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1.0 INTRODUCTION

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

address onto the internet server as followed:

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

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

m MEDICAL DEVICE CENTRALISED
V20 ONLINE APPLICATION SYSTEM

Peraumurman

Testng public 2arn<a b

Teat announcement &g o b 1

eFEen

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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1.2 SIGN UP

Click on the “'9"YP 4t the bottom of login form to display the following screen. Fill the
following empty form and choose drop down list such as Business Registration No, Name,
Username, E-mail, Address, State, City, Postcode, Telephone No, Fax No, Password,
Reconfirm Password and choose the radio button that has been highlighted to create new

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

MeDC@St Account Creation Form

N AC 0855
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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 at the link given

to verified email in the system medcast V2.0.

MeDC@ St Account Activation oo »

a
s

medcasttest.unijayafgmail com - -

Disar Sinfhdadam

Thiank youl for registenng with MeDCEst, To complete the registration process, pleass click the follwdng ypeink to achvate your
accourt. The folowng are your account information

Business Registrabon Mumber - WT5107
Mame of Establishrment | SYAK AMIRLIL
Email : syakirinkirin 1334 5@gmsail com
Logn D WTE107

Fassword - gwel 12345

If the abowve information are correct, please chck here (ink to MeDC@5t Login Fage) to activate wour account

oy tha folidsang bre @nd paste 00D your wieh browsar IFyou hede problam with te activation link s
Dt Aty ek, Qom MM B A CE Sty DA ckendivwebiin dei phpdsaminus e couni-achmval oo en=Jel (Tdatd 1 25e Do Se RS |

& b SOty
Thian: yod) ﬁ

heaC {FrSe Admirestrator
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The account activation screen will display. The user must click at the link to login into the

account.

0 MEDICAL DEVICE CENTRALISED
v2.0 ONLINE APPLICATION SYSTEM

Account Activation Successful

LISER
SYAK AMIRUL

Yior Acoount Have Successhilly Activated, Please Login To The System At ::

The login screen will display.

m& MEDICAL DEVICE CENTRALISED
v2.0 ONLINE APPLICATION SYSTEM

Username Pengumuman

Enter usernamis Test anneuncement 52 (am7-10-21) Mewl

It Inved approcamate. Hea

Sign Lp | Reset Password | FAQ | Helpdesk
agin
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The user login successfully in the system medcast. It show the dashboard of the account.
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2.0 NEW REGISTRATION

**User must create new Establishment License first to create new Medical Device

Registration (Refer User Manual EL Front End User)

Click on the ‘MEDICAL DEVICE REGISTRATION’ at the left menu sidebar and click at the ‘New

Application Form’ to create a new form.

M HOME

M ESTABLISHMENT LICENSE
1 are Logged In A

ESTABLISHMENT
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Tick on the ‘MANUFACTURER’ or ‘AUTHORISED REPRESENTATIVE’' to create new

application and click on the button m to proceed. User can make one application at one

time. ‘Next’ button will enable after user tick applications checkbox.

B Medical Device Registration Application

ROLE OF ESTAELISHMENT TO THE MEDICAL DEVICE

* MANUFACTURER
* AUTHORISED REPRESENTATIVE

After click m the diagram will show.

B Medical Dewvice Registration Application

In class of medical device section you can choose CLASS A, CLASS B, CLASS C and CLASS
D but also you can choose GO TO RISK CLASSIFICATION FORM.
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G0 TO RISK CLASSIFICATION FORM-

Mext
If the user choose GO TO RISK CLASSIFICATION FORM and click the classification

section will be display.

= Classification

Device Condition
®) NEW REFURBISHED USED
Device Type
®) GENERAL MEDICAL DEVICE () IN VITRO DIAGNOSTIC MEDICAL DEVICE
General Medical Device (GMD) Type
®) NON-INVASIVE DEVICE INVASIVE DEVICE ACTIVE DEVICE () ADDITIONAL RULES
NON-INVASIVE DEVICE RULES
#® RULE1 RULE2 {JRULE3 (DRULE4

RULE 1 Details

(0) Medical device that is intended to be in contact with injured skin and intended as a barrier, or for compression, or absorption of exudate

Mext
If the user choose CLASS A and click the Class A Application will be display.
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21 CREATE CLASS APPLICATION

2.1.1 CLASSIFICATION APPLICATION

Classification form will be display. Tick at ‘NEW’ radio button in ‘Device Conditions’ field.

Then, tick at ‘GENERAL MEDICAL DEVICE’ radio button in ‘Device Type’ field.

] Classifar ataze
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Next, tick ‘NON-INVASIVE DEVICE’ radio button in general ‘Medical Device (GMD) Type field.

Olaxification

After that, tick ‘RULE 1’ radio button in ‘Non-invasive Device Rules’ field.
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Next step, tick INTENDED PRINCIPALLY FOR WOUNDS WHICH BREACH THE DERMIS’

radio button at ‘Rules 1 Details’ field.
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Medical Device Risk And Classification Details and Class Payment Details will be display. User

.
click to go to next step step.

Rusle 1 Debaily

MEDICAL DEVICE THAT 15 INTENDED TO BE IN CONTACT WITH INJURED S¥IN AND INTENDED AS A& BARRIER, OR FOR COMPRESSION, OR ABSORPTION OF
EXUIDATE
&) INTEHDED PRINCIPALLY FOR WOUNDS WHICH BREACH THE DERMIS
THE WOUMND CAN BE BE HEAL ONLY THROUGH SECONDARY INTENT

Heafernl Device Hisk And Classification Details

Based on your selection, the Medical Desvice Rk Classification is

Medical Device Type i HEW
al Dirvizi Risk Typs : CENERAL WEDICAL DEVICE |CMD) - NOM-INVASIVE DEVICE
al Device Ruls : RULE 1
Medical Device Rule Dietsl Intemded primcipslly for weoumds which breach the dermis
Medical Device Risk Class
Aedical D il (F] claEE B

Clazx Pyyrent Details

The Medics] Device Risk Class Paymend Are As Follows:-

CLASS EVICE RISK TYPE FEE TYPE ABTAMET [RM]
CLASS A IR-WTRG, GERERAL MELSCAL DEVICE APPLICATION FEE LO0.a0
APPLICATION FEE 25020
LLASS B IR-VIT R, (= REHAL MELI_ AL DEVILE
REGISTRATION FEE 100000
APPLICATION FEE S0H0.000
CLASS IH-VITR), GEMERAL MEDICAL DEVICE
REGISTRATION FEE 200000
APPLICATION FEE 750,50
IN-WITRD, GERERAL MECSCAL DEVICE
RECISTRATION FEE 00000
CLASS D
APPLICATION FEE 75000
EMERAL MEDSLAL DEVILE
RULE 13 AND COMBINATION PRODUCT
RECASTRATION FEE S000.00

15/98



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

2.1.2 CLASS C APPLICATION

Classification form will be display. Tick at ‘NEW’ radio button in ‘Device Conditions’ field.

= Claszification

Then, tick at ‘GENERAL MEDICAL DEVICE’ radio button in ‘Device Type’ field.

Next, tick ‘NON-INVASIVE DEVICE’ radio button in general ‘Medical Device (GMD) Type’ field.

— Clasxificakinon
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After that, tick ‘RULE 1’ radio button in ‘Non-invasive Device Rules’ field.

-

Next step, tick THE WOUND CAN BE BE HEAL ONLY THROUGH SECONDARY INTENT’

radio button at ‘Rules 1 Details’ field.
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Medical Device Risk Classification Details field and Class Payment Details field will be display.

.
User click to go to next step step.

Rusle 1 Delaily

MEDICAL DEVICE THAT IS INTENDED TCy BE IN CONTACT WITH INJURED 5¥IN AND INTENDED AS A HARRIE R, Ok FOR COMPRESSION, OR ABSORFTIIN OF
EXUDATE
INTENDED PRINCIPALLY FOR WOLNDS WHICH BREACH THE DERMIS

& THE WOLUMND CAN BE BE HEAL OHLY THROUGH SECONDARY INTENT

Hedical Device Rigk Ancd Classificalion Detsils

Elased cn your pelection, the Medical Device Rk Clapsfication is

edical D HEW

Medical Device Risk Type i GEMERAL MEMCAL DEVICE |GMB) - NOM-INVASIVE DEVICE
Medical Device Rule i RULE L
A Durviesie Rl Dkl : Thet weoumid cam b b heal only through secendary lnleml

Medical Device Risk Class Class C

Create Application

Clicks Pagrment Delails

The Medaal Device Rish Class Paymsl Are Ad Folloee:

CLASS DEVICE RISK TYPE FEE TYPE AMOUNT (RM]
CLASS A IN-WTRO, GEWERAL MEDSCAL DEVICE APFLICATION FEE
APPLICATION FEE 250,00
CLASS B IN-WTRO, GEWERAL MEDSCAL DEVICE
REGISTRATION FEE LD00.00
APFLICATION FEE 50000
CLASS € IN-ATRO, GEWERAL MEDSCAL DEVICE
REGISTRATION FEE 2000.00
APFLICATION FEE FEOLO
IN-ATFRC, GEWERAL MEDSCAL DEVICE
REGISTRATION FEE 300000
CLASS D
APPLICATION FEE 5000
GE MECeCAL DEVICE
RULE 13 AND COMBIMATION PRODUCT
REGISTRATION FEE 500000
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2.1.3 CLASS D APPLICATION

Classification form will be display. Tick at ‘NEW’ radio button in ‘Device Conditions’ field.

= Classification

Then, tick at ‘GENERAL MEDICAL DEVICE’ radio button in ‘Device Type’ field.

Next, tick ‘INVASIVE DEVICE’ radio button in general ‘Medical Device (GMD) Type’ field.
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After that, tick ‘RULE 6’ radio button in ‘Non-invasive Device Rules’ field.

Classification

Next step, tick ‘UNLESS THEY ARE INTENDED SPECIFICALLY FOR USE IN DIRECT
CONTACT WITH THE CENTRAL NERVOUS SYSTEM; OR’ radio button at ‘Rules 6 Details’
field.
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Medical Device Risk And Classification Details and Class Payment Details will be display. User

.
click to go to next step step.

M ol Qwroiid Mk A [ Lais i gtz (sl

NEW
CENERAL WEDSCAL DEVICE (CMD)  WVASNE DEVCL
FAFLE &
» Bda Dt indeay thary e i eneded wpera i sty bor une noderecd combsr § with the crmirsl neneoen vyders o

Class D

CrElte Al al"

Ul P grraree [t

o Wi ol Dorger Bl { ey Frpreeet Ree G § ol

ALY DT W Ty iR Tves L _ L
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2.2 FILL IN THE APPLICATION FORMS

2.21 1.0 ESTABLISHMENT DETAILS

MEeBCaS: 20 - 0 o=z - H

Medieal Device Registration | MDR-20171118-244 |

B SRBCA BEVCE RTGETRATCN

B ACCTRURT MEHBGEMERT

@ oHLREERP

MBS 2o 0 == . |

Hide the sidebar for full
display

User unable to edit this section, this section only display for user. User click m to go

to the next step.
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2.2.2 2.0 GENERAL INFORMATION

2.2.2.1 GMD APPLICATION

Users need to complete all fields.

= Mwdical Device Registration | MODR-201T1116-344 )

‘ Al abien Dt
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4 for & ‘9 ¥ Mo

mbination prod = Mo

Click for
—m downloadfile
Updosdeed Files
¥ iw TEST.p¥ a N
AN 1\

iy — \ Click for
B — i ; remove file
- v L [ - Name of file will show here
e —— Click to view file
e
T

User click to upload file’. The file must be pdf format and size not more than

300 MB.
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e Mgl gors oy duly g b grashorsd Sqrs "o -

E——

Rz ] Sowntrhc Mams ngrecnt Funchon warmy CommTuson FerTestge (% Ection

e Click to add active ingredient/poison/drug details. Then
fill the form and then click m .

e C(Click to delete data in the table.

e Click to go to the next section.

e Click m to go to the previous section.
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2.2.2.2IVD APPLICATION

Users need to complete this form

1 General Infesrmation L Y Application Detail
1. Rche O Extabl veerl To Medical Deice Plassaliactares Authorieed Repressnkathve T T T T
L [ = Ka Lt 3.0 MEDICAL DE E GROUFPING
400507
a5 OF Diewi S -
5.0 PRE
T H REET
i 1 R
I PO R RVEILLANCE
40 i
v Nam i o
"
" L v @ | ' 1|
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8. i the deice mesnd for export aniy? © @ ® K
L Mpplication Detail

4. Deseription of medical desice * @ L ESTABLISHMENT DETARLS
10, intended Lie of Madics| Devirs (7] 5 % MEDICAL DEVICE GROLUFING
1. H5 CODE @ &0 MANUFACTURER INFORMATION

B0 PRE-MARKET CLEARANCEPRE-
12, GMDN CODE @ WARKET AFFROVAL

7.0 CONFORMITY E M

3, Uniigue Daice Benlifier |UDI) Code @
HIC
14, UMDNS Code & A NEFT ARATI M AE FRMENSITY
¥

bt

e Click m to go to the next section.
e Click m to go to the previous section.
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2.2.3 3.0 MEDICAL DEVICE GROUPING

2.2.3.1 GMD APPLICATION

Users have to complete all fields.

2 dedical Deviee Registration | MDH-201T1116-344 |

‘ Applicaticn Db

User select ‘Single’, ‘System’, ‘Family’ or ‘Set’.

i) Single

L Application Datall

User fill ‘DEVICE IDENTIFIER’ textbox’. Click m to go to the next section. Click

m to go to the previous section.
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i) System

=  Medical Device Registration | MDR-20171116-344 )

Application Detail

3.1 Medical Device Grouping (GHD
GROUMMG TYPE OF MEDICAL DEVICE
. 20T
Al Al HER 1]
e System HameiMode Bection E.0 PRE-MARKET CLEARANCE/PRE
R i
B COMFORMITY ASSE
m m LR P F AT
L1 ILEMCE
F F F Reidi
]

Bt e < b e, ol e s, B e e macm

#]a]

e Click to add new device. Medical Device Grouping field will display.

. View Device . .
e C(Click to view device.
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Medical Device Grouping

ADD DEVICE FOR

—

R —
- _..l-l o i b
o

— [ & e wmaema |

R S === S— " [a— [#]s]

i Dl a8 - ao

# Add Device Manually Submit
e User click , then user have to fill the form and click to

add device.

X Upload Medical Device [ XLS, XL5X ]
e User click , user have to upload file. User click
g
to upload excel file. The file must be xIlsx or xlIs format.

button for user edit device details.

[ J
OD

button for user delete device.

.
° button to delete selected data in the table.

Click to go to the next section.

Click m to go to the previous section.
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iy  Family

fow Repitratbon | MR 20171116 344 )

L Application Dl

m m E

For GROUPING TYPE OF MEDICAL DEVICE, user select between ‘Family’ or ‘Family Of
System’.
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a) Family

E  wedical Devioe Regishration | MDE 290711156344 |

% Appslic ation (il

e —

e Click to add new device. Medical Device Grouping field will display.

. View Device . .
e Click to view device.
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[0 s |
e L S =l =
=l
= e |
N ) ) an
e User click , then user have to fill the form and click to add

device.

. Upload Medical Device [ XLS, XL5X]
e User click , user have to upload file. User click

I
to upload excel file. The file must be xlsx or xlIs format.

[ J
N

button for user edit device details.

button for user delete device.

£* DELETE SELECTED .
° button to delete selected data in the table.

e Click m to go to the next section.
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e Click m to go to the previous section.

b) Family Of System

Application Datail

_ + Add System Mame/Model _ )
Click to new system name or model. User fill the form and click

Submit
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Mo System MameModel Action

1 1

I e a B =
DAL v L - mbe:
i [T
w1, o e i Fowmiikin T s i
- . - e O - —— z
-, e
WEE W
S F Tww vl g ey Twh Mol
B e Sty (b L e B P Fesrsder  Smreadie weae D
W e L] i =T [

e Click to add new device.
e C(Click to view device.

e Click to delete data in the table.

35/98



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

srdiral Device Grouping

ADD DEVICE FOR Model X

e

1
—
— [ & mmmacn |
e — a0
MEDeCAL DEVCE LET
Ee=r==n

e bt T i o

Dy § — x — nn

+ Add Device Manually Submit
e User click , then user have to fill the form and click to
add device.

.‘.".Uplnad Medical Device [ XLS, XL5X ]
e User click , user have to upload file. User click
e
to upload excel file. The file must be xIsx or xlIs format.

button for user edit device details.

o
OQg

button for user delete device.

.
° button to delete selected data in the table.
e Click to go to the next section.
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e Click m to go to the previous section.

egistration | MOR-2D1T1116-344 |

S T wew e e | wmpm—r ke, Sy Firvs Peed Tl
R e howor

e Click to add new device.
e Click to view device.
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Medical Device ﬁruupiug
ADD DEVICE FOR
&k Add Device Manuslly | L Uplosd Medical Device [ 015, ¥L5X |
I |
B T i | T o A b Ll
- ) =
=
B0
=
==
s e
[#]8]
#+ Add Device Manually Submit
e User click , then user have to fill the form and click to
add device.

X Upload Medical Device [ XLS, XLSX]
User click , user have to upload file. User click

- e
to upload excel file. The file must be xIsx or xls format.

button for user edit device details.

[ J
OgQg

button for user delete device.

.
° button to delete selected data in the table.

Click to go to the next section.

Click m to go to the previous section.
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2.2.3.21VD APPLICATION

Application Detail

User select from ‘Single’, 'System’, ‘Family’, ‘Set’, ‘IVD Test Kit" or ‘IVD Cluster’.
For IVD application, there to additional question, ‘DISCIPLINE’ and ‘CATEGORY’. Data from
'CATEGORY" will change according to the selected data in 'DISCIPLINE".
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i) Single

Medical Device Registration | MDR-20171120-358

Application Detail
3.4 Medical Device Greuping (WD
Lo ESTABLISHMENT DETA
BOPING TYPE OF MEDICA 2O GEMERAL INFORMA
430507
EVICE IDERTIFIER MAMLUFACTURER INFORMATIO
.0 PRE-MARKET CLEA PR
[HESCIPL I NE R¥.ET AFFRON
ORMITY A55F5 -
;

User complete Device IDENTIFIER, DISCIPLINE and CATEGORY filed.

e Click m to go to the next section.
e Click m to go to the previous section.
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i) System

E  Medical Device Registration | MDR-20171120-358 |

e Click to add new device.
e Click to view device.
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Medical Device Grouping

ADD DEVICE FOR
X Upload Medical Device [ 15, ¥15X ]
1
e - i
| o s |
= b el (Mol Bl s
- oo
| = e e |
- [#]=]
+ Add Device Manually Submit
e User click , then user have to fill the form and click to
add device.

.‘.".Upluad Medical Device [ XLS, XLSX ]
User click , user have to upload file. User click
e
to upload excel file. The file must be xIsx or xlIs format.

button for user edit device details.

o
OQ

button for user delete device.

-
° button to delete selected data in the table.

Click to go to the next section.

Click m to go to the previous section.
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iii) Family

= Meidical Dewice Regictration | MDB-J01T1130-358 )

Application Delail

Lh Acoon

[ i Do | e Do

Additional drop text box will appear, user select between ‘Family’ or ‘Family Of System’.
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a) Family

= Mt bcal Dewios Registration | WDR-PO1T1120-358 )

‘ Apsplic ation Detail

i
-

W e s L i S e 8 B

e Click to add new device.
e C(Click to view device.
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Medical Device Grouping

ADD DEVICE FOR

+Add Device Manually | L Upload Medical Devioe [ LS, XLSX |

A L

e User click , then user have to fill the form and click to

add device.

X Upload Medical Device [ XLS, XL5X ]
e User click , user have to upload file. User click

g
to upload excel file. The file must be xIlsx or xlIs format.

button for user edit device details.

[ J
OD

button for user delete device.

.
° button to delete selected data in the table.

e Click to go to the next section.

e Click m to go to the previous section.
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b) System

= Hedical Bevior Regisimbion | MO 301 710 20-358 |

.
e Click to new system name or model. Fill the form and then

Submit
click
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No System Name/Model

Action
1 VD Medel X @ Add Device
|
Rt e o Pt T e i i T = =

Prem ke
escripios  Velss  Aoiea

1
.

Mons  Fysdur Cofe

e Click to add new device.
e Click to view device.

e Click to delete data in the table.
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Medical Device Crouplng

ADD DEVICE FOR IVD Mosel X

m lupt.‘d p—————

|

o o1

Eramerrws Hespews On Ariiches &s Pay eyl et Perradbe
o Trnwo Labe Model  Frpdeo Crde Dwecriprion  ‘arieed L

= . @ we Tgem a

e Yoo
-

User click , then user have to fill the form and click to

[ ]
add device.
e User click , user have to upload file. User click
- e
to upload excel file. The file must be xIsx or xls format.
° button for user edit device details.
° E button for user delete device.

.
° button to delete selected data in the table.

Click to go to the next section.

Click m to go to the previous section.
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iv) Set
= Medical Device Registration [ MDR-20171120-358 )
1.1 Midcal Device Gre — L Application Detail
ROLIPIN E OF MEDICAL TABLESH
E DR
SAME MARUFALTURER " 5.0 MANUFACTURE R INEORMATI
ISCIFLINE BO CLEA H
F SSESSME
ETEGOR
POST-MARKET SURVEILLANCE
ICE

Mo System Mameode

e C(Click to add new device.
e C(Click to view device.
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Medical Device Grouping

ADD DEVICE FOR

1upb’d PeseEEE

1]

i, () v LT

DR O L

add device.

User click , then user have to fill the form and click to
User click , user have to upload file. User click

g
to upload excel file. The file must be xIlsx or xlIs format.

F 4
° . button for user edit device details.

E button for user delete device.

.
° button to delete selected data in the table.

Click

to go to the next section.

Click m to go to the previous section.
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v)  IVD TestKit

=  Medical Device Registration | MDR-20171120-358 )

1.1 Medical Device Grouping [IVD ‘ Application Detadl

e C(Click to add new device.
e C(Click to view device.
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Medical Device Growping
ADD DEVICE FOR
L Upload Medical Device [ ¥15, ¥L5X ]
o - [LoTE STE SRR Y
gy Loty Scxapeciny. ek Cir irisrinn iy iPar Prasgirti Liind T
==
ﬂ vy ao
| & mansmzes |
—
#+ Add Device Manually Submit
e User click , then user have to fill the form and click to
add device.

e User click , user have to upload file. User click
- e
to upload excel file. The file must be xIsx or xls format.
° button for user edit device details.
° E button for user delete device.

.
° button to delete selected data in the table.

e Click to go to the next section.

e Click m to go to the previous section.
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vi) IVD Cluster

up O Ssitsgreaap Kame ne Idmnidiar of Inbended purpoas of

[ LUSTER i labmal Sulsgioug A g s0T il |

[CRLT: FRE O

.
e Click to new system name or model. Fill the form and then

Submit
click
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Imtended
Subgroup  Subgroup  Identifier LI posE
Of Mame as  of of
Ho CLUSTER  per label Subgroup  subgroop  CSOT Poat Mariet D Action

Mame X et nefar

Q View [hewica | D

Sysbam
Chusie uslnr
=
=
=
fiction Ty "
s i
[# Edit System S e |
[ Add Device n .
[# Edit System - —— i
- P
w000l Bee
Hares of Heagem Ana i Ceare Tppe |Reagene saiie of  Feel Dewriphon o Resgent o fedie
Calibamied) CTEOL ROATEIe (I I8 ANick CREeen Dasissh ARMRTI M TORCAE The TR val e
B AT A e | B Araibyaes Cntean) Aricie BRI b Ay
oy 3 i T B 130 cnm
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e Click m to go to the next section.
e Click m to go to the previous section.

224 4.0CsSDT

**This form not available if user GROUPING TYPE OF MEDICAL DEVICE is IVD Cluster.

Medical Devicr Bepedrvtion | ME-FDITILIE-244 )

L Applicstion Detsil
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User tick any check box above. For example, user tick ‘EPSP’, user have to upload file. Click

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

56/98



Medical Device Authority, Ministry of Health Malaysia User Manual Front End User - Module Utama MDR Class B,C & D

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

Upshoasdag il :

i Hals, EILLA
Uykbaaied Files ANE “
B
L
= g -
yanin = e - L ]
— #
e R L Tt BT weeaibel
TSRO
& Drepbos
[ —— —_—
= l - B, i
- s ~ .
o & b
i Tha 3T Mareprrorr
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- — Al Fie
Open  |= Careidd

e Click m to go to the next section.
e Click m to go to the previous section.
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2.2.5 5.0 MANUFACTURER INFORMATION

User have to complete all field.

] Brdical Device Regirirabon | MU 30171118344
L ™ Bpplication Detadl
T
-n
[ ]
. S
a T —
I
w — e —
-
a l o
-

User click m to upload file. The file must be pdf format and size not more than
300 MB.
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3. Livt TH Mprptactureg Se

Mo Mame T Manstachemg S Badreuy T Manafacnrrmg Sdn Fasl CofeTp Code C ey

BT e o Fbaded

e Click to add new manufacturing site. User fill all fields and then

Submit
click
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Name OFf Manufacturing Address OFf Manufacturing Post CodelZip
Mo  Site Site Code Country
# Update
1 DEVICE X KUALA LUMPUR 50100 MALAYSIA
W Dt
Marsalnharlag Bis |

HMuridsbire ke nsiion

L Harve (H Harofacturing e

tadd st (H Maruitact T
8 Pairil Conlle 7 Cimibs
& Courtry:

e Click o Upi to update data in table.

e C(Click to delete data in table.
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2.2.6 6.0 PRE-MARKET CLEARANCE/ PRE-MARKET APPROVAL

= Meadical Device Reglstratlon | MDR-200TI116-344 )

0 PRE-MARKTT C1EARMNIT PEY

MARFET AFPPRIVAL

User tick any check box above.(If necessary)
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‘ Application Datail

F I SSESSME
"
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ol ICE
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W Mo Tu We Th Ir Sa Uploaded Files : B
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i 2
wrak. i
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WP Cesnn e
I —
- L L
g [_-| ]

User fill the field then click to upload file. The file must be pdf format and size

not more than 300 MB.
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User fill the field then click to upload file. The file must be pdf format and size
not more than 300 MB.
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= |
@  Hevember p0IF @
s Ms Tu Ws Th Fr Ba i
1 —
1 [ . S
| |
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User fill the field then click to upload file. The file must be pdf format and size

not more than 300 MB.
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@  Movember 2017 o — —— : .
Uplssded Filas
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User fill the field then click @ to upload file. The file must be pdf format and size
not more than 300 MB.
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2 -
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User fill the field then click to upload file. The file must be pdf format and size
not more than 300 MB.
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0  Movember WiF

Su b Tu We Th Fr

54

User fill the field then click to upload file. The file must be pdf format and size

not more than 300 MB.
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2.2.7 7.0 CONFORMITY ASSESSMENT

= Med ical Device Registration | MDR-P01T111E-344 )

‘- Application Detail

@  Wovember }0LT7 D

m B Ma Te We Th Ir &a
[~
. (I ]
B gl —
L — =]
-
. I =
] i——
-
I —
N m —_— - _
Cpe | e

User fill the field then click m to upload file. The file must be pdf format and size
not more than 300 MB.
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2.2.8 8.0 POST-MARKET SURVEILLANCE AND VIGILENCE

User have to complete the field.

=  Medical Device Registration | MDR-20171116-344 )

L Application Detail

5.1 POST-WARKET SURVEILLARCE ARD VIGILENCE

TABL .
1. Hisbory ol e i
the et ach thee EMERAL | K
ppr -
MED! ICE GRIOL
18 licat 1 he L T T
wrllr i TURER R 10k
L]
PRE-MARKET CLEAR P
R APPRON
Ay onpoing B £ NFORMIT E -
-

1. History of previous recalls, reportable adverse incidents, banning in
other countries or post market surveillance studies [Please check the

appropriate boox)

lease upload Post-Market surveillance and vigilance reg

s |

r
“II.II.1I|F:1|‘I|I".
i @
- - . 5 Ip [
- —
P I
-
= | =
e | =
w = “
-
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e
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If user tick ‘Yes’, user have to upload file. Click to upload file. The file must be

pdf format and size not more than 300 MB.

2. Has the application/registration been rejected/suspended in ather
: . Tes

countries?

e and vigilance re

Please upload Post-Market surveilla
X Upload file |
[ =
= Fev, B
- N i 1@
= _— area b L] Sved Filas T T .
=4 — Uploaded Files
gl
I vt — —
- - 7
P I B No Uploaded
™ e gt : X
il .
o p——
PP
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If user tick ‘Yes’, user have to upload file. Click to upload file. The file must be

pdf format and size not more than 300 MB.

3. Any ongoing Post-Market |ssues?
& Yes
Please upload Post-Market surveillance and vigilance repor
M"
[E
]
— Finssa Tomd i ———
- Uploaded Files :
. —
-— — —
- [ loaded Files
e . - . d ploaded Files
P e b ..1.,_. -
i e Lasisy
& ncen
(s B
[—— Frre
I Cpem v -
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If user tick ‘Yes’, user have to upload file. Click to upload file. The file must be

pdf format and size not more than 300 MB.

2.2.9 9.0 DECLARATION OF CONFORMITY

= Medical Device Reglstration [ MDR-20171116-344 ) -
£ Application Detail
5.1 DECLARATION OF CONEORMITY
4
. ’ Frr— R
_m.
5.0 PRE-MARKET CLEARANCE PRE
MARKET APFROVAL
Uplosded Flles FORMITY A
M ET SURVEILLANCE
DWIGILE
m L
!
s ] _
i a EW & SUEMIT
@ F ek
o — .
- " F—
¢
. i i Fa
I Vi ma .
- .
¥ Irerica
- m —_ —_— -
Téa rarm P -
[ :l wmowl

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

300 MB.
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2.210 10.0 ATTESTATION

Medical Device Registration | MDR-20171116-344 ) *
>

Application Detail

10,1 ATTESTATION

POET-MARKET SURNEILLAMCE

.0 DECLARATION OF CONFORMITY

0 FREVEEW L SUBHIT

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

to preview before submit application.

72/98



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

The diagram below will appear after user click [PREVIEW AND SUBMIT] button.

MDR Class 8,C,0 Application

1.0 Establishment Details |8 Ty 0770700 2

2.0 General Information [e T 4 377

=

3.0 Medical Device Grouping [[e T8 (4 Ta0] 00

-

e ) Click To View More Click to see more details about form

5.0 Manufacturer Information s T3 o375

o=

¥
6.0 Pre-Market Clearance/Pre-Market Approval {5 7= 9 -3 7o 300 13

-

7.0 Conformity Assessment [[& s 3 (11200 Y “Conformity Assesament Dont Meed To Be Fillad If Device I For Exportation

=

8.0 Post-market Surveillance And Vigilenoe [s 7= 3 0177071703

5,0 Declaration Of Conformity

=

-

10000000

BRI o L] Chick To View More

Click to submit application

Complet
. If status s

Submission only can do if all form status is

complete the form. Then, click to submit application.

, user have to

73/98



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

3.0 RE-REGISTRATION

Click on the ‘MEDICAL DEVICE REGISTRATION’ at the left menu sidebar and click at the

‘Application List’ to create new form.

HOME

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION Are Logged In As Main Account

ESTABLISHMENT LICENSING

The diagram below show Application List page. Click to re-register application.

=  Medical Device Registration
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Next, user will go to 2.0 GENERAL INFORMATION page. User have to complete all fields with

Next =
(*). User click to go to the next step.

= Medical Device Registration | MDR-20171313-421 |

— L Apolication Detail

Role OF Establishmant To Medicsl Device P — hasthoriged Begressmtat T ——

|
T

i
-

==

11
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. User have to complete
all fields with (*).

Medical Device Reglstration | MDR-20171213-421 )

L Application Detail

D¥EWRCE IDENTIFIER : MEDICAL BRAND Y e

5. MANUEACTUBER INEQRMATION
m m &1} PRE-MABKET CLEARAMNCEFRE

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

form.
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The diagram below show 4.0 CSDT form. User have to fill all fields with (*).

-

=  Medical Device Registration | MDR-20171213-421 )

4.0 COMMBON SUBMISSSION DOSSIER TEMPLATE (CSOT L Application Detail

B IEW PREVIDUS APPLICATION

Luplosanie 9 L.0 ESTASLEEHMENT DETAILS

ipplnmded Files

TEST.pdf L m _

/0 PRE-MARNE RANCE/PRE
BKET APPROAL
0 O S5ES
5 4.6 POST-MARET SURVEI
¥
m'
L
N
. - W - — - — =
e —
#
e = S
=
i i =
W Craen :-;--:.:-
Fy—
e [

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 to go to the previous

form.

77/98



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

The diagram below show 5.0 MANUFACTURER INFORMATION form. User have to complete
all fields with (*).

= Medical Device Registration | MDR-20171215-421 )

5.1 Manufachsrer |nbarmation ‘) Application Detail

I i A w
T o
— - - L
" F= T " ]
. R = E e L e
B ey —
- ) i S —
e -
13
= R i
&
) e = ;
- TR
[T a——

L 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 to go to the previous

form.
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The diagram below show 6.0 PRE-MARKET CLEARANCE/PRE-MARKET APPROVAL form.

User have to complete all fields with (*).

2 Medical Device Registration [ MDR-20171213-421

6.1 PRE-MARKET CLEARANCE [PRE MARKET APPROVAL L Application Detail
B VEW PEEWOUS APPLICATION
Lo ESTABLISHMENT DE
-
EMERAL I X
UISFIA MEDICAL DEVICE GROUFING
Al Al RER

6.0 PRE-MARKET CLEARAMOLPRE

HWAREL | AFFRUA,

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

form.
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The diagram below show 6.0 PRE-MARKET CLEARANCE/PRE-MARKET APPROVAL form.
User have to complete all fields with (*).

-
=

Medical Device Registration [ MDR-20171213.-421 |

»

Application Detail

.

Uplosded Files

dr =

]
- ——

& b —

B — — e —

-

ave I =

R el

[~ U —

[ L—
* [=
B e m —_—

& 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 to go to the previous
form.
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Medical Device Authority, Ministry of Health Malaysia
The diagram below show SURVEILLANCE AND VIGILENCE form. User have to complete all

fields with (*).
= Medical Device Registration | MDR-20171213-421 |
L T-MARKFT SLIRVFILLAMCE AND ViGHE FRCF L Application Detail
L
ESTAELISHMENT DETAILS
\ERAL [MFORMAT)
&
EGE
1.0 AL
PRE-WARKET CLEARANC . PRE
t AARKET APPROVA
L Uplssdtie
T DORFORMITY ASSE
Uik i ¥
Ty L W
i B
. ——
TR —
W st iy — — ]
. I =
BT [ e -
W bieny | RS
[
+ L
i m T | ——
R e
el = Temrwl

£ 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 to go to the previous

form.
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The diagram below show 9.0 DECLARATION OF CONFORMITY form. User have to complete
all fields with (*).

Medical Device Registration | MDR-20171213-421 )

L ™ Application Detail

DECLARATION OF OOMFORMITY
*
6.0 PRE-MARKE T OLEARANCE,FRE

& Gy
- By
.- - @
T -
Ly Tomm s T orm e
® ]
- E—
. o L
T t
g
Lk ek
—_— .
e m [ N -
. e,
Cges = Cavam

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 to go to the previous

form.
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The diagram below show 10.0 ATTESTATION form. User have to complete all fields with (*)

Medical Device Registration | MDR-20171116-344 |

1.1 ATTESTATION

Application Detail

DECLARATION OF COMFORMITY

0 FREVEEW L SUBMIT

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

to preview before submit application.
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MDA Class B,C,0 Application

1.0 Establishment Details |8 Ty 61727000 3

2.0 General information &g 377700 3

3.0 Medical Device Grouping [ET PN L ey | Completr |
] ok To View More Click to see more details about form e

5.0 Manufacturer information [E e e L] | Completr |

L

6.0 Pre-Market Clearance/Pre-Market Approval [E S ey oo el | Completr |
7.0 Conformity Assessment [E A0 L an L L] “Confarmity Assessment Dont Need To B Filled If Device s For Exportation
8.0 Post-market Surveillance And Vigilence [ETE 90N oL oy
8.0 Declaration OF Conformity
10.0 Attestation AT oL | Completr |

Click to submit application

Compich
. If status =

Submission only can do if all form status is , user have to

complete the form. Then, click to submit application.
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4.0 CHANGE OF NOTIFICATION

Click on the ‘MEDICAL DEVICE REGISTRATION’ at the left menu sidebar and click at the

‘Application List’ to create new form.

HOME

ESTABLISHMENT LICENSE

ESTABLISHMENT LICENSING

The diagram below show Application List page. Click to re-register

application.

Medical Device Registration

Q| @ gt [ Wb e
s <
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The diagram below show Change Notification For Registered Medical Device field after user

click [Change Notification] button.

Change Notification For Registered Medical Device

1) Category 1, changes of medical devices that affect their safety and performance

and require new registration of the medical device.

Change Molification For Registered Medical Device
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Next, user will go Medical Device Registration Application field. Tick on the ‘MANUFACTURER’
or ‘AUTHORISED REPRESENTATIVE' to create new application and click on the button

m to proceed. User can make one application at one time. ‘Next’ button will enable after

user tick applications checkbox.

B Medical Device Registration Application

ROLE OF ESTAELISHMENT TO THE MEDICAL DEVICE

B () ANUFACTURER
B ) AUTHORISED REPRESENTATIVE

< For complete step refer 2.2 FILL IN THE APPLICATION FORMS
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2) Category 2, changes that require evaluation and endorsement from the MDA prior

to implementation of the changes and before placing the market.

&  Champge Notification For Registered Medical Device

3) Category 3, changes may be implemented immediately upon receipt of the

acknowledgment from the Authority.

= Changs Motification For Ragistersd Medical Device
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5.0 CHANGE OF OWNERSHIP

Click on the ‘MEDICAL DEVICE REGISTRATION’ at the left menu sidebar and click at the

‘Change Of Ownership’ to create new form.

HOME

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION AP W —

ESTABLISHMENT LICENSING
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The diagram below show Change of Ownership page.

= Medical Device Registration - Change OF ODwnership

# Search Application Change OF Dwmership

REGISTRATION WO
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- .
User fill the ‘REGISTRATION NO’ text boxes and click to search the

registration number. The registration number must be from other establishment user.

= Medical Device Registration - Change Of Ownership

4+ Search Application Change OF Cramership

REGISTRATION N

o a Brvin s R s i Pkatia [T =3
[T SN | |5 o s | ==

] b e P s | ==
i B e s toe (T =

e Click to view the application.

e Click to proceed the process change of ownership
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The diagram below appear after user click [Change Of Ownership] button. Click

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

Proceed To Change Of Ownership .
to submit.

Medical Device Registration - Change Of Ownership

FURM CHANGE OF CWNERSHIF

BAISUKA SYAIFULLAH

MDR-20171121-262

Example

No results found.

Proceed To Change OF Ownership
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6.0 WITHDRAWAL APPLICATION

Click on the ‘MEDICAL DEVICE REGISTRATION’ at the left menu sidebar and click at the

‘Application List’ to create new form.

HOME

ESTABLISHMENT LICENSE
MEDICAL DEWVICE REGESTRATION ‘Areloﬂged In As Main Account

ESTABLISHMENT LICENSING
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The diagram below show Application List page. Click to withdrawal

application.

Medical Device Registration

FILTER APFLICATION

1-8all
Subsmission Dhake (4 Hole OF Dewice Diaice For
[u] Applicalion Typs Subminiicn Establishment Hams Class Dvice Rk Typs Skaluas Ackion

== A — | uvern | Wpstice & mocipt
CE L TN 1ri22017  MANUFACTURER ) E . ¢ APPROWA T
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The diagram below appear after user click [Withdrawal Application] button. Click

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

Submit To Withdrawal )
to submit.

Medical Device Registration Application

Withd rawal Application - MDR-Z0AT1120-156

1 MOR-204 71120356
: DEVICEC
i MAME

i SVSTEM

Example

Exzample

ho regru s found

Uppload offcial letber for medical device
registrabion application withdrawal
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7.0 WITHDRAWAL CERTIFICATION

Click on the ‘MEDICAL DEVICE REGISTRATION’ at the left menu sidebar and click at the

‘Application List’ to create new form.

HOME

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION AP W —

ESTABLISHMENT LICENSING
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The diagram below show Application List page. Click to withdrawal

application.

Medical Device Registration

FILTER APPLICATION

E1-1of 1
misiion [ s Rele OF Duaie o T
Mo D Applicalion Type Su i o Establizshrmml Hame s Device Riik Typs Sl Aclion
. Qe [ @i
i : E AL Putihoioe & Reoeipt
REW REGISTRANMM MARUFACTURER ~°  E I APLETE I

0 Chan ge MotScation
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The diagram below appear after user click [Withdrawal] button. Click click to

upload file. The file must be pdf format and size not more than 300 MB. Next, click

Submit To Withdrawal )
to submit.

Medicsl Device Registration Applicstion

Withdrawal Certificate - MD®R-2017112

RAME 11

Exampila

Exmmpia

Upload offioal letter “or medical cenoe
restration application withdrawa
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