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1.0 INTRODUCTION

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

address onto the internet server as followed:

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

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

In.

M@& MEDICAL DEVICE CENTRALISED
V2.0 ONLINE APPLICATION SYSTEM

Pengumuman

Testing public 2017-11-03) New!

Enter usemame
Sense of "trial or e__Read More

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

Enter password

Sign Up | Reset Password | FAQ | Helpdesk )
Login

Optimal display using browser

@ecees

with resolution of 1024 X 768 pixels

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

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

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

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

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

MeDC@St Account Creation Form

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

Busingss Registration Mo

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

-Select State- M
City

-Select City- -
Fostcode

Telephone No

Fax No

Fassword

Re-Confirm Password

1.1.1 VERIFIED EMAIL FOR NEW ACCOUNT

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

to verified email in the system medcast V2.0.

MeDC@ St Account Activation  inbox «

medcasttest.unijaya@gmail.com
tome [«

Dear Sirtdadam
account. The following are your account information;

Business Registration Mumber : VT5107
Mame of Establishment | SYAK AMIRUL
Email : syakdrinkirin12345@amail.com
Login D wT&107

Fassword | quwel12345

Thank you for registering with MeDCE@St, To complete the registration process, please click the following hyperlink to activate your

= E

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

Copy the following line and paste into your web browser if you have problem with the activation link above:
https-fnnin mda. gov mymedcasty2ibackendivwebiindex php/adminfuseraccount activation Pkey= 2af T fd593 1365eb 5836003043 1 1cal
Sc3eb9939a

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

account.

m.@& MEDICAL DEVICE CENTRALISED
V20 ONLINE APPLICATION SYSTEM

Account Activation Successful

USER
SYAK AMIRUL

Your Account Have Successfully Activated, Please Login To The System At
https: ffensney mida gov.myfmedcasty2backendiwehblindex phpfadminfuserfiogin <:

The login screen will display.

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

Username Pengumuman

Test announcement 52 (2017-10-213 Mew!
It lved approximate. Read Mare..

Enter username

Password

Enter password

Sign Up | Reset Passward | FAQ | Helpdesk

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

B MEDICAL DEVICE REGISTRATICH
¥ ACOUNT MANAGEMENT

© DHLIWEHELP

!
;

0 =D

fou Are Logged In As Main Account

STABLISHMENT LICENSING

wing 1-2 of 2 jtema

I
! ir-ln(-nl 52 New!

i

i
‘m(lmmlys-'l millian years aga (early
‘arly Pleistocene] in Morth America, Fossi
evidence has been found In three locations in Florida
and one in Texas,[3] The Gilchrist County, Florida site
dates from 3.0te 2.2 millio
Read Mare.

™ ENGUSH

Madubes: Establahment Liosnse ¥

Alest Management

Mo resuits found

**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 new form.
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ESTABLISHMENT LICENSE

Are Logged In As M
MEDICAL DEVICE REGISTRATION

ESTABLISHMENT LICENSI

Medical Device Registration Application will display.

Medical Device Registration Application

ROLE OF ESTABLISHMENT TS THE MEDICAL DEVICE

MAMUFACTURER

AUTHORISED REPRESEMTATIVE
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2.0 CREATE NEW MEDICAL DEVICE REGISTRATION A APPLICATION

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

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

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

Medical Device Registration Application

ROLE OF ESTABLISHMENT TO THE MEDICAL DEVICE

AUTHORISED REPRESENTATIVE

* MANUFACTURER

After click the diagram will show.

B Medical Device Registration Application
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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.

-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 RULEZ2 {JRULE3 JRULE4

RULE 1 Details

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

Next
If the user choose CLASS A and click the Class A Application will be display.
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21 CLASSIFICATION FORM

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.

=  Classaficabion

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

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

= Dlassification

=)

Next step, tick ‘MEDICAL DEVICE THAT IS INTENDED TO BE IN WITH INJURED SKIN AND
INTENDED AS A BARRIER, OR FOR COMPRESSION, OR ABSORPTION OF EXUDATE’

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

on screen.

Rule 1 Details

®) MEDICAL DEVICE THAT IS INTENDED TO BE IN CONTACT WITH INJURED SKIN AND INTENDED AS A BARRIER, OR FOR COMPRESSION, OR ABSORPTION OF
EXUDATE
(_J)INTENDED PRINCIPALLY FOR WOUNDS WHICH BREACH THE DERMIS
) THE WOUND CAN BE BE HEAL ONLY THROUGH SECONDARY INTENT

Medical Device Risk And Classification Details

Based on your selection, the Medical Device Risk Classification is :-

Medical Device Type : NEW

Medical Device Risk Type - GENERAL MEDICAL DEVICE (GMD) - NON-INVASIVE DEVICE

Medical Device Rule : RULE1

Medical Device Rule Detail - Medical device that is intended to be in contact with injured skin and intended as a barrier, or for

compression, or absorption of exudate
Medical Device Risk Class 2 Class A

A Classification

Class Payment Details

The Medical Device Risk Class Payment Are As Follows:-

CLASS DEVICE RISK TYPE FEE TYPE AMOUNT (RM)
CLASSA IN-VITRO, GENERAL MEDICAL DEVICE APPLICATION FEE 100.00
APPLICATION FEE 250.00
CLASSB IN-VITRO, GENERAL MEDICAL DEVICE
REGISTRATION FEE 1000.00
APPLICATION FEE 500.00
CLASSC IN-VITRO, GENERAL MEDICAL DEVICE
REGISTRATION FEE 2000.00
APPLICATION FEE 750.00
IN-VITRO, GENERAL MEDICAL DEVICE
REGISTRATION FEE 3000.00
CLASSD
APPLICATION FEE 750.00
GENERAL MEDICAL DEVICE
(RULE 13 AND COMBINATION PRODUCT )
REGISTRATION FEE 5000.00

.
Click to go to next step step.
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User tick checkbox at ‘Intended Uses’ field.

Rule 1 Details

(@) NON-INVASIVE DEVICES WHICH COME INTO CONTACT WITH INJURED SKIN

Intended Uses

Act As AMechanical Barrier

¥l For Compression Or Maintain Wound Position
) For Absorption Of Exudates

) Others

Then, ‘Medical Device Risk And Classification Details’ and ‘Class Payment Details’ will display.

Rule 1 Details

) MON-INVASIVE DEVICES WHICH COME INTD DDNTACT W MIUR

I
n

Intended ses

Act As A Mechanical Barmier
¥ For Compression Or Maintain Wound Positio
For Absorption Of Exudates

Liihers
Medical Device Rask And Classilic alion Delails

v T MEW
e Rlisk T CEMERAL MEDICAL DEVICE |CMD) - MOM- INVASIVE DEVICE

RULE 1

Mon-wrvasive Devices Which Come indo Comtac With Injured S&in

Medical Device Rule
Medical Devics Rule Detm
Medical Device Intended Lises Act &z A Mechanical Barrier

Fose Conripere-ition O Wi Lain Wound Pocitism

. Class A

Clazs Payment Details

The Medical Devicoe Risk Clais Payment Are Ai Follows:

CLASS EWICE RISK TYPE FEE TYPE AOUNT (RM)

157123



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

If user tick ‘Others’ checkbox. User has to fill ‘Please specify’ text box. User will not allowed to

go to the next step until user fill that text box.

Act As A Mechanical Barrier
For Compression Or Maintain Wouwnd Position

PN UV Exusiates

Cronerse ¥oar edicsl Device Rk And Claccification Are
HEW
Type GEMERAL MEDICAL DEVICE (GMD] - NOM-INVASIVE DEVICE
E RULER
D Pl Dt Mon invasher Diewices Which Come Into Contact With Injured Skin

anical Barrier

Claas Poprmerst Dietsils
Thee Medu ol Device Risk Class Paymend fie ks Follows
CLASS DEWCE RS TP FEE T¥E AMOLINT (RM)
NVTTRD, GENERSL B AL DEVICE APPLICATION FEE 100,00
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Display after user fill ‘Please specify’ text box.

Intended Uses

Act As A Mechanical Barrier

For Compression Or Maintain Wound Position
For Absorption Of Exudates
# Dihers

‘ Example Class A

Medical Device Fiik And Cladsificatlon Detabls

Based On Vaur Chaoss, Your Medical Devies Risk And Classifiestion Are
Medical Devies Type HOW
Madical Bevice Rk Type CEMIRAL MEDICAL DEVICE (CMD] - NON-INVASIVE DEVICE

Medical Device Bude 1 BULE 1
Medical Device Rude Debasl Hon-Invaskve Devices Whikh Come lnlo Conlact Wi Injured Skin

Medical Device Intended Llses

Act As A Mechanical Barrler

Medical Device Class

Class Payment Detalls

The Medical Device Risk Class Payment Ane As Follows:

CLASS EVICE RISK TYPE FEE TYPE AMOUNT {RM)

CLASS A H-VITRO, GENERAL MEDICAL DEVICE APPLICATION FEE 100.00

Go To Class A Classification

Click to go to next step step.
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2.2 FILL IN THE APPLICATION FORMS

2.21 SECTION 1 : MEDICAL CLASS CLASSIFICATION

=  Class A Application |Swbmission 10 :MOR-201T1106-238)

* BIGUR] MEHMEMERT
O OMUNEHELP . P -
Madical Device ik Tyy CENERAL MEDICAL DEVICE |[HOM-INVASIVE DEVICE]
RALE 1
Mesdical Dewioe Thak bs bbersber] To Be b Conlasl With Dnjured Bl Al b leside{l &
ABar pren Or Ahworptian 0
I I i At Ba
1. [xgenple
e c
E
L
oe=== - [

Hide the sidebar for full display
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Rules detail will be display

Appi ation Details

B WL ) RGO
¥ ACTIINT MARAGEMENT

B i L

User can choose the Medical Risk Type.

5 ] o e »

Tlaan A Application |MOA- 201808139
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The system will display a Risk Rule that selected by user on Risk type.

Wk L e

Mk Asd Cletnifstien Detudl

o I .
Choose Rules that appropriate with Risk Rules Available.
L] Non-invasne devices which coms inko conbact with ingured skin RULE 1
Channsling o storng Mod ayven sl ademen gration HULE 2
Dewices thal elther do nod towch the patiend or contact e vact skin only RULE 4
After that, choose intended uses that appropriate with user.
Medical Device Intended Uses
Mon-invasive devices intended for channefling or storing
v Hiady Liguids oF 1550 body
¢ Qurh
¢ Graen
for the purpose of eventual infusion, administration or introduction into the body AND NOT to be connected to an active device in Class B or a higher class

Click to proceed next step.
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2.2.2 SECTION 2 : DETERMINE IF THE PRODUCT A MEDICAL DEVICE

Class A Application (Submission 1D :MDR-2017T1108-258)

L Application Detalls

ODETERMINE IF THE
A MEDICAL DEVICE

User click a checkbox and automatically other checkboxes will display.
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B Oass & Agplicalion (Submissasn D :HDR- 20171006 258}

Mg File Sire | MDD
Supporied Fie Type - POF Only

i
/{ downloadfil

*.

)

™/ Click for

= Name of Tile will Show here remove file

— Click here to view file

User tick ‘Accessory’ or ‘Component’ checkbox.(If necessary)

User click to upload file ‘Product Classification letter issued by MDA (if any)’. The

file must be pdf format and size not more than 300 MB. (If necessary)

Click m to go to the next section.
Click m to go to the previous section.
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2.2.3 SECTION 3 : GENERAL INFORMATION

‘Next’ button is invisible until user complete this section.

lass A Application [ Submission ID :MDR-20171108-258)

‘.. Application Details

All Frbol musrordd with * are mandabary

Hower ot i on field input for kelp

Mg gl Dewlos Denersl |ilfaamatben

SECTION 1 : MEDSCAL DEVICE
CLASSIFRCATION

SECTICIN 2 : DETERMIME IF THE
FROOUCT A MEDICAL DEVICE

i, Medical Device Hame * 4

User fill ‘Medical Device Name’ and ‘Proprietary Name / Brand’. For Medical Device Category’

user select from drop down checkbox.
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Class A Application [Submission ID :MDR-20171115-258)

L Application Details

All ezl masrked with ™ are mandstoey

SECTION 1! MEMHCAL DEVICE

CLASSIFICATION
Hurver ol i an Reld inpul o alp

SECTION 1 : DETERMINE IF THE
PRODUCT A MEMCAL DEVICE

Mgl Dealee Genenal Infosmatien

L, Medical Device Mame * 4

Diagram below show additional question form if user choose ‘IN-VITRO DIAGNOSTIC
MEDICAL DEVICE (IVD) medical device risk type, user has to fill * Medical Device Discipline’
first and then ‘Medical Device Category’. Drop down text box will show different data at ‘Medical

Device Category’ according to selected data by user in * Medical Device Discipline’.
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4. Is The Medical Device Meant For Export Only?

Yes '® nNO

L Application Details
5. Description Of Medical Device :"@
SECTION 1 : MEDICAL DEVICE
CLASSIFICATION

SECTION 2 : DETERMINE IF THE

6. Commeon Intended Use Of Medical Device :*@
PRODUCT A MEDICAL DEVICE

SECTION 3 :GENERAL INFORMATION

7.HS Code :"@

8. GMDN Code :*@

9. Unique Device Identifier :* @

All of text boxes above is mandatory, user has to fill all the text boxes.

15, UHDHS Code ;" SECTION 3 :GEMERAL BMFORMATION

0
LIS
m ------ - o - e
i
Pe —
i c — ]
.o l L}
o
PR,
i e L
. —

User enter the UMDNS Code and then click to upload file. The file must be pdf

format and size not more than 300 MB.
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Click to go to the next section.
Click to go to the previous section.
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2.2.4 SECTION 4 : MEDICAL DEVICE GROUPING

= Class A Application [Submission ID MDR-201T71107-259)

Hadiral Dedrs Greuping ‘» Application Details

User only can tick one radio button in Medical Device Grouping field before user can go to next

step. ‘Next’ button is invisible until user complete this section.
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i) ‘Single’ radio button.

Class A Application (Submission ID :MDR-20171107-259)

Application Details
Medical Device Grouping

SECTION 1: MEDICAL DEVICE
Grouping Type For Medical Device CLASSIFICATION

@) Single SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE

1. Device ldentifier: SECTION 3 :GENERAL INFORMATION

SECTION 4 : MEDICAL DEVICE

GROUPING

2. Model :
SECTION 5 : ADDITIONAL

REQUIREMENTS

SECTION & : MANUFACTURER
INFORMATION

User has to fill ‘1. Device Identifier’ and ‘2. Model’ text boxes. Warning texts will display if user

do not fill the text boxes.

i) ‘System’ radio button.

®) System

A medical device SYSTEM comprises of a number of constituent components that are :
1. From the same Manufacturer : ® ves NO ‘ Application Details

SECTION 1: MEDICAL DEVICE

2. Intended to be used in combination to complete a commen intended purpose : o vos NO CLASSIFICATION
SECTION 2 : DETERMINE IF THE
3. Compatible when used as a SYSTEM: ® s NO PRODUCT A MEDICAL DEVICE
SECTION 3 :GENERAL INFORMATION
4., Sold under a SYSTEM name or the labeling, instruction for use (IFU), brochures or catalogues (@ Yes NO
for each constituent component states that the constituent component is intended for use with ) ' SECTION 4: MEDICAL DEVICE
the SYSTEM: GROUPING

System System Identifier System
No Name No. Model Action
, 3 . 3 Q, View Device [ 0] | (& Add Device
1 Example (not set) (not set)

[ Update System Name
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L8 [ i T [T

System System ldentifier System
No  Name No. Model Action
Q View Devica [ 0] | & Add Device
1 Exampla {not set) {not set)
@ Update System Name
1

Click to view device list.

Click to update [System Identifier No.] and [System Model] then click

Submit

to confirm update.
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Medieal Crouping Device Detallc

ADD DEVICE

MEDICAL DEVICE LIST

Mo HNam libwmtifhae

1 E namgila Exampla

L 4 Add Deace Manisalky & Upload Medical Device [ X15, ¥LSX |

Briel Dascription Action

Exampla an

LD DR LT L

BTCH UGl MEBILAL BEVICE DR P
m’

1. Prarriand “grapishy b Mediw Darvicg Drmaaery bl

User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

download excel template. Next, user click to upload excel file. The file must be

xlsx or xIs format.
button for user edit device details.

E button for user delete device.

button for user delete all medical devices.
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ii)

‘Family’ radio button.

User Manual Font End User - MDR Class A

®) Family

A medical device FAMILY is a collection of medical devices and each medical device FAMILY member :

1.Is from the same Manufacturer :

2. Is of the same risk classification :

3. Has the same medical device proprietary name :

4.Has a commen intended purpose or an overall intended purpose (This refers to the overall
intended purpose of reusable surgical instrument, regardless of location of the body they are
used on) :

5. Has the same design and manufacturing process:

6. Has variations that are within the scope of the permissible variants :

No Medical Device Name Action

1 Example Q, View Device [ 0] | @ Add Device | (& Update System Name

' Yes

Yes |

No

' No

Mo

Application Details

SECTION 1: MEDICAL DEVICE
CLASSIFICATION

SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE

SECTION 3 :GENERAL INFORMATION

SECTION 4 : MEDICAL DEVICE

GROUPING
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Mgy e s Crrgomy

Mo Madical Device Name Action

1 Example Q View Device [ 0] | (& Add Device | (& Update Syslem Name
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Medical Grouping Device Details

ADD DEVICE

X Liphoaed bedical (wvior [ 005, 0.5 ) B— .

MEMCAL DEVICY LIST

Mami of device, subalilssnl comgonents, Dwwice Chetails oo [T
ACCAORADIER, Teaunis and'or arhbes o par Idenisiar  Pevmissabis  Permissable [wrsc riphicn
Mo paodec | Ma i Wadidal Modsl | OF mam Action

1 Dasvicn X

telcrh
M X Variant X E»iemiii Exampie nn
L

qm—

Click to view device list.

User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

download excel template. Next, user click to upload excel file. The file must be

xlsx or xls format.

F 4
. button for user edit device details.

button for user delete device.

button for user delete all medical devices.

33/123



Medical Device Authority, Ministry of Health Malaysia

User Manual Font End User - MDR Class A

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

iv) ‘Family Of System’ radio button.

(@) Family of System
Amedical device FAMILY is a collection of medical devices and each medical device FAMILY member:
1. Is from the same Manufacturer :
2. Is of the same risk classification :

3. Has the same medical device proprietary name :

4, Has a commeon intended purpose or an overall intended purpose (This refers to the overall intended purpose
of reusable surgical instrument, regardless of location of the body they are used on) :

5. Has the same design and manufacturing process:

6. Has variations that are within the scope of the permissible variants :

= Add System Mame/Model

No  SystemName  System [dentifier No.  System Model  Action

Yes

/ Yes

Yes

Yes

Yes

! Yes

No

~ No

No

No

' No

Application Details

SECTION 1 : MEDICAL DEVICE
CLASSIFICATION

SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE

SECTION 3 :GENERAL INFORMATION

SECTION 4 : MEDICAL DEVICE

GROUPING
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[ mis e | i | O
=
——
System System ldentifier System
Mo  MName No. Model Action
Q, View Device [ 0] | (@ Add Device | @ Updale Sysiem Name
1 EXAMPLE 1111 MODEL X @ Delet
ale

. + Adds Mame/Model
Click to add system name or model.

Click to view device list.

Click to update [System Identifier No.] and [System Model Name] then

Submit
Click

Click to delete device.

to confirm update.
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Medical Grouping Device Details

ADD DEVACE

A b Do Marvalhy oL U] Ml Device | 105, 05 |

MEDNCAL DEWACE LIST

Hame of device, | Subsiuent Components. Diewice Deetails on Briet
enls andof ArUCIES &% pel Identileer  Permissable  Permessable DescTipon
] Watiani Vanani Model O Rem Action

Koo
Mumn X amaer K [ = E v armiju a u

Bvpeie [

s
User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

X, Upload file
download excel template. Next, user click - to upload excel file. The file must be

xlsx or xIs format.

,
. button for user edit device details.

E button for user delete device.
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0 button for user delete all medical devices.

V) ‘Set’ radio button.

®) Set

A medical device SET is a collection of two or more medical devices, assembled together as one package by a manufacturer. The medical device

SET has the following :
Application Details
1. Asingle proprietary SET name: ® oo No ) PP

SECTION 1: MEDICAL DEVICE

i g CLASSIFICATION
2. A common intended use : ® ves O No
SECTION 2 : DETERMINE IF THE
3. Classification allocated to the set is at the level of the highest classified device within the set: ®) .. () o PRODUCT A MEDICAL DEVICE
SECTION 3 :GENERAL INFORMATION
SET Name as Per Product SET Identifier SECTION 4 MEDICAL DEVICE
No  Label No. Action GROUPING

1 Medical device x (not set) Q View Device [ 0] | (@ Add Device || (# Update System Name

e e

" [y il et s il

SET Name as Per Product SET ldentifier
Mo Label No Action

1 Madical device x not sal Q View Dewvice [ 0] | (F Add Davice | (¥ Update System Name

Click to view device list.
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Submit
Click to update [System Identifier No.] then click to confirm

update.

Medical Grouping Device Detalls

ADD DEVICE

L Upload Medical Device [ KLS, WU5K | B— 1

MEDICAL DEVICH LIST

ahowing 1-1 gf 1 iem

No Marmz |elmmiitir Brinf Description Action

1 Mama X AWK 0K nn

i gl v

LA B AT

User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

download excel template. Next, user click to upload excel file. The file must be

xlsx or xIs format.
button for user edit device details.

E button for user delete device.

button for user delete all medical devices.
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Click m to go to the next section.
Click m to go to the previous section.

2.2.5 SECTION 5 : ADDITIONAL REQUIREMENTS

Application Details

2 Class AApplication (Submizsion ID :MDR-20171107-259)

Additionsl Requdrement

TIGN 2: DETERMINE I THE

User tick checkbox in red circle (if necessary) and user can tick more than one checkbox. If

not, user click to go to next section.

If user tick any checkboxes above, user has to complete that field before user go to the next

section.
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L Application Details
SECTION 1 : MEDMCAL DEVECE

SECTION 2 : DETERMINE IF THE

PRODILACT A MEMCAL DEVICE

SECTION 3 7GEMERAL INFORMATICH

: MEDICAL DEVICE

— Jplisaded F
L
= - e SEP . -
[ T T T—
18 e Uk l — ————
- =
nan el .
I it i
ormeel
4
—_—
) = -
o T
Gpem = e

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

300 MB.
. SUPPLIED STERILE
Sterillization Validstion Report & Cert
L Upload file
®
] aideel Files
—
r— e
- | -
- "
W T -
—
Fy ——
o = -
B aata
[T M | waw

300 MB.

User click to upload file. The file must be pdf format and size not more than
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- ER
Arvry Helated Do el
.'I‘.Llpln.dih: ed File &
[]
1 e ded F
s ha
=l =
s - ———
-
- I =
- - :
o e bkt Vi
 pomne
: (=] — =
SR b
[ opam :I geand

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

be pdf format and size not more than 300 MB.

L A VE
Validation Report | Certificate -
¥ E NTIRENEIC * Supported File Type @ pdf

L
(R
Iplo i Files:
— S—— - m Uploaded Files:
- R [ " e :
T
B8 e T— ploa 1 File
I i I - —
—— -
W T [—— B
F—_— i
or
* 3
=] -
= [T
[=H o

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

300 MB.
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L ]

teenir [ A
# e
s e e
. —
W o
-
-
s
= —
4+
S — -
- FrTEY
i

Applicotion Details

SECTROM §: MEDICAL DEVICE
LASSIEICATION

A 3 : DETERMINE IF THE

PRODUCT & MEDICAL DEVICE

SECTRON 42 MEDICAL DEWICE

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

300 MB.

Click m to go to the next section.
Click m to go to the previous section.
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2.2.6 SECTION 6 : MANUFACTURER INFORMATION

Diagram below show section 6 for Manufacturer.

‘Next’ button is invisible until user complete this section.

User click to add new data. User has to fill all the text box then click
m . New data will display in ‘List Of Manufacturing Site’ table.
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Diagram below show section 6 for Authorised Representative.

‘Next’ button is invisible until user complete this section.

= Class & Application [Submission 10 MDR-201T1118-256)

A fisids marked with © sre mandatory Application Detalls

SECTION 1 : MEDRCAL DEVICE

Weser b I on field input fos help CLASSIFICATION

Manufaciuser ndormstion PFRODUACT & MEDSCA | DEWICE

User fill all text boxes (if necessary). User select country at ‘Country’ drop down text box.
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Tl ]
[ ]

@  Hovember 1017 @

Su Mo T We Th Fr Sa

.User fill all text boxes and then user select date in ‘Issuance Date’ and ‘Expiry Date’ calendar

text box or user can write the date using YYYY-MM-DD format. Click at w to upload

file. The file must be pdf format and size not more than 300 MB.(If necessary)

457123



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

List OF Masasfaituring Silte
1 i
Maitia Cfl (]
Manidscturing Conlalflp
Mi Lhw Addimas Of Manilacturing i Code Mansdactising Sits Ugploai Fils Rl
& Upload Fils
LINIUYA BEST HWES Bk Ak .5 MECAN AVENLIE
EAMF i - m
1 N AT AN, Kl LiMF Mm
[1
hae o ok et
Attty o

4
Click ek A pict 2 then ‘Manufacturing Site Information’ will display on screen. Click at

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

‘Manufacturing Site Upload File’ column will appear in the table.

MNaime OF Post Manufacturing
Manufacturing Codelfip Site Upload
Mo  Site Address Of Manufacturing Site Code File: Action
UNIJAYA RESOURCES 50N BHD D-9-5 MEGAN TESTpdf
1 EXAMPLE AVENUE 1, 189 JALAN TUN RAZAK, 50400 KUALA 50400 x
R

Click e Lpiate to update the data.
Click to delete the data.
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Click m to go to the next section.
Click m to go to the previous section.

2.2.7 SECTION 7 : PRE-MARKET CLEARANCE / PRE-MARKET APPROVAL

L Application Details

PEE-MARNE T CLEARRNCEPRE-MAREE T BFPROVAL

|
SECTION 7 1 PRE-MARKET C1 EARANCE
| PHE -MASKE T APFHIVAL

User tick checkbox in red circle (if necessary) and user can tick more than one checkbox. If
not, user click to skip this section.

If user tick any checkboxes above, user has to complete that field before user go to the next

section
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i) ‘USFDA’ checkbox.

Application Details

1. Chassificalion Regulatisan No

Fliease Uplead Pre- market Clearasce | Pre maskel Approval

Cltkaimesd Froms USFOR

1+ HNovember 2017 o

Sy Mo Tu We Th Fr Sa

SECTION 7: PRE-

PRL-MAREL T AF

User fill ‘Classification Regulation No’ text box.

User select date in ‘Issuance Date’ calendar text box or user can write the date using
YYYY-MM-DD format.

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

300 MB.
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ii) ‘Australia TGA’ checkbox.

L Australia TGA

1. Artg Mumber :

2. Issuance Date :

3. Valid To

Please upload Pre-market Clearance | Pre-market Approval

Obstained From Australia TGA

Su Mo Tu We

-] H

26 27 28 29

o November 2017 [ 1]

I..IPIU.H. g

& Uplond file

Th Fr Sa
2 4

[ §

L 18
23 24 35

User fill * Artg Number’ textbox.

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.

497123



Medical Device Authority, Ministry of Health Malaysia
Medical Device Centralised Online Application System (MeDC@St 2.0)

iii) ‘EU’ checkbox.

User Manual Font End User - MDR Class A

User select from ‘Country’ dropdown text box.

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.

User fill ‘Notified Body Name (for Supplied Sterile & Has Measuring Function)’ text box.
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iv)

‘Health Canada’ checkbox.

User Manual Font End User - MDR Class A

alth Lanada

1. Medical Device License Number

2. lssuance [rate : . Valid To:

Please upload Pre-market Clearance [ Pre-market Approval
Obtained From Health Canada

- ] November 2017 o

Su Mo Tu We Th Fr Sa
5 & 8 ]

12 3 14

i3 20 21 .}

' supported File Type @ pdf

Uploaded Files:

User fill ‘Medical Device License Number’ text box.

25 27 28 29

.I =
¥ e
.
- e -
- —
B e —_ e —
o i il
-] el
[T -
B i
e __
= = -
. -
—

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.
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V) ‘Japan MHLW’ checkbox.

User Manual Font End User - MDR Class A

o Japan MHLW

2. lssuance Date : 3. Valid To

1 F!{\-giﬁh'-'liinn Certificate | Notified Ftn-::,' Hame :

Please upload Pre-market Clesrance

Obtalned From Japsn MHLW

Fre |'\-|.||'r.'r.l'l.||:'\-|..-|-.1

o November 2017

Su Mo T Wa Th Fr

Sa

. pparted File Type | pdf

|.||||||.|||-rr||||r'.
Jploaded F
& G
=P - E
LI
=T - [ [ - :
] i
L s —
- s - —_—
-
- I =
o T P [ren—
FI——
™ m L .
e enre | [TLN
Diper v Cavscal

User fill ‘Registration Certificate / Notified Body Name’ text box.

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.
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Vi) ‘Premarket Approval From Non-reference Country’ checkbox.

| setectcoedeny |

@ Hovember 2017 @

S Mo Tu Wae Th Fr Sa

User select from ‘Non-reference Countries’ dropdown text box.

User select date in ‘Issuance Date’ calendar text box or user can write the date using
YYYY-MM-DD format .

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

300 MB.
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vii) ‘Others’ checkbox.

oF O b

L Plense Specify 1

User has to fill ‘Please Specify’ text box.

. .
Click to go to the next section.
Click m to go to the previous section.
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2.2.8 SECTION 8 : LABELLING

Diagram below show section 8 page.

‘Next’ button is invisible until user complete this section.

| ] = ENGLISH {2} 1 Example El name - MOHD FARIQ

Class AApplication {Submission ID :MDR-20171114-254)

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

5 Application Del
Al ields marked with * are mandatory

Z SECTION 2 - DETERMINE IF THE
st S Seti mputioraet PRODUCT AMEDICAL DEVICE

SECTION 5 :GENERAL INFORMATION

ACCOUNT MANAGEMENT

ONLINEHELP

LABELLING (Must comply with L
Medical device labelling * po—

Uploaded Files:-

utin Medical Dey

SECTION 4 : MEDICAL DEVICE
GROUFING

SECTION 5 :ADDITIONAL
REQUIREMENTS:

SECTION 6 : MANUFACTURER
INFORMATION

Ne Uplosded Files

Any Additianal Information Labelling s
L uploadfile STl

Uploaded Files:-

SECTION 7 : PRE-MARKET
CLEARANCE / PRE-MARKET
APPROVAL

SECTION & :LABELLING d

Ko Uploaded Files
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EANCESE R T~ Supported File Type : pdf

Medical device labelling ®

Uploaded Files:

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

Any Additional Information Labelling

;Llplnad | = Supported File Type : pdf

IJplna-.'Ir-rllilr-'.:
* o -
C s Uploaded Files

T |
"o —
i i -
"L [ —
iyl —
P
5 n —_——

e -

—c —

User fill ‘Any Additional Information Labelling’ text box.(If necessary)

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

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

2.2.9 SECTION 9 : POST-MARKET SURVEILLANCE AND VIGILANCE

ﬂ = ENGLISH (2) l Example El name - MOHD FARIQ

Class A Applicatio ission 1D :MDR-20

HOME

ESTABLISHMENT LICENSE

Appli ion Def

jon (Submission ID

MEDICAL DEVICE REGISTRATION

CLASSIFICATION
ACCOUNT MANAGEMENT
POST-MARKET SURVEILLANCE AND VIGILENCE SECTION 2= DETERMINEIF THE
ONLME i PRODUCT A MEDICAL DEVICE
1. History Of Previous Recalls, Reportable Adverse Incidents, Banning In ves O NO SECTION 3 :GENERAL INFORMATION
Other Countries Or Post Market Surveillance Studies (please Check The
Appropriate Box). SECTION 4 : MEDICAL DEVICE
GROUPING
2. Has The Application/registration Been Rejected/suspended In Other ) Yes NO SECTION 5 ADDITIONAL
Countries? REQUIREMENTS

SECTION 6 : MANUFACTURER
Yes NO INFORMATION

SECTION 7 : PRE-MARKET CLEARANCE
m / PRE-MARKET APPROVAL

SECTION 8: LABELLING

3. Any Ongoing Post-market Issues?

1. History Of Previous Recalls, Reportable Adverse Incidents, Banning In . - ey
Other Countries Or Post Market Surveillance Studies (please Check The

Appropriate Box)

Please upload Post-Market Surveillance And Vigilance Report

L Upload file  |§ rited File Type : pdf
P
' = Uploaded File

. — ' Jed
= — N

. i -

. — .

e =—°

Fp—

- m -

=
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If user tick ‘Yes’, user has 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 Other
Counbries?

Flease specify reason |

Please upload Post-Market Surveillance And Vigilance Report
pho ] T B PV [} nd Vigilance Hepor ,j.ljpl_oadflle = Supparbed File ._-:= I-'J'

]
— @ Uploaded Files:-
- - -

i — . -

A —_— io Uploaded Files
ans I &

- - = -

- iy

' v—

) m —

If user tick ‘Yes’, user has to upload file. Click to upload file. The file must be pdf
format and size not more than 300 MB.

. Ay Ol Post-market lssues? - y
Please upload Post-Market Survelllance And Vigilance Report | |
P | [
F
Uplosded Files;
L
N s Uploaded Flles
o e .
- —_—
. i —
' b e
Frrer—
) ——
1 -|m e~ -
o e
| wra
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If user tick ‘Yes’, user has to upload file. Click to upload file. The file must be pdf

format and size not more than 300 MB.

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

2.2.10 SECTION 10 : DECLARATION OF CONFORMITY & ATTESTATION

‘Preview & Submit’ button is invisible until user complete this section.

Application Deialy
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User Manual Font End User - MDR Class A

R AR =
@ !

i i

L i

= .‘.‘.._. .

= e b

Y ——

User fill ‘Any Additional Information Labelling’ text box.(If necessary)

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

300 MB.

ASEDUNL MUALIK SN MOSAMID 111111171101

Mg st

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

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

B Click to submit application

Section 1 : Medical Device Classification StﬂtU$
Medical Device Risk And Classification I:Ittalls
Establishment Detalls [ETCRrA D10y Complete

™~

Section 2 : Determine I The Product A Medical Device

Click to see more details about form

Determine If The Product A Medical Device BTSN na L
Section 3 ; General Information
Medical Device General Information [ERL il el

- . B Complet
Submission only can do if all form status is . If status = , user has to

complete the form.

Then, click to submit application.
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3.0 RE-REGISTRATION APPLICATION

User go to Application List page to re-registration application.

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

New Application Form Medical [
Application List ( 7) Medi
Medi
Change Of Ownership Medi
Medi
Change MNotification (0)
Medi
History (0) @
Med

P b rerwa | CarSficabs
B Change CF Hotifcation
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Establishment Details
1. BUSINESS REG NO BAIMDR Application Details
2.ESTABLISHMENT NAME BAIZURA SYAIFULLAH
SECTION 1: MEDICAL DEVICE
CLASSIFICATION
3. NAME OF PERSON RESPONSIBLE HUSSAIM BIN ABDULLAH
SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE
4. ADDRESS EANGUNAN DARUZZAKAH, LORONG HAJ| HUSSEIN 2, CHOW KIT
SECTION 3 :GENERAL INFORMATION
SECTION 4 : MEDICAL DEVICE
A GROUPING
SECTIONS : ADDITIONAL
5. EMAIL ce@gmail.com REQUIREMENTS
SECTION 6 : MANUFACTURER
6. TELEPHONE NO 603-12323412 INFORMATION
SECTION 7: PRE-MARKET CLEARANCE
7. MAME OF CONTACT PERSON HUSSAIN BIN ABDULLAH JEREMAEKET ARRROML
8. ESTABLISHMENT LICENSING STATUS COMPLETE

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

to the next step.
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Next, user will go to SECTION 2 : DETERMINE IF THE PRODUCT A MEDICAL DEVICE page.

User have to choose and fill all required information.

B Olass A Application [Submdsion ID 84 DR-204 71 206-20%)

ot Clamication betier immsed by MIA F s . .

User click to go to the next step.
User click m to go to the previous form.
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The diagram below show SECTION 3 : GENERAL INFORMATION page, user need to fill :
I.  Medical Device Name
II.  Proprietary Name / Brand
lll.  Medical Device Category
IV. Is the Medical Device Meant for Export Only?
V.  Description of Medical Device
VI.  Common Intended Use of Medical Device
VIl.  HS Code
VIll.  GMDN Code
IX.  Unique Device Identifier
X.  UMDNS Code
Xl.  IFU/IBROCHURE/PRODUCT CATALOGUE
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= Class A Application (Submission ID :MDR-20171208-283)

All izl s rrarked with * mre mandatory

Herwer wt i oo el input for help

Medicsl Device General Information

1. Medical Devios Kame = 15

1, Progeiztary Nama | Brand *
| I

3, Medical Device Category :*

b i

4, Is The Medical Device Meant For Exgsort Only?

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

Next =»

User click to go to the next step.

User click to go to the previous form.
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Next, user will go to SECTION 4 : MEDICAL DEVICE GROUPING page. User have to choose

and fill all required information.

User only can tick one radio button in Medical Device Grouping field before user can go to next

step.

= Class A Application [Submission ID :MDR-20171167-259)

L Application Details

< MEDICAL DEVICE
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i) ‘Single’ radio button.

= ClassAApplication (Submission ID :MDR-20171107-258)

® Application Details
Medical Device Grouping
SECTION 1 : MEDICAL DEVICE
Grouping Type For Medical Device CLASSIFICATION

®) Single SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE

1. Device Identifier : SECTION 3 :GENERAL INFORMATION

SECTION 4 : MEDICAL DEVICE
GROUPING

2. Model :
SECTION 5: ADDITIONAL

REQUIREMENTS

SECTION 6 : MANUFACTURER
INFORMATION

User has to fill ‘1. Device Identifier and ‘2. Model’ text boxes. Warning texts will display if user

do not fill the text boxes.
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ii) ‘System’ radio button.

(®) System

A medical device SYSTEM comprises of a number of constituent components that are:
Application De
1. From the same Manufacturer : ®) vl NO

SECTION 1 : MEDICAL DEVICE
2.Intended to be used in combination to complete a common intended purpose : ) [ CLASSIFICATION

SECTION 2 : DETERMINE IF THE
3. Compatible when used asa SYSTEM : (® ( PRODUCT AMEDICAL DEVICE

SECTION 3 :GENERAL INFORMATION
4. Sold under a SYSTEM name or the labeling, instruction for use (IFU), brochures or catalogues (g Yes NO
for each constituent component states that the constituent component is intended for use with SECTION

the SYSTEM : GROUPING

MEDICAL DEVICE

System System Identifier System
No  Name No. Model Action
. R Q View Device [ 0] | (& Add D
1 Example (not set) (not set)
& Update System Name
'
.
System System ldentifier Systam
No  Name No Maoidel Action
1 Example (mal sl nal sl

Click to view device list.
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Click to update [System Identifier No.] and [System Model] then click

ii)

to confirm update.

‘Family’ radio button

(®) Family

A medical device FAMILY is a collection of medical devices and each medical device FAMILY member :

1.Is from the same Manufacturer :

2. Is of the same risk classification :

3. Has the same medical device proprietary name :

4.Has a commen intended purpose or an overall intended purpose (This refers to the overall
intended purpose of reusable surgical instrument, regardless of location of the body they are
used on) :

5. Has the same design and manufacturing process:

6. Has variations that are within the scope of the permissible variants :

No Medical Device Name Action

1 Example Q, View Device [ 0] | @ Add Device | (& Update System Name

Yes |

Yes |

' No

' No

' No

' No

Application Details

SECTION 1: MEDICAL DEVICE
CLASSIFICATION

SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE

SECTION 3 :GENERAL INFORMATION

SECTION 4 : MEDICAL DEVICE

GROUPING
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[ P — s -

No Medical Device Name Action

1 Example Q View Device [ 0 ] | G Add Device

[ Update System Name

(3 0]
|
Ld 1
t
|
i
i
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Medical Grouping Device Details

ADD DEVICE

X Liphoaed bedical (wvior [ 005, 0.5 ) B— .

MEMCAL DEVICY LIST

Mami of device, subalilssnl comgonents, Dwwice Chetails oo [T
ACCAORADIER, Teaunis and'or arhbes o par Idenisiar  Pevmissabis  Permissable [wrsc riphicn
Mo paodec | Ma i Wadidal Modsl | OF mam Action

1 Dasvicn X

telcrh
M X Variant X E»iemiii Exampie nn
L

qm—

Click to view device list.

User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

download excel template. Next, user click to upload excel file. The file must be

xlsx or xls format.

&
. button for user edit device details.
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button for user delete device.

“ button for user delete all medical devices.

iv) ‘Family Of System’ radio button.

(@) Family of System
Amedical device FAMILY is a collection of medical devices and each medical device FAMILY member:
1. Is from the same Manufacturer :
2. Is of the same risk classification :

3. Has the same medical device proprietary name:

4. Has a commen intended purpose or an overzll intended purpose (This refers to the overall intended purpose
of reusable surgical instrument, regardless of location of the body they are used on) :

5. Has the same design and manufacturing process:

6. Has variations that are within the scope of the permissible variants :

+ Add System Mame/Model

No System Name System Identifier No. System Model  Action

Yes

! Yes

Yes

Yes

Yes

Yes

No

/ No

No

- No

No

No

Application Details

SECTION 1 : MEDICAL DEVICE
CLASSIFICATION

SECTION 2 : DETERMINE IF THE
PRODUCT A MEDICAL DEVICE

SECTION 3 :GENERAL INFORMATION

SECTION 4 : MEDICAL DEVICE

GROUPING
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- = o
=
+ Add System Mame/Model
System System ldentifier System
No MName Na. Model Action
: Q View Device [0 ] (¥ Update System Name
1 EXAMPLE 1 MODEL X
& [edele

[

. + adds Mame/Model
Click to add system name or model.
Click BREEEEIEN 15 view device list.

Click to update [System Identifier No.] and [System Model Name] then

Click m to confirm update.

Click to delete device.
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Medical Grouping Device Details

ADD DEVACE

A b Do Marvalhy oL U] Ml Device | 105, 05 |

MEDNCAL DEWACE LIST

Hame of device, | Subsiuent Components. Diewice Deetails on Briet
enls andof ArUCIES &% pel Identileer  Permissable  Permessable DescTipon
] Watiani Vanani Model O Rem Action

Koo
Mumn X amaer K [ = E v armiju a u

Bvpeie [

s
User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

X, Upload file
download excel template. Next, user click - to upload excel file. The file must be

xlsx or xIs format.

,
. button for user edit device details.

E button for user delete device.
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0 button for user delete all medical devices.

V) ‘Set’ radio button.

®) Set

A medical device SET is a collection of two or more medical devices, assembled together as one package by a manufacturer. The medical device

SET has the following :
Application Details
1. Asingle proprietary SET name: ® oo No ) PP

SECTION 1: MEDICAL DEVICE

i g CLASSIFICATION
2. A common intended use : ® ves O No
SECTION 2 : DETERMINE IF THE
3. Classification allocated to the set is at the level of the highest classified device within the set: ®) .. () o PRODUCT A MEDICAL DEVICE
SECTION 3 :GENERAL INFORMATION
SET Name as Per Product SET Identifier SECTION 4 MEDICAL DEVICE
No  Label No. Action GROUPING

1 Medical device x (not set) Q View Device [ 0] | (@ Add Device || (# Update System Name

e e

" [y il et s il

SET Name as Per Product SET ldentifier
Mo Label No Action

1 Madical device x not sal Q View Dewvice [ 0] | (F Add Davice | (¥ Update System Name

Click to view device list.
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Submit
Click to update [System Identifier No.] then click to confirm

update.

Medical Grouping Device Detalls

ADD DEVICE

L Upload Medical Device [ KLS, WU5K | B— 1

MEDICAL DEVICH LIST

ahowing 1-1 gf 1 iem

No Marmz |elmmiitir Brinf Description Action

1 Mama X AWK 0K nn

i gl v

LA B AT

User click , then user has to fill the form and click to add device.
User click , then user click [Template Excel For Upload] to

download excel template. Next, user click to upload excel file. The file must be

xlsx or xIs format.
button for user edit device details.

E button for user delete device.

button for user delete all medical devices.
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Click m to go to the next section.
Click m to go to the previous section.

The diagram below show SECTION 5 : ADDITIONAL REQUIREMENT

2 Class AApplication (Submizsion ID :MDR-20171107-259)

Bdditionsl Reguirement

Application Details

SECTION 2 : DETERMME F THE
PRODUCT A MEDICAL DEVICE

User tick checkbox in red circle (if necessary) and user can tick more than one checkbox. If

not, user click to go to next section.

If user tick any checkboxes above, user has to complete that field before user go to the next

section.
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-
ibls
i
ai
abban Rapor & Q i lcal
l
=
e
- —
L] &=
W e — e
-
- i I L
B Ve :._._ :
W Iy e
'y —
b i m T
Q. o Py
| = - ——

‘} Application Details
SECTION 1 : MEDICAL DEVICE

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

300 MB.

PPLIED STERILE

Sterillization Validstion Report & Cert

=

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

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

be pdf format and size not more than 300 MB.
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Validation Report | Certificate

T
- Uploaded Fil
oaded Files:
— - 0 P P
- : may B P FRTLE ST
e
g — ploaded F
B — —
. =
ey I =
= i )
Syl e
B S
§ -
e =
| r—— aa

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

L ]

SECTRON §

Applicotion Details

MEDICAL DEWCE

JCT A MEDICAL DEWCE
SECTROM 3 2GEME RAL INFORMATION
teenir [ A
L P
Sk R 4 M DICAL DEICH
ROUPM
[]
—
F o
.
am i
s |
- o =
+ —_——
-~ . = — -
- FrTEY
[e="H ——

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

300 MB.
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Click m to go to the next section.
Click m to go to the previous section.

Next, user will go to SECTION 6 : MANUFACTURER INFORMATION page.

Diagram below show section 6 for Manufacturer.
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User click to add new data. User has to fill all the text box then click

Submit
. New data will display in ‘List Of Manufacturing Site’ table.

Diagram below show section 6 for Authorised Representative.

‘Next’ button is invisible until user complete this section.
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= Class & Application [Submission 10 :MDR-201T1115-258)

Application Details

A fiehds marked with * soe mandatory

SECTIOMN 1 ! MEDRCAL DEVICE
CLASESIFICATION

vioewer st il an field input for help

Manufaciuser lndoymmation PROGUACT A MEDSCA L DEVICE

ECT ERAL INFORMATION
1. Hasne OF Legsl Manulaclure:

ECT 4 ;| ME [HCA EVICE
3. Adieens OF Leged Maslncbines SECTION B | ADDITICHAL

User fill all text boxes (if necessary). User select country at ‘Country’ drop down text box.
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Tl ]
[ ]

@  Hovember 1017 @

Su Mo T We Th Fr Sa

.User fill all text boxes and then user select date in ‘Issuance Date’ and ‘Expiry Date’ calendar

text box or user can write the date using YYYY-MM-DD format. Click at w to upload

file. The file must be pdf format and size not more than 300 MB.(If necessary)
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List OF Masasfaituring Silte
1 ie
Maitia Cfl (]
Manidscturing Codaid g
Ni Lite Aiddiass U Manulacbinmg S il Manwlaciiglng St Upkaail | ds AT
& Lot Fils
LINIUCYA RESOURCE S S0l B 15, ME AN AVENLIE
i 3 — " & Upiais
DL 1, 169 JALAN b B TAK BDASY KLIALA LUMPUR . ‘- . ke iy W P |
L
hae o ok et
Attty -

4
Click ek A pict 2 then ‘Manufacturing Site Information’ will display on screen. Click at

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

‘Manufacturing Site Upload File’ column will appear in the table.

Mame Of Post Manufacturing
Manufacturing CodelZip Site Upload
Mo  Site Address Of Manufacturing Site Code File Action

& Upload File
UNAYA RESOURCES SDN BHD D-9-5, MEGAN TESTpdf =
i EXAMPLE AVENUE 1 189 JALAN TUN RAZAK SO400 KUALA Ehd & # Update
LUMPUR @ Delete

Click e Lpiate to update the data.
Click to delete the data.
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Click m to go to the next section.
Click m to go to the previous section.

The diagram below show SECTION 7 : PRE-MARKET CLEARANCE / PRE-MARKET APPROVAL

L Application Details

PRE-MARET CLEARRBNCE PRE-MARNE T RFFHIVAL

=

User tick checkbox in red circle (if necessary) and user can tick more than one checkbox. If
not, user click to skip this section.

If user tick any checkboxes above, user has to complete that field before user go to the next

section
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i) ‘USFDA’ checkbox.

% Application Details
- Fhid

1. Classification Regulation No

SECTION 1 : MEDICAL DEVICE
CLASSIFRCATION
SECTION 2: DETERMINE IF THE

FRODULCT A MEDICAL DEVICE

_|:| SECTION 3:GERERAL INFORMATION

ECTIO DAL BEVIE
Please Uplead Pre- market Clearsace | Pre- saskel Approval =
Ostasmed From USFDA
SECTION 5 U
o Hovember 2017 o
Mo Tu We Th Fr 5Sa
_ e B ' L
e 1 @
_-F P [2 [T Lows .
SRR
" —
1 p—
- C— re— —
-
- i I =
@ A ;
<Y o
J g Ta——
—_— =
= ] ™ -
& AT
= ]

User fill ‘Classification Regulation No’ text box.

User select date in ‘Issuance Date’ calendar text box or user can write the date using
YYYY-MM-DD format.

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

300 MB.
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ii) ‘Australia TGA’ checkbox.

L Australia TGA

1. Artg Mumber :

2. Issuance Date :

3. Valid To

Please upload Pre-market Clearance | Pre-market Approval

Obstained From Australia TGA

Su Mo Tu We

-] H

26 27 28 29

o November 2017 [ 1]

I..IPIU.H. g

& Uplond file

Th Fr Sa
2 4

[ §

L 18
23 24 35

User fill * Artg Number’ textbox.

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.
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iii) ‘EU’ checkbox.

User Manual Font End User - MDR Class A

User select from ‘Country’ dropdown text box.

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.

User fill ‘Notified Body Name (for Supplied Sterile & Has Measuring Function)’ text box.

927123



Medical Device Authority, Ministry of Health Malaysia
Medical Device Centralised Online Application System (MeDC@St 2.0)

iv)

‘Health Canada’ checkbox.

User Manual Font End User - MDR Class A

alth Lanada

1. Medical Device License Number

2. lssuance [rate : . Valid To:

Please upload Pre-market Clearance [ Pre-market Approval
Obtained From Health Canada

- ] November 2017 o

Su Mo Tu We Th Fr Sa
5 & 8 ]

12 3 14

i3 20 21 .}

' supported File Type @ pdf

Uploaded Files:

User fill ‘Medical Device License Number’ text box.

25 27 28 29

.I =
¥ e
.
- e -
- —
B e —_ e —
o i il
-] el
[T -
B i
e __
= = -
. -
—

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.
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V) ‘Japan MHLW’ checkbox.

User Manual Font End User - MDR Class A

o Japan MHLW

2. lssuance Date : 3. Valid To

1 F!{\-giﬁh'-'liinn Certificate | Notified Ftn-::,' Hame :

Please upload Pre-market Clesrance

Obtalned From Japsn MHLW

Fre |'\-|.||'r.'r.l'l.||:'\-|..-|-.1

o November 2017

Su Mo T Wa Th Fr

Sa

. pparted File Type | pdf

|.||||||.|||-rr||||r'.
Jploaded F
& G
=P - E
LI
=T - [ [ - :
] i
L s —
- s - —_—
-
- I =
o T P [ren—
FI——
™ m L .
e enre | [TLN
Diper v Cavscal

User fill ‘Registration Certificate / Notified Body Name’ text box.

User select date in ‘Issuance Date’ and ‘Valid To’ calendar text box or user can write the date

using YYYY-MM-DD format .

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

300 MB.
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Vi) ‘Premarket Approval From Non-reference Country’ checkbox.

| setectcoedeny |

@ Hovember 2017 @

S Mo Tu Wae Th Fr Sa

User select from ‘Non-reference Countries’ dropdown text box.

User select date in ‘Issuance Date’ calendar text box or user can write the date using
YYYY-MM-DD format .

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

300 MB.
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vii) ‘Others’ checkbox.

oF O b

L Plense Specify 1

User has to fill ‘Please Specify’ text box.

. .
Click to go to the next section.
Click m to go to the previous section.
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Next, user will go to SECTION 8 : LABELLING page

a

= ENGLISH b (2 1 Example Elname - MOHD FARIQ

Class A Application (Submission ID :MDR-20171114-254)

B HOME

8 ESTABLISHMENT LICENSE

All fields marked with ™ are mandatory

LABELLING {Must comply with Labeling Requirements a5 set out in Medical Device Regulations 2012.)

B MEDICAL DEVICE REGISTRATION

2 ACCOUNT MANAGEMENT TERMINEIF THE

AMEDICAL DEVICE

© ONUNEHELP

SECTION 4 : MEDICAL DEVICE

Medical device labelling * PR - < o Fie Type gt GROUPING

SECTI
REQUIRE

Uploaded Files:- SECTION & : MANUFACTURER

INFORMATION
Ne Uplosded Files

Any Additional Information Labelling N i
& Upload il (LRI pe:pdf
SECTION & -LABELLING

Uploaded Files:-

Mo Uploeded Files

Medical device labelling ®
EAREN. Cev: ! ng ;upmﬂl! * Supported File Type ; pdf

- Uploaded Flies:
—
Jploaded
= —
L —
-
- I FRai
[ —
+ S—
£ = -
— aaren
[

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

300 MB.
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Any Additional Information Labelling

E AIRENE RPN * Supported File Type : pdf

I.lpln.a:l

L.

i=d Files:

Pploaded Files

User fill ‘Any Additional Information Labelling’ text box.(If necessary)

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

300 MB.

. .
Click to go to the next section.

Click m to go to the previous section.

98/123



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

The diagram below show SECTION 9 : POST -MARKET SURVEILLANCE AND VIGILENCE

B ENGLISH

a ez

Class AApplical {Submission 1D :MDR-201"

B HOME

I ESTABLISHMENT LICENSE

Class A Application (Submission ID :MDR-20171114-254)
B MEDICAL DEVICE REGISTRATION

l Example El name - MOHD FARIQ

Application Details

CLASSIFICATION
ACCOUNT MANAGEMENT
POST-MARKET SURVEILLANCE AND VIGILENCE SECTION 2= DETERMINE IE THE
ONLINE HEi PRODUCT A MEDICAL DEVICE
1. History Of Previous Recalls, Reportable Adverse Incidents, Banning In ves © NO SECTION 3 :GENERAL INFORMATION
Other Countries Or Post Market Surveillance Studies (please Check The
Appropriate Box). SECTION 4 : MEDICAL DEVICE
GROUPING
2. Has The Application/registration Been Rejected/suspended In Other ) Yes NO SECTION 5+ ADDITIONAL
Countries? REQUIREMENTS
i SECTION 6 : MANUFACTURER
3. Any Ongoing Post-market Issues? ves @ NO aioh
SECTION 7 : PRE-MARKET CLEARANCE
m I PRE-MARKET AFPROVAL
SECTION 8 : LABELLING
1. History Of Previous Recalls, Reportable Adverse Incidents, Banning In LT ey
Uther Lounltries Ur Fost Markel Surveillance Studies [please Uheck The
Appropilate Box)
Please upload Post-Market Survelllance And Vigilance Report _ )
X Upload file pdf
¥
.
= Uploaded Filg
¢ M led
) o
. I —
- L}
. - =
B =l
B
~ . m — .
T -

If user tick ‘Yes’, user has to upload file. Click

format and size not more than 300 MB.

to upload file. The file must be pdf
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Next, user will go to SECTION 10 : DECLARATION OF CONFORMITY & ATTESTATION
page.

MeBaS e ,  DE== - o 2

m -

B AR T | ROTHE Applirabian Deisly

B sereca DraCy eTSTRRTIGH
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R AR =
@ !

i i

L i

= .‘.‘.._. .

= e b

Y ——

User fill ‘Any Additional Information Labelling’ text box.(If necessary)

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

300 MB.

ASEDUNL MUALIK SN MOSAMID 111111171101

Mg st

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

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

w Click to submit application

Section 1 : Medical Device Classitic ation S‘tatus
Medical Device Risk And Classification Detsis L L L) Comphete
Estabishment Detais [PTIPY 2Ty

AN

Section 7 : Determine If The Product A Medical Device

Click to see more details about form

Determine i The Product A Medical Device
Section 3 : General Information
Medical Devies Genersl Information [ Ce e
has
L . B Complete Not Complete
Submission only can do if all form status is - . If status , user has to

complete the form.

Then, click to submit application.
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4.0 CHANGE OF NOTIFICATION APPLICATION

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

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

New Application Form Medical [

Application List (7) Medi
Medi
Change Of Ownership Medi
Medi
Change Motification (0)
Medi
History (0) @
r'-1l:'__'d

The diagram below show Application List page. Click SvL Ay R to change of

notification application.

o — . s |

b rwrwva | Certdicabe
- T
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Create a Change of Notification application. Category type will be display. The user can tick one

of any category.

Change Notification For Registered Medical Device

Category Type

CATEGORY 1 CATEGORY 2 CATEGORY 3

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

the pointer over its category type

£  Change Notification For Registered Medical Device

Category Type

@ CATEGORY 2 CATEGORY 3

| changes of medical devices that affect their safety and performance and require new registration of the medical device l
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The user can select more than one type of changes.

Category Type

() CATEGORY1 (J)CATEGORY2 (@) CATEGORY3

< and quality management system [QMS)

rovided!
Documentation Requirements Upload document (applicsble field)
e No
®
lid certificate and report
e
-4
Unless the change only—
n updste of certificsts

Q dste only -
Of

ovided?

Documentstion Requirements Upload document (applicable field]

Valid QMS certificate

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

section based on their change of notification category

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

registration of the change of notification application.
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B Class A Application [Submiadisn ID MDR-20171207-283)

SIDEBAR

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

sidebar to go directly to the editable section.
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The diagram below show SECTION 5 : ADDITIONAL REQUIREMENT that need to be change.

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

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

Click To See Change Of Hotification checklist

Additional Requirement

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

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

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

Validation Report & Cert (Conforms to metrological requirement) XTI - <., 00 rted File Type : pdf
pload file P le Type :

Uploaded Files:-

150537297258b52b2c3000c5.41407858, pdf & %

SUPPLIED STERILE
OTHERS

ACTIVE

CONTAIN ANIMAL, HUMAN, MICROBIAL, RECOMBINANT ORIGIN (WD)
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-
% Application Details
CLA
i M 2 i DETERMINE IF THE
PRODUACT A MEMMCAL DEVICE
m SECTION 3 1ZENERAL INFORMATIGN
Validation Beport & Cert (Conforms to metrologhcal SECTION 4 MEDICAL DEVICE
L ' ’ ted File Type : pdf SROLIFING
-
RECTION & @ ADDHTIONAL
REGAREMERTS
¥ o
Iplaaded |
- -
L
. [
- - S e
L owes T —

1B e gl —

—— I =

T -l .

[~ - s Vmeay

fhccmasst
4o e —
b m [ L
- —
e - —mm

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

pdf format and size not more than 300 MB.
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o SUPPLIED STERILE
Sterillization Validation Report & Cert i
.:.Uplnulil.e
¥
@ Uploaded Files
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User click to upload file. The file must be pdf format and size not more than
300 MB.

1 e bl Fil
e

P i

P r— S—

I =

- - .

ierdl r— B

P

User has fill ‘Please specify’ text box first then click to upload file. The file must
be pdf format and size not more than 300 MB.
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Validation Report | Certificate
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- Uploaded Fil
oaded Files:
— - 0 P P
- : may B P FRTLE ST
e
g — ploaded F
B — —
. =
ey I =
= i )
Syl e
B S
§ -
e =
| r—— aa

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

L ]

SECTRON §

Applicotion Details

MEDICAL DEWCE

JCT A MEDICAL DEWCE
SECTROM 3 2GEME RAL INFORMATION
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.
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s |
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User click to upload file. The file must be pdf format and size not more than

300 MB.
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The user can click m to go to the editable section
Click m to go to the previous section to continue edit the change.

The diagram below show SECTION 6 : MANUFACTURER INFORMATION that need to be

change.
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+ Add Manufacturing Site _
User click _ to add new data or click # Lpdada to change the old

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

Manufacturing Site’ table.

. :
User click Uphict oo to change the old upload file or to new upload files.
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Next, user will go to SECTION 10 : DECLARATION OF CONFORMITY & ATTESTATION page

to complete the change of notification application.

ASEDUIL WAL UK SO RADSAMITD 111111101111 + Marsdectirer h

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

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

w Click to submit application

Section 1 : Medical Device Classification S‘tatus

Medical Device Risk And Classification Detasis L e L] Comphete

Establishment Detaits [T N Le Lo ‘\\ ‘\ Complete

Click to see more details about form

Section 2 : Determine IF The Product & Medcal Device

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

complete the form.

Then, click to submit application.
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5.0 WITHDRAWAL CERTIFICATE

User go to Application List page to withdrawal certificate

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

New Application Form Medical [

Application List (7) Medi
Medi
Change Of Ownership Medi
Medi
Change Notification {0 )
Medi
History (0 ) e
Méd

The diagram below show Application List page. CIickto withdrawal

certificate.

— . s |

Wb rarea | Coridicabs

B Change 0F Hotifucation
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Medical Device Registration Application

Withdrawal Certificate - MDR-20171121-262

Medical Device Regist MDR-20171121-262

Medical Device Name :  CLOVIE
Proprietary Mame/Brand : BRANDK
Muodel t  FAMILY OF 5YSTEM

Description Of Medical Device

MEDICAL PURFOSE

Intended Use Of Medical Device =
MEDICAL PURPOSE

U;:ﬂ.uad l:l:ﬂ'_l cial Ie.tkerl for n'[edical device 4. Upload file
registration application withdrawal

Please upload official letter for medical
device registration application withdrawal.

Letter must be prepared with company
letterhead

Ma results found.
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User must upload file to proceed withdrawal application

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

300 MB.

Upload official letter for medical device

registration application withdrawal

lease upload afficial letter for medica

Mo results found
tration application withd rawal
miuist be prepaned witl mpany
rtterhead
[ ]
. '
i T e sy —
Frysees T
G i — —
-~ s — —_—
o 1 -~ —
B B P TR
3 -y
B m Lo =
Fie nare it
(= o=

Then, click to submit withdrawal certificate application.
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6.0 WITHDRAWAL APPLICATION

User go to Application List page to withdrawal application

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

New Application Form Medical [

Application List [ T) Medi
Medi
Change Of Ownership Medi
Medji
Change Notification (0)
Medji
History (0) @
|"-1=:=c|

The diagram below show Application List page. Click to withdrawal

application.

[ Qiew | E0Psyment |

L L]
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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

.
to submit.

With

drawal Application - MDR

Uplaad oMcral latter %or medical dav

repatration applcatsgn withdras »

MDR-20171215-342

AQUITO MERDICIME

ERAND &

SINGLE

Example:

Example:

e s L T
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7.0 CHANGE OF AR
User go to Change of Ownership page to change of AR

ESTABLISHMENT LICENSE

MEDICAL DEVICE REGISTRATION

New Application Form

Application List (7)

Change Of Ownership

Change Notification (0 )

History (0 ) e

The diagram below show Change of Ownership page.

Medical [

Medyi
Medji
Medji
Medji

Medi

Med

# Seanch Applicabion Change {f Gwnarship

RECISTHATION NO

Ho Licende N Estabdchment Name
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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

" | —
(TP SN b | s b |
PRRTATIPRPRTN | o, i, s e |
tos [ITIITTTOTY —

e Click to view the application.

e Click to proceed the process change of ownership

1227123



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

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 OFf Qwnership

FORM CHANGE OF OWNERSHIP
Establishment Name :  BAITURA SYAIFULLAH

I i MDR-Z0AT1121-262

Example

Mo results found.

Proceed To Change Of Owmnership
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