 DAVS)

* Type OF Certificate 1

: 3 4
-
* Training Date
Fram ; To:
e— 01171817 2097-11-17 e

Flease upload the Copy of IS0 13685 Lesd Auditor
Traingng Cowrse Certificabe

Total sudit-days for 150 13485 Q150 3001 certification

Click for e L I,
Upload File Tenining Owt
{MJMHH 2087-11-17
2007-11-18
25,38, pdt s
ExEmm—

- Training List
Training list will be displayed the detail when user fill the form and
upload file. Automatically, the list will be displayed that shown in figure

above. The user can download and delete the certificate with click at

£ for download and * for delete.

Total audit days
- Total audit-days for ISO 13485 / ISO 9001 certification
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The user should fill the provided textbox with number only. If user fill it except

Saving Failed! Please Check Your Data!
number, the message * "will be

displayed. After that, the upload file will be displayed that shown at the
figure below.
- Please upload the Copy of ISO 13485's or ISO 9001's Audit Log
User also can preview the example form which is user click the link

“Preview: Example of Certificate " and example form will appear.

Y
Beside that, user can download and print by clicking symbol .

1 ) . . X Upload file
-The user should upload file with click at that shown

at the figure below.

2
- The file that user uploads will be displayed at uploaded files.

The user can view the file with click at file name and also can download

7
and print by clicking symbol . The user can download and delete

the file with click at < for download and * for delete.
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Click for
Upload
File
1
Please upload the Copy of 150 13485's or IS0 9001"s Audit &
X Upload file |
Log:
Preview: Example of Audit Log
| Uploaded Files:-
I
| Mo results found.
I
‘h--l-------------------f
r 3
Click for Click for
download file delete file
Uploaded Files:-
26.3KB.pdf rik u

et v Frrsgr e e e st

The user should cllck for export to word format. It is automatically

download the details in word.

For verification: User click at button checkbox W VEREIENTON . The form for

verification will be displayed.
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o Nowember 2017 o

Su Mo Tu We Th Fr Sa

= e —

2 33 a4 15 ae 17 18 Fill in
CERTIFICATE OF PROFICIENCY 19 200 21 22| 33 24 25 textbox
CERTIFICATE OF ATTENDAMNCE [ it | e e

* VERIFICATION

Training Sanctioned by the Auth rity: Training on Conformily Asse sment Procedures by Way of Verification

Training List
* Type Of Certificate ¢ * Issued Date ; s o
No resulis

CERTIFICATEOF P wafje 2017-11-17 e i

found

* Please upload the fu;-p:,- of MDA Proficienc ¥ Certificate

Preview: Example of Cartificale o

Tokal Audit Days

Tatal avdit-days for Verification activity : g
Clickfor { ¢
Upload File T
LNl
. '.IIII-I T-10-1T =I . 4

26, 35D pild

[=
x
|

[N OF AR TR RNT

e Training sanctioned by the authority: Training on conformity assessment
procedures by way of verification (The symbol “*" means required field.)
- Type of certificate -> the user should select whether CERTIFICATE OF
PROFICIENCY or CERTIFICATE OF ATTENDANCE that shown in figure

above.
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- Issued date -> the user should click at the textbox provided to select the
date in calendar that follow with format “yy-mm-dd”.

- Please upload the Copy of MDA Proficiency Certificate -> The user must

compulsory to upload the file. User must click at button

untuk upload file PDF only and not more than 300MB for file size. User
also can preview the example form which is user click the link

“Preview: Example of Certificate " and example form will appear.

Yt

Beside that, user can download and print by clicking symbol .

- Training list -> Training list will be displayed the detail when user fill the
form and upload file. Automatically, the list will be displayed that shown

in figure above. The user can download and delete the certificate with

clickat < for download and * for delete.

e Total Audit Days
- Total audit-days for Verification activity

The user should fill the provided textbox with number only. If user fill it

Saving Failed! Please Check Your Data!
except number, the message “ "

will be displayed. After that, the upload file will be displayed that shown at
the figure below.
- Please upload the Copy of Verification's Audit Log

User also can preview the example form which is user click the link

“Preview: Example of Audit Log” and example form will appear. Beside

i
that, user can download and print by clicking symbol .

-The user should upload file with click at that shown at

figure
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below.

2
- The file that user uploads will be displayed at uploaded files.

The user can view the file with click at file name and also can download

and print by clicking symbol .

Click for
Upload File

1

Please upload the Copy of Verification's Audit Log : T
Preview: Example of Audit Log

Uploaded Files:-

O results Tound.

Click for Click for
— -~ | download file delete file
2
Uploaded Files:-
= == v
26.3KB.pdf E %

The user can download and delete the file with click at < for

download and * for delete.

. .
The user should click for export to word format. It is

automatically download the details in word.

Other Training Courses
e Related Training Course
- Type of Certificate
The user should click in the textbox field to see the dropdown list. There has
four type of certificate which are:

e) Certificate of proficiency
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f) Certificate of Attendance
g) Certificate of Completion
h) Certificate of Participation
The user should select one of them of certificates.
Issued date -> the user should click at the textbox provided to select the date
in calendar that follow with format “yy-mm-dd”.

Please upload the Copy of MDA Proficiency Certificate -> The user must

compulsory to upload the file. User must click at button untuk

upload file PDF only and not more than 300MB for file size. User also can
preview the example form which is user click the link “Preview: Example of

Certificate " and example form will appear. Beside that, user can download

and print by clicking symbol .

- Training list -> Training list will be displayed the detail when user fill the
form and upload file. Automatically, the list will be displayed that shown

in the figure below. The user can download and delete the certificate

with click at < for download and * for delete.
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o November 2017 L+ ]

Su Mo Tu We Th Fr Sa

CERTIFICATE OF ATTENDANCE | | ¢ ¢ ? 8 & 1o u
CERTIFICATE OF COMPLETION | | 12 ™ = ** ¥ *
CERTIFICATE OF PARTICIPATION| | 2 27 28

* Other Training Courses

* Training Sanctioned by the Authority : Training on Conforfhity Assessment Body Registration Under the Act T37

Related Training Course

: Training List
* Type Of Certificate : " Issued Date : -

Mo results found.

CERTIFICATEQFPRC ¥ 2017-11-18 b

* Please upload the Copy of MDA Proficiency Certificate

Preview: Example of Certificate

Training List

Click for ik hincacrasta

upload file ssued Date
2017-11-18

=
X

16.3KB.pdf

¢ Related Training Course for ISO 14971

- Type of certificate -> The user should select “CERTIFICATE OF PROFICIENCY”
or “CERTIFICATE OF ATTENDANCE".

- Issued Date -> The user should click at the textbox provided to select the date
in calendar that follow with format “yy-mm-dd”.

- Please upload the Copy of ISO 14971 Training Course Certificate -> The user

must compulsory to upload the file. User must click at button

untuk upload file PDF only and not more than 300MB for file size. User also
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can preview the example form which is user click the link “Preview: Example

of Certificate " and example form will appear. Beside that, user can download

and print by clicking symbol .

Training list -> Training list will be displayed the detail when user fill the
form and upload file. Automatically, the list will be displayed that shown

in the figure below. The user can download and delete the certificate

with click at < for download and * for delete.
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o November 2017 o

Su Mo Tu We Th Fr Sa

CERTIFICATE OF PROFICIENCY 19 20 21 22 23 24 25 Click for
CERTIFICATE OF ATTENDANCE 26| 27 28 29| upload file

* 150 14971 Risk Management for Medical Device Training Course :

Related Training Course

a - Training List
Type Of Certificate : " Issued Date :
Mo results found,
Yy 4
I B Y 1 e
* Please upload the Copy of IS0 14971 Training Course
Certificate
.u":--'.' e Example of Certificate
L Upload file
RN L O PR T Vi O (AW A T
Training List
Cartificate of Training ERTIFICATE OF PROFICIENCY
ssued Date
= 2017-11-18
Certificate Copy
26.3KB.pdf & x

e Additional Information
Are you registered for International Register of Certificated Auditor(IRCA)?

-> The user should choose “YES” or “NO" with click at radio button.

L n
NO

YES

If user click on “YES", the form for “YES” decision will be displayed.
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o Howvember 20017 o

Su Mo Tu We Th Fr Sa

R e R e textbox Upload
" Additbenal nforenathen
* Are you registered for Intermationgsl Register of Certificatedasditor IRCA)T E
. ES i
* Registered Sdnce
pra—
tidie ol 5
B
* Please upload the Copy of IRCA Certificate ; m
-
raifed Files
& i Y

Click for

s5dve

Updoaded Fles:

Registered since -> The user should click at textbox to display the calendar
that show in figure above. The user should select the date in calendar that
provided. The format is “yyyy-mm-dd”.

Certification Number -> the user should fill the textbox with number of

certificate.
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- Please upload the Copy of IRCA Certificate -> The user must compulsory to

upload the file. User must click at button untuk upload file PDF

only and not more than 300MB for file size.The user can download and delete

the file with click at < for download and * for delete. User also can preview
the example form which is user click the link “Preview: Example of

Certificate " and example form will appear. Beside that, user can download

and print by clicking symbol .

- After all form was filled, the user should click button “DONE" that shown in

figure above.

If user want to choose “GOOD DISTRIBUTION PRACTICE FOR MEDICAL
DEVICES(GDPMD)+POST-MARKET SURVEILLANCE SYSTEM" or “MEDICAL DEVICE
TECHNICAL AREAS", the user should click in the checkbox like shown in the figure

below.

2.1 Information on the Scope(s) to be Applied

150 13485 + POST-MARKET SURVEILLANCE SYSTEM

YINGOO0D DISTRIBUTION PRACTICE FOR MEDICAL DEVICES (GDPMD) = POST-MARKET SURVEILLAMCE SYSTEM
o

MEDICAL DEVICE TECHNICAL AREAS

Click in
Checkbox
oo
After that, user should click again button for add the
personnel.

The form for personnel will displayed.
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Click to
remaove
field

CURRENT WORK

PREVIOUS WORK

* Please choose the scope(s] to be applied and upioad the relevant experience document as per temjplate given

# GDFMD

Export GDPMD Detnils

Redated Work Experiences

*Type: * Mame Of Company i
L
CURRENT WO v
* Business Nature : = Total Working Years @
o m—
* Position :
o e e
~ -
= Job l.‘.lg;-:rnphqrp 1
cxmm
ﬁ
Sanve Working Experience
4 | S | S { i A S |G S | S { | s | | s e | s | s A
r Related Waork Experiences List o ‘
: CURRENT WORK @ I
I Name Of Company Business Nature Total Working Years Position Job Description I
l DAS SDM BHD PROGRAMMING 3 years MANAGER 1. RESPONSIBLE TO LEAD }

N-------------------- -------------I-,

R L
Fill in the Click button Detail after Click for
textbox field to save fill the form delete

e Please choose the scope(s) to be applied and upload relevant experience

document as per template given.

1) GDPMD

e Related work experiences
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- Type -> The user should click in the textbox and the dropdown
list will be displayed. User should select “CURRENT WORK" or
“PREVIOUS WORK" .

- Business Nature -> The user should fill the textbox that provided.
- Name of Company -> the user should fill the textbox that
provided.

- Total working years -> The user should fill in the textbox that
shown in figure above.

- Position ->The user should fill in the textbox that shown in figure
above.

- Job description

The user should fill in the textbox that shown in figure above. User can add the
job description with click at n and the textbox field will be added that

shown in figure above. The user can also delete the field with click at =

- User should fill in the textbox field.

. Save Working Experience .
- User should click at button _ to save the experiences

and automatically display in list.

- The detail that user fills in the form will be displayed at the Related

Work Experiences List that are shown in the figure above.
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(=] Mowvemlyxer 2001 F [=]

Su Mo Tu We Th Fr Sa

CERTIFICATE OF PROFICIENCY

ERTIFICATE OF ATTE!

R
Lo
%

TENDANCE

150 9001 Lead Auditor Training Course

N ; I Trainimg List
* Type Of Certificate : 2 = :

Ho results faund

CERTIFICATE OF PROFICIENCY v

* Training Date

From: To:

1L-18 Z0LT-11-18  -f—

* Please upload the Copy of Attended Training Course

Certificate Related to this Scope
ewiew: Ex II'||"|l of Certificate *

L Upload filte

Tolal Auwdit Day=

Total audit-days for 150 2001 certificaion :

Certificate Click for
Upload

File

ISO 9001 Lead Auditor Training Course

- Type of certificate -> The user should select “CERTIFICATE OF
PROFICIENCY" or “CERTIFICATE OF ATTENDANCE".

- Training date -> The user should click at textbox “FROM” and “TO” that

provided to select the date in calendar that follow with format “yy-mm-dd”.
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- Please upload the Copy of Attended Training Course Certificate Related to this

scope -> The user must compulsory to upload the file. User must click at

X, Upload file
button - untuk upload file PDF only and not more than 300MB for
file size. User also can preview the example form which is user click the link

“Preview: Example of Certificate " and example form will appear. Beside that,

A
user can download and print by clicking symbol .
- Training list -> Training list will be displayed the detail when user fill the
form and upload file. Automatically, the list will be displayed that shown

in figure above. The user can download and delete the certificate with

clickat # for download and * for delete.

e Total Audit Days
- Total audit-days for ISO 9001 certification

The user should fill the provided textbox with number only. If user fill it

Saving Failed! Please Check Your Data!
except number, the message “ "

will be displayed. After that, the upload file will be displayed that shown at
the figure above.
- Please upload the Copy of ISO 90071's Audit Log
The user should upload file with click at button “Upload file". User also
can preview the example form which is user click the link “Preview:

Example of Audit Log” and example form will appear.

The user should click for export to word format. It is automatically

download the details in word.

The user also can choose “MD” type that user wants with click at check button that
are provided. The example one of “MEDICAL DEVICE TECHNICAL AREA” that are

chooses in the figure below.
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Click in
checkbox

~

#| MD 0100 : GENERAL NON-ACTIVE, NON-IMPLANTABLE MEDICAL DEVICES

MD 0101 : NON-ACTIVE DEVICES FOR ANAESTHESIA, EMERGENCY AND INTENSIVE CARE
MD 0102 : NON-ACTIVE DEVICES FOR INJECTION, INFUSION, TRANSFUSION AND DIALYSIS
MD 0103 : NON-ACTIVE ORTHOPAEDIC AND REHABILITATION DEVICES

MD 0104 : NON-ACTIVE MEDICAL DEVICES WITH MEASURING FUNCTION

MD 0105 : NON-ACTIVE OPHTHALMOLOGIC DEVICES

MD 0106 : NON-ACTIVE INSTRUMENTS

MD 0107 : CONTRACEPTIVE MEDICAL DEVICES

MD 0108 : NON-ACTIVE MEDICAL DEVICES FOR DISINFECTING, CLEANING, INSING

MD 0102 : NON-ACTIVE DEVICES FOR IN VITRO FERTILISATION (IVF) AND ASSISTED REPRODUCTIVE TECHNOLOGIES (ART)

The user should click in checkbox that are provided. The figure above show the
example medical device that chosen. The user clicks in the checkbox “MD
OT00:GENERAL NON-ACTIVE, NON-IMPLANTABLE MEDICAL DEVICES". The type of
medical device under “MD 0100" will be displayed. The user should click one or more

than one type of medical device with click in checkbox that provided.
The user choose the type of medical device which is “MD 0101:NON-ACTIVE DEVICES

FOR ANAESTHESIA, EMERGENCY AND INTENSIVE CARE". The user should click in

the checkbox that shown in figure below.
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Click in Click to
checkbox B+ remove
field
¥ MD 0100 : GENERAL NON-ACTIVE, NON-IMFLANTABLE MEDICAL DEVICES
¥ MD 0201 : NON-ACTIVE DEVICES FOR ANAESTHESIA, EMERGENCY AMD IMTEMSIVE [ARE
* Type i * Name Of Company :
CURRENT WORK L
* Business Nature : * Total Working Jears :
S
= Pogition
e —
" Job I}escnp:uonn(
ﬁ
Save Working Experience
Related Work Experiences List 2 !
PREVIOUS WORK @
Mame Of Company Businesf Mature Total Wosking Years  Pasition Job Description )
ADIDAS SDN BHD COMPUYER 2 years MANNAGER 1.RESPOMNSIBLE FOR LEAD
1 2 3
Fill in the Click button Detail after Click for
texthox field to save fill the form delete

e Related work Experiences

- Type -> The user should click in the textbox and the dropdown list will be
displayed. User should select “CURRENT WORK" or “PREVIOUS WORK" .

- Business Nature -> The user should fill the textbox that provided.

- Name of Company -> the user should fill the textbox that provided.
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Total working years -> The user should fill in the textbox that shown in figure

above.
Position ->The user should fill in the textbox that shown in figure above.

Job description -> The user should fill in the textbox that shown in figure

above. User can add the job description with click at n and the textbox field

will be added that shown in figure above. The user can also delete the field

with click at =

- User should fill in the textbox field.

. Save Working Experience .
- User should click at button _ to save the experiences

and automatically display in list.

- The detail that user fills in the form will be displayed at the Related

Work Experiences List that are shown in the figure above.

Related Training Course for this Scope

Type of certificate -> The user should select “CERTIFICATE OF PROFICIENCY”
or “CERTIFICATE OF ATTENDANCE".

Training date -> The user should click at textbox “FROM” and “TO” that
provided to select the date in calendar that follow with format “yy-mm-dd”.
Please upload the Copy of Attended Training Course Certificate Related to this

scope -> The user must compulsory to upload the file. User must click at

button untuk upload file PDF only and not more than 300MB for

file size. User also can preview the example form which is user click the link

“Preview: Example of Certificate " and example form will appear. Beside that,

%
user can download and print by clicking symbol .
- Training list -> Training list will be displayed the detail when user fill the

form and upload file. Automatically, the list will be displayed that shown
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in the figure below. The user can download and delete the certificate

with click at = for download and * for delete.

(=] HManvemibeer FiF L -]

S M Tu We s F¥ £

* Type Of Certificate :

* Traindng Date

Froa ; To:

* PMlease upload the Copy of Attended Training
Course Certificate Related to this 5cope

it rt—

Click for
Upload
File

L upload file

Total audit-days for this Scope =

Fheane kit He ey ol el Lisg Bistaiend b 18
bt s s e o v mm s ey [

Certificare

e Total Audit Days

- Total audit-days for this scope
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The user should fill the provided textbox with number only. If user fill it

Saving Failed! Please Check Your Data!
except number, the message "

will be displayed. After that, the upload file will be displayed that shown at
the figure above.
- Please upload the Copy of Audit Log Related to this scope:
The user should upload file with click at button “Upload file". User also
can preview the example form which is user click the link “Preview:

Example of Audit Log” and example form will appear.
. .
The user should click for export to word format. It is

automatically download the details in word.

Done
After user fill all the form, the user should click at button to save the details.

The user will see the list of personnel that are filled.
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Click for
update

R

a0aaaa

To APPLY andfer ADD personnel registration, please click JESSEER [ENelaTi R 2 3= TN -

Showing 1-3 of 3 items.

Submission Application Created Personnel Personnel
Ho 1D Application Type Name Status By Name Nric
IO Wiew
CAB-20171117- CAB - RE-REGISTRATION PERSOMMNEL Filled WAGHEEL MNAZIRAH H
il MAZIRA 4010602530
i 187-1 APPLICATION o T NASIR e o Update

CAB-20171117 S " S
2 I & CAB - PERSONMNEL APPLICATION Draft MAZIRAH  (notset {mot set)

3 g " CAB - PERSONNEL APPLICATION Draft MAZIRAH  (notset {not set) # Update
187-3

Delete personnel confirmation?

Cancel

The list of personnel will display in column which are:

Q

) Submission ID

O

) Application Type Name

0

) Application status
) Created by
)

Q

Personnel name

()

f) Personnel Nric
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The user should click at button to display the detail of personnel. If

application status is “Filled”, the view that display is “Complete” that shown in figure

above.

If application status is “Draft”, the view that display is “Not Complete”.

u Comgicte

==

amepirte |

" Mt Commpicie |

\
|
=3

Click for

Update

The user should update detail again for complete the personnel. If user want to

. Wl Delet .
delete the personnel, the user should click at button that shown in figure
above. The alert confirmation will be displayed which is “Delete personnel

confirmation?”. The user can click at “OK” for proceed to delete or “Cancel” to cancel

the delete.

2.4 Information on Technical Competency

- Procedure on How to Identify Personnel Competency -> User must click at

X Upload file
button - untuk upload file PDF only and not more than 300MB for
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file size. User also can preview the file which is user click the link file name and

the file will appear. Beside that, user can download and print by clicking

7
symbol . The user can download and delete the file with click at < for

download and * for delete that shown in the figure below.

Click for
Upload File

2.2 Information on Technical Competency
Procedure On How To ldentify P sl C b s
rocedure On How To ldentify Personnel Competency > 1Uﬂ P - s pparted File Type : pdf

Uploaded Files:-

26.3KB. pdf

e
1

-

Procedure On How To Evaluate & Monitor Your Personnel Competency = e s .
b I AVLERT IR © Supported File Ty : pdf

Uploaded Files:

fe

#36.3KB. pdf

Maximum File Size - 300MB
Supporied File Type : PDF Only Click for Click for

Download Delete

e X

£ Upload file

- Procedure on How to Evaluate & Monitor Your Personnel Competency -> User

must click at button untuk upload file PDF only and not more

than 300MB for file size. User also can preview the file which is user click the

link file name and the file will appear. Beside that, user can download and
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A
print by clicking symbol . The user can download and delete the file

with click at # for download and * for delete that shown in figure above.

et Click for
Upload File

2.3 Information on Suboontracior
Procedure and Record on Suboontrachor Contng! A kgl I
X Upicad file ipported File Type - pdf
-

Uploaded Files:-
26.3KB.pdi I -+, *»
Procedure on Assessment, Monitoring and Verification of th b Subcontrctor vzl e
Uploaded Flies:
26, 3K8. pdf X x
Click for Maximum File Size - 300MB - g :
Previous Supporied File Type - PDF Only Click for Click for Click for Mext
Section Download Delete Section

£ Upload file

2.3 Information on Subcontractor

- Procedure and Record on Subcontractor Control -> User must click at button

X Upload file
- untuk upload file PDF only and not more than 300MB for file size.

User also can preview the file which is user click the link file name and the file
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will appear. Beside that, user can download and print by clicking symbol

7
. The user can download and delete the file with click at = for

download and * for delete that shown in figure above.

- Procedure on Assessment, Monitoring and Verification of the Subcontractor ->

User must click on button untuk upload file PDF only and not

more than 300MB for file size. User also can preview the file which is user click

the link file name and the file will appear. Beside that, user can download and

A
print by clicking symbol . The user can download and delete the file

with click at # for download and * for delete that shown in figure above.

If user want to back to the previous section, the user should click on button

m and that go to section “1.0 REQUIREMENTS ON ORGANIZATION".

Hext =»
After form section 2.0 complete fill, the user should click button and

go to section 3.0 “REQUIREMENTS ON INDEPENDENCE AND IMPARTIALITY".
Section 3.0 Requirements on independence and impartiality

3.1 Information on Independence and Partiality

- Procedure by which the Organisation Ensures the Impartiality/Independence

of its Employee and Subcontractor -> User must click on button

untuk upload file PDF only and not more than 300MB for file size. User also

can preview the file which is user click the link file name and the file will

%
appear. Beside that, user can download and print by clicking symbol .
The user can download and delete the file with click at # for download and

* for delete that shown in the figure below.
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Maxdamum File Size : 300MB
Supporied File Type : PDF Only

Click for
L Upload file Upload File

3.1 Information on Independence and Partiality
Procedure by which the Organisation Ensures the Impartiatity/Independence of its &Upload (P - Suipported File Type : pdf
Employee and Subcontractor

Uploaded Files:

» 26.3KB.pdf >t %
Click for Click for
Download Delete

3.2 Information on Liability

- Copy of Insurance Policy -> User must click at button untuk

upload file PDF only and not more than 300MB for file size. User also can

preview the file which is user click the link file name and the file will appear.

7
Beside that, user can download and print by clicking symbol . The user

can download and delete the file with click at < for download and * for

delete that shown in the figure below.

- Copy of Insurance Certificate -> User must click at button untuk

upload file PDF only and not more than 300MB for file size. User also can

preview the file which is user click the link file name and the file will appear.
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Yt
Beside that, user can download and print by clicking symbol . The user

can download and delete the file with click at < for download and * for

delete that shown in the figure below.

Click for Click for
Download Delete

1.2 information on Liability
Copy of Insurance Policy @ i QERTTORTN - <. et file Type : paf

Uploaded Files-

F
16,368, pdf :_{; 5

Copy of Insurance Certificate
i 3 M Suppaorted file Type : pdf

Uploaded Files:

16308 pdf > X % e

ki s Pt g g sl

Click for
Upload File

3.3 Information on Confidentiality

- Procedure on maintained the Confidentiality between the Organisation and

the Client -> User must click on button untuk upload file PDF

only and not more than 300MB for file size. User also can preview the file
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which is user click the link file name and the file will appear. Beside that, user
can download and print by clicking symbol . The user can download

and delete the file with click at < for download and * for delete that
shown in the figure below.

Procedure on maintained the Confidentiality between the Organisation and

the Subcontractor -> User must click on button untuk upload file

PDF only and not more than 300MB for file size. User also can preview the file

which is user click the link file name and the file will appear. Beside that, user

A
can download and print by clicking symbol . The user can download

and delete the file with click at < for download and * for delete that

shown in the figure below.
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Maxdmum File Size - 300MB
Supporied File Type : PDF Only

Click for Click for
2 Upload file Download Delete

L3 Information on Confidentiality
Procedure on Malntaining the Confidentiality between the Ofganisation and s ) _ .
' 1 upload file Sugported File Typae : pdf

the Client —_—

Uploaded Files:

L
- 16.3KB.pdi =3
Procedurs on Maintaining the Confdentiality between the Oifanisation W e sadh il f
Supported File Type : pd
the Subcontractor L !
Uploaded Files:
16, IKB.pdi * .;!,".,. x

Click for
Upload File

- Procedure on maintained the Confidentiality between the Organisation and

the Personnel -> User must click on button untuk upload file

PDF only and not more than 300MB for file size. User also can preview the file

which is user click the link file name and the file will appear. Beside that, user

i
can download and print by clicking symbol . The user can download

and delete the file with click at < for download and * for delete that

shown in the figure below.
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Click for Click for
Download Delete
Procedure on Maintaining the Confidentiality between the Organisation and L 1| o
EATEEL LI * Supported Hle Type: pdf
the Personnel
Uploaded Files:-
» 16.3KB.pdf > 3 X
Click for Click for Click for Mext
Previous Upload File Section
Section

If user want to back to section 2.0 REQUIREMENTS ON RESOURCES AND

TECHNICAL AND COMPETENCY, the user should click on button m that

shown in figure above. If the user want to next section, the user should click on

button that shown in figure above.

Section 4.0 Requirements on quality management system.
4.1 Documentation related to Management Operation

Management Quality Manual -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User
also can preview the file which is user click the link file name and the file

will appear. Beside that, user can download and print by clicking symbol
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‘ﬂ
. The user can download and delete the file with click at < for

download and * for delete that shown in the figure below.

- Procedure on Document Control -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User
also can preview the file which is user click the link file name and the file

will appear. Beside that, user can download and print by clicking symbol

/'I
. The user can download and delete the file with click at <= for

download and * for delete that shown in the figure below.

- Procedure on Record Control -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User
also can preview the file which is user click the link file name and the file

will appear. Beside that, user can download and print by clicking symbol

‘ﬂ
. The user can download and delete the file with click at = for

download and * for delete that shown in the figure below.

- Procedure on Management Review -> User must click at button

untuk upload file PDF only and not more than 300MB for file

size. User also can preview the file which is user click the link file name

and the file will appear. Beside that, user can download and print by

/)
clicking symbol . The user can download and delete the file with

clickat < for download and * for delete that shown in the figure

below.
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Click for Click for
Download Delete
Procedure on Record Controd * Supported Wie Type : pdf
Uploaded Fles:
P 262K pdf > L e
Procedure on Management Review _‘.m g ot Ble Tme s ndf
Uplosdad Files:-
26, KB, pdi = -l-’ e
Procedure on Inbesnal Audit > m + Supported Hhe Type: st
Uploaded Files:
P 26.2KD.pf L e
shnien i Py L Bt -
CR—T— Click for

Upload File

Procedure on Internal Audit -> User must click at button untuk

upload file PDF only and not more than 300MB for file size. User also can

preview the file which is user click the link file name and the file will appear.

Y
Beside that, user can download and print by clicking symbol . The user

can download and delete the file with click at < for download and * for

delete that shown in figure above.
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Procedure on Corrective Action -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User also

can preview the file which is user click the link file name and the file will

P
appear. Beside that, user can download and print by clicking symbol .
The user can download and delete the file with click at < for download and

* for delete that shown in the figure below.

Click for Click for
Download Delete
Procedure en Corrective Action T
_’llﬂgﬂﬂ'_’—”u vie : pdf
Uploaded Files:-
26.2KB. pdf ot Mgk

Procedure on Preventive Action

Uploaded Files:-

26.2KB.pdf pt g

Click for
Upload File

Maamum File Size - 300MB
Supporied File Type : PDF Only

2. Upload file

- Procedure on Preventive Action -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User also

can preview the file which is user click the link file name and the file will
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appear. Beside that, user can download and print by clicking symbol
The user can download and delete the file with click at < for download and

* for delete that shown in figure above.

4.2 Documentation related to Conformity Assessment

Procedure on Sales and Marketing -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User also

can preview the file which is user click the link file name and the file will

A
appear. Beside that, user can download and print by clicking symbol .
The user can download and delete the file with click at # for download and

* for delete that shown in the figure below.

Procedure on Certification Process -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User also

can preview the file which is user click the link file name and the file will

T
appear. Beside that, user can download and print by clicking symbol .
The user can download and delete the file with click at # for download and

* for delete that shown in the figure below.
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Clhick for Clhick for
Download Delete

4.2 lonsmentation related to Condormity Assessment

Procedure cn Saled ancd Markeling

& 26.3KB.pdi

,f.

Procedure cn Lemtification Frooess M E T

B, padl

:
t

Click for
Upload File

Maomum File Size - 300MB
Supporied File Type : PDF Only

- Procedure on Transfer of Certificate -> User must click at button

untuk upload file PDF only and not more than 300MB for file size. User also

can preview the file which is user click the link file name and the file will

T
appear. Beside that, user can download and print by clicking symbol .
The user can download and delete the file with click at # for download and

* for delete that shown in the figure below.

- Procedure on Appeal, Complaint & Dispute -> User must click at button
untuk upload file PDF only and not more than 300MB for file size.

User also can preview the file which is user click the link file name and the file

will appear. Beside that, user can download and print by clicking symbol
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7
. The user can download and delete the file with click at = for

download and * for delete that shown in the figure below.

- Procedure on Suspension, Withdrawal & Refusal of Issued Certificate -> User

must click at button untuk upload file PDF only and not more

than 300MB for file size. User also can preview the file which is user click the

link file name and the file will appear. Beside that, user can download and

A
print by clicking symbol . The user can download and delete the file

with click at # for download and * for delete that shown in the figure

below.

Click for Click for
Download Delete

Procedure on Transfer of Certificate e PO - <ok File Type s patf

Uploaded Files:

26.3KB.pdf

L
I
x
1

Procedure on Appeal, Cofnplaint & Dispute

E ATRTREETEP - Suppocfed File Type : pdf

Uploaded Files:

26.3KB.pdf

I+

3

Procedure on Suspensiof, Withdrmwal & Refusal of Issued Cerdificate

Uploaded Files:

» 25.3KB.pdf X M g

Maamum File Size - 300MB
Supporied Fie Type - PDF Only

X Upload file
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Procedure of Conformity Assessment on Technical Management -> User must

click at button untuk upload file PDF only and not more than

300MB for file size. User also can preview the file which is user click the link file

name and the file will appear. Beside that, user can download and print by

7
clicking symbol .The user can download and delete the file with click at

% for download and * for delete that shown in the figure below.

Procedure of Conformity Assessment on ISO 13485 -> User must click at

button untuk upload file PDF only and not more than 300MB for

file size. User also can preview the file which is user click the link file name and

the file will appear. Beside that, user can download and print by clicking

A
symbol . The user can download and delete the file with click at < for

download and * for delete that shown in the figure below.

Procedure of Conformity Assessment on GDPMD -> User must click at button

untuk upload file PDF only and not more than 300MB for file size.

User also can preview the file which is user click the link file name and the file

will appear. Beside that, user can download and print by clicking symbol

7
. The user can download and delete the file with click at = for

download and * for delete that shown in the figure below.
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Click for Click for Click for
Upload File Download Delete
Procedure of Conformity Assessment on Technical Documentation e £ Updoad file - rted Fil fType : pf
Uploaded Filess
26 IKB. pedf it X g
Procedure of Conformih@Assessment on 150 13485 m_: l:n-'.—-.'- Filype : pef
Uploaded Files:-
P 26.3KE.pdf et X
Procedure of Conformib@issessment on GOPMD m e B
—_— Supdorted Fildiype: pdf
Uplaaded Files:-
= 26.3KE pdi > ‘*e 9

Maximum File Sice : 300MB
Supported File Type : PDF Only

X Upload file

- Procedure of Conformity Assessment by Way of Verification -> User must click

at button untuk upload file PDF only and not more than 300MB

for file size. User also can preview the file which is user click the link file name

and the file will appear. Beside that, user can download and print by clicking

%
symbol . The user can download and delete the file with click at < for

download and * for delete that shown in the figure below.
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Click for Click for Click for
Upload File Download Delete

Procedure of Conformity Assessment by Way of Verification

S Luploadiile ERIVLCLRIERITEH Gl

Uploaded Files:

Lr

- 26.2KB. pdi -t %
Cliclf for ' Click for Next
Previous Section
Section

Maximum File Size : 300MB
Supporied File Type : PDF Only

L. Upload file

If user want to back to section 3.0 REQUIREMENTS ON INDEPENDENCE AND

IMPARTIALITY, the user should click at button m that shown in figure
above. If the user want to next section, the user should click at button

that shown in figure above.
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Section 5.0 Attestation

5.1 Attestation by Person Responsible
The user must click on radio button that shown in the figure below to accept

rules and regulations.

5.1 Attestation by Person Responsible
Date: 18-11-2017
Dear Chief Executive,
ATTESTATION FOR CAB APPLICATION
Person Responsible Name :
NURUL NAZIRAH MOHAMAD NASIR
Person Responsible Identity Card Number :
340106025370
hereby attest that the information provided on this application and any attached documents or certificates which had been duly certified true copy are accurate, correct, complete and

current to this date. | understand and acknowledge that it is an offence under Section 76 of the Medical Device Act 2012 (Act 737) to make signs or furnish any declaration, certificate or

other document which is untrue, inaccurate or misleading.
IMPORTAMNT: Please read the Medical Device Act 2012 {Act 737} & Medical Device Regulations 2012 before you proceed

® By clicking this button, | confirm that | have read & accepted all the rules & regulations therein.

Click in
radio button

After user clicks on a radio button, the user should upload file.

- Copy of Attestation for CAB Application -> User must click at button

untuk upload file PDF only and not more than 300MB for file size.
User can download the example form which is user click the link “Download

Attestation Document” and example form will be automatically download

TEMPLATE_ATTE...docx
.User also can preview the file which is user

click the link file name and the file will appear. Besides that, user can
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A
download and print by clicking symbol .The user can download and

delete the file with click at = for download and * for delete that shown in

the figure below.

DCiickiford SitcicTar Click for Click for
ownloa Upload File Download Delete

Please upload file below :-
Copy of Attestation for CAB Application s T LBl - Supported File Tye: pdf
Download Attestation Document <

Uploaded Files:-

26.3KB.pdf > M

Q PREVIEW & SUBMIT

Click for Maximum File Size : 300MB

Previous Supported File Type : PDF Only Click for

Section preview and
2, Upload file submit

The user can go back to previous section 4.0 REQUIREMENTS ON QUALITY

MANAGEMENT SYSTEM which is click the button m that shown in
figure above. The user should click at button to view details

of form application and click button “submit” that shown in figure below.
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CAB Application
3.2 Information On Liabidlity Complete
1.3 Information On Confidentiality Complete

4.0 REQUIREMENTS ON QUALITY MANAGEMENT SYSTEM

4.1 Documentation Related To Management Operation m
4.2 Documentation Related To Conformity Assessment

5.0 ATTESTATION

S84 Information On Person Responsible [Malaysian]

Click for
submit

After that, the message will be displayed which is

. The application status

will be changes to “Application Fee”
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Application
status
changes
Showing 1-1 of 1 item.
Mo  Submission ID Submitted Date Application Type Application Status Created By Action

= Application History

!I":I wation History

anna

pphicatien erdon

pni

The user can click button to see the application detail. Besides that, user

. lication Hist . .
can click F= Applcation Hexedy to see the history application.

e Application fee

The user should click button to make the payment in Bank draft or
FPX. the figure below show the payment Bank draft process. User should click

radio button at Bank Draft that shown in the figure below.
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CAB Application [Submission 1D : CAB-20171120-194)
APPLICATION PAYMENT DETAILS

Ap p!icati(\n [Submission ID ; CAB-20171120-194)

RM 1500.00

Application Fee

® pOuaqu RAFT
£

<> FPX @:F.::_ What is FPX?

A real-time payment solution from your internet
Simple. Convenient. Secure banking account.

FPX Operating Hours
BANE(ELAM| CIMB Cicés .

8
] v kil el j
- - Click On The Link To Go To - SIMPLE : only in a single click.
m “'Ld.m - x - CONVEMIENT payment anytime, anywhere.

FPX Website
m.‘h* = SECURE: FPX uses authentication and certification to
o ensure safe transaction.

24 Hour [ 7 Benefits of FPX

- Real-time transaction.

Please Select Bank ¥

Click radio
button

The page for payment will be displayed.
The user should click on button “Add Bankdraft” to display the form of bank draft

which is Bankdraft no., amount and upload file.
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CAD Application [Submission ID 1 CAR-201 71120-194)

Application (Subimissicn D : CAB-200T1130-194)

RM 150000
Applicalion Fee

Fre B pANKDRAFT

1. Baynran boleh dibust dengan mengguns ksn Bank Derof stas nams “KUMPULAK WANG PIFAK BERFILLSA PERANTI PE BATAN™. Sils
cetak dan baws bnvols inl bersamas Bank Deraf ke alamat sepertl yang terters dil stes; stau
4 e tfarough Bank Draft fo “HUMPLLA PIAK TERKUALA PERAN ERUVEBATANT. Please print and Bring bhis

eddness showrr abowve; or

3. Bayaran atas balian boleh d melalui lasman pesawang s fan mengikuat araban yang diberikan

1 arad fallow the i

Ondine payraent shall be mode through weos, ctionas ghaen,

3. Bayaran hendakish dibuat daslam tempoh 30 har darl tarikh brvels bnk

Papment must be mode within 30 days of the dote shown on EiWs invoice,

Hanldeall Humber Hanboloafl Armascard Eankdraf FileMame

Bank Draf No. *

Armount

Click for Click for add

m " Upload file Bank draft

After bank draft fill all form, the user should click on“Add"” to proceed. The details

of Bank draft will be displayed that shown in the figure below.

H Bankdraft Mumber Bankdraft Armoasmt Bankdraft FileNamse

¥

Click for Click for
preview and delete
download file

The user can click the file name to view the file and download the file. If user want

Delete
to delete bankdraft, user should click button to delete bank draft.
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Lastly, user click button m to save bankdraft.

3.0 APPLICATION COMPLETE

Suhmission Submitted AR lication
Mo ik Dakn -'.1||| ation Type Satus rmlte] By Acflban

- .;"if-.--'.vl E Bt ?!lq'-n'_l‘::- Hislary

T

v PR
‘weiel 1 LM
it (N R

ia

e Clickonthe button to view the application details.

B F.advice & Receipt

e Clickonthe button to view the receipt.

e Click on the EMdlEEIIEEE] button to view the application history.
e Clickonthe button to re register the application process.

e Clickonthe button to Amendment the application.
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3.1 RE-REGISTER

13 Re-registe

User click & putton to re-register CAB application.

Qe e | @ e |
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complete all fields with (*). User click

User Manual Front End User - Module Utama CAB
Medical Device Centralised Online Application System (MeDC@St 2.0)
Next =

CAB Registration Form (SUBMISSION ID CAB-20171231-257)
on

Next, user will go to 1.0 REQUIREMENT OF ORGANIZATION page. User have to

to go to the next step.

Application Details

REMEN

WO FA

FATHIN
QUABEMENTS O
CHHECAL L

0 PREEW L SUBM
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. User have to

complete all fields with (*).

= CAB Registration Form (SUBMISSION D CAB-201T1221-237)

M "
3.1 Infermstion on the Scopeii) o be Appled ‘ Applcabon Detais

o 150 L85 + POST-RARKET SURVEILLANCE SYSTEM

| GOOD DISTRIBUTION PRACTICE FOR MEDICAL DEVICES (GOPMD] + POST-ASARKET SUR ARCE SYSTEM
HEDICAL DEVICE TECHMICAL AREAS

£ Upload file
Click to upload. The file must be pdf format and size not more than

300 MB. User click to go to the next step. User click togoto

the previous form.
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The diagram below show 3.0 REQUIREMENT ON INDEPENDENCE AND

IMPARTIALITY form. User have to complete this fields.

= CAB Registration Form (SUBMISSION 1D CAB-20171221-237)

1.1 Isformation on Independence amsd Parliality ‘. Application Details
o putar LBy s inpiens it o s v prevystat vl Salbeesnbrmicts ¥

plos i Filea:
Uptonded Fine: s iy REQUAREMENTS (M INDEFENDENCE

AR 1M PART IALITY

6. 38B pdf & W

1.7 Imdnrmation on Liakiliky

Q, PREOMEW L SUBMIT

Uplosded Files;

26,380 pdf i x

Mawmeemn Fie Soe 00ME
Cappewied Fike Type PDF Owly

&, Upload file
Click to upload. The file must be pdf format and size not more than

300 MB. User click to go to the next step. User click togoto

the previous form.
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form. User have to complete in this fields.

CAB Registration Form (SUBMISSION ID CAB-20171221-237)

4.1 Decumentafion melabed bo Mamagement Operalion
Hana,

rrvenit Qualily Manual

—

Uplcad:

26, 1HB, padf

0 AR, il

Maswraamn | de e

SalC iRl
“sumgmpem el File Type U Oy

The diagram below show 4.0 REQUIREMENT ON QUALITY MANAGEMENT SYSTEM

User Manual Front End User - Module Utama CAB

Medical Device Centralised Online Application System (MeDC@St 2.0)

ﬁn Application Details
1.0 REQ 54

O PREVEW & SUBMIT

300 MB. User click
the previous

N

ext

L Upload file
Click to upload. The file must be pdf format and size not more than
>

to go to the next step. User click m togoto
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The diagram below show 5.0 ATTESTATION form. User have to complete these fields.

ATTESTATION FOR CAR APPLICATIOMN

Persom Respansible kenbity Card Numbes ;

harelry altesk thal the informalion provided o this application and any attached documewils or covtificates which kad bewen duly cevtified trus y are @Ecura
ur ake lersbamd and achnowledge thal i an offence under Sectic of the Medical Device Act 3013 [Act

he e [1 ate

2 E King this bt v that | hiaw il o 1 E led & il
P = upload fil -

omy of Atbeskation for CAB Application I!!E::I

L silwdl |
TEST. il A

Click to upload. The file must be pdf format and size not more than

300 MB. User click to go to the next step. User click

to submit application.
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The diagram below show EXTRA INFORMATION form. This page will display

Q, PREVIEW & SUBMIT

information file uploaded by user. User click to submit

application.

EQUIREMENTS ON ORGARLIATION

Dctras Indorenation find File Uiphoad ‘} Application Details
LOR

: H Q PREVIEW L SUBMIT
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CAB Application
3.2 Information On Liabidlity Complete
1.3 Information On Confidentiality Complete

4.0 REQUIREMENTS ON QUALITY MANAGEMENT SYSTEM

4.1 Documentation Related To Management Operation m
4.2 Documentation Related To Conformity Assessment

5.0 ATTESTATION

S84 Information On Person Responsible [Malaysian]

Click for
submit

After that, the message will be displayed which is

The application status

will be changed to “Application Fee”
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3.2 AMENDMENT

CAB

Showing 1-1 of 1item.

Submission Submitted Application
Mo D Date Application Type Status
CAB -
CAB-20171213-
1 = 14-12-2017 AMMENDMENT COMPLETE
APPLICATION

Created By

AMIRUL AMIN

Action

Q View | *Amrmendment | 13 Re-register

B PAdvice & Receipt | = Application History

Click on the button to amendment the application.

User will go to 1.0 REQUIREMENT ON ORGANIZATION page. In this form user make

changes at:

CAB Registration Form [SUBMISSION ID CAB-20171213-235)

1.1 Information on Organization

1. Organization Name : @

AMIRUL AMIM

2. Organization Details

Address Of Organization : @

MO 5 JALAN MAKTAB TANJONG MALIM PERAK

State: @

PERAK
City: @
TANJONG MALIM
1.1 Information on Organization
1.2 Information On Person Responsible (Malaysian)
1.3 Information On Contact Person (Malaysian)

1.4 Information on Larger Organization Structure
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Next, user will go to 20 REQUIREMENT ON RESOURCE AND TECHNICAL
COMPETENCY page. In this form user make changes at :

CAB Registration Form {SUBMISSION ID CAB-20171213-235)

2.1 Information on the Scope(s] to be aApplied a

¥ 150 13485 + POST-MARKET SURVEILLAMCE SYSTERM
GOOD DISTRIBUTION PRACTICE FOR MEDICAL DEVICES {GDPMD] + POST-MARKET SURVEILLANCE SYSTERM

~ MEDICAL DEVICE TECHMICAL AREAS

To APPLY and/or ADD personnel registiation, please click GISTRATION OF PERSOGNN

Showing 1-1 of 1 item.

Submission Application Personnel
Mo 1D Application Type Mame Status Created By Personnel Mame Mric
CAB-20171213- CAB - AMMEMNDMEMNT PERSOMMEL v AMIRUL SYAKIRIMN BIM
Filled B70706344123
235-1 APPLICATION AR AHMAD
List Of Personnel Application 11 Click button on the to make

Showng 1-2 of 2 items.

Submission Application Status Personnel
Mo D Application Type Mame Mame Created By Personnel Mame  Mric
CAB20171213- CAB - AMMENDMENT PERSOMMNEL ARIRUL SVAKIRIMN BIN
REJECT &870706344123
235-1 APPLICATION AN AHMAD

2.1 Information on the Scope(s) to be Applied
2.2 Information on Technical Competency

2.3 Information on Subcontractor

Next, user will go to 3.0 REQUIREMENT ON INDEPENDENCE AND IMPARTIALITY

page. In this form user make changes at :

CAB Registration Form {SUBMISSICN ID CAB-20171213-235)

2.1 Information an Independence and Partiality E

Procedure by which the Organisation Ensures the Impartiality/independence PR . . tcd File Type : prf
of its Employee and Subcontractar

uploaded Files:-

Nur Syakirinamirruddin-KL_TNW2053_SEC03_051-Letter.pdf 3¢

3.2 Information on Liability
Lo gl Poli
obi ol MINFANe Pall o e ECRUTS PR P ~ <. pported File Type : pdf

uploaded Files:-

Nur syakirinamirruddin-KL_TNW2053_SEC03_051-Letter.pdf 3¢
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3.1 Information on Independence and Partiality

3.2 Information on Liability

3.3 Information on Confidentiality

Next, user will go to 4.0 REQUIREMENT ON QUALITY MANAGEMENT SYSTEM page.
In this form user make changes at:

CAB Registration Form {(SUBMISSION ID CAB-20171213-235)

4.1 Documentation related to Management Operation a
li 1
Ul £ ANEIEL EICIN * Supported File Type : pdf

Uploaded Files:-

Mur SyakirinAmirruddin-KL_TNW2052_SECD3_D51-Letterpdf

E3

Pracedure on Document Contral .
EAVLIRER BN SUpported File Type : pdf

Uploaded Files:-

Nur SyakirinAmirruddin-KL_TNW2052_SEC03_051-Letter.pdf

£

4.1 Documentation related to Management Operation

4.2 Documentation related to Conformity Assessment
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Next, user will go to 5.0 ATTESTATION page. In this form user make changes at :

Person Responsible Identity Card Mumber :

870706385187

hereby attest that the information provided an this application and any sttached documents or certificates which had been duly certified true copy are accurate,
correct, complete and current to this date. 1 understand and acknowledge that it is an offence under Section 76 of the Medical Device Act 2012 fAct F37] to make signs
or furnish any declaration, certificate or other document which is untrue, inaccurate or misleading.

IMPORTAMNT: Flease read the Medical Device Act 2012 (Aot T3T) & Medical Device Regulations 2012 before vou proceed

- By clicking this button, 1 confinm that | have read & accepted all the rules & regulations therein.

Please upload file below :-
Copy of Attestation for CAB Application
i P EANSILELRICH ~ Supported File Type : pdf
Download Attestation Document

uploaded Files:-

Nur SyakirinAmirruddin-KL_TNW?2053 SEC03 051-Lettenpdf 3¢

suBMIT

5.1 Attestation by Person Responsible

After user finish change the content in the application click on the

Q. PREVIEW & SUBMIT

button to submit the application.

CADR Application

.| submitthe )
Application

1.0 REQUIREMEMNTS ON ORCANLZATION

Status
1.1 darmation an Chganization m

1.2 mfarmatian Om Person Reap

1.3 ndormation Om Comtact Person | Malaysiam Conmplebe
1.4 information an Larger Organimstion Structure
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Submission only can do if all form status is - . If not, user need to complete

B Submit
the form. Click - to submit application or at the bottom of the application

that is also ‘Submit’ button.

Amendment will go through backend user :
l.  Evaluation
[I.  Cabac Meeting
A. Audit Unit (Optional)
B. Interview(Optional)
C. Audit and Interview(Optional)
lll.  Print Certificate
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