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1.0 INTRODUCTION

MeDC@st v.20 (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 keyed in.

m MEDICAL DEVICE CENTRALISED
V2.0 ONLINE APPLICATION SYSTEM

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

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

Click on the S9"YP 4t the bottom of login form to display the following screen. Fill

the following empty form and choose drop down list such as Business Registration

No, Name, Username, Email,Password, Reconfirm Password and choose the radio

button that has been highlighted to create new MDR-BCD account. After complete

fill registration form user must verified email.

7 - WM ] PRASSWAOI

password is requ ed when voul 0gin 1o the sysiem

Business Registration Mo

JSEmame

Fassword

firm Passwond

MeDC@St Account Creation Form

1 10 Qain AcC&ss 1o e |

N5l

system. The S Mame and

Reason Create Account In Medcast

Eslabl -"|I'-||!,:-:|_".|'_j & Med al Device

CAB Application
GLPCP Applic atior

Notfication Appilication
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1.1.1  VERIFIED EMAIL FOR NEW ACCOUNT

The user must verified email to completed the last step of the registration. Click on

the link given to verified email in the system medcast V2.0.

i |
L]

MeDC@ St Account Activation  nbo: «

medcastiest.unijayafgmail.com - -

Disar Sinhdadam

Thiank woul fior registenng with MeDC@ESt, To complete the registration process, please click the follwing rperink o achvate your
account. The folowing ars your account informati on

Business Registrabon Number - ¥T5107
Mame of Establishment | SYAK AMIRLUIL
Email . syaldrinkirin 1 2245 Dgmeail com
Logn D ¥TE107

Fassword | gwel 12345

If the abowe information are cormect, please chck here (bnk to MeDC@5t Login Fage) to activate your account

oy thae Folkoiang) i @ncd pasie | sour wab Drovwesar (Fyou hewe problam with the Scovaton |ink s
hifips mda gow msmedcastybackendiwetindex phpfadminfuseraccourt-aobvaton Haey=2ef Tdo93 1 26 5eb S 9300030251

CobEgaas
ThiEnk ol

e @S Admirestrator
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The account activation screen will display. The user must click on the link to login

into the account.

. MEDICAL DEVICE CENTRALISED
V2.0 ONLINE APPLICATION SYSTEM

Account Activation Successful

USER
SYAK AMIRUL

Your Account Have Successhully Actreated, Please Login To The Systerm At :

The login screen will display.

m& MEDICAL DEVICE CENTRALISED
V2.0 ONLINE APPLICATION SYSTEM

Username Pengumuman

Test announcement sz (207-10-21) MNewl

Enter username
It Inved approsamate. Kead

Sign Up | Reset Password | FAQ | Helpdesk
agin
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The user login successfully in the system medcast. It shows the dashboard of the

account.
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2.0 NEW REGISTRATION

User click at [ESTABLISHMENT LICENSE] then click at [New Application Form] to go

New Establishment Licensing Application page.

ESTABELISHMENT LICENSE

New Application Form You Are Logged In As Main Acco
Application List (0)

History (0 ) ig) ESTABLISHMENT LICENSING
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User tick at MANUFACTURER or AUTHORISED REPRESENTATIVE or DISTRIBUTOR or

IMPORTER checkbox and then click m to go to the next step. If user tick
‘MANUFACTURER’ checkbox, then user cannot tick others application. If user tick
‘AUTHORISED REPRESENTATIVE' checkbox, then user can tick others application
except ‘MANUFACTURER'.

B Medical Device Registration Application

ROLE OF ESTABLISHMENT TO THE MEDICAL DEVICE

* MANUFACTURER
‘ AUTHORISED REPRESENTATIVE
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2.1 ESTABLISHMENT DETAILS FORM

The diagram below show Establishment Licensing Form - 1.0 ESTABLISHMENT
DETAILS.

= Esmblishment Licensing Registration Form | SUBMISSRD

Al Erkoky s k] molh e ety W Applicateon Details

1.6 E-stindy wenill Cacfai

== = "= == ==
e T et

b e e | CT—

et s [T e

- ] i e | =

Hide the sidebar for full display
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1.  Type of Establishment*
List of Type Of Establishment

L ™ Application Dietsils

I T T ——— = ALITH ATHE KTTESTATION FOR ESTABLISHMENT

0, PEEVESN & SUEMIT

NUTHOERSED REPSRE SENTATIE 1§ Kame O Maniifartie

Uplended Fllen

Haaiitartures AMIPLE

Download Template For Letter Of Authorization

User click

to download template for letter of
authorisation.

User fills ‘Name of Manufacturer’ textbox. Next, user click to upload file.
The file must be pdf format and size not more than 300 MB. Text that wrote in
‘Name of Manufacturer’ text box will display in ‘Upload Files -’ section. This step just

for Authorised Representative application only.
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This step just for Distributor application only.

L Boplication Details

HSTRELUTOR @ Mwrmr OF Autbcrised Representative :

User click

to download template for distributor.

User fills ‘Name of Authorised Representative’ text box. Next, user click
to upload file. The file must be pdf format and size not more than 300 MB. Text
that wrote in ‘Name of Authorised Representative text box will display in ‘Upload

Files :-' section.This step just for Distributor application only.
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% This step just for Importer application only.

‘ Application Details

F i |=
" AUTHORISLD REPRLCSENTATIVE ; [28
T e=
- - ' ]
= - . e et - i
» wr
- —
¥
Wi l — —1
o -
- [
S R
| e
& "
[==e] e
B V! = -
-y L
e -

. ""\ winlaa A T. 1 =t = - Ny .
User click * Peownlead Template Forlmperter 6 gownload template for importer.

User fills ‘Name of Authorised Representative’ text box. Next, user click

to upload file. The file must be pdf format and size not more than 300 MB. Text

that wrote in ‘Name of Authorised Representative text box will display in ‘Upload
Files :-' section.
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2. Bumiputera Status*

User choose to tick — B2 or — MO 4t Bumiputera Status radio button.

If user tick at ‘YES', user click to upload Copy Of Bumiputra certificate
fromm MOF file. The file must be pdf format and size not more than 300 MB.

Establishment Licensing Registration Form | SUBMISSION 1001 EL-20171103-108)

L Application Detalis

Al fields marked with © are mandaiory

F

30 ODNTALT PERSON DETALS

1.0 Extnblishrment Detw

4.0 QUALITY MAMAGEMENT DETAILS

5.0 ATTESTATION FOR ESTABLISHMENT

Q PREVIEW & SUBMIT

Maximum File Sire  JNLE

Supporied Fike Type PDF Only

Copey O Burmigastras certificabe from MOE 8 . A———. — ':lil:k ﬁ:lr

/ downloadfile

¥ s " Ugshoaded Files i
BT e |1 Click for
. o - TEST.pdlf o remave file
— Mame of pdf file will show here.
el e — Click here to view file

If user tick ‘NO' radio button, user can go to the next step.
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3. Business Registration No*

System automatically fill this text box. User cannot edit that data in text box.

System automatic fill the text box with data from registration process.

4. Establishment Name*

System automatically fill this text box. User cannot edit that data in text box.

System automatically fill the text box with data from registration process.

E 5 5 7]
‘. Application Details
i I Hame @ m
PERSON R E: E
f (7]
: AF
Lgzrrgren Fie Sore  HHIMIE 3 THaT T T
Supporied File Type - POF Only . -
j i
iews G oL Ugilosd fils
r .
- L] Isphambed Fils
T wi el
—— —
LR — e —
ety I =
1 Hal
——
4 g e — .
| -
iy A Py
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5. Type of Company*
That dropdown text box, if user select ‘OTHER (LAIN-LAIN) at Type Of

Company text box, automatically text box ‘Other (Please Specify)’ will appear.

L Application Details

A0 ESTABLISHMENT DETAIL

Liphossded Files
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User has to complete this field (6 to 12) and then click to

go to next form.

;. Address * @ e L Application Details
LOESTARLISHMEN & TAl
1.0 PERS0N RESPONSIBLE DETAILS
T Stat=" @ Ok @ 8. Postcode* @
3.0 CONTACT FERSON DETAILS
R . '
4.0 QUALITY MANAJEMENT DETAILS
10, Telephone Mo ™ B1. Fax"* S.OATTESTATION PR ESTABLISHMENT

I ] I 0 PREVIIW & SUBMIT
603 ¥ 603 ¥

12, Campany Website @
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2.2 PERSON RESPONSIBLE DETAILS

Nationality*

User choose to tick Malaysian , '/ Non Malaysian

If user tick at ‘Non Malaysia’ radio button, user has to fill Working Permit

X Upload file
textbox and click to upload Copy Of Working Permit file. The file

must be pdf format and size not more than 300 MB.

= Establishment Licensing Registration Form | SUBMISSION 1D : EL-20171031-100)

Al Fhels rmaried wilth * mre mandatony L Application Details

Herver ot B on Beld inpust for hels
2.0 Persan Hesponsible Dietaits 5.5 COMTACT PERSON DETAILS
. @ &0 QUALITY MAMAGEMENT DETARLS
Malp ar - h Malaysis COATTESTATION FOR ESTABLISHMENT

QL PREVIEW & SLIBsaIT

v [ Warking Permit 1§
Y S N—— ' AT - <.t File Type |

F g
# B - TR ¢ Puden
-+ LA ]
n nl . Updaadeg Files
] Bams et R s L
= i ey B =
T p— — 4 e Files
1 e — —
. l . e _
e . [ '
Ty et s
= . St e i
e
# i
—_—
o = -
S | [TT
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If user tick ‘Malaysian’ check box, user has to fill NRIC/Passport No* text box and
Upload Copy Of Person Responsible Identity Card (IC) file. The file must be pdf

format and size not more than 300 MB.

bl Cortael L 8 Application Details
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User has to complete this field. For ‘Date of Birth’, user select date in calendar

textbox or user can write the date using YYYY-MM-DD format.

@  Movember 2017 @

Su Mo Ta We Th Fr Sa

11
. 18
'l
L
@ 1.0 ESTABLISHRSENT DETAN
L7
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If user select ‘OTHER' at Designed From Top Management dropdown text box,

automatically text box ‘If Other, please specify’ will appear.

.l ‘ Application Details
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Next =9
User has to complete this field. User click - to go to the next step or click

to go to the previous form.

SELECT STATE

Application Details

A0 QUALITY MAKNAGEMENT DETAILS

Telephore Mo - 8,0 ATTESTATION FOR ESTABLISHMENT

€ PREVIEW L SLIBMIT
— L
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2.3 CONTACT PERSON DETAILS

Extablishment Licensing Registration Form | SUBSISSION (D@ EL-30171081-100)

L

Bpplication Details

Bl feddy marked with * are maed oy

2.0 PERS.OM RESPOMSIBLE DETALS
Hirwer ot i om i inpurt for help

1.0 Contnct Person Detsiby 4.0 QUALITY MANACEMENT DETAILS

5.0 ATTESTATION FOR ESTABLISHMENT
SAME BCPERSON RESPOMEIELE FOR ESTABLISHMERT = @

"o - m

SAME AS PERSON RESPONSIBLE FOR ESTABLISHMENT*

User choose to click ~ "5 o — MO

Next <
If user tick at 'YES' radio button, user click - to go to the next form

or click m to go to the previous form.

=  [Establishment Licensing Registration Form [ SUBMISSION 1D : EL-20171103-108)

Apglication Details

I fiedads ke with * sie masdatony

2.4FERS0K RESPOMSIELE DETAILS
s _

1.0 Contact Persan Detalis A5 QUALITY MAMAGEMENT DETAILS

SAME &5 PERSON RESPONSIELE FOR ESTAELISHMENT * @
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If user tick ‘NO’, then the user will be asked additional questions. User fill

information about Nationality* of contact person.

Non Malaysian

User choose to tick Malaysian

If user tick ‘NON MALAYSIAN' radio button. User has fills Working Permit* text

box and click to upload Copy Of Working Permit file. The file

must be pdf format and size not more than 300 MB.

L Application Details

]
O PHEVIEW & SLIBMIT
I ¥ I 7]
r
et s e
a -
Tr— T —
I Camana iplasd —
.
kg I =
Ty —— .
I s s b
e el
Iy ——
L = -
s s -
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NRIC/Passport No*
User enter NRIC/Passport No to the text box.
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User has to complete this field. For ‘Date of Birth' user select date in calendar textbox

or user can write the date using YYYY-MM-DD format. User click to
upload Designation : Letter of Authorization From Person Responsible file. The file

must be pdf format and size not more than 300 MB.

Hame" @
L Application Details
L0 ESTABLISHMENT DETAIL
"0
F RESF B 5
abe O Birth® @
VENT
ko D
O PREVIEW & SLBMIT
9  Hovember 2017 @
[ Her of A& allion F F R wsible @
[ Su Mo Tu We Th Fr Sa
1 4
o
= — & 9 10 11
L a ilplosded Files |
- — 12 A|-14 15 1% 1 1
:_ l = 19 22 23 M4 25
L | = S— ) 26 27 B 29 30 -
= s [ Se—m———
3 _-.-
e i

26/62



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

Next =9
User need to complete this field. User click - to go to the next step or click

to go to the previous form.

‘ Application Detalls

Telephone o *

0 PREVIEW L SUBMIT
L L]

Email * @
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2.4 QUANTITY MANAGEMENT DETAILS

Establishment Licensing Registration Form | SUBMISSION 1D : EL-201T10

L Applicrtion Details

surver ol ) o Fold et B Pz 1.0 ESTNSL FSHMENT DETAL
SEESOM FETSOMEELE DETALS

ality Mamageert Dt I —
Q FREVEW L S EANT

sz 0 L Uphead e [

F e
p=n = LI ]
1L o el Bl ] il = -
1 trepbe "B
B e ek
Ly I =
]
T g
B iy || e ek
..... —
iy —— ™
— — -
= . . ™ -
Py rew | A by
-

ISO 13485 Certificate*

X Upload file
User click to upload ISO 13485 Certificate file. The file must be pdf

format and size not more than 300 MB.

ISO 13485 Audit Report*

L Upload file
User click to upload ISO 13485 Audit Report file. The file must be

pdf format and size not more than 300 MB.
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This step just for Authorised Representative, Distributor and Importer

application only.

gl
[ DSTRABLITRO N PRAL ¥ MEDICAL DEVICES (GOPME L Application Details
t t e F
" . & Uphsad fie
. ATTESTATIOK FOB ESTAEL SHMENT
Q PV & SLaTT
' " oo & Upload e
L
®
¥ e
» — ——
— .- I =
-
+

GDPMD/ISO 13485 Certificate*

User click to upload GDPMD/ISO 13485 Certificate file. The file

must be pdf format and size not more than 300 MB.

GDPMD/ISO 13485 Audit Report*

User click to upload GDPMD/ISO 13485 Audit Report file. The file

must be pdf format and size not more than 300 MB.
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Next =9
User has to complete this field. User click - to go to the next step or click

to go to the previous form.

L0 ESTABLISHHMENT DETAIL

Kames O Begistered CAR Buditor ™ 8 2.0 PERSON RESPONSIBLE DETAILS

' 3.0 CONTACT PERSON DETARS

8.0 ATTESTATION FOR ESTABLISHMENT
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2.5 ATTESTATION FOR ESTABLISHMENT

EHrwintior 2o E dabibs® e
’ R
-
= el
I.- ' s which hasd heea dety ceriied trse opgy sre soousme, ooamect sad
] fic 1 & ol thee Medical A 1 [] i il
e whaa b T
¢ m | e

User cannot edit text in ‘Person Responsible Name' and ‘Person Responsibility

Identity Card Number'. That text box automatically fill by the system. User tick all

checkbox.

# The infarmation provided on this spplication and in any attached documents, certificates which had been duly certified brue copy are sccurate
cormect and complete and curment o this date

B | understand and acknowledpe that if is an offence under Section 76 of Ehe Medical Device Act M12 (Ack 737 to make apis oo Pusrmish amy
declaration, certificate or other document which is untree, inaccurate or misleading

User click to go to the previous form. Click to preview

before submitting application.
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Lstablizhment Licensing Application

STATUS
1.0 Estabzhment Detail [EPT T To L)
&0 Person e LA P ELY Click T Views More Coamplhete
3.0 Contact Perss M Cllek To View Mare |
.0 Quality Management Details [ ILL ta o]
5.0 Mtestation For Extsbiishment [T L Lo

Click to see more details about form

Click to submit application

Complete

Submission only can do if all form status is . If not, user need to complete

the form. Click to submit application.
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3.0 RENEWAL APPLICATION

User go to Application List page to renew application.

N HOME

M ESTABLISHMENT LICENSE

You Are Logged In
* New Application Form
* Application List [ 2

ESTABLISHMENT L

The diagram below show Application List page. Click to renewal

application.

= [Establishment Licensing - All Application

| © ammerdmest winor | 4 amanendimest Mapor | M8 Sumendes |
owwcsrarcn S | S - [n e e
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Next, user will go to 1.0 ESTABLISHMENT DETAILS page. User have to complete all

Mext =
fields with (*). User click - to go to the next step.

| Estabdighiment Licensing Registration Foarm | SUBEMISSION 1P : EL-200 T1204-213)

Al imbody mared with " are mpndstory “ Application Details

Heepzr sl o0 Rield ingod Tor bl

1.0 Establchamend Detadl 5.0 DOMTACT PERSC® DETANLS
1. Type O Extablahment : «  MLAMUFACTURER L0 QUALITY ManacENENT DETAE
0ATTI TR0 FOR ESTABLISHMENT
2, Bumipuira Slalus © m
& ves 'O me

Upinsded Files ;

TEST.pat i ®

Hu
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. User have to

complete all fields with (*).

T Establishment Licersing Registr

Al Fieleds mrkesd with © sre mpnd shory

2.0 Perses Responsible Delnils

Hordinnality
® lmlsyamn Mon Mslsyaisn
WRIC Passport Ks ~
fy [ Peruon Respoasible's Mentity Card {)

M 1D EL-201 T1204-213)

W Application Details

5.8 ATTESTATION FOR ESTABLISHMENT

0 PREVIEW & SUBMIT

Uphaaded Flles

E5E pdf & w

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

previous form.
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The diagram below shows 3.0 CONTACT PERSON DETAILS form. User have to fill all

fields with (*).

= Establishment Licensing Registration Form [ SUBMISSION 10 @ EL-20071 30

Ml Fieddds macked vrih * are masdotory L % Application Details

L1} ESTABLISHMENT DETAIL
FHrreer o @ o b mpud for heip

20 PLRSON RESPOMSELE DETAILS

3.0 Comsct Peron Debails

SAME &% PERSON RESFORSEBLE FOR ESTABLISHMENT ©

ves = mo 5.0 ATTESTATINN FOR ESTARLISHMENT

Cl, PREVIEW & SUBMIT

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

previous form.
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and I1SO 13485 Audit Report (for manufacture application).

E  Establiihment Licénding Registration Farm | SUBMISSION 1D : EL-30171091-100

#al Bedchs mraarkesd with * are mandatony

Hiorwer wk il on Seld input for Beip

41 Guality Managemend Delsds

oL gkt S

dusd
i
) o m
LA W
i primasi -

User Manual Front End User - Establishment License
Medical Device Centralised Online Application System (MeDC@St 2.0)
The diagram below shows 4.0 QUALITY MANAGEMENT DETAILS form. User have to

complete all fields with (*). In this form, the user has to upload ISO 13485 Certificatej

- T8
= "
s e — M i — s
Y —— —
B Come et l —
by -
ko .
L i
i frsie il
S—
e Pt T — -+
= . om - -
— e
| -

. 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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GDPMD/ISO 13485 Certificate and GDPMD/ISO 13485 Audit Report (for Authorised

Representative, Distributor and Importer application).

.1 Qualily Mansgemernd Drelail

31 ST R W PRACTE i MEDICAL DEVICES (GDPMI

W Agplicaticn Details

FER PONSIE
) COMTALT PERSOM DETAILS
5.0 ATTESTATION FOR ESTABLISHUWENT

Upbsaded Fikes
DPEDES0 | B85 Kid it Bepost
port & Uplsadile |
¥ v
- nan =
- - [ -]
o - L Files
- e e —
. —
L — —
| e I =
=1 i .
W
==

X 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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Next =9
User complete this field and click - to go to the next step or click

to go to the previous form.

. Application Detail

1.0 ESTABLISHMENT DETAIL

e O Bapimbered CAB Auditcr ™ @ 1.0 PERSON RESFOMSIELE DETAILS

i 5.0 DONTACT FERSON DETAILS

A Ragistontion e = & _

5.0 ATTESTATION FOR ESTABLISHBENT
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The diagram below show 5.0 form. User have to fill all fields with (*).

'\ [ SHpmirt e S E debisremt

O, PREVEN & SuBmT

O PREVEN & SUBMIT

User cannot edit text in ‘Person Responsible Name' and ‘Person Responsibility

Identity Card Number'. That text box automatically fill by the system. User tick all

checkbox.

! The mlarmatien prowided on this application and in any attached dooument s which had been duly cerlified frue (ogy are sociarale
cormect and complete and curment ko this dake

| understand and schnowledge that it is an affence under Section 76 of the Medical Device Act 2012 (Act T37] to make signs or Furmish ary
declaration, certificate or ather dociiment which i untiee, inad

User click to go to the previous form. Click to preview

before submitting application.
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Lstablizhment Licensing Application

STATUS
1.0 Estabzhment Detail [EPT T To L)
&0 Person e LA P ELY Click T Views More Coamplhete
3.0 Contact Perss M Cllek To View Mare |
.0 Quality Management Details [ ILL ta o]
5.0 Mtestation For Extsbiishment [T L Lo

Click to see more details about form

Click to submit application

Complete

Submission only can do if all form status is . If not, user need to complete

the form. Click to submit application.
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4.0 AMENDMENT MINOR

User go to Application List page yo renew application.

N HOME

M ESTABLISHMENT LICENSE

You Are Logged In

* New Application Form

¢ Application List

ESTABLISHMENT L

The diagram below show Application List page. Click to make

amendment minor.

= [Establishment Licensing - All Application

Acth

| © ammerdmest winor | 4 amanendimest Mapor | M8 Sumendes |
owwcsrarcn S | S - [
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Next, user will go to 1.0 ESTABLISHMENT DETAILS page. In this form user make
changes at:

. 2.Bumiputra Status
[I. 7.State hiu
lIl.  8.City
IV. 9. Postcode
V. 10.Telephone No
VI. Tl Fax
VIl.  12. Company Website

Establishment Licensing Registration Form | SUBMISSION 1D 1 EL-20171205-35)

Al femicts rrariked wath * e mandeioeg

Application Detadls

Fgeer st i on Beld Ingsst foe heip

1.0 E stmbilchmend Detall

Uplosded Filas
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. In this form user

make changes at :

l. Date of Birth

Al frekctn rmarhed with * mse mandalory L 8 Application Details
£.6/ESTABLESHMENT DETAIL
m
20 Prarsn Bmpmemnilile Dkl 2.0 CONTACT PERSON DETAILS
Maticaz QUALITY MANASEMENT DETAILS

Maloysis 5,0 ATTESTATION FOR ESTABLIGHMENT

0 FREVIEW L SUEMIT

# Person Responsibie's deskity Casd (K Uphoaded Files

=
W

TEST.pf
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The diagram below shows 3.0 CONTACT PERSON DETAILS form. In this form, if user
tick NO at SAME AS PERSON RESPONSIBLE FOR ESTABLISHMENT field, user to fill :

I.  Nationality (if user tick Non Malaysian, user has to upload Working Permit)

I.  Working Permit
1. NRIC/Passport No
IV.  Full Name

V.  Place Of Birth

VI.  Date Of Birth
\%

I.  Designation (Designation : Letter of Authorization From Person Responsible )
VIIl.  Correspondence Address
IX.  Postcode

X.  State

Xl.  City

Xll.  Telephone No
Xl Fax
XIV.  Email

= [Establishment Licensing Registration Form | SUBMISSION 10 1 EL-20171205-35)

Ml firida marked with * sre mandsiony “

Application Details

L0 ESTABLISHEENT DETAIL
Wirrwesr wt ) o sk imput for hielp

FERON RESP EC
L _
£10 QUALITY MANAGEMENT DETALS
SAME &S PERSON RESPONSEELE FOR ESTAELISHMENT *
]

€, PREVIEW L SUBMIT
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The diagram below shows 4.0 QUALITY MANAGEMENT DETAILS form. In this form user

make changes at :

l.  1SO 13485 Certificate/GDPMD/ISO 13485 Certificate.

Il.  1SO 13485 Audit Report/GDPMD/ISO 13485 Audit Report
1. Name of CA.B

Establishment Licensing Registration Foom | SUBS ISSI0N (D@ EL-201T1305-95)

Bl ks marked mith * g mandalony L 8

Application Details

1.0 FTARL (SHMEMT 08 TAIL
Horwwr wt i on fisld input for help

1.0 PERSOH RESPOMSIELE DETAILS

4.0 Glity Mansgemen Details

50 COMTALT PERSON DETAILS
- ! m

[IERTES plosd 150 DRAB5 Certificate pradl Riadit Hespait = p ATTESTATION FOR ESTABLISHMENRT

Uploaded Files :
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The diagram below show 5.0 ATTESTATION FOR ESTABLISHMENT form.

" [ BHpwiatior Sar B sk e
! 3
[
Lol My
k # il Hiamkes:
i wlk ies which hesd besea. by ceviilied ©
tir
| fic 1 Bl the Madical Device A a1 [
el ahad b V

O, PREVEN & SuBmT

O PREVEN & SUBMIT

User cannot edit text

in ‘Person Responsible Name' and ‘Person Responsibility

Identity Card Number'. That text box automatically fill by the system. User tick all

checkbox.

| The mlarmatien peowided on this application and in any attached documents, certificates which had been duly cerlified Drue Cogy are 30carate
cormect and complete and curment ko this dake

| understand and schnowledge that it is an affence under Section 76 of the Medical Device Act 2012 (Act T37] to make signs or Furmish ary
declaration, certificate or ather dociument which i untiee, inadcciirate of misleading

User click to go to the previous form. Click to preview

before submitting application.
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Lstablizhment Licensing Application

STATUS
1.0 Estabzhment Detail [EPT T To L)
&0 Person e LA P ELY Click T Views More Coamplhete
3.0 Contact Perss M Cllek To View Mare |
.0 Quality Management Details [ ILL ta o]
5.0 Mtestation For Extsbiishment [T L Lo

Click to see more details about form

Click to submit application

Complete

Submission only can do if all form status is . If not, user need to complete

the form. Click to submit application.
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5.0 AMENDMENT MAJOR

User go to Application List page yo renew application.

N HOME

M ESTABLISHMENT LICENSE

You Are Logged In

* New Application Form

¢ Application List

ESTABLISHMENT L

The diagram below show Application List page. Click to make

amendment major.

= [Establishment Licensing - All Application

| © ammerdmest winor | 4 amanendimest Mapor | M8 Sumendes |
owwcsrarcn S | S - [n e e
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Next, user will go to 1.0 ESTABLISHMENT DETAILS page. In this form user make
changes at:
. 2. Bumiputra Status
II. 4. Establishment Name
. 5. Type Of Company
IV. 6.Address

ighment Licenaing Reg FLBMISSION ID : EL-2017120

AN Tt mared with ™ are mandsbory L Application Details

Howar sk on Bald ingask for balp )

2.0 PERSON RESPOMSIELE DETAILS

1.0 Eslablnhment Dekail 3.0 COMTACT FERSON DETALS
L. Type Od Extablishment = A SED REPRESENTATIVE A0 QUALITY MANACENER LT A8
A
IPORTER 50 ATTESTATION FOR ESTABLISHMENT

C, PREVEW L SLIBMIT

AUTHORISED REPRESENTATVE @ © Uptsaded Flles
TES T padf & u
Fill= Reqmimil | AR X
FIDR A UAT PAT FAT gl i =
IMECHR TR Upksaded Files
TEST pdf i m

Fille Remiarh 1 | X

MDA & LUAT PAT FAT 4 w
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. In this form user

can make changes at all field.

= Establishment Licensing Registration Form | SUBMISSION 10 1 EL-201 71207-100)

il firdds mked with © sre mandaiony ‘: Application Details

Hirwesr ot i o it imput dor help

2.0 Peruon Respansibie Detaiis

i ESTABILISHHENT CETA

10 COMTACT PERSOM
Naticnskby * 4.0 QUALITF MANAGEMENT DETAILS
Malsyzian " Mon Malepsian 5 ATTESTATION FOR ESTABLISHMENT

0, PREVIEW L SUBMIT

e OF Working Peri®
& phoad e [l

Uplosded Filaa

L prdi I
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The diagram below shows 3.0 CONTACT PERSON DETAILS form. In this form, if user

tick NO on SAME AS PERSON RESPONSIBLE FOR ESTABLISHMENT field, user need

to complete all fields.

= Establishment Licensing Registration Form | SUBMISSION ID : EL-20171205-35)

Al Fiids marked with * sre mandsiony

1.0 Crirvisecd Peruan Dekaile

SAME A% PERSON RESPONSIELE FOR ESTABLISHMENT *

X Uplosd fila

L0 ESTASLISHEENT DETAIL
Hirwer it I o ek imput dor help

‘\ Application Details

3.0 PERSOH RESPOMSERLE DETAILS

€, PREVIEW L SUBMIT
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The diagram below shows 4.0 QUALITY MANAGEMENT DETAILS form. In this form user

make changes at :

l. Name of CAB

‘ Application Details

€ PREVIEW & SUBMIT

i
AE: Rmgistration Mo @ m
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The diagram below show 5.0 ATTESTATION FOR ESTABLISHMENT form.

" [ BHpwiatior Sar B sk e
! 3
[
Lol My
k # il Hiamkes:
i wlk ies which hesd besea. by ceviilied ©
tir
| fic 1 Bl the Madical Device A a1 [
el ahad b V

O, PREVEN & SuBmT

O PREVEN & SUBMIT

User cannot edit text

in ‘Person Responsible Name' and ‘Person Responsibility

Identity Card Number'. That text box automatically fill by the system. User tick all

checkbox.

| The mlarmatien peowided on this application and in any attached documents, certificates which had been duly cerlified Drue Cogy are 30carate
cormect and complete and curment ko this dake

| understand and schnowledge that it is an affence under Section 76 of the Medical Device Act 2012 (Act T37] to make signs or Furmish ary
declaration, certificate or ather dociument which i untiee, inadcciirate of misleading

User click to go to the previous form. Click to preview

before submitting application.
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Lstablizhment Licensing Application

STATUS
1.0 Estabzhment Detail [EPT T To L)
&0 Person e LA P ELY Click T Views More Coamplhete
3.0 Contact Perss M Cllek To View Mare |
.0 Quality Management Details [ ILL ta o]
5.0 Mtestation For Extsbiishment [T L Lo

Click to see more details about form

Click to submit application

Complete

Submission only can do if all form status is . If not, user need to complete

the form. Click to submit application.
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6.0 WITHDRAWAL

User go to Application List page yo renew application.

B HOME

B ESTABLISHMENT LICENSE
You Are Logged In

¥  New Application Form

ESTABLISHMENT L

The diagram below show Application List page. Click m to withdrawal

application.

= Establishment Licensing - All Application

FLTER APPLECATION

Q| @ e | W s

(o Oz e
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The diagram below show Establishment Licensing-SURRENDER APPLICATION form.

Establishment Licensing

SURRENDER APPLICATION - EL-20171124-85

DANISH AJWA

+ AUTHORISED

REPRESENTATIVE

* g b

Feazon OF Surrerncer
eazon O Surrende

L Upload file
User fill Application, Document Of Surrender ( click - to upload file. The

file must be pdf format and size not more than 300 MB ), and Reason Of

Surrender field. Next, click to submit.
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7.0 SURRENDER

User go to Application List page to renew application.

B HOME

MM ESTABLISHMENT LICENSE

You Are Logged In

¥  New Application Form

ESTABLISHMENT L

The diagram below show Application List page. Click to surrender an

application.

= Establishment Licensing - All Application

FILTER APPLICATION

Submitted Application Riode O Applicatior
L Lats A, cak Type Slat Extablishment Activens

— Egm
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The diagram below show Establishment Licensing-SURRENDER APPLICATION form.

Establishment Licensing

SURRENDER APPLICATION - EL-20171124-85

DANISH AJWA

+ AUTHORISED

REPRESENTATIVE

* g b

Feazon OF Surrerncer
eazon O Surrende

L Upload file
User fill Application, Document Of Surrender ( click - to upload file. The

file must be pdf format and size not more than 300 MB ), and Reason Of

Surrender field. Next, click to submit.
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8.0 CHANGE OF OWNERSHIP

Click on the ‘ESTABLISHMENT LICENSE" at the left menu sidebar and click on the

‘Change Of Ownership’ to create a new form.

# HoMmE 1

MM ESTABLISHMENT LICENSE
You Are L

MNew Ap B lication Form

Application List (0]

SRTABLIS
2

Change OFf Ownership

History (0) @

The diagram below show Change of Ownership page.

Establishment License - Change Of Ownership

REGISTRATION NO :

No License No Establishment Name Action
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- |
User fill the ‘REGISTRATION NO' text boxes and click to search the

registration

user.

number. The registration number must be from other establishment

= Establishment License - Change Of Ownership

REGISTRATION NO

MDR-20190516-

Annex A

Change of Ownership For Medical Device Registration Application Form

Medical Device R i Form
hority No. 3 Year 2016 : Change of Ownership for Medical Device Registration)

Change of
& with Circular Letter of Medical Device Aut

e device to another Autharised Repres Manufacturer

NEW AUTHORIZED REPRESE!

LOCAL MANUFACTURER

[ seoaven

on : MANAGER

CURRENT AUTHORIZED REPRESENTATIVE / CURRENT LOCAL MANUFACTURER

 Compise
n
 compice
stnon
Fore AUTHORISED REPRESENTATIVE
== Namme of Person Responsible

FRAZER RODERICK JOHN

e Click e to view the application.

o Click EalsiElEllneld 16 proceed the process change of ownership
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The diagram below appear after user clicks [Change Of Ownership] button. Click

to upload file. The file must be pdf format and size not more than 300

MB. Next, click

to submit.

Supported File Type : pdf

Uploaded Files:-

Termination Letter (Current Authorised Representative Terminated By The Foreign Manufacturer)

Supported File Type : pdf

Uploaded Files:-

Ne results found.

DETAILS OF MEDICAL DEVICES

No MEDICAL DEVICE NAME

REGISTRATION NO

SYRINGE

GC66E74719-28042

After the change of ownership is submit the application will be in evaluation stage.

After approval stage, applicant is required to pay for registration fee to proceed with

the change of ownership. Below show the flow before change of ownership is

complete.

EVALUATION
VERIFICATION
APPROVAL
REGISTRATION FEE
PRINT CERTIFICATE

(S <Jofefe]e

COMPLETE
LR L L LI Y .
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